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STATE DEFENDANTS’ MOTION FOR SUMMARY JUDGMENT 
 

Pursuant to Fed. R. Civ. P. 56, Defendants Director Elizabeth 

Hertel, Dr. Sandip Shah, Dr. Sarah Lyon-Callo, and Mary Kleyn, in 

their official capacities (collectively, the “State Defendants”), move that 

this Court grant summary judgment in favor of Defendants. The State 

Defendants say in support: 

1. Plaintiffs have either affirmatively consented to the 

Michigan Department of Health and Human Services’ 

program that makes retained residual dried blood spots 

available for research purposes, or failed to request that the 

retained dried blood spots be destroyed. In either case, the 

retained dried blood spots have not been used contrary to 

Plaintiffs’ expressed directives. 

2. The retention of residual dried blood spots has not interfered 

with any Plaintiff’s ability to direct his or her family’s 

medical care under the Fourteenth Amendment. To the 

extent it might have interfered with that ability, the 

program is narrowly tailored to further a compelling 

government interest. 
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3. The retention of residual dried blood spots is not a search or 

seizure under the Fourth Amendment. To the extent 

retention does constitute a search or seizure, it is reasonable, 

and exceptions to the warrant requirement apply, including 

that Plaintiffs consented and are free to opt out at any time. 

4. Plaintiffs’ healthcare providers are not state actors, so even 

if the providers failed to properly obtain informed consent 

from Plaintiffs, the State Defendants are not the appropriate 

parties from whom to seek relief. 

5. Plaintiffs do not meet the factors for injunctive relief, and 

this Court should decline to exercise its jurisdiction to grant 

the requested declaratory relief. 

6. Pursuant to E.D. Mich. LR 7.1(a), despite reasonable efforts 

by telephone call to Plaintiffs’ counsel on March 29, 2021, 

counsel for the State Defendants were unable to contact 

Plaintiffs’ counsel to explain the nature of the motion and its 

legal basis and therefore concurrence in this motion was not 

obtained. 
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WHEREFORE, for the reasons set forth in this motion and the 

attached brief, there is no genuine dispute as to any material fact, and 

the State Defendants are entitled to judgment as a matter of law. 

Therefore, the State Defendants ask this Court to grant its motion 

under Rule 56 and grant summary judgment in favor of Defendants. 

Dana Nessel 
Attorney General 

 
            
     /s/Aaron W. Levin    
     Christopher L. Kerr (P57131) 

Aaron W. Levin (P81310) 
     Assistant Attorneys General 
     Michigan Dep’t of Attorney General 
     Corporate Oversight Division 
     P.O. Box 30736 
     Lansing, MI 48909 

      (517) 335-7632 
 

Dated:  April 5, 2021 
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CONCISE STATEMENT OF ISSUES PRESENTED 

1. Plaintiffs have either affirmatively consented to the 
availability of their children’s dried blood spots for research 
uses or chosen not to have the dried blood spots destroyed. In 
either case, the State Defendants are entitled to judgment as 
a matter of law because they have at all times acted 
according to Plaintiffs’ expressed directives. 

2. Plaintiffs do not have an absolute right to direct their 
children’s medical care; it is well-established that the State 
can intervene to protect the public health. To the extent 
Plaintiffs’ consent is not dispositive, the retention and 
possible use of dried blood spots for research purposes 
(1) has not infringed Plaintiffs’ ability to direct their 
children’s medical care and (2) is narrowly tailored to further 
a compelling government interest. 

3. There is no Fourth Amendment violation because 
government-based medical procedures conducted for purely 
medical purposes are not searches. Even if retention of dried 
blood spots does constitute a search or seizure, it is not 
unreasonable because three exceptions to the warrant 
requirement apply: Plaintiffs have consented to it, Plaintiffs 
are free to opt out at any time, and special needs make the 
warrant requirement impracticable.  

4. There is no genuine dispute of material fact as to whether 
Plaintiffs provided informed consent to the retention of their 
dried blood spots because Plaintiffs’ medical care providers 
are not state actors. Even if Plaintiffs’ medical care providers 
failed to obtain consent properly, the State Defendants are 
not the appropriate parties from whom relief should be 
sought. 

5. Plaintiffs have failed to present any material fact supporting 
the elements of a conspiracy. 
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6. The unconstitutional harm Plaintiffs allege will not recur 
and cause an injury specific to them, and the injunctive 
relief factors also weigh in the State Defendants’ favor. The 
Grand Trunk factors for declaratory relief likewise weigh in 
the State Defendants’ favor. Plaintiffs are not entitled to 
injunctive relief, and this Court should decline to issue 
declaratory relief. 
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1 

INTRODUCTION 

The State Defendants are not responsible for Plaintiffs’ inaction. 

Plaintiffs authorized the State to make seven of their children’s residual 

dried blood spots (DBS) available for research use. At all times, 

Plaintiffs had the ability to change the uses for which all of the DBS are 

authorized, or to have DBS returned or destroyed. Plaintiffs’ choice not 

to do so is not a deprivation of any constitutional right.  

Michigan law mandates taking newborn blood samples, testing 

them for disorders such as sickle cell anemia, phenylketonuria, and 

hypothyroidism, and storing them for quality-control and approved 

medical research. Plaintiffs concede that this program is “a noble public 

policy idea.” (1st Am. Compl. ¶ 2, ECF No. 26, PageID.301.) Parents can 

direct that their child’s DBS be returned or destroyed entirely once 

newborn screening is completed, or that they be stored but not used for 

research—options that have been presented to Plaintiffs multiple times, 

but that Plaintiffs have not availed themselves of.  

Nevertheless, there are no injuries, constitutional or otherwise, 

from retention and possible use of Plaintiffs’ dried blood spots. The DBS 

have not been used contrary to Plaintiffs’ expressed directives—in fact, 
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2 

Plaintiffs’ DBS have not been used at all. Plaintiffs concede that 

retention of their dried blood spots has not impaired their ability to 

make medical decisions for their children—the alleged injury under the 

Fourteenth Amendment. And to the extent retention might implicate 

that right, the program is narrowly tailored to further a compelling 

government interest, i.e., the early detection, treatment, and prevention 

of childhood disease. Retention of DBS is also not a search or seizure 

under the Fourth Amendment because it has no law enforcement 

purpose, and to the extent that it is a search or seizure it is reasonable 

because exceptions to the warrant requirement apply, including 

Plaintiffs’ consent and freedom to opt out at any time.  

Further, even if Plaintiffs’ healthcare providers failed to properly 

obtain consent, those providers are not state actors. Thus, the State 

Defendants are not the appropriate defendants. Plaintiffs have also 

failed to raise any material fact evidencing a conspiracy. Finally, they 

are not entitled to injunctive or declaratory relief. 
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STATEMENT OF FACTS 

A. Factual background 

The Michigan newborn screening program screens for (and 

provides follow-up and referral for medical management of infants with) 

certain rare, insidious medical disorders that can result in serious 

disability or death.1 (LaPorte v. Gordon et al.,2 Opinion & Order, 1:20-

cv-10089 ECF No. 29, PageID.442; MDHHS Michigan Newborn 

Screening Questions and Answers Ex. 1 at 1, available at 

www.michigan.gov/mdhhs/0,5885,7-339-73971_4911_4916-233319--

,00.html (last accessed April 2, 2021).) See also Mich. Comp. Laws 

§ 333.5431.  

Michigan began its newborn screening program in 1965. The 

Michigan Legislature passed, and the Governor signed, 1965 PA 119, 

now codified at Mich. Comp. Laws § 333.5431, which required that 

 
1 The Newborn Screening Clearinghouse, housed on the website 
BabysFirstTest®, is supported by the Health Resources and Services 
Administration (HRSA) of the U.S. Department of Health and Human 
Services and provides valuable information to the public about newborn 
screening performed across the country. Available at 
www.babysfirsttest.org/ (last accessed April 2, 2021). 
2 LaPorte v. Gordon was consolidated with this case on April 28, 2020, 
prior to its voluntary dismissal. (Order Consolidating LaPorte v. Gordon 
with Kanuszewski v. MDHHS, ECF No. 104, PageID.1520.) 
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health professionals in charge of the care of a newborn test for the 

disorder phenylketonuria, a genetic disorder that can cause intellectual 

disability, seizure, behavioral problems, and other mental disorders. 

Michigan’s newborn screening evolved, and by 1978 the statute was 

amended to allow additional diseases to be tested and to provide that a 

person who violates the statute’s newborn screening requirements is 

guilty of a misdemeanor.3 (LaPorte, Op. & Order, 1:20-cv-10089 ECF 

No. 29, PageID.442; Ex. 1 at 1.) See also Mich. Comp. Laws § 333.5431. 

To ensure the quality, consistency, and efficiency of newborn 

screening through centralized screening, the statute was amended in 

1987 to permit the Michigan Department of Health and Human 

Services (“MDHHS”) to require that newborn screening be performed at 

 
3 Numerous new disorders have been added to the newborn screening 
blood spot panel, increasing from one in 1965 to five in 1993 to 56 today 
(plus hearing and critical congenital heart disease screened through 
other means). (https://www.michigan.gov/mdhhs/0,5885,7-339-
73971_4911_4916-233939--,00.html (last accessed April 2, 2021).) 
Disorders are added through operation of the Newborn Screening 
Quality Assurance Advisory Committee, established in 2006 and 
codified at Mich. Comp. Laws § 333.5430. This committee includes 
representatives of Michigan’s medical associations, hospitals, MDHHS, 
and the public. 
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the MDHHS Laboratory.4 (See LaPorte, Op. & Order, 1:20-cv-10089 

ECF No. 29, PageID.442-43; Ex. 1 at 1.) See also Mich. Comp. Laws 

§ 333.5431(2).) In 2000, the statute was again amended to, among other 

things, expressly exempt newborn screening testing from informed 

consent requirements and require MDHHS to: (1) develop a schedule for 

the retention and disposal of residual dried blood spots (“DBS”) after 

newborn screening is completed; (2) make the DBS available for medical 

research during the established retention period; and (3) publish a 

pamphlet explaining the newborn screening program and statutory 

requirements, including the retention and disposal period for DBS and 

that they may be used for medical research. Mich. Comp. Laws  

§ 333.5431(2), (7), and (8). 

Pursuant to Mich. Comp. Laws § 333.5431, Michigan’s newborn 

screening program uses five or six DBS collected on a filter paper 

collection card. (LaPorte, Op. & Order, 1:20-cv-10089 ECF No. 29, 

 
4 The MDHHS Laboratory is accredited by the College of American 
Pathologists and the Centers for Medicare & Medicaid Services and 
bases testing protocols on the Clinical and Laboratory Standards 
Institute’s Guidelines for Health Care Excellence. See 
www.michigan.gov/mdhhs/0,5885,7-339-71551_2945_5103-14582--
,00.html (last accessed April 2, 2021). 
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PageID.441; Ex. 1 at 2; MDHHS Michigan Newborn Screening 

Pamphlet Ex. 2 at 2,5 available at www.michigan.gov//mdhhs/0,5885,7-

339-73971_4911_4916-233588--,00.html (last accessed April 2, 2021); 

MDHHS APF-111 – Newborn Screening Specimens Ex. 3 at 1.) The 

collected DBS are then transported from Michigan birthing sites (e.g., 

hospitals, home births) to the MDHHS Laboratory, where the 

specimens are screened for 56 disorders; MDHHS newborn screening 

follow-up staff then inform healthcare providers if a disorder is 

suspected and ensure that infants are connected to care. (LaPorte, Op. 

& Order, 1:20-cv-10089 ECF No. 29, PageID.441; Ex. 1 at 2.) Every year 

more than 250 infants (roughly one in 400 to 500 births) are found to 

have a disorder. (Ex. 1 at 1.) Nationally, about 12,500 newborns are 

diagnosed with a condition identified through newborn screening 

annually. (LaPorte, Op. & Order, 1:20-cv-10089 ECF No. 29, 

PageID.441.) Since the newborn screening program began in 1965, it 

has identified more than 7,200 Michigan infants with disorders. (Id.) 

 
5 Exhibit 2 is the current version of the pamphlet. Older versions have 
been attached for reference to evidence that there was a pamphlet in 
use at the time each of the Plaintiff-Children was born, though some 
may reference policies that are no longer in use. (Historical Newborn 
Screening Pamphlets Ex. 31.) 
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After newborn screening is completed, parents or legal guardians 

may require MDHHS to destroy their child’s DBS stored pursuant to 

Mich. Comp. Laws § 333.5431. (LaPorte, Op. & Order, 1:20-cv-10089 

ECF No. 29, PageID.442-44; Ex. 3 at 1; MDHHS Residual Newborn 

Screening Blood Spot Directive Ex. 4, available at 

www.michigan.gov/mdhhs/0,5885,7-339-73971_4911_4916_53246-

244016--,00.html (last accessed April 2, 2021).6) Parents or legal 

guardians may also direct that the DBS be returned to them. (Lyon-

Callo Dep Ex. 23 at 67.) If parents or guardians do not submit a 

directive prior to the individual from whom the DBS were collected 

reaching age 18, the individual must make the request and provide the 

requisite documentation. (Ex. 3 at 1; Ex. 4.) Directives may be 

submitted to MDHHS by mail, fax, or email. (Ex. 4.) This information is 

provided to parents at the time of newborn screening by their 

 
6 Exhibit 4 is the current version of the directive form. There are two 
historical versions—one to opt out of research and one to request 
destruction. (Historical Directives to Remove Residual Newborn 
Screening Blood Specimen from Possible Research Uses Ex. 5; 
Historical Directives to Destroy Newborn Screening Blood Specimen Ex. 
6.) The two forms have now been combined into one document. (Ex. 4.) 
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healthcare provider, Mich. Comp. Laws § 333.5431, and the directive is 

available from MDHHS and online. 

Absent a destruction request, MDHHS stores DBS for potential 

authorized uses. Authorized uses are limited by medical research 

project designation, see Mich. Comp. Laws §§ 333.2631-2638, to 

newborn screening quality improvement and test development, 

approved research projects, parent-directed use, and crime-victim 

identification (the only approved law-enforcement use). (Ex. 3 at 1; 

MDHHS APF 114 – Guidelines for Research Use of Dried Blood Spots 

Ex. 7 at 2-5; MDHHS Application for Designation as a Medical 

Research Project & Approval Letter Ex. 8 at 2; Seeterlin Decl. Ex. 21 at 

2-6.) Recognizing DBS’s public health research value, the Legislature 

amended § 333.5431 in 2000 to mandate that MDHHS also permit 

medical research using de-identified DBS. Mich. Comp. Laws  

§ 333.5431(7)(b). MDHHS created a program, the Michigan BioTrust for 

Health (“BioTrust”), to facilitate research access to stored DBS.7 

 
7 A summary of the research requesting blood spots from Michigan is 
available online. (Research Use of Michigan’s Residual Newborn 
Screening Blood Spots, available at 
https://www.michigan.gov/documents/mdch/Dried_Blood_Spot_Research
_Table_Public_Report_347898_7.pdf, last accessed April 2, 2021.) 
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(LaPorte, Op. & Order, 1:20-cv-10089 ECF No. 29, PageID.445.) DBS 

are stored under the retention schedule that § 333.5431(7) requires 

MDHHS to establish— currently 35 years for DBS and demographic 

data and 22 years for screening data.8 (Ex. 21 at 3.) 

One of the six DBS is securely stored at the MDHHS Laboratory 

for parental use, if needed (e.g., future disease diagnosis, deceased child 

identification, autopsy); the other five are likewise de-identified, 

assigned the same anonymous numeric code, and stored at a secure site 

where only authorized individuals have access to the de-identified DBS, 

the Michigan Neonatal Biobank (Biobank) in Detroit. (Ex. 9 at 1-2; 

MDHHS BioTrust Frequently Asked Questions Ex. 10 at 1, available at 

www.michigan.gov//mdhhs/0,5885,7-339-73971_4911_4916-233588--

,00.html (last accessed April 2, 2021).) MDHHS maintains the sole link 

that would enable re-coding to identify a stored DBS; Biobank cannot 

access this identifiable information. (Ex. 5 at 4; Ex. 6 at 3; Ex. 10 at 1.) 

 
8 While MDHHS policies allow for DBS to be retained for up to 100 
years, (Ex. 7 at 5; Ex. 3 at 1; MDHHS After Newborn Screening – Your 
Baby’s Blood Spots Ex. 9 at 2, available at 
www.michigan.gov//mdhhs/0,5885,7-339-73971_4911_4916-233588--
,00.html (last accessed April 2, 2021),) the current retention schedule is 
only 35 years.  
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MDHHS retains qualified ownership of DBS while in storage, meaning 

only MDHHS has the power to direct the use of DBS; the Biobank’s role 

is merely to maintain the DBS and to use them consistent with 

MDHHS’s directives. MDHHS may release part, or all, of the de-

identified DBS for three types of uses: quality assurance essential to 

continuation of the newborn screening program; research use through 

the BioTrust program; and parent-directed use or destruction. (See Ex. 

3 at 1; Ex. 9 at 2; Lyon-Callo Dep. Ex. 23 at 66.) 

In furtherance of Michigan’s commitment to providing parental 

decision-making opportunities, MDHHS in 2010 implemented an “opt-

in” consent process through the BioTrust program; since May 1, 2010, a 

parent or legal guardian directs—at the time of collection—whether 

their newborn’s stored DBS can be used for research, and may change 

this decision later by completing the directive form. (Ex. 9 at 1-2; Ex. 10 

at 2; MDHHS Michigan BioTrust for Health – Consent Options Ex. 11 

at 1-2, available at www.michigan.gov/mdhhs/0,5885,7-339-

73971_4911_4916_53246-244016--,00.html (last accessed April 2, 2021); 

BioTrust Research Consent Form Ex. 12, available at 

www.michigan.gov/mdhhs/0,5885,7-339-73971_4911_4916_53246-
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244016--,00.html (last accessed April 2, 2021).) Accordingly, stored DBS 

for children born on or after May 1, 2010 may be used for deidentified 

research through the BioTrust only if a parent or legal guardian returns 

a signed consent form allowing it.9 (Id.) Parents are also expressly 

informed that their child’s DBS will be stored even if they say “no” to 

research unless they complete the directive form to destroy. (Id.) For 

stored DBS of children born before May 1, 2010, their de-identified DBS 

are available for health research under a waiver of the informed consent 

requirement granted by the MDHHS Institutional Review Board. 

(Institutional Review Board Approval Forms for Michigan Neonatal 

Biobank Ex. 13; 45 C.F.R. § 46.116 effective June 23, 2005 to July 18, 

2018, Ex. 32.10) Individuals whose DBS are included in this group can 

also “opt out” at any time by requesting their DBS be returned, 

destroyed entirely, or stored but not used for research. (Ex. 9 at 1-2; Ex. 

10 at 2; Ex. 11 at 1-2; Ex. 12; Ex. 23 at 66.) 

 
9 Identified research using DBS can only be performed if parents or 
guardians provide study-specific consent, which is sought on a case-by-
case basis. 
10 Because deidentified research under the BioTrust was approved prior 
to January 21, 2019, it is subject to the pre-2018 Common Rule. 45 
C.F.R. § 46.101(l)(3). The current version also allows for waivers of 
informed consent under certain circumstances. 45 C.F.R. § 46.116(e).  
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B. Procedural history 

On February 8, 2018, Plaintiffs filed their initial complaint. 

(Compl., ECF No. 1, PageID.1.) Plaintiffs filed a “corrected complaint” 

on February 17, 2018, which alleged that the newborn screening 

program’s heel stick, screening, and storage violated their Fourth and 

Fourteenth Amendment rights. (Corrected Compl., ECF No. 3, 

PageID.42.)  

On April 17, 2018, the State Defendants filed a motion to dismiss. 

(Mot. to Dismiss, ECF No. 21, PageID.171.) This motion argued, among 

other things, that Plaintiffs’ corrected complaint should be dismissed for 

failure to state a claim under Rule 12(b)(6), lack of standing under Rule 

12(b)(1), and governmental immunity. 

Rather than respond to the State Defendants’ motion, Plaintiffs 

filed a First Amended Complaint on April 30, 2018. (1st Am. Compl., 

ECF No. 26, PageID.300.) The First Amended Complaint raised 

substantially the same issues as the corrected Complaint. 

On May 29, 2018, the State Defendants filed a Motion to Dismiss 

the First Amended Complaint. (Mot. to Dismiss 1st Am. Compl., ECF 

No. 32, PageID.477.) The State Defendants reiterated that Plaintiffs 
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had failed to state a claim, failed to establish standing, and failed to 

plead in avoidance of governmental immunity.  

On August 8, 2018, this Court issued an Order granting the State 

Defendants’ motion to dismiss and dismissed Plaintiffs’ claims with 

prejudice. (8/8/18 Order, ECF No. 50, PageID.825.)  

Plaintiffs appealed. The Sixth Circuit held, in short, that 

Plaintiffs’ claims regarding the initial heel stick and screening were 

properly dismissed based on standing, qualified or sovereign immunity, 

or for failure on the merits. Kanuszewski v. Michigan Dep’t of Health & 

Human Servs., 927 F.3d 396, 412, 414, 416, 423 (6th Cir. 2019). The 

Court remanded Plaintiffs’ claims regarding retention and possible use 

of DBS to this Court for further proceedings. Id. at 426. 

C. Plaintiffs’ retained DBS and participation in the 
BioTrust program 

In this case, there are four Plaintiff-Parents representing their 

collective nine children. Plaintiffs Adam and Ashley Kanuszewski bring 

this action on behalf of Plaintiff-Children D.W.L,11 born January 17, 

 
11 Plaintiff Adam Kanuszewski advised in his deposition that he is not 
D.W.L.’s biological father and has not adopted D.W.L. (Adam 
Kanuszewski Dep. Ex. 24 at 21.) No other alleged fact or record 
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2008; R.F.K., born April 22, 2013; and C.K.K., born February 10, 2016. 

(1st Am. Compl., R. 26, ¶ 16, PageID.304.) Plaintiff Shannon LaPorte 

brings this action on behalf of Plaintiff-Children M.T.L., born October 

19, 2008; and E.M.O., born February 6, 2017. (Id. ¶ 17.) Plaintiff 

Lynette Wiegand brings this action on behalf of Plaintiff-Children 

L.R.W., born November 21, 2011; C.J.W., born July 17, 2013; H.J.W., 

born December 24, 2014; and M.L.W., born January 30, 2017. (Id. ¶ 18.) 

Plaintiff Ashley Kanuszewski signed an authorization allowing 

the retained DBS for R.F.K. and C.K.K. to be used for health research 

on the date each child was born. (Michigan BioTrust for Health blood 

spot directive dated April 22, 2013 Ex. 14; Michigan BioTrust for 

Health blood spot directive dated February 10, 2016 Ex. 15.) Plaintiff 

Shannon LaPorte signed, on the date of E.M.O.’s birth, an authorization 

that did not allow for the DBS retained from E.M.O. to be used for 

health research but indicated the spots would be stored and may be 

used to help ensure the newborn screening program detects those at 

risk, and that advised LaPorte that if she wanted the blood spots to be 

 
evidence establishes his guardianship over D.W.L. Therefore, it appears 
he does not have the legal authority to assert claims on behalf of D.W.L. 
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destroyed she must contact MDHHS. (Michigan BioTrust for Health 

blood spot directive dated February 6, 2017 Ex. 16.) Plaintiff Lynette 

Wiegand signed, on either the day of or the day following her children’s 

birth, an authorization allowing the retained DBS for L.R.W., C.J.W., 

and H.J.W. to be used for health research, and she signed an 

authorization for M.L.W. that did not allow the retained DBS to be used 

for health research but indicated that the spots will be stored and may 

be used to help ensure the newborn screening program detects those at 

risk, and advised that if she wanted the blood spots to be destroyed she 

must contact MDHHS. (Michigan BioTrust for Health blood spot 

directive dated November 22, 2011 Ex. 17; Michigan BioTrust for 

Health blood spot directive dated July 18, 2013 Ex. 18; Michigan 

BioTrust for Health blood spot directive dated December 25, 2014 Ex. 

19; Michigan BioTrust for Health blood spot directive dated January 30, 

2017 Ex. 20.) Plaintiff-Children D.W.L. and M.T.L., who were born prior 

to 2010, do not have signed directives on file because of the statutory 

waiver of the consent requirement for newborn screening and the policy 

waiving the informed consent requirement for use of DBS obtained 

before May 2010 for research purposes. (Ex. 13; Ex. 32.) Plaintiff-
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Parents have not requested destruction or return of their children’s 

DBS. (Kleyn Decl. Ex. 22 at 3.) None of the Plaintiff-Children’s DBS 

have been used for any purpose after newborn screening was completed. 

(Ex. 21 at 6; Ex. 22 at 3.) 

STANDARD OF REVIEW 

“The court shall grant summary judgment if the movant shows 

that there is no genuine dispute as to any material fact and the movant 

is entitled to judgment as a matter of law.” Fed. R. Civ. P. 56. “[W]here 

the record taken as a whole could not lead a rational trier of fact to find 

for the non-moving party, there is no genuine issue for trial.” Moldowan 

v. City of Warren, 578 F.3d 351, 374 (6th Cir. 2009) (citations omitted). 

ARGUMENT 

I. Defendants are entitled to judgment as a matter of law. 

At the outset, it is important to consider the narrow focus of the 

claims remaining in this case. This is not a class action, and Plaintiffs 

do not seek statewide relief. (Resp. to State Defendants’ Mot. to Dismiss 

1st Am. Compl., ECF No. 45, PageID.714) (“‘[S]tatewide relief’ is not 

demanded. . . The Plaintiffs’ claims rest solely on what happened and is 
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happening to them, and not any third parties.”) Therefore, the 

remaining claims focus on only the retention of the DBS for the nine 

Plaintiff-Children in this case, and Plaintiffs may only seek prospective 

relief. Kanuszewski, 927 F.3d 396 at 417-418, 424. Further, none of the 

DBS at issue have been used for any purpose, either by MDHHS or a 

third party (Ex. 21 at 6; Ex. 22 at 3.)  

Because Plaintiffs have either affirmatively consented to the 

availability of their DBS for deidentified research or chosen to not have 

their children’s DBS destroyed or returned—options that have been 

available at all times before and during this litigation—and because 

retention of DBS has not interfered with any Plaintiffs’ ability to direct 

their children’s medical care and is not an unreasonable search or 

seizure, Defendants are entitled to judgment as a matter of law. 

A. Plaintiffs have affirmatively consented or continue to 
allow participation in the BioTrust program. 

MDHHS has not used any DBS contrary to the expressed wishes 

of the parents (Ex. 14; Ex. 15; Ex. 16; Ex. 17; Ex. 18; Ex. 19; Ex. 20; Ex. 

21 at 6; Ex. 22 at 3), and Plaintiffs have no evidence suggesting 

otherwise. (Ex. 24 at 6, 11, 13; Ashley Kanuszewski Dep. Ex. 25 at 7, 
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10, 16-17; LaPorte Dep. Ex. 26 at 12, 14, 17; Wiegand Dep. Ex. 27 at 

27). Further, Plaintiffs do not dispute that they signed the directives. 

(Ex. 24 at 10; Ex. 25 at 10; Ex. 26 at 11, 14; Ex. 27 at 18-21.) At all 

times, Plaintiffs were able to direct the retention and authorized uses of 

their children’s DBS, including having the DBS destroyed or returned. 

They have elected not to do so. This information is available to the 

public, but Plaintiffs concede they have never looked for it or contacted 

MDHHS to learn more. (Ex 24 at 6; Ex. 25 at 6, 12, 30; Ex. 26 at 28-29; 

Ex. 27 at 7-8.) Plaintiff Wiegand even acknowledged that she may have 

been given this information prior to the birth of one of her children and 

chose not to read it. (See Ex. 27 at 31.) 

Michigan law “presumes that one who signs a written agreement 

knows the nature of the instrument so executed and understands its 

contents. The purpose of this rule is well recognized—to preserve the 

integrity and stability of written instruments.” McKinstry v. Valley 

Obstetrics-Gynecology Clinic, P.C., 405 N.W.2d 88, 96 (Mich. 1987) 

(citations omitted); see Stout v. J.D. Byrider, 228 F.3d 709, 715 (6th Cir. 

2000) (“This Court applies the cardinal rule that, in the absence of 

fraud or wilful deceit, one who signs a contract which he has had an 
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opportunity to read and understand, is bound by its provisions.” 

(quotation omitted)). 

To the extent Plaintiffs argue that they were not provided 

adequate information at the time their children were born, this is 

directly contradicted by the signed directives, which are the best 

evidence of what Plaintiffs knew and intended at the time the 

documents were signed. If this Court considers the opinion of Plaintiffs’ 

expert,12 Dr. Eisenhauer, it is worth noting that, in the only published 

study she has performed regarding consent for the BioTrust program, 

she found in her limited sample that all of the mothers—even those Dr. 

Eisenhauer concluded were not sufficiently informed by their medical 

care providers about possible research uses for DBS—made choices 

consistent with their attitudes about the research. (Elizabeth R. 

Eisenhauer, Mothers’ Decisions About Donating Newborns’ Blood Spots 

for Research, 33 J. Perinat. Neonat. Nurs. 361, 366 (2019) Ex 28. (“No 

choice was inconsistent with the stated attitudes about the research.”)) 

Regardless, the directives explicitly reference additional information 

 
12 The State Defendants’ motion to exclude expert testimony has not yet 
been resolved at the time of filing this motion. 
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that was provided at the same time as the directive. (Ex. 14; Ex. 18.) 

Plaintiffs had a duty to read the directives before signing, and failure to 

do so is not a defense. Carrigg v. Gen. R.V. Ctr., Inc., 421 F. Supp. 3d 

480, 490-91 (E.D. Mich. 2019) (citing Montgomery v. Fid. & Guar. Life 

Ins. Co., 713 N.W.2d 801, 804 (Mich. Ct. App. 2005); Scholz v. 

Montgomery Ward & Co., Inc., 468 N.W.2d 845, 848 (Mich. 1991).) 

Thus, summary judgment is appropriate for Plaintiffs’ claims regarding 

DBS retained from R.F.K., C.K.K., E.M.O., L.R.W., C.J.W., H.J.W., and 

M.L.W.  

The same result is true for D.W.L. and M.T.L., for whom no 

directives were signed under the policy that does not require informed 

consent for the BioTrust program for retained DBS obtained before 

2010. (Ex. 13; Ex. 32 at 3.) Even if Plaintiff Ashley Kanuszewski was 

not informed by her healthcare professional at the time of D.W.L.’s 

birth—and the pamphlet in use at the time of D.W.L.’s birth noted that 

DBS are retained—she has been on notice that DBS are retained and 

made available for research since at least April 22, 2013, when she 

signed an authorization allowing R.F.K.’s DBS to be available for 

research. (Ex. 14; Ex. 31 at 12.) Similarly, even if Plaintiff LaPorte was 

Case 1:18-cv-10472-TLL-PTM   ECF No. 147, PageID.4213   Filed 04/05/21   Page 36 of 61



 
21 

not informed by her healthcare professional at the time of M.T.L.’s 

birth—and the pamphlet in use at the time also noted DBS are 

retained—she has been on notice that DBS are retained and made 

available for research since at least February 6, 2017, when she signed 

a directive indicating that E.M.O.’s blood spots may not be used for 

health research. (Ex. 16; Ex. 31 at 10.) These Plaintiffs sat on their 

hands for approximately four and eight years, respectively, and never 

expressed to MDHHS that the use of D.W.L.’s and M.T.L.’s DBS for 

deidentified research was against their wishes.  

Nevertheless, the availability of D.W.L.’s and M.T.L.’s DBS for 

deidentified research, without consent, is consistent with federal law 

under a waiver of informed consent. Research through the BioTrust is 

conducted in accordance with the pre-2018 Common Rule. (Ex. 32.) The 

Common Rule acknowledges that requirements for informed consent 

are not appropriate for all forms of research that may be subject to the 

Common Rule regulations. As such, the Common Rule includes 

appropriately limited provisions allowing for waivers or alterations of 

informed consent requirements. (Id. at 3.)  
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In 2010, when MDHHS adopted the current opt-in policy 

regarding deidentified research, many DBS were already being retained 

for newborn screening purposes (quality improvement, quality 

assurance, parent-directed use, etc. (Ex. 21 at 2-6.).) These DBS held 

great potential value to public health research, but it would have been, 

and still is, impracticable to seek consent from each individual from 

whom DBS were already held. The then-Michigan Department of 

Community Health Institutional Review Board (IRB) approved a 

procedure waiving informed consent for DBS obtained pre-2010 because 

(1) the research involves no more than minimal risk—risk is minimized 

by using already-held specimens, a widely accepted strategy that is not 

controversial; (2) the waiver does not adversely affect the rights and 

welfare of the individual because it does not require active participation 

and is anonymous; (3) the research could not practicably done without 

the waiver; and (4) individuals are provided with additional pertinent 

information when appropriate. (Ex. 32 at 3; Ex. 13.) Research done with 

this kind of waiver is commonplace nationally, and a finding 

invalidating waivers such as this could devastate legally and ethically 
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sound research being done throughout the country, most of it unrelated 

to newborn screening.  

Plaintiffs’ failure to exercise their ability to remove their DBS 

from availability for anonymous research, combined with the consent 

for deidentified research provided for their other children’s DBS, 

demonstrates that MDHHS has never used Plaintiffs’ DBS contrary to 

their expressed wishes. Regardless, these DBS have not been used for 

post-screening purposes.  

B. Participation in the BioTrust program has not 
infringed any Plaintiff’s ability to direct his or her 
children’s medical care. 

Plaintiffs concede that the State retaining their children’s DBS 

has not impaired their ability to direct their children’s medical care. 

(Ex. 24 at 19-20; Ex. 25 at 17; Ex. 27 at 31.) And to the extent the 

BioTrust program implicates Plaintiff-Parents’ ability to direct their 

children’s medical care, as argued above, Plaintiff-Parents directed 

MDHHS to make most of the DBS at issue available for research. Thus, 

Plaintiffs’ rights under the Fourteenth Amendment to direct their 

children’s medical care has not been violated, and Defendants are 

entitled to summary judgment. 
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Alternatively, although Plaintiff-Parents have a fundamental 

right to direct their children’s medical care, “[t]his does not mean that 

parents’ control over their children is without limit . . . . Indeed, 

limitations on parents’ control over their children are particularly 

salient in the context of medical treatment.” Kanuszewski, 927 F.3d at 

419 (citing Jacobson v. Massachusetts, 197 U.S. 11, 38 (1905)). 

Plaintiffs’ argument that retention of DBS violates their Fourteenth 

Amendment rights to direct their children’s medical care is based only 

on the existence of such a right; Plaintiffs argue that this right is 

absolute. But that is wrong. “A parent’s right to control the custody and 

care of her children is not absolute, as the State has a legitimate 

interest in protecting ‘the moral, emotional, mental, and physical 

welfare of the minor.’” In re Sanders, 852 N.W.2d 524, 532 (Mich. 2014) 

(quoting Stanley v. Illinois, 405 U.S. 645, 652 (1972)). “Supreme Court 

precedent recognizes ‘two competing values of equal worth: the right of 

parents to parent and the right of children to safety.’ ” (LaPorte, Op. & 

Order, ECF No. 29, PageID.457 (quoting Spiering v. Heineman, 448 F. 

Supp. 2d 1129, 1140 (D. Neb. 2006)).  
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Nevertheless, because the newborn screening program is subject 

to strict scrutiny (Id. at PageID.456-57), the retention of DBS is also 

likely subject to strict scrutiny and will be upheld if it is narrowly 

tailored to a compelling government interest. However, “[s]trict scrutiny 

is not ‘strict in theory, but fatal in fact.’ ” Johnson v. California, 543 

U.S. 499, 514 (2005) (quoting Adarand Constructors, Inc. v. Pena, 515 

U.S. 200, 237 (1995)). “The fact that strict scrutiny applies ‘says nothing 

about the ultimate validity of any particular law; that determination is 

the job of the court applying strict scrutiny.’ ” Id. at 515 (quoting 

Adarand, 515 U.S. at 237). 

The Sixth Circuit recognized that there is a compelling 

governmental interest in the newborn screening program:  

The state’s interest in preserving the welfare of children is at 
its zenith when the life of the child is at stake, and in such 
circumstances the state in its role of parens patriae may 
subordinate the interest of the child’s parents to its own 
interest in keeping the child alive.  

 
Kanuszewski, 927 F.3d at 419 (citing Schall v. Martin, 467 U.S. 253, 

265 (1984)). Although the Sixth Circuit declined to examine the merits 

of a claim alleging violation of a parent’s substantive due process rights 

based on the newborn screening program, it noted that  
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[a] program to screen children for life-threatening diseases 
at birth may be an example of a state’s proper exercise of its 
parens-patriae role, provided that the state operates the 
program for purely benevolent motives. It may well be that 
the NSP [newborn screening program] would survive strict 
scrutiny to the extent that it involves drawing the children’s 
blood and screening for life-threatening diseases. 
 

Id. at 419–20 (citing Jacobson, 197 U.S. at 38; Prince v. Massachusetts, 

321 U.S. 158, 167 (1944)).  

 Wholly separate from the BioTrust consent process, all residual 

DBS may be used by MDHHS for limited purposes necessary to 

maintain the ongoing function of the newborn screening system. 

Retention may benefit the individual from whom the DBS were 

obtained (e.g., DBS are sometimes used by physicians in diagnosing and 

treating other conditions), but of greater importance is the value to the 

public health in maintaining and expanding the newborn screening 

program, allowing for the identification and treatment of congenital 

disorders in all newborns.  

Retained DBS are vital to maintaining an accurate and timely 

newborn screening program. (Ex. 21 at 2.) Newborn screening is not one 

test; after the hearing tests and critical congenital heart disease testing 

done at the time of birth, the newborn screening laboratory utilizes over 
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29 instruments over nine different testing areas to screen DBS. (Id. at 

3-4.) The performance of each of these instruments must be verified 

prior to clinical use, which typically requires a minimum of 5,000 DBS, 

but can require more depending on the circumstances. (Id. at 3.) There 

are similar requirements for validating instruments’ results and 

improving the accuracy of laboratory equipment. (Id. at 3-4) The 

newborn screening laboratory transitions to new testing equipment 

virtually every year. (Id. at 4.)  

Through these testing areas, the newborn screening laboratory 

tests for the presence of analytes in the blood. Newborn screening is not 

diagnostic testing. (Id. at 4.) Rather, the tests screen the DBS to 

determine the amount of the screened-for analytes in the blood, and at 

certain quantities these analytes can be indicative of disease and follow-

up testing or treatment will be recommended. No other data is tested 

for or retained. Retaining DBS is vital for determining the cutoffs used 

in screening. (Id. at 3-4.) Further, because some of the maladies 

screened for are quite rare, the pool of retained DBS must be very large; 

some disorders appear only once in ten years, yet the machinery must 

be maintained to ensure that when such a child is born, they are not 
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missed. (Id. at 4.) Retained DBS are also used for retesting to reduce 

the number of false negative results. (Id. at 4-5.) Because of the dire 

health outcomes that can result from false negative tests, the newborn 

screening program takes this responsibility very seriously. (Id.) Without 

retention of DBS, the newborn screening system could not function. 

Retaining data is also necessary for the operation of the newborn 

screening program. Data is crucial for quality improvement, especially 

cutoff evaluations. (Id. at 5.) Having data over many years is important 

in order to have statistical confidence. (Id.) Demographic data is also 

important to ensure the correct DBS are retrieved in response to 

parent-driven requests, including sending DBS to a doctor’s office to 

assist with diagnosis or treatment, research directed by a parent, and 

return or destruction of DBS. (Id. at 6.)  

Because retention of DBS is necessary to ensure a robust, 

accurate, and effective newborn screening program, there is no question 

DBS are retained for a compelling government purpose.  

In addition to furthering a compelling government purpose, 

retention of DBS is narrowly tailored. MDHHS accomplishes this in 

several ways. First, MDHHS obtains informed general consent for use 
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of DBS for purposes other than those necessary to keep the newborn 

screening program operational. Second, even with informed consent, 

DBS may only be used for anonymous research; that is, the DBS must 

be de-identified. Third, DBS may be destroyed or returned upon request 

at any time, and the uses for which retained DBS are authorized may 

be changed by a parent or legal guardian, or the individual from whom 

the DBS were obtained after they turn 18. These policies are entirely 

consistent with those advocated for by Professor Sonia Suter—

Plaintiffs’ expert witness. (Sonia M. Suter, Did You Give the 

Government Your Baby’s DNA? Rethinking Consent in Newborn 

Screening, 15 Minn. J.L. Sci. & Tech. 729, 765, 770, 773-74, 779, (2014) 

Ex. 29; Suter Dep. Ex. 33 at 12-16, 17-18, 24-25.) Thus, the scope of 

permissible uses for retained DBS is at all times under the direction of 

a parent, legal guardian, or the individual. 

Further, retained DBS are stored in secured facilities and may 

only be used for purposes approved under the program’s medical 

research project designation. See Mich. Comp. Laws §§ 333.2631-2638. 

Violations of the medical research project designation protections 

require termination of MDHHS employees and may bring criminal 
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liability. Mich. Comp. Laws § 333.3638. Approved purposes include only 

newborn screening quality improvement and test development, 

approved research projects, parent-directed use, and crime-victim 

identification. (Ex. 3 at 1; Ex. 7 at 2-5; Ex. 8 at 2.) Even these uses are 

subject to additional confidentiality protections; crime-victim 

identification requires a subpoena, parent-directed use requires proof of 

an individual’s authority to direct the use, and research projects go 

through extensive review.  

If retained DBS are authorized for research, they are also subject 

to additional privacy protections. MDHHS assigns each DBS a numeric 

code before possession of the DBS is transferred to the Biobank. The 

Biobank does not have access to any personally identifying information. 

This ensures anonymity. The Biobank also assigns an added numeric 

code before allowing MDHHS-approved researchers access to the DBS. 

(Yancey Dep. Ex. 30 at 13, 37-38.) The numeric code used by 

researchers is not the same as that assigned by MDHHS. Thus, neither 

the Biobank nor any approved third parties have access to the 

information necessary to identify any individual based on their DBS. 

And continuous involvement of the Community Values Advisory Board 
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and Scientific Advisory Board, together with required oversight, review, 

and approval by the MDHHS Institutional Review Board, ensures that 

any research use adheres strictly to federal and state laws and 

regulations governing human subject research. (Ex. 7; Ex. 13.) See also, 

e.g., 45 C.F.R. § 46.101 et seq. These limitations and protections ensure 

confidentiality and choice for parents and individuals of age with regard 

to their retained DBS. Accordingly, the retention of DBS is narrowly 

tailored to achieve a compelling government interest, and defendants 

are entitled to summary judgment on Count I and Count II, which 

allege violations of the Fourteenth Amendment. 

C. Participation in the BioTrust program is not an 
unreasonable search or seizure. 

The Fourth Amendment protects “the right of the people to be 

secure in their persons, houses, papers, and effects, against 

unreasonable searches and seizures . . . .” United States v. Jones, 565 

U.S. 400, 404 (2012). The touchstone of Fourth Amendment analysis is 

“whether a person has a constitutionally protected reasonable 

expectation of privacy.” Oliver v. United States, 466 U.S. 170, 177 (1984) 

(quotations omitted).  
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“The [Fourth] Amendment does not protect the merely subjective 

expectations of privacy, but only those expectation[s] that society is 

prepared to recognize as reasonable.” Id. And that right is personal and 

cannot be vicariously asserted. Rakas v. Illinois, 439 U.S. 128, 133–34 

(1978) (citing Brown v. United States, 411 U.S. 223, 230 (1973)). 

Plaintiffs assert that the retention of their DBS without a warrant 

is necessarily a Fourth Amendment violation. That misstates the law. 

As a threshold matter, the retention of DBS does not implicate the 

Fourth Amendment because it is done for purely medical purposes. 

Second, there are exceptions to the warrant requirement—including 

consent—that apply in this case.  

1. Retaining DBS for medical purposes does not 
constitute a search or seizure. 

Many courts, including the Sixth Circuit, recognize that 

procedures undertaken for “purely medical reasons” may not be Fourth 

Amendment searches.13 See Hearring v. Sliwowski, 712 F.3d 275, 281 

 
13 This Court previously found that the heel stick done for newborn 
screening is a search. (ECF No. 50, PageID.841.) The State Defendants 
assert this argument both because retention is distinct from the initial 
test, and in order to preserve this argument in the event of an appeal.  
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(6th Cir. 2013) (holding that Fourth Amendment does not apply to 

visual inspection for medical purposes); Peete v. Metro. Gov’t of 

Nashville & Davidson Cty., 486 F.3d 217, 222 (6th Cir. 2007) (holding 

that paramedics who “were not acting to enforce the law, deter or 

incarcerate” did not breach the Fourth Amendment); United States v. 

Attson, 900 F. 2d 1427, 1433 (9th Cir. 1990) (holding that no Fourth 

Amendment search occurred where procedures undertaken for “purely 

medical reasons”). This issue has not been settled in this Circuit. 

Kanuszewski, 927 F.3d at 423. Because the most significant reason DBS 

are retained—and the only reason DBS are retained and used without 

consent—is to ensure the continued efficacy of the newborn screening 

program, retention is primarily for medical purposes and does not 

implicate the Fourth Amendment. 

2. Alternatively, retention of DBS is reasonable 
under the Fourth Amendment. 

Nevertheless, even if retention of DBS constitutes a search or 

seizure as contemplated by the Fourth Amendment, there can be no 

doubt that it reasonable given the benefit to, and goals of, the newborn 

screening program. Warrantless searches or seizures are reasonable 
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when certain exceptions apply. Missouri v. McNeely, 569 U.S. 141, 148 

(2013). To the extent the Fourth Amendment is implicated, multiple 

exceptions apply to the newborn screening program. First, Plaintiffs 

consented, as described above, to their children’s DBS being available 

for research, which necessarily requires retention. Consent obviates the 

warrant requirement. Florida v. Bostick, 501 U.S. 429, 439 (1991) 

(Fourth Amendment “does not proscribe voluntary cooperation”); 

Schneckloth v. Bustamonte, 412 U.S. 218, 219 (1973); United States v. 

Carter, 378 F.3d 584, 587 (6th Cir. 2004) (“It is well-settled that a 

person may waive his Fourth Amendment rights by consenting to a 

search.”). Further, if the target of the alleged search or seizure retains 

the ability to stop that governmental activity, that activity was 

reasonable. United States v. Mendenhall, 446 U.S. 544, 554 (1980) (“As 

long as the person . . . remains free to . . . walk away, there has been no 

intrusion upon that person’s liberty or privacy as would under the 

Constitution require some particularized and objective justification.”) 

Plaintiffs have at all times been free to change their minds and have 

the DBS at issue removed from MDHHS custody. Because this 

information is described on the signed directive, and available online or 
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by contacting MDHHS, a reasonable person would not believe they are 

not free to opt out of retention. Thus, MDHHS did not violate the 

Fourth Amendment. See id. 

Second, notwithstanding Plaintiffs’ consent, the special needs 

doctrine applies “when special needs, beyond the normal need for law 

enforcement, make the warrant and probable-cause requirement 

impracticable.” Bd. of Educ. of Indep. Sch. Dist. No. 92 of Pottawatomie 

Cty. v. Earls, 536 U.S. 822, 843 (2002). In such cases, courts are tasked 

with balancing the nature of the intrusion on the individual’s privacy 

against the promotion of legitimate government interests. Id. at 829.  

In this case, the exercise of government authority is distinct from 

law enforcement: there is no consideration of wrongdoing, no possibility 

of detecting criminal conduct, and the program is designed to ensure 

public safety by protecting the health and safety of infants. Further, 

requiring a warrant for DBS every time equipment is calibrated or 

anonymous research is requested would be an impossible standard 

given the lack of a criminal purpose—there would never be probable 

cause of wrongdoing. Even assuming some different warrant 

requirement, such a step would cause significant delay and risk to the 
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health of Michigan children, as well as place a significant burden on the 

legal system. See Camara v. Mun. Ct. of City & Cty. of San Francisco, 

387 U.S. 523, 539 (1967) (holding the warrant requirement for 

administrative searches is not “intended to foreclose prompt 

inspections, even without a warrant, that the law has traditionally 

upheld in emergency situations,” including mandatory vaccinations and 

health quarantines.) Because retention is done to ensure the public 

health through effective newborn screening; with notice, consent for 

research, and the ability to remove a child’s, or one’s own, DBS at any 

time; and because of the risk to public safety and the lack of a purpose 

relating to the violation of a criminal statute, retention of DBS is 

reasonable and does not violate the Fourth Amendment. Therefore, 

Defendants are entitled to summary judgment on Count III, Count IV, 

and Count V.  

D. Plaintiffs’ healthcare providers are not state actors. 

Notwithstanding the above, even if this Court determines that 

there is a question of fact regarding what Plaintiffs knew at the time 

they authorized the use of their children’s DBS, it should nevertheless 

Case 1:18-cv-10472-TLL-PTM   ECF No. 147, PageID.4229   Filed 04/05/21   Page 52 of 61



 
37 

enter summary judgment because the State Defendants are not the 

responsible parties. 

Mich. Comp. Laws § 333.5431 requires “[a] health professional in 

charge of the care of a newborn infant or, if none, the health 

professional in charge at the birth of an infant” is responsible for 

obtaining DBS consistent with MDHHS’s retention schedule. Mich. 

Comp. Laws § 333.5431(1), (7). This includes providing the directive 

regarding retention and use of DBS in the BioTrust program and the 

additional information referred to in the directive. A health professional 

who fails to do so is “is guilty of a misdemeanor.” Mich. Comp. Laws 

§ 333.5431(5).  

To the extent Plaintiffs argue they were not provided the directive 

and the additional information, or that their signatures or the 

information provided were somehow deficient, they have not named the 

proper defendants. “[T]he mere fact that a business is subject to state 

regulation does not by itself convert its action into that of the State for 

purposes of the Fourteenth Amendment.” Am. Mfrs. Mut. Ins. Co. v. 

Sullivan, 526 U.S. 40, 52 (1999). On this point, the Sixth Circuit has 

stated: 
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This circuit recognizes three tests for determining whether 
private conduct is fairly attributable to the state: the public 
function test, the state compulsion test, and the nexus test. 
The public function test requires that the private entity 
exercise powers which are traditionally exclusively reserved 
to the state. . . . The state compulsion test requires proof 
that the state significantly encouraged or somehow coerced 
the private party, either overtly or covertly, to take a 
particular action so that the choice is really that of the state. 
Finally, the nexus test requires a sufficiently close 
relationship (i.e., through state regulation or contract) 
between the state and the private actor so that the action 
taken may be attributed to the state. 
 

Tahfs v. Proctor, 316 F.3d 584, 591 (6th Cir. 2003). Furthermore, to 

establish Article III standing—which may be challenged at any time—

“there must be a causal connection between the injury and the conduct 

complained of—the injury has to be fairly traceable to the challenged 

action of the defendant, and not the result of the independent action of 

some third party not before the court.” Lujan v. Defs. of Wildlife, 504 

U.S. 555, 560 (1992) (cleaned up). 

While MDHHS does provide extensive training, education, and 

resources to healthcare providers, this is done for the purpose of 

ensuring parents provide informed consent allowing retained, 

deidentified DBS to be used for research purposes. To the extent the 

State is exercising any decision-making authority, it is directing health 
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professionals to seek and obtain informed consent. That failure to seek 

informed consent is a misdemeanor only highlights that such a failure 

is not authorized or encouraged by the State. If, at the time Plaintiff-

Children were born, the healthcare professionals did not comply with 

these requirements, Plaintiffs are free to file complaints with MDHHS 

and, perhaps, their local prosecutors, but the State is not the right 

defendant to Plaintiffs’ claims that their healthcare professionals failed 

to properly obtain informed consent. Thus, Defendants are entitled to 

summary judgment as a matter of law, and Plaintiffs’ claims should be 

dismissed. 

E. There is no civil conspiracy. 

A civil conspiracy under § 1983 is “an agreement between two or 

more persons to injure another by unlawful action.” Revis v. Meldrum, 

489 F.3d 273, 290 (6th Cir. 2007). To prevail on such a claim, a plaintiff 

must show: (1) the existence of a single plan; (2) that the conspirators 

shared in a general conspiratorial objective to deprive the plaintiff of 

their constitutional rights; and (3) an overt act committed in 

furtherance of the conspiracy and that caused the alleged injury. Hooks 

v. Hooks, 771 F.2d 935, 944 (6th Cir. 1985). 
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Here, there is no question of material fact in the record whose 

answer could suggest that there was a plan, other than the mere 

existence of state law; that the State Defendants, and presumably 

Plaintiffs’ healthcare providers, had a conspiratorial objective of 

violating Plaintiffs’ constitutional rights; or that they agreed to conspire 

or otherwise acted in furtherance of a conspiracy that caused an injury. 

Thus, the State Defendants are entitled to judgment as a matter of law. 

II. Plaintiffs are not entitled to the extraordinary remedy of 
injunctive relief, and this Court should not grant the 
requested declaratory relief. 

Plaintiffs cannot support a claim for injunctive relief. If there is an 

injury arising from the continued retention of DBS, that is only because 

Plaintiffs have failed to avail themselves of the opportunity to request 

destruction or return of the DBS. That failure continues to this day, 

defeating any suggestion that the injury is irreparable. And if the injury 

arose from the manner in which consent was sought, the injury cannot 

recur as Plaintiffs will not be asked again if they would like to make the 

Plaintiff-Children’s DBS available for research, though they remain free 

to direct the use of those DBS. 
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Plaintiffs fail to meet the “well-established” four-factor test for 

injunctive relief: (1) that they have suffered an irreparable injury; (2) 

that remedies available at law are inadequate; (3) that considering the 

balance of hardships between the plaintiff and defendant, a remedy in 

equity is warranted; and (4) that the public interest would not be 

disserved by a permanent injunction. Barry v. Lyon, 834 F.3d 706, 720–

21 (6th Cir. 2016) (citation omitted). 

Plaintiffs cannot establish any of these factors. First, they have 

not suffered any injury, let alone an irreparable one. The DBS have not 

been used for any purpose contrary to the expressed wishes of Plaintiff-

Parents. (Ex. 14; Ex. 15; Ex. 16; Ex. 17; Ex. 18; Ex. 19; Ex. 20; Ex. 21 at 

6; Ex. 22 at 3.) In fact, Plaintiff-Children’s DBS have not been used for 

any purpose following newborn screening. (Ex. 21 at 6; Ex. 22 at 3.) 

Second, Plaintiffs may submit a form at any time requesting 

destruction or return of the DBS at issue—an available remedy that is 

adequate. In fact, not only is this remedy adequate, it is essentially the 

relief sought by Plaintiffs. (See 1st Am. Compl. ¶¶ 118(f), (g), (h), ECF 

No. 26, PageID.331 (seeking destruction or return of Plaintiff-Children’s 

DBS).) Third, the balance of hardships weighs in favor of having 
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Plaintiffs submit the simple form, rather than granting them overbroad 

relief that could adversely impact Michigan’s successful newborn 

screening program. Fourth, given the tremendous value of the newborn 

screening program—saving the lives of newborns and identifying 

infants with diseases to form early treatment plans—which depends on 

retained DBS in order to continue effective operation, the public 

interest weighs in Defendants’ favor. This Court should deny Plaintiffs’ 

requested injunctive relief. 

This Court should also decline to exercise its jurisdiction to grant 

Plaintiffs’ requested declaratory relief. Declaratory relief is 

discretionary. Grand Trunk W. R. Co. v. Consol. Rail Corp., 746 F.2d 

323, 325 (6th Cir. 1984). The following five factors should guide this 

Court’s discretion:  

(1) whether the declaratory action would settle the 
controversy; (2) whether the declaratory action would serve a 
useful purpose in clarifying the legal relations in issue; (3) 
whether the declaratory remedy is being used merely for the 
purpose of “procedural fencing” or “to provide an arena for a 
race for res judicata;” (4) whether the use of a declaratory 
action would increase friction between our federal and state 
courts and improperly encroach upon state jurisdiction; and 
(5) whether there is an alternative remedy which is better or 
more effective. 
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Id. at 326. These factors weigh against granting declaratory relief. 

Declaratory relief would not settle the matter. It would only create 

other controversies, primarily involving old policies and practices no 

longer in use by MDHHS or individuals not involved in this litigation. 

Nor would such relief clarify legal relations, because federal courts have 

recognized that the State can assert its interest in protecting children 

where necessary. See, e.g., Jacobson, 197 U.S. at 38 (mandatory 

vaccinations); Nikolao, 875 F.3d at 316 (same); Spiering, 448 F. Supp. 

2d 1129 (upholding mandatory newborn screening). A declaration here 

would also create friction because Michigan’s Legislature has already 

stepped in to protect children through Mich. Comp. Laws § 333.5431. 

Further, it is apparent and has been acknowledged that this lawsuit is 

a precursor to future litigation, making it effectively procedural fencing. 

Finally, there is a more effective remedy: the parents can request the 

destruction or return of their children’s DBS. This Court should decline 

to issue declaratory relief. 
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CONCLUSION AND RELIEF REQUESTED 

For the reasons stated above, the State Defendants respectfully 

request that this Honorable Court grant their motion under Rule 56 

and grant summary judgment in favor of Defendants on all claims 

against them. 

Respectfully submitted,   
 

Dana Nessel 
Attorney General 

 
            
     /s/Aaron W. Levin    
     Christopher L. Kerr (P57131) 

Aaron W. Levin (P81310) 
     Assistant Attorneys General 
     Michigan Dep’t of Attorney General 
     Corporate Oversight Division 
     P.O. Box 30736 
     Lansing, MI 48909 

      (517) 335-7632 
 

Dated:  April 5, 2021 
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27. Deposition of Lynette Wiegand 
28. Elizabeth R. Eisenhauer, Mothers’ Decisions About Donating 

Newborns’ Blood Spots for Research, 33 J. Perinat. Neonat. 
Nurs. 361 (2019)  

29. Sonia M. Suter, Did You Give the Government Your Baby’s 
DNA? Rethinking Consent in Newborn Screening, 15 Minn. 
J.L. Sci. & Tech. 729 (2014)  

30. Deposition of Dr. Antonio Yancey 
31. Historical Newborn Screening Pamphlets 
32. 45 C.F.R. § 46.116 effective June 23, 2005 to July 18, 2018 
33. Deposition of Sonia Suter 
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MDHHS - Michigan Newborn Screening Questions and Answers

http://www.michigan.gov/mdhhs/0,5885,7-339-73971_4911_4916-233319--,00.html[4/10/2018 9:01:11 PM]

MDHHS / ADULT & CHILDREN'S SERVICES / CHILDREN & FAMILIES / HEREDITARY DISORDERS

Michigan Newborn Screening Questions and Answers
Newborn Screening is a public health program required by Michigan law to find babies with rare but
serious disorders that require early treatment.  All babies need to be tested in order to find the small
number who look healthy but have a rare medical condition.  Babies with these conditions seem healthy
at birth but can become very sick in a short time.  Each year more than 250 Michigan babies - one in
every 400 to 500 births- are found to have a disorder detected by newborn screening.    

Michigan Newborn Screening Main Page 
Michigan Biotrust for Health Main Page 

Q. When did NBS begin? Q. Why are six spots collected? 

Q. How many disorders can be found today? Q. What happens if my baby has a positive
(abnormal) screen? 

Q. How many babies are found through bloodspot
screening? 

Q. What happens to the newborn screen after
testing is complete? 

Q. What is Michigan's newborn screening law? Q. What happens when a baby is born at home? 

Q. How much does newborn screening cost? Q. How can parents learn about newborn
screening? 

Q. When is NBS done? Q. What is the Michigan BioTrust for Health? 

Q. How is NBS done?  

Q.  When did NBS begin? 
Newborn screening for a rare metabolic disease called phenylketonuria (PKU) began in 1965. PKU
causes severe developmental delay and disability, but can be treated by limiting the amount of protein in
the diet. Today, a child with PKU can have normal development when detected by NBS and treated
early. 

Q.  How many disorders can be found today? 
The number of disorders on the NBS panel has increased over the years as new technologies and
treatments became available. The screening panel now includes 50+ disorders including hearing loss and
critical congenital heart disease. If these disorders are not found and treated soon after birth, permanent
disability, illness or death may result. 

Q.  How many babies are found through bloodspot screening? 
Each year, more than 250 babies, or about 1 in 400 to 500 births, are found to have one of the disorders.
Over the years, approximately 6,000 Michigan babies have been diagnosed and received treatment as a
result of NBS. 

Q. What is Michigan's newborn screening law?
Michigan's newborn screening law is part of the public health code. This law designates the state public
health laboratory as a centralized site to perform NBS and establishes a fee for testing.  It allows blood
specimens to be used for medical research under certain conditions, and also lets parents ask the
hospital to draw a second specimen to keep for themselves. 

Q. How much does newborn screening cost?
The current cost is $125.83 for the first screen. This fee supports the laboratory costs of screening,
follow-up, and medical management for infants and children affected by the disorders. Hospitals typically
purchase a supply of newborn screening cards. The cost is included in the birthing and newborn nursery
charges that are usually covered by insurance. The fee can be waived for families with financial hardship. 
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MDHHS - Michigan Newborn Screening Questions and Answers
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Q. When is NBS done?
Whether a baby is born in the hospital or at home, NBS should be done between 24 and 36 hours after
birth. 

 

Q. How is NBS done? 
A few drops of blood are drawn from the heel. The blood sample is used to
fill six circles on a filter paper card (shown below) and allowed to dry. It is
then sent to the state public health laboratory at the Michigan Department of
Health and Human Services (MDHHS) for testing. These samples are often
called dried blood spots (DBS). 

Q. Why are six spots collected?
Six spots are usually collected to be sure there are enough for all the tests. Sometimes not all the spots
are suitable for testing, so it helps to have more than are needed. In the event there is a positive
(abnormal) test, the lab can double check the result with the extra spots. Having six spots available limits
the number of newborns who need to have their blood drawn again. 

Q. What happens if my baby has a positive (abnormal) screen?
When there is a positive screen, parents will be contacted by their baby's physician. Sometimes only a
repeat screening test is needed. In other instances, the baby will be referred to a medical management
center for a diagnostic work-up and treatment if needed. Specialists will be available to work with the
family, explaining the condition and next steps that should be taken to assure the best possible health
outcome for a baby. 

Q. What happens to the NBS dried blood spot card after testing is complete?
The laboratory saves one full blood spot circle for use by the child or family in case it is ever needed in
the future. Because most babies have normal results and additional testing is not needed, a couple extra
spots are often left over. All directly identifiable information (name, address, birth date, etc) is removed
from these spots. They are labeled with a code, and then stored at the Michigan Neonatal Biobank, the
storage facility for the Michigan BioTrust for Health. 

Q. What happens when a baby is born at home?
Babies born at home should receive newborn screening. The midwife or birth attendant should collect the
specimen and send it to the state laboratory. Parents planning a home birth can call 517-335-8887 ahead
of time to purchase a newborn screening card. 

Q. How can parents learn about newborn screening?
Every hospital receives newborn screening brochures that should be given to parents when a baby is
born. Efforts are also underway to enhance outreach education about newborn screening for expectant
parents, so they will be aware of newborn screening before delivery. More detailed information about
newborn screening in Michigan can be found at www.michigan.gov/newbornscreening.

These national websites also provide general information about newborn screening: 
March of Dimes NBS Overview 
March of Dimes "A Parent's Guide to Newborn Screening" video 
March of Dimes "A Parent's Guide to Newborn Screening" video en ESPAÑOL 
National Library of Medicine NBS Resources 
National Newborn Screening and Genetics Resource Center 
Save Babies Through Screening Foundation 
STAR-G (Screening, Technology and Research in Genetics) 

Q. What is the Michigan BioTrust for Health?
The BioTrust is a public health initiative to make leftover newborn screening blood spot specimens more
available for medical and health research. Learn more at www.michigan.gov/biotrust. 
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Saving babies
since 1965

Learn about blood 
spot screening…

Michigan 
Newborn 
Screening

MDHHS is an equal opportunity employer, services  
and program provider.

9/17

Is there anything else  
I need to do?
ASK Hospital staff or your midwife 

if newborn screening was 
done.

BE SURE The hospital or midwife 
and your baby’s healthcare 
provider have the right 
phone number and address 
to reach you.

CHECK With your baby’s healthcare 
provider or midwife about 
the NBS results.

FOLLOW Directions from your 
baby’s healthcare provider 
if more tests or medical 
appointments are needed. 

Saving babies 
since 1965

Please talk to your baby’s 
healthcare provider or  

contact us by:
Telephone:

1-866-673-9939 (toll-free)
Fax:

517-335-9419
Email

newbornscreening@michigan.gov

Would you like 
to learn more?

P.O. Box 30195
Lansing, MI 48909

www.michigan.gov/newbornscreening
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What happens if screening 
suggests a health problem? 
The NBS Follow-up Program will alert your 
baby’s healthcare provider. You will get a 
call about what to do next, but it does not 
always mean your baby will have a problem. 
Additional testing may be needed.

What are the disorders? 
In Michigan, blood spot screening looks for 
over 50 disorders that may affect:
n Blood cells
n Brain development
n How the body breaks down nutrients 

from food
n Lungs and breathing
n Hormones
n How the body fights infection
Congenital hypothyroidism, sickle cell 
disease, and cystic fibrosis are some of  
the most common disorders. For a 
complete list, visit:  
www.michigan.gov/newbornscreening.  
NBS may also find some babies who are 
healthy carriers of these disorders. 

What happens if my baby has one 
of these disorders?
Help is available if your 
baby is found to have 
a disorder. Treatment 
usually begins early and 
continues through life. 
Each year, newborn 
blood spot screening 
finds about 270 
Michigan babies with 
these medical disorders.

What is Newborn Screening (NBS)?
NBS is a program that screens all babies 
at 24-36 hours of age for rare but serious 
disorders. 
Michigan 
law requires 
newborn 
screening 
to make 
sure that 
babies 
who need 
treatment 
are found early. As part of newborn 
screening, your baby is checked for hearing 
loss and signs of critical congenital heart 
disease. A few drops of blood are also 
taken from your baby’s heel to fill spots on 
a filter paper card. The card is sent to the 
State Newborn Screening Laboratory where 
blood spots are tested for over 50 different 
disorders that benefit from early treatment. 
This pamphlet describes newborn blood 
spot screening.

My baby seems really healthy. Is 
NBS still needed? 
YES! Whether your baby is born in a hospital, 
non-hospital setting or at home, screening 
should be done. Most babies with these 
disorders seem healthy at birth but can become 
very sick in a short time. If not treated early, 
serious health problems, severe developmental 
delay and even death can occur. NBS is the 
best way to find nearly all babies with these 
disorders as early as possible.

How is the cost of NBS covered?
If your baby is born in a hospital, the cost 
is part of the hospital charge. If your baby 
is born in a non-hospital setting, the NBS 
card may be purchased online at www.
michigan.gov/nbsorders or by calling 
1-866-673-9939. Some homebirths may 
qualify for a free screening.

What happens to my baby’s 
blood spots after screening?
All of the blood spots are not always 
needed for screening. The lab saves 
one full blood spot for future use by you 
or your child, if it is ever needed. The 
remaining blood spots are sent for storage.

Remaining blood spots from newborn 
screening may be made available for 
future medical research with a parent’s 
consent. To learn more, please read the 
Michigan BioTrust for Health pamphlet or 
visit www.michigan.gov/biotrust.

State law allows you to ask that a second 
blood spot sample be taken for your 
safekeeping. If you would like a second 
sample, please talk to your healthcare 
provider.

Forms are available if you want your 
child’s blood spots destroyed after 
newborn screening is complete.  
Please call 1-866-673-9939 for more 
information or visit  
www.michigan.gov/newbornscreening.
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APF 111 1 of 2 NEWBORN SCREENING SPECIMENS 
APB 2018-001 

1-1-2018 

 

 

ADMINISTRATIVE POLICY FACILITIES/HOSPITAL STATE OF MICHIGAN 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 

PURPOSE 

The purpose of this policy is to establish for the Michigan 
Department of Health and Human Services (MDHHS) a retention 
schedule for newborn screening dried blood spot specimens. 

DEFINITIONS 

NBS: Newborn screening is a comprehensive program that tests for 
and provides long and short term follow up and medical 
management for children with disorders identified through the 
program. (PA 368 of 1978, 333.5431, 333.5430). 

DBS: Dried blood spot is the blood specimen collected from the 
heel of a newborn post birth on a filter paper collection device. 
After drying, the blood and patient identifying information contained 
on the same paper collection device are sent to the MDHHS 
Bureau of Laboratories for testing. 

POLICY 

MDHHS will maintain, or cause to be stored, newborn screening 
dried blood spots up to 100 years from specimen receipt date. A 
parent or legal guardian may request that their child’s DBS not be 
used for any research by contacting MDHHS until their child 
reaches 18 years of age. Upon reaching 18 years of age, the 
individual must make the request. A parent or legal guardian may 
request that their child's specimen be destroyed by providing the 
name, date of birth and their relationship to the individual from 
whom the specimen was collected and must provide copies of the 
individual's birth certificate and a government-issued identification 
(for example, driver's license or passport) to confirm that they have 
authority to make such a request. Upon reaching 18 years of age, 
the individual must make the request and provide copies of their 
birth certificate and a government-issued identification. 

MDHHS retains qualified ownership of DBS while in storage. The 
department may release part, or all, of the residual DBS upon 
written request of the individual for research studies or other uses. 
MDHHS may release part, or all, of the de-identified specimen for 
NBS quality assurance and test development or public health or 
medical research with appropriate approval of the departments 
scientific advisory panel and Institutional Review Board. MDHHS 
will reserve part of the specimen solely for the use of the individual 
or parent/guardian, unless requested otherwise by an authorized 
individual. 
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APF 111 2 of 2 NEWBORN SCREENING SPECIMENS 
APB 2018-001 

1-1-2018 

 

 

ADMINISTRATIVE POLICY FACILITIES/HOSPITAL STATE OF MICHIGAN 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 

Retention schedules for DBS collected for other tests (such as HIV 
serology, lead) will be determined by Bureau of Laboratory policy. 

PROCEDURE 

The Bureau of Laboratories Newborn Screening section manager: 

• Processes and packages dried blood spots for storage and 
maintains specimen identification. 

• Oversees and confirms in writing the destruction of specimens 
when request for destruction has been received and confirmed 
as authentic from the individual or parent or legal guardian of 
the individual. 

The Bureau of Laboratory Administrator identifies resources for an 
adequate and secure storage environment of the dried blood spot 
specimens and assures this environment protects the integrity of 
the biological components of the specimen. 

REFERENCES 

Association of Public Laboratories(APHL)/Programs/Newborn 
Screening & Genetics. 

Therrell, B.L, H.W. Hannon, et al. 1996. Guidelines for the 
retention, storage and use of residual dried blood spot samples 
after newborn screening analysis: Statement of the Council of 
Regional Networks for Genetic Services. Biochemical and 
Molecular Med. 57:116-124. in US National Library Of Medicine 
National Institutes of Health.  

MDHHS/Adult & Children's Services/Children & Families/Hereditary 
Disorders/ Michigan Newborn Screening Program/ State of 
Michigan Links: Michigan Bio Trust for Health: 

• MDHHS-5680, Residual Newborn Screening Blood Spot 
Directive. 

Michigan Public Health Code, Act 368 of 1978, 333.5431, 333.5430 

CONTACT 

For additional information concerning this policy, contact the 
MDHHS Bureau of Laboratories.  
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MDHHS-5683 (1-18) 

RESIDUAL NEWBORN SCREENING BLOOD SPOT DIRECTIVE 
Michigan Department of Health and Human Services 

Child’s Name at Birth Date of Birth 

            
Child’s Current Name Check Birth Order if Multiple Birth 

       1st  2nd   3rd   4th  5th  
Mother’s Name at Time of Child’s Birth Hospital of Birth 

            

I am a legal representative* of the child named above. I am asking the Michigan Department of Health and Human Services 
(MDHHS) to (check one): 

 Destroy all remaining blood spots. I understand that by checking this box, NO blood spots will be available for any future 
use including medical, identification, or research purposes. 

 Destroy only the portion of blood spots stored for research use. I understand by checking this box, one blood spot will be 
held by MDHHS. I must direct any potential future use including medical, identification or research purposes. 

 Store but not use blood spots for research after newborn screening is complete. I understand that the blood spots will be 
kept by the laboratory but not used for research of any kind unless directed in writing by me. 

* Legal representative means a parent or guardian of a minor who has authority to act on behalf of the minor or the individual from whom the specimen was 
collected if 18 years or older or legally emancipated. 

Signature of parent, guardian or other legal representative Relationship to Child 

  

Printed Name Date 

  

Street Address City Zip Code Phone Number 

                        

If you are asking MDHHS to destroy any blood spots, you must also attach a copy of the birth certificate belonging to the 
person whose blood spots are being destroyed AND the driver’s license, state issued identification card or passport of 
the person who signed above. 

Return document(s) via: 

Email: biotrust@michigan.gov  Fax: 517-335-9419 or 
Post Mail: BioTrust Coordinator, NBS Follow-up Program, PO Box 30195, Lansing, MI 48909 

 

The Michigan Department of Health and Human Services (MDHHS) does not discriminate 
against any individual or group because of race, religion, age, national origin, color, height, 
weight, marital status, genetic information, sex, sexual orientation, gender identity or 
expression, political beliefs or disability. 

Authority: Michigan Public Health Code, Act 368 of 1978 
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Michigan Department of Community Health  
Directive to Remove Residual Newborn Screening Blood Specimen from 

Possible Research Uses 
 
This form should be completed and signed by the legal representative*  to request removal from any research uses of the 
remaining newborn screening blood specimen on the individual named below: 

 
Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Order if Multiple Birth: 
  A    B    C    D     E 

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am the legal representative of the child named above. By signing below, I hereby request the 
Michigan Department of Community Health, after newborn screening has been completed, to not 
use this child’s blood specimen for possible future research.  I understand that the specimen will be 
retained by the laboratory but not used for research of any kind unless directed otherwise in writing 
by a legal representative. 
 
Signature of mother, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 
Signature of father, guardian, or other legal representative: 

 
Relationship to child: 
 

Printed name:  

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 

*  “Legal representative” means the parent or guardian of a minor who has authority to act on behalf of the minor, or the 
individual from whom the specimen was collected if 18 years or older or legally emancipated. 
 

Fax completed form to: (517) 335-9776 
 

OR  
 

Mail to: 
Michigan Department of Community Health 

Newborn Screening Laboratory Section 
3350 N. Martin Luther King, Jr. Blvd. 

P.O. Box 30035 
Lansing, MI 48909 

 
 

Authority: Michigan Public Health Code, Act 
368 of 1978 

The Michigan Department of Community Health is an equal 
opportunity employer, services, and program provider 

 
DCH-1465  Rev 6/2009 
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Michigan Department of Community Health  
Directive to Remove Residual Newborn Screening Blood Specimen from 

Possible Research Uses 
 

 
Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Birth Order if Multiple Birth: 
1st     2nd     3rd      4th      5th   

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am a legal representative* of the child named above. By signing below, I hereby request the 
Michigan Department of Community Health to not use my child’s (or my own) blood specimen for 
possible future research after newborn screening is complete.  I understand that the specimen will be 
retained by the laboratory but not used for research of any kind unless directed otherwise in writing 
by a legal representative. 
 
Signature of parent, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 
 

*  “Legal representative” means a parent or guardian of a minor who has authority to act on behalf of the minor, or the 
individual from whom the specimen was collected if 18 years or older or legally emancipated. 
 
 
 
 
 

Fax completed form to: (517) 335-9776 
 

OR  
 

Mail to: 
Michigan Department of Community Health 

Newborn Screening Laboratory Section 
3350 N. Martin Luther King, Jr. Blvd. 

P.O. Box 30035 
Lansing, MI 48909 

 
 
 
 
 
 
 
 
 

Authority: Michigan Public Health Code, Act 
368 of 1978 

The Michigan Department of Community Health is an equal 
opportunity employer, services, and program provider 

 
DCH-1465  Rev 2/2010 
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Michigan Department of Community Health  
Directive to Store But Not Use Dried Blood Spot Specimen For Research  

 
This form should be completed and signed by the legal representative*  to request storage but no research use of the 
remaining newborn screening blood specimen on the individual named below: 

 
Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Order if Multiple Birth: 
  A    B    C    D     E 

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am the legal representative of the child named above. By signing below, I hereby request the 
Michigan Department of Community Health, after newborn screening has been completed, to not 
use this child’s blood specimen for possible future research.  I understand that the specimen will be 
retained by the laboratory but not used for research of any kind unless directed otherwise in writing 
by a legal representative. 
 
Signature of mother, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 
Signature of father, guardian, or other legal representative: 

 
Relationship to child: 
 

Printed name:  

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 

*  “Legal representative” means the parent or guardian of a minor who has authority to act on behalf of the minor, or the 
individual from whom the specimen was collected if 18 years or older or legally emancipated. 
 

Fax completed form to: (517) 335-9776 
 

OR  
 

Mail to: 
Michigan Department of Community Health 

Newborn Screening Laboratory Section 
3350 N. Martin Luther King, Jr. Blvd. 

P.O. Box 30035 
Lansing, MI 48909 

 
 

Authority: Michigan Public Health Code, Act 
368 of 1978 

The Michigan Department of Community Health is an equal 
opportunity employer, services, and program provider 

 
DCH-1465  Rev 7/2012 
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Michigan Department of Community Health  
Directive to Remove Residual Newborn Screening Blood Specimen from 

Possible Research Uses 
 

Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Birth Order if Multiple Birth: 
1st     2nd     3rd      4th      5th   

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am a legal representative* of the child named above. By signing below, I hereby request the 
Michigan Department of Community Health to not use my child’s (or my own) blood specimen for 
possible future research after newborn screening is complete.  I understand that the specimen will be 
retained by the laboratory but not used for research of any kind unless directed otherwise in writing 
by a legal representative. 
 
Signature of parent, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 
 

*  “Legal representative” means a parent or guardian of a minor who has authority to act on behalf of the minor, or the 
individual from whom the specimen was collected if 18 years or older or legally emancipated. 
 
 

Fax completed form to: (517) 335-9776 
 

OR  
 

Mail to: 
Michigan Department of Community Health 

Newborn Screening Laboratory Section 
3350 N. Martin Luther King, Jr. Blvd. 

P.O. Box 30035 
Lansing, MI 48909 

 
 

Please state why you are making this request.  (This will help improve the newborn screening program, but you 
do not have to complete this section.)     

 Privacy concerns           Not comfortable with research           Other:_________________ 

_______________________________________________________________________________ 

_______________________________________________________________________________ 

 
 

Authority: Michigan Public Health Code, Act 
368 of 1978 

The Michigan Department of Community Health is an equal 
opportunity employer, services, and program provider 

 
DCH-1465  Rev 10/2014 
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Michigan Department of Health and Human Services 
Directive to Allow Storage of Residual Newborn Screening Blood Spot (DBS) Specimen 

BUT NOT Allow Research Use 
 

Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Birth Order if Multiple Birth: 
1st     2nd     3rd      4th      5th   

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am a legal representative* of the child named above. By signing below, I hereby request the 
Michigan Department of Health and Human Services to store but not use my child’s (or my own) 
DBS specimen for research after newborn screening is complete.  I understand that the DBS 
specimen will be retained by the laboratory but not used for research of any kind unless directed 
otherwise in writing by a legal representative. 
 
Signature of parent, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 
 

*  “Legal representative” means a parent or guardian of a minor who has authority to act on behalf of the minor, or the 
individual from whom the specimen was collected if 18 years or older or legally emancipated. 
 
 

Return completed form via: 
Email: biotrust@michigan.gov  or 
Fax: 517-335-9419    or 

Postal Mail: BioTrust Coordinator, NBS Follow-up Program, P.O. Box 30195, Lansing, MI 48909 
 
 
 
 

Authority: Michigan Public Health Code, Act 
368 of 1978 

The Michigan Department of Health and Human Services 
(MDHHS) does not discriminate against any individual or group 
because of race, religion, age, national origin, color, height, 
weight, marital status, genetic information, sex, sexual orientation, 
gender identity or expression, political beliefs or disability. 

 
DCH-1465  Rev 4/2017 

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-6, PageID.4258   Filed 04/05/21   Page 6 of 6

mailto:biotrust@michigan.gov


Kanuszewski, et al v. MDHHS, et al. 
USDC-ED No: 1:18-cv-10472 

Honorable Thomas L. Ludington 
Magistrate Judge Patricia T. Morris 

EXHIBIT 6 

Historical Directives to Destroy Newborn 
Screening Blood Specimen
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Michigan Department of Community Health  
Directive to Destroy Residual Newborn Screening Blood Specimen 

 
This form should be completed and signed by the legal representative* to request destruction of remaining newborn 
screening blood specimen on the person named below:  

 
Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Order if Multiple Birth: 
  A    B    C    D    E 

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am the legal representative of the child named above. By signing below, I hereby request the 
Michigan Department of Community Health to destroy my child’s (or my own) blood specimen after 
newborn screening has been completed.  I understand that by destroying this blood specimen, it will 
NOT be available for any future use including medical, identification, or research purposes.  
 
Signature of mother, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 
Signature of father, guardian, or other legal representative: 

 
Relationship to child: 
 

Printed name:  

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 

*  “Legal representative” means the parent or guardian of a minor who has authority to act on behalf of the minor, or the 
individual from whom the specimen was collected if 18 years or older or legally emancipated. 
 
The identity of the person(s) signing this form must be authenticated. Please attach a copy of:  
1) the child’s birth certificate and 2) driver’s license, state-issued identification card, or passport 
of person(s) who sign above. Additional identifying documents may be requested.  
 

Mail completed form with required copies to: 
Michigan Department of Community Health 

Newborn Screening Laboratory Section 
3350 N. Martin Luther King, Jr. Blvd. 

P.O. Box 30035 
Lansing, MI 48909 

 
 
Authority: Michigan Public Health Code, Act 

368 of 1978 
The Michigan Department of Community Health is an equal 
opportunity employer, services, and program provider 

 
DCH-1448 Rev 5/2009 
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Michigan Department of Community Health  
Directive to Destroy Residual Newborn Screening Blood Specimen 

 
 
 

Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Birth Order if Multiple Birth: 
1st     2nd     3rd      4th      5th   

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am a legal representative* of the child named above. By signing below, I hereby request the 
Michigan Department of Community Health to destroy my child’s (or my own) blood specimen after 
newborn screening has been completed.  I understand that by destroying this blood specimen, it will 
NOT be available for any future use including medical, identification, or research purposes.  
 
Signature of parent, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 
 

*  “Legal representative” means a parent or guardian of a minor who has authority to act on behalf of the minor, or the 
individual from whom the specimen was collected if 18 years or older or legally emancipated. 
 
 
The identity of the person(s) signing this form must be authenticated. Please attach a copy of:  
1) the child’s birth certificate and 2) driver’s license, state-issued identification card, or passport 
of person(s) who signed above. Additional identifying documents may be requested.  
 
 

Mail completed form with required copies to: 
Michigan Department of Community Health 

Newborn Screening Laboratory Section 
3350 N. Martin Luther King, Jr. Blvd. 

P.O. Box 30035 
Lansing, MI 48909 

 
 
 
 
 
 
 
Authority: Michigan Public Health Code, Act 

368 of 1978 
The Michigan Department of Community Health is an equal 
opportunity employer, services, and program provider 
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Michigan Department of Community Health  

Directive to Destroy Residual Newborn Screening Blood Specimen 
 

 

 
Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Birth Order if Multiple Birth: 

1st     2nd     3rd      4th      5th   

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am a legal representative* of the child named above. By signing below, I hereby request the 

Michigan Department of Community Health to destroy my child’s (or my own) blood specimen after 

newborn screening has been completed.  I understand that by destroying this blood specimen, it will 

NOT be available for any future use including medical, identification, or research purposes.  

 

Signature of parent, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 

 

Zip: Phone: 

 
 

*  “Legal representative” means a parent or guardian of a minor who has authority to act on behalf of the minor, or the 

individual from whom the specimen was collected if 18 years or older or legally emancipated. 

 

The identity of the person(s) signing this form must be authenticated. Please attach a copy of:  

1) the child’s birth certificate and 2) driver’s license, state-issued identification card, or passport 

of person(s) who signed above. Additional identifying documents may be requested.  

 

Mail completed form with required copies to: 
Michigan Department of Community Health 

Newborn Screening Laboratory Section 

3350 N. Martin Luther King, Jr. Blvd. 

P.O. Box 30035 

Lansing, MI 48909 

 

Please state why you are making this request.  (This will help improve the newborn screening program, but you 

do not have to complete this section.)     

 Privacy concerns           Not comfortable with research           Other:_________________ 

_______________________________________________________________________________ 

_______________________________________________________________________________ 

 
Authority: Michigan Public Health Code, Act 

368 of 1978 

The Michigan Department of Community Health is an equal 

opportunity employer, services, and program provider 
 

DCH-1448 Rev 10/2014 
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Michigan Department of Health and Human Services 
Directive to Destroy Residual Newborn Screening Blood Spot (DBS) Specimen 

 
 

Child’s Name at Birth: 
 

Date of Birth: 

Child’s Current Name: 
 

Circle Birth Order if Multiple Birth: 
1st     2nd     3rd      4th      5th   

Mother’s Name at Time of Child’s Birth: 

 
Hospital of Birth: 

 
 

I am a legal representative* of the child named above. By signing below, I hereby request the 
Michigan Department of Health and Human Services to: 
 

 Destroy all remaining DBS specimen.  I understand that by destroying all of the DBS specimen, it 
will NOT be available for any future use including medical, identification, or research purposes. 
 
Or   
 

 Destroy only the portion of DBS specimen stored for research use.  I understand by checking this 
box one blood spot from the DBS specimen will be held by MDHHS only for potential future use, 
including medical, identification or research purposes, directed by me (*legal representative). 
 
Signature of parent, guardian, or other legal representative: 

 
Relationship to child: 

Printed name: 

 
Date: 

Street Address: 

 
City: 
 

Zip: Phone: 

 
 

*  “Legal representative” means a parent or guardian of a minor who has authority to act on behalf of the minor, or the 
individual from whom the specimen was collected if 18 years or older or legally emancipated. 
 
The identity of the person(s) signing this form must be authenticated. Please attach a copy of:  
1) the child’s birth certificate and 2) driver’s license, state-issued identification card, or passport 
of person(s) who signed above. Additional identifying documents may be requested.  
 

Return completed form with required copies via: 
Email: biotrust@michigan.gov  or 
Fax: 517-335-9419    or 

Postal Mail: BioTrust Coordinator, NBS Follow-up Program, P.O. Box 30195, Lansing, MI 48909 
 
 

 
Authority: Michigan Public Health Code, Act 

368 of 1978 
The Michigan Department of Health and Human Services 
(MDHHS) does not discriminate against any individual or group 
because of race, religion, age, national origin, color, height, weight, 
marital status, genetic information, sex, sexual orientation, gender 
identity or expression, political beliefs or disability.  

DCH-1448 Rev 10/2017 
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Kanuszewski, et al v. MDHHS, et al. 
USDC-ED No: 1:18-cv-10472 

Honorable Thomas L. Ludington 
Magistrate Judge Patricia T. Morris 

EXHIBIT 7

MDHHS APF 114 - Guidelines for Research 
Use of Dried Blood Spots
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APF 114 1 of 6 
GUIDELINES FOR RESEARCH USE OF 

DRIED BLOOD SPOTS 

APB 2018-001 

1-1-2018 

 

 

ADMINISTRATIVE POLICY FACILITIES/HOSPITAL STATE OF MICHIGAN 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 

PURPOSE 

The purpose of this policy is to provide the Michigan Department of 
Health and Human Services (MDHHS) guidelines for utilization of 
residual newborn screening dried blood spots (DBS) in health 
research. 

DEFINITIONS 

Community Values Advisory Board (CVAB): a board of 
representatives from the community at large as well as community 
based and state advocacy organizations established and appointed 
by the director or designee to advise the department on: 

• Policies that govern the ways in which blood spots will be 
acquired and used for research. 

• The governance structure of the BioTrust, including a 
meaningful role for the CVAB in ongoing BioTrust operations. 

• Strategies and methods to assure ongoing community 
awareness and engagement for informing development, review 
and revision of BioTrust policies. 

Dried Blood Spot (DBS): the blood specimen collected from the 
heel of a newborn for screening for hereditary disorders, as 
required by the Michigan Public Health Code, Act 368 of 1978, 
MCL 333.5431. 

DBS Program Representative: State Registrar, Director of Bureau 
of Laboratories, and Director of the Bureau of Epidemiology and 
Population Health or designee. 

Michigan Department of Health and Human Services (MDHHS) 
IRB: MDHHS’s Institutional Review Board established under 
MMDHHS’s Federal Wide Assurance to review all human subjects’ 
research that is sponsored by, or involves MDHHS. 

Institutional Review Board (IRB) approval: approval of research 
by MDHHS’s IRB. 

Material Transfer Agreement: a contract governing the transfer of 
tangible research materials between two organizations and the 
recipient’s intentions are for us in research purposes. The 
department has adopted definitions, terms, and conditions of the 
Uniform Biological Material Transfer Agreement (UBMTA) 
published in the Federal Register, vol. 60, March 8, 1995, page 
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APF 114 2 of 6 
GUIDELINES FOR RESEARCH USE OF 

DRIED BLOOD SPOTS 

APB 2018-001 

1-1-2018 

 

 

ADMINISTRATIVE POLICY FACILITIES/HOSPITAL STATE OF MICHIGAN 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 

12771 et seq. with the following exception. MDHHS has added 
additional terms and conditions that apply only to the transfer of 
newborn screening specimens for research. 

Michigan BioTrust for Health: the initiative by the department to 
make residual DBS from newborn screening more useful for 
medical and public health research by storing these DBS in optimal 
conditions and promoting their availability to researchers. 

BioTrust Scientific Advisory Board: a board of scientists 
established consistent with the requirements of Administrative Rule 
325.9055 and appointed by the director, or designee, for 
participation on scientific advisory panels that review proposed 
research covered by this policy for scientific merit. 

BioTrust Scientific Review Panel: a panel of at least three 
members selected from the BioTrust scientific advisory board to 
review a specific research proposal. 

POLICY 

MDHHS allows use of DBS in health research after a research 
proposal is evaluated for scientific rigor; innovation and significance 
to medical and public health research; human subjects’ protections; 
and ethical standards as outlined in the procedures below, based 
on guiding principles set forth below with input from the Community 
Values Advisory Board. 

 PROCEDURE 

 

Promoting the 
Public’s Health 

Research priorities may include but are not limited to:  

• Prenatal, childhood or adult-onset disorders. 

• Environmental exposures. 

Utilization of residual DBS is not approved for research pertaining 
to:  

• Chemical, biological or nuclear warfare.  

• Cosmetics.  

• Other non-health related ventures unless for purposes related 
to injury or medical conditions. 
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APF 114 3 of 6 
GUIDELINES FOR RESEARCH USE OF 

DRIED BLOOD SPOTS 

APB 2018-001 

1-1-2018 

 

 

ADMINISTRATIVE POLICY FACILITIES/HOSPITAL STATE OF MICHIGAN 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 

Research priorities and restrictions will be re-assessed by the 
Michigan BioTrust Community Values Advisory Board (CVAB) 
annually and upon request by the department as technological and 
scientific advances occur. 

Establishing 
Review and 
Approval Process 

DBS specimens shall only be released to a researcher: 

• Following review and approval by the BioTrust Scientific 
Advisory Board and the Michigan Department of Health and 
Human Services Institutional Review Board. 

• Completion of a material transfer agreement. 

• Completion of a DCH-1294, Data Use Agreement, (if 
applicable). 

Members of a Review Panel, from the BioTrust Scientific Advisory 
Board, shall independently review each research protocol 
requesting utilization of DBS. Panel members are responsible for 
evaluating the study for scientific rigor, innovation and significance 
to medical and public health research, feasibility and consistency 
with the priorities and restrictions set forth above. 

The Michigan Department of Health and Human Services 
Institutional Review Board, comprised of representatives from its 
various programs and members from the community, shall evaluate 
proposals to use DBS for research to assure compliance with US 
regulations that govern human subject’s research (45 CFR 46) and 
adherence to the ethical principles of the Belmont Report.  

In addition, the Michigan Department of Health and Human 
Services Institutional Review Board will rely on guidance from the 
department’s Scientific Advisory Board evaluation of the scientific 
merit and the CVAB advice on acceptable areas of research, to 
evaluate the potential benefit of the research in relation to any risk. 

Data housed by the department will only be linked to DBS and 
released if the data is de-identified or accompanied by written 
informed consent. Approval must be obtained from the responsible 
Michigan Department of Health and Human Services program or 
registry and a DCH-1294, Data Use Agreement, executed between 
MDHHS and the researcher. 
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APF 114 4 of 6 
GUIDELINES FOR RESEARCH USE OF 

DRIED BLOOD SPOTS 

APB 2018-001 
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ADMINISTRATIVE POLICY FACILITIES/HOSPITAL STATE OF MICHIGAN 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 

PROTECTING 
CONFIDENTIALITY 

Specimens from the BioTrust and any related data cannot be 
released in an identifiable manner and may not be manipulated by 
the researcher to identify an individual, unless specific informed 
consent is obtained.  

DBS will not be released for research using whole genome or 
whole exome sequencing technology unless specific informed 
consent is obtained. 

Following completion of newborn screening, DBS specimens shall 
be de-identified, coded with a unique number and retained in a 
secure storage facility. MDHHS serves as the honest broker and 
maintains the sole link that would enable re-coding to identify a 
sample. The storage code does not contain nor is it derived from 
directly identifiable information, such as social security number, 
birth date, etc. 

DBS specimens released to researchers shall be coded with a 
different unique number that does not contain any directly 
identifiable information. Any accompanying data shall only be 
released to a researcher after de-identification. Directly identifiable 
information, such as name or address, shall only be released to 
researchers when specific informed consent is obtained. 

PROVIDING 
INFORMATION TO 
THE PUBLIC 

Scientists shall provide the department, while work is on-going, an 
abstract summarizing the aims of the research. Scientists shall 
provide the department, within one year of research completion 
(cessation of data analysis) or no later than the acceptance for 
publication, whichever comes first, a summary of the research 
results in aggregate form so that they can be made available to the 
public on a website and as required through procedures 
established under the Freedom of Information Act (FOIA). Upon 
request from the scientist, 1-year deadline may be extended by the 
department for good cause. MDHHS will be given citation(s) for all 
published work utilizing the DBS. 
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ADMINISTRATIVE POLICY FACILITIES/HOSPITAL STATE OF MICHIGAN 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 

RESERVING A 
DRIED BLOOD SPOT 
IN TRUST FOR THE 
PARENT OR CHILD 

The Michigan Department of Health and Human Services Bureau of 
Laboratories shall maintain a portion of every individual’s DBS 
sample (for up to 100 years from specimen receipt date) for uses 
that could directly benefit the child or the child’s parent or legal 
representative; and not allow that portion of the sample to be 
utilized for any research purposes through the BioTrust. Requests 
for such use shall be submitted in writing by the child’s parent or 
legal representative, by the child upon reaching the age of 18 
years, or by the adult child’s legal representative. 

DESTROYING DRIED 
BLOOD SPOTS 
FOLLOWING 
PARENTAL/INDIVIDU
AL (OVER 18 YEARS 
OF AGE) REQUEST 

A parent may request that their child’s DBS sample be destroyed 
until their child reaches 18 years of age. Upon reaching 18 years of 
age, the individual over 18 years of age must make the request. 
Upon receipt of the directive to destroy form in the Michigan 
Department of Health and Human Services Bureau of Laboratories, 
the DBS sample will be destroyed by the laboratory manager in the 
presence of a witness. The requestor will receive a notification 
letter once the DBS sample has been destroyed. 

PRESERVING DRIED 
BLOOD SPOTS 
ASSOCIATED WITH 
NEWBORN 
SCREENING 
DIAGNOSES 

MDHHS and the Michigan Neonatal Biobank will take steps to 
preserve DBS associated with newborn screening diagnoses due to 
the rarity of their conditions and vast potential in future research. 
These DBS will not be used for random population based research 
and researchers will be told of this caveat. If an emergency were to 
occur at the storage facility, the Michigan Neonatal Biobank, these 
samples will also be given priority. 
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ADMINISTRATIVE POLICY FACILITIES/HOSPITAL STATE OF MICHIGAN 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 

SEEKING PUBLIC 
INPUT 

The department shall establish mechanisms to seek input from the 
public and key stakeholders within the community on the research 
direction of the BioTrust that may modify the priorities set forth in 
this policy. 

REFERENCES 

Administrative Policy Manual Legal (APL) 410, Freedom of 
Information Act. 

APL 618, Institutional Review Board Policy and Procedure. 

Administrative Policy Manual Facilities and Hospital (APF) 111, 
Newborn Screening Specimens. 

DCH-1183(E) Authorization to Disclose Protected Health 
Information 

DCH-1294 Data Use and Non-Disclosure Agreement 

Human Subjects Research, 45 CFR 46 

Michigan Administrative Code R 325.167, R 325.9055, R 325.9075 

Michigan Public Health Code, Act 369 of 1978, MCL 333.2611, 
333.2619, 333.5431, 333.5717, 333.5721, 333.9207, 333.9227 

Uniform Biological Material Transfer Agreement (UBMTA), 60 CFR 
12771 

CONTACT 

For additional information concerning this policy, contact the 
Genomics and Genetic Disorders Section at 517-335-8887. 
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EXHIBIT 8

MDHHS Application for Designation as a 
Medical Research Project & Approval Letter
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,iJ/2007 

MICHIGAN DEPARTMENT OF COMMUNITY HEALTH 

Application 
Designation as a Medical Research Project 

Under the provision of MCl333.2631·2035 

Submit application to: Gregory Holzman, MD, MPH 

Noto: A separate 
appkalion must be 
submitted for each 
research project. 

Chief Medical Executive Michigan Department of 
Community Health 
201 Townsend 
Lansing, Ml 48913 

3350 N. Martin Lu!her King, Jr. Blvd 
Lansing, Ml 48909 

II. SUMMARY OF STUDY PROTOCOL OR PROJECT ACTIVITIES 

OFFICE USE ONLY 

. Appl~allon # .OJ.IS.~ 
Data Rec'd ta/ tj,3/0 
R•viewed By:6i ,_./j 

I
' .APPROVE.0: YE.~ .NO.: ·-

Data: ~h/J3/ Z!t__ 

-~~ 

f Tille of!'~cl or Sl!!tfY __ ~·~--=---------~~--~·~·~·-:._ __ :.__ __ :.__ _____ :.__ __ :.__ __ :.___:.__ 
'lewborn Screening Stared Residual Dried Blood Spots 

NA 

:-.m>_f'.!N 31! s.nnrtoA!; ()f Tlmmnrt Ulr HllR nrfll!11Cf 

Currently storage fees are paid by the Newborn Screening restricted funds. Researchers requesting access to 
the spots are charged a fee. As the infrastructure of the Michigan Bio Trust for Health develops and user fees 
Increase, the cost of storage will be supported solely by user fees, grants and gifts. 
~~~-----·-----~-----·---------------------------

.Protection of Human Subject -------~--~~~-~--~-~----~-----~--~-~--~----~-----

Has this project been reviewed by an Institutional review board lor the protection of human subjects? 
YES _x_ NO _ 11 NO, ind'cate reason. 

Is there a written Informed consent for use In this study? 
YES _ If YES, allach a COV/ of the consent form to lh~ appli<aUon. NO JI 

Comments: The OCH !RB approved exemption from informed consent for those DBS submitted for testing at 
DCH prior to Sept. 24, 2008. A process to obtain informed consent to store DBS is in development but will 
require information systems modifications, training hospital and birthing center personnel and development of 
information tools for expectant parents. This request however is to designate all stored DBS as a medical 
research project. 

ubrief)tistlllcaifon aslo why designation as a Medical Research Projecl Is needed:--------·---·-----·--

'--·-----------------·----~-----~------~---------~·~----------·-----
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----~···----····---- ---- ---- ---
Upon completion of newborn screening testing, residual dried blood spot specimens are stored indefinitely according to 
DGH policy. The primary uses for the residual DBS include quality improvemenVtes! development of investiga!ional NBS 
disorders, parent- or guardian-directed medical research, crime victim identification and de-identified medical research. In 
order to protect the genetic and personal privacy of families and individuals with residual newborn screening dried blood 
spots, the program needs to limit access to these uses. As the existence of the DBS collection and the potential uses 
grow, we anlicipate requests that are contrary to the intent of storage. Focus group input, confirm that particularly minority 
populations do not want the DBS to be used for such purposes as development of crime agency DNA libraries or 
insurance eligibility and rate setting. Also, the dried blood spots have been and will likely increasingly be linked to other 
public health registries and data bases. The medical research designation will assure that the data linkages are available 
to responsible researchers with protection of the privacy of the individuals. Each request for DBS or DBS-data linkages will 
be reviewed by the DCH IRB for ethical treatment of participants and the scientific rigor will be tested by the 
recommendations of the Michigan Bio Trust for Health Scientific Review Board. 

----····-~---·····-~~--·····-~---··· ----

The following Information should be included in the description of your study: 

1. PrimaJy focus: State tho specific health or medical problems addressed or other condiHons or concerns of this study. 
2. Objectives: State the hypotheses to be tested, if any. 
3. Analyses lo be ~erformed. 
4. Linkage, if any, with other data flies. Specify the source(s) of these files. 
5. RelfillSB of flQsults: Detail how the results will be released, including interim and final reports and publications. 

Upon completion, send copies to Uie Michigan Deparlmenl of Community Health at the address listed at the top of this application. 

Ill. CONFIDENTIALITY OF IDENTIFIABLE DATA 

I A. How Is lh• eoniidentiallty of Identifiable data obtained as part of this research projeci to ho nlaintained?-~~-- ··· 

ldenlifiablo data refers lo any information which would permit, directly orlndlrec!ly, the Identification ol any Individual Of eslab!ishmenl. Include an 
explanalion of how such dala will be slored, as well as how and when you plan to dispose of the data afier your sludy is oompleted. 

Only deidentified data and DBS will be released to researchers unless the individual or parent/guardian 
have instructed the department to release the DBS and designated to whom the DBS are to be released. 

1--~~- --~~····-- ·---~~~· ~~-~· --~~ 
Will your study require further Investigation to obtain additional information from the individuals, next·of-kin, physicians, and/or other 
individuals or inslilutlons? 

YES _ I! YES, answer quesli-Ons 1 ar<I 2 below. NO J! 
----1':BriefiydesCf·i-be tho following:---- -----------~---·-~------------~~---------

A. Types of respondents to be contacted. 

·---~----

c. Methods to be used in conducting such investigations. 

D. Other organizations, co-investigators or consultants, if any, conducting the investigations. 

The Michigan Neonatal Biobank is storing a part of the archive but will eventually store a portion of 
each specimen. The Department will store the remaining part of each specimen. 

t www1 ... no•'.'!@_y~uJ!l'lin~c~rifidruitiality ofl~e_JllifulbJe data~d}romthe follow ~~ck investlgalio~~? ___ www __ --- • 
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Include an explanalion of how such data 1•All be stored, as well as how and when you plan lo dispose of lhe dala afler your sludy Is wmpleled. 
DBS are stored at Michigan Neonatal BioBank with a barcode only. The BioBank does not have access to 

the Department information system that identifies the Individual from whom the specimen was collected. 
Additionally, the BioBank will assign another random identification number when it is sent to a researcher. 
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.V. OTHER DATA AND USES 

A. For the purpose of this research project as described in the protocol, will any of the identifiable data obtained from this project 
used by olher organizations (e.g., other divisions, agencies, consultants, contractors and/or subcontractors)? 

YES NO!<, 

If YES, indicale the name of lhe organlzalion(s) and role(s) in lhls research proiecl. Uthe name is unknown al lhls time, lndlcale lhe 
organlza!lon(s). Describe the safeguards that exisl (or will be Implemented) to ensure Iha! the dala will be used solely for the pur;poscs 
resean:;h project. 

The stored residual DBS are used only w!U1in the Department for purposes of Bureau of Laboratories 
quality Improvement Data from the NBS laboratory information system are used by Hearing, MCIR, Vital 
Records. All requests are reviewed by the BOL Bureau Administrator. 

B. Will any of fhe ldenflflable data obtained for this project he used as a basis for legal, administrative, or other actions which may 
particular individuals or establishments as a result of their specific ldenlificatlon In this project? 

YES _ lfYES, ir.dieale ha,1theda!a wm be used. NO .!! 

C. Will the Identifiable data be used eilher directly or indirectly for any research project other than !he other actions which may 
particular Individuals or establishments as a resull ol their specific identification In this project? 

YES _ If YES, Melly descnbe o'Jier reworch projecl(s) or purpose(s) for which lile data will be used. NO l!. 
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""JNIFER M. GRANHOLM 
GOVEANOR 

June 23, 2009 

STATE OT' MICHIGAN 

DEPARTMENT OF COMMUNITY HEALTH 
LANSING 

Frances Pouch Downes, DrPH 
Slate Public Health laboratory Director 
Bureau of laboratories 
Michigan Department of Community Health 
3350 N. MLK Blvd. 
Lansing, Michigan 48909 

Dear Dr. Downes: 

JANET OLSZEWSKI 
DIRECTOR 

This letter is to advise that the following medical research application has been reviewed and 
designated: 

APPROVED 

Application #0715 

Newborn Screening Stored Residual Dried Blood Spots 

Michigan's Public Health Code provides for this designation, under MCLS 333.2631 and 
333.2632, assuring that information collected during the study from participating parties be 
kept confidential and used only for research purposes. 

Sincerely, 

-~ J~ AO/\tf{ 
Greg Holzman, MD, MPH 
Chief Medical Executive 

Enclosure - Application 

CAPITOL VIEW BUJlDlNG "201 TOWNSEND STREET" LANSING, MICHIGAN 48913 
WW\V.mlchlgan.gov • {517} 373-3500 
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Kanuszewski, et al v. MDHHS, et al. 
USDC-ED No: 1:18-cv-10472 

Honorable Thomas L. Ludington 
Magistrate Judge Patricia T. Morris 

EXHIBIT 9

MDHHS After Newborn Screening - Your 
Baby's Blood Spots
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Learn More About the 
Facts and Choices You 
Need to Understand

Your Baby’s 
Blood Spots
Your Baby’s
Blood Spots

What are the risks if your 
baby’s blood spots are used 
for research?
The risk is that your baby could 
be identified. The chance this will 
happen is very low. Many steps are 
taken to protect privacy.

What steps are taken to 
protect privacy?
There are many levels of security 
at the Michigan Neonatal Biobank 
where blood spots are stored. 
They are stored coded only with a 
number and not your child’s name or 
identifying information. Details that 
could  identify a child or family are 
removed. MDHHS has taken steps to 
keep blood spots secure. The highest 
level of protection, a “Certificate of 
Confidentiality” from the United 
States Department of Health and  
Human Services has been granted. 
Details are below:

Certificate of Confidentiality
US Department of Health and Human Services 

http://grants.nih.gov/grants/policy/coc/
•	 The	BioTrust	can	use	this	Certificate	to	legally	refuse	

to	disclose	information	that	may	identify	you	in	any	
federal,	state,	or	local	civil,	criminal,	administrative,	
legislative,	or	other	proceedings,	for	example,	if	
there	is	a	court	subpoena.	The	BioTrust	will	use	the	
Certificate	to	resist	any	demands	for	information	that	
would	identify	you,	except	as	explained	below.

•	 The	Certificate	cannot	be	used	to	resist	a	demand	
for	information	from	personnel	of	the	U.S.	federal	or	
state	government	agency	sponsoring	the	project	and	
that	will	be	used	for	auditing	or	program	evaluation	
of	agency	funded	projects	or	for	information	that	
must	be	disclosed	in	order	to	meet	the	requirements	
of	the	federal	Food	and	Drug	Administration	(FDA).

•	 It	does	not	prevent	you	or	a	member	of	your	family	
from	voluntarily	releasing	information	about	yourself	
or	your	involvement	in	this	research.	If	an	insurer,	
medical	care	provider,	or	other	person	obtains	your	
written	consent	to	receive	research	information,	then	
the	BioTrust	will	not	use	the	Certificate	to	withhold	
that	information.

Will you or your child 
benefit from blood spot 
research?
Blood spot research may not directly 
help you, your child or your family. 
You will not be paid if your child’s 
blood spots are used. Your family 
will not get money if products (such 
as new drugs) ever come from 
the research. This type of research 
aims to improve the health of 
communities. You will help ensure 
all groups of people in our state are 
represented in research. You, or a 
family member, may also be helped 
by research looking at new ways to 
diagnose, prevent or treat disease. 

What are your choices for 
blood spot research?
You can say “yes” or “no” to blood 
spot research. You will be asked to 
check a box and sign a form found 
in your baby’s newborn screening 
card. If you say “yes”, all blood spots 
taken for newborn screening may be 
used, except for the blood spot saved 
for your own use if needed. If you 
say “no”, blood spots will be stored 
but not used for research. You must  
contact MDHHS if you do not want 
blood spots stored for any reason after 
newborn screening. 

Can you change your mind?
Yes. You can call MDHHS 
at any time if you change 
your mind about blood 
spot research. After 
turning 18, your child 
must make this request.

 What do you need to do?
ASK if you have questions.

VISIT www.michigan.gov/biotrust 
to read more about consent options.

CALL MDHHS if you still have 
questions about blood spots.

MARK your choice for blood spot 
research use on the BioTrust consent 
form and sign it.

GET your pink copy of the BioTrust 
consent form to take home.

MDHHS Newborn Screening Program

Telephone: 
(Toll Free) 1-866-673-9939

Email: 
newbornscreening@michigan.gov

Website: 
www.michigan.gov/newbornscreening

For questions about your  
research rights or whom to contact in case 
of a research-related injury: please call the 

MDHHS IRB  
at 517-241-1928

MDHHS is an equal opportunity employer,  
services and program provider.

10/17

After Newborn 
Screening

After Newborn 
Screening
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Dear Parents:
Soon after birth a few 
drops of blood are taken 
from your baby’s heel. 
These “blood spots” are used for 
newborn screening. This program is 
required by state law and screens all 
babies for rare disorders to ensure 
early treatment. Please read “Michigan 
Newborn Screening” for more facts. 
Hospital staff or your midwife has a 
copy for you or visit www.michigan.
gov/newbornscreening. 

What happens to blood 
spots after newborn 
screening?
Often parts or whole blood spots end 
up not being used. Once newborn 
screening is done, the unused blood 
spots are stored for up to 100 years. 
These stored blood spots may be used 
by the state lab to perform quality 
control tests and improve newborn 
screening. Blood spots may also be used 
to add more tests to newborn screening. 

One blood spot is also kept by the state 
lab for your personal use, if needed. 
Parents have used this blood spot to 
help diagnose a disease in their child 
or to find reasons for a child’s untimely 
death. 

The rest of the blood spots are stored 
at a secure site, the Michigan Neonatal  
Biobank (www.mnbb.org). These 
stored blood spots may be used for 
research  approved by the Michigan 
Department of Health and Human 
Services (MDHHS). The choice to allow 
this research is yours to make. 

What is the Michigan 
BioTrust for Health?
The BioTrust is an 
MDHHS program 
created to oversee the 
research use of stored 
blood spots.  One 
purpose of the BioTrust is to allow 
all groups of Michiganders to be part 
of research.  Different groups help 
advise MDHHS on rules for research 
use of blood spots and suggest ways 
to inform the public. They include 
a Community Values Advisory 
Board with members from different         
organizations and the general public.

What type of research is 
done?
Blood spots can only be used for 
studies to better understand diseases 
or improve the public’s health.  We 
cannot predict every type of study 
that will be done.  Many types of 
laboratory methods are used to 
study biological factors like DNA or     
environmental factors like metals 
and toxins.  Studies have already:

 x Looked for causes of cancer, birth 
defects and other health concerns, 
like obesity

 x Improved newborn screening  
methods

 x Tested mercury levels to find out 
if pregnant mothers are eating 
safe amounts of fish

How many blood spots are 
stored and can be used for 
research?
Each year over 100,000 babies are 
born in Michigan. Almost all of these 
babies have newborn screening. All 
of these blood spots are stored in the 
Biobank. 

Today, blood spots from over five  
million people are stored. If you or 
your child was born after July 1984, 
your blood spots are included.  
If collected before May 2010, these 
blood spots can be used for research 
unless you or your child (after age 
18) contacts MDHHS. You may ask 
for your spots to be destroyed. You 
may also ask that your spots remain 
stored, but not used in research. 
Please call MDHHS for more details 
(Toll-free 1-866-673-9939). 

Stored blood spots collected 
after April 2010 can only be used 
for research if a parent or legal 
representative returns a signed 
consent form allowing it.

Will you or your child get 
blood spot research results?
No. Personal research results are not 
provided.  Researchers are not given 
data that can identify you or your 
child. This means you cannot receive 
research results.  A table listing all 
research using blood spots is posted 
at www.michigan.gov/biotrust. 
Research findings are posted here 
when studies are done.For research guidelines and  

a list of studies visit 
www.michigan.gov/biotrust

What are the steps for using 
blood spots in research?

1. MDHHS approves the study:
 � BioTrust guidelines are met.

 � Scientific Advisory Board(s)   
ensures the study is good science.

 � Institutional Review Board(s) 
ensures subjects’ rights are      
protected.

2. MDHHS selects blood spots:
 � Blood spots are picked randomly, 

or 

 � Blood spots are picked because 
a researcher wants to study a     
specific group (such as people 
with cancer).

3. Researcher gets blood spots:
 � Researchers are not told whose 

blood spot is provided.

 � Data may be provided such as a 
diagnosis or year of birth.

 � Information  that can identify a 
person is not provided, unless 
that  person is asked and 
consents.

4. Researcher performs study:
 � Blood spots are studied.

 � Results are recorded.

 � Any left-over spots are destroyed.

 � Study results are reported.
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Kanuszewski, et al v. MDHHS, et al. 
USDC-ED No: 1:18-cv-10472 

Honorable Thomas L. Ludington 
Magistrate Judge Patricia T. Morris 

EXHIBIT 10

MDHHS BioTrust Frequently Asked 
Questions
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Kanuszewski, et al v. MDHHS, et al. 
USDC-ED No: 1:18-cv-10472 

Honorable Thomas L. Ludington 
Magistrate Judge Patricia T. Morris 

EXHIBIT 11

MDHHS Michigan BioTrust for Health - 
Consent Options
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MDHHS - Michigan BioTrust for Health - Consent Options

http://www.michigan.gov/mdhhs/0,5885,7-339-73971_4911_4916_53246-244016--,00.html[4/10/2018 8:58:49 PM]

MDHHS / ADULT & CHILDREN'S SERVICES / CHILDREN & FAMILIES / HEREDITARY DISORDERS

Michigan BioTrust for Health - Consent Options
Prior to making a decision about participation in the BioTrust, please make sure you read the Frequently
Asked Questions section of this website and get all of your questions answered. 

The consent process differs depending on your or your child's date of birth. It is important to take a
moment to learn more about the opt-out process for "legacy" blood spots, those collected prior to May 1,
2010. Please also read more about the opt-in process for "prospective" blood spots, those collected after
April 30, 2010 through present day.

Background
Blood spots have always been stored for some period of time following newborn screening, but the length
of time has changed over the years. In the 1970s, samples were saved for 7 years. In the 1980s, the
Michigan Department of Health and Human Services (MDHHS) changed the policy to store each sample
for 21.5 years following the receipt of legal advice. In 2008, the policy was revised for indefinite storage of
blood spots to align with a recommendation from the Governor's Commission on Genetic Privacy and
Progress. Today, blood spots are stored for up to 100 years once newborn screening is completed. The
changes in storage policy have allowed for a collection of stored blood spots dating back to July 1984.
Any samples received by the state laboratory on infants born before July 1984 have been
destroyed. 

Opt-Out Process for Births Between July 1984 and April 30, 2010  

Blood spots collected between October 1987 and April 30, 2010 are stored for up to 100 years. Blood
spots collected between July 1984 and September 1987 are scheduled to be destroyed per the MDHHS
Bureau of Laboratories' retention schedule. These stored spots are de-identified and may be used in
health research under a waiver of informed consent granted by the MDHHS Institutional Review Board.
The stored blood spots may also be requested by a parent or person (>18y) for their own use. If you or
your child were born between July 1984 and April 30, 2010, and you want to continue allowing the use of
the de-identified blood spots in research, you do not need to do anything. If you do not want your or your
child's stored blood spots used for future health research, there are two options to opt-out. You may fill
out a form to: (1) request that the blood spots continue to be stored but not used for research, or (2)
request that the blood spots be destroyed. If you ask for the blood spots to be destroyed, the laboratory
requires verification that you are the legal representative entitled to make the request. Call 1-866-673-
9939 or email newbornscreening@michigan.gov to obtain a form, or download:
 

Residual Newborn Screening Blood Spot Directive 
DCH 1465 Directive to Store But Not Use Dried Blood Spot Specimen For Research (Arabic)  
(Spanish)
Directive to Destroy Residual NBS Blood Specimen  (Arabic)  (Spanish)   
 

Opt-In Process for Births After April 30, 2010

Blood spots from an infant born after April 30, 2010, will be stored for up to 100 years after newborn
screening is done. However, the blood spots will not be used in research through the BioTrust unless a
signed parental consent form is on file with the state laboratory. This new opt-in process began May 1,
2010. Currently, all birthing hospitals and midwives have been instructed to give new parents the option of
signing a consent form after delivery if they want their child's remaining blood spots made available for
future medical research. One full blood spot will also be saved for future use by the child or family, should
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it ever be needed. After signing the consent form, parents can still change their mind later using the
directive forms above.

**Please note, if a parent declines participation in the BioTrust blood spots are still stored for up
to 100 years unless a Residual Newborn Screening Blood Spot Directive requesting destruction is
returned to the state laboratory.**  

After Newborn Screening Your Baby's Blood Spots - Michigan BioTrust For Health Consent
Brochure English
After Newborn Screening Your Baby's Blood Spots - Michigan BioTrust for Health Consent
Brochure Spanish Arabic
Audio Recording of BioTrust Consent Brochure 
BioTrust Consent Form English  
BioTrust Alternate Consent Form
Directive to use DBS for research English

 

BioTrust Main Page 
NBS Main Page

Updated 1-25-2018
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EXHIBIT 12

BioTrust Research Consent Form
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Honorable Thomas L. Ludington 
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EXHIBIT 13

Institutional Review Board Approval Forms 
for Michigan Neonatal Biobank
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                   UNITED STATES DISTRICT COURT
                   EASTERN DISTRICT OF MICHIGAN
                        NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,

          Plaintiffs,

v                                    Case No. 18-cv-10472

MICHIGAN DEPARTMENT OF HEALTH        HON. THOMAS L. LUDINGTON
AND HUMAN SERVICES, et al,           MAG. PATRICIA T. MORRIS

          Defendants.

                             /

      VIDEO CONFERENCE DEPOSITION OF SARAH LYON-CALLO, PH.D.

     Taken by the Plaintiffs on the 17th day of December, 2020,

     via Zoom, at 1:00 p.m.  

APPEARANCES:

For the Plaintiffs:      MR. PHILIP LEE ELLISON (P74117)
                         Outside Legal Counsel PLC
                         PO Box 107
                         Hemlock, Michigan 48626
                         (989) 642-0055

For the Defendant        MR. AARON WARREN LEVIN (P81310)
MDHHS:                   Michigan Department of Attorney General
                         PO Box 30736
                         525 Ottawa Street
                         Lansing, Michigan 48909
                         (517) 335-7632

For the Defendant        MR. JEREMY C. KENNEDY (P64821)
Michigan Neonatal        Pear Sperling Eggan & Daniels PC
Biobank and Antonio      24 Frank Lloyd Wright Drive, Suite D2000
Yancey:                  Domino's Farms
                         Ann Arbor, Michigan 48105
                         (734) 665-4441

Also Present:            Sandip Shah, Ph.D.
                         Eric Hendricks
                         Ashley Campbell
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1                Via Zoom Video Conference

2                Thursday, December 17, 2020 - 1:01 p.m. 

3                MR. ELLISON:  Good afternoon.  I guess I want to

4      know -- I want to be respectful of how I addressed you.  Is

5      it just -- do I just call you "Doctor"?  Would that be

6      sufficient?

7                DR. LYON-CALLO:  I'm fine if you all me Sarah, but

8      that's really fine.

9                MR. ELLISON:  Okay.  All right.  I mean no

10      disrespect.  As you can kind of tell, we're a little less

11      than formal with the group that we've been hanging out

12      together so long on this particular case.  So, anyway, first

13      of all, thank you for being here.  I appreciate it.  As you

14      may have heard, I need to ask some questions of you here as

15      part of the newborn screening lawsuit, which I'm sure you're

16      aware of.  Have you ever done a deposition before?

17                DR. LYON-CALLO:  Yes, I have.  I haven't done a

18      deposition over Zoom before, but I've done depositions.

19                MR. ELLISON:  Okay.  All right.  Well, then I'll

20      skip the usual instructions then going forward, and we can

21      just get right to the -- right to the heart of it here.

22                REPORTER:  Do you solemnly swear or affirm that

23      the testimony you’re about to give shall be the whole truth? 

24                DR. LYON-CALLO:  I do.

25
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1                      SARAH LYON-CALLO, PH.D.

2          having been called by the Plaintiffs and sworn:

3                            EXAMINATION

4 BY MR. ELLISON:

5 Q    I have a couple of questions regarding the newborn screening

6      program and the Michigan Neonatal Biobank.  And I just call

7      it -- just for purposes of our discussion here today, when I

8      refer to the "Biobank," I'm referring, of course, to the one

9      that's headed by Dr. Yancey, the organization with its

10      offices and operations in Detroit at the -- at Tech Town.

11                And then when I refer to the "newborn screening

12      program," part of it, that's the state side, I would call

13      it, of this particular setup.  Is that agreeable that we can

14      talk on those terms?

15 A    No.  The newborn screening program is a screening program. 

16      The Michigan BioTrust is the state program that addresses

17      the residual dried blood spots.  The Michigan Neonatal

18      Biobank is an entity that is managing the storage of those

19      spots.  

20 Q    Okay.

21 A    So I want to be -- I am very clear and precise in my

22      language when I'm talking about the difference between

23      newborn screening program versus the Michigan BioTrust for

24      Health.

25 Q    Okay.  So that's one of the questions I'm going to ask you
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1      about.  So I'm going to jump ahead and ask you that.  I'm

2      going to set it up in a particular way, and I want you to

3      explain to me, thereafter, what happens.  A newborn is born. 

4      Blood spots are extracted.  Blood samples are extracted in

5      the form of blood spots onto a Guthrie card and are sent to

6      the Michigan State Laboratory for testing.  

7                Once that testing is complete, I'd like you to

8      explain to me, as best you know, what happens to those

9      residual blood spots.  

10 A    Sorry.  I was having trouble with my mute.  I think some of

11      the particular detail regarding specifics around the

12      mechanisms by which cards are handled directly after testing

13      is best handled by Dr. Shah, the director of their

14      laboratory.  But I can share -- or I feel comfortable

15      talking about the piece where -- that the dried blood spot

16      card -- the newborn screen card, is -- there's a group at

17      the laboratory that, when they are done with that card for

18      the purposes of the newborn screening program, they process

19      that card.  The residual dried blood spots that become part

20      of the -- 

21                (Dr. Shah enters deposition)

22 Q    Doctor -- excuse me.  You said "they."  Who is they?

23 A    The Bureau of Laboratories at the Michigan Department of

24      Health and Human Services.

25 Q    Okay.  Thank you.
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1 A    Yup.  You're welcome.  And I see Dr. Shah has joined.  I

2      know this is my deposition, and he's like joining in.  But

3      he's joining in for his deposition time -- yeah, separate

4      time; right?

5 Q    That's fine.  He's entitled -- he's entitled to participate

6      or to observe this -- the deposition as a party -- named

7      party in the case.  So, but go ahead.

8 A    Okay.  Thank you.

9 Q    I apologize.  I mean, I didn't mean to interrupt you.  You

10      used the pronoun, and I wanted to make sure I understood. 

11      You said, "Once 'they' were done processing the card."

12 A    Yes; yeah; yup.  So when the laboratory staff are done with

13      the card from a newborn screening perspective -- I'll let

14      Dr. Shah get into the nitty-gritty of how that card is

15      processed -- but the high level is that the residual dried

16      blood spots go to -- with the exception of a spot reserved

17      for parent/guardians, the residual dried blood spots go to

18      the Michigan Neonatal Biobank where they are managed for the

19      purposes of Michigan BioTrust.

20 Q    Okay.  Who is responsible for overseeing the Michigan

21      Neonatal Biobank as it applies to the Michigan -- from any

22      individual you know at the Michigan Department of Health and

23      Human Services?

24 A    I'm sorry.  Can you repeat that one more time?

25 Q    Sure.  What I want to understand is is that you just said
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1      that the Michigan Neonatal Biobank stores -- and I'm

2      paraphrasing -- stores newborn blood spots that are residual

3      leftovers from the newborn testing program for -- on behalf

4      of our -- under the control of the State of Michigan, I

5      think, DHHS I think is what you said, or some variation

6      thereof.

7 A    Uh-huh (affirmative). 

8 Q    I'd like to know who at the Michigan Department of Health

9      and Human Services is responsible for overseeing or

10      otherwise controlling the blood spots at the Neonatal

11      Biobank?

12 A    So the dried blood spots are managed by the Michigan

13      BioTrust.  That BioTrust structure has a community values

14      advisory board, a scientific advisory board.  There is also

15      an internal infrastructure which Dr. Shah and myself are

16      responsible for.  But I think probably the simplest way to

17      answer the question is that Dr. Shah and myself are

18      responsible for the dried blood spots in the Michigan

19      BioTrust program that are at the Michigan Neonatal Biobank

20      for storage and distribution at the direction of the

21      Michigan Department of Health and Human Services.

22 Q    Okay.  Good.  Fantastic.  So I guess the reason why I'm

23      asking would be is that if a -- say in this case a judge was

24      to issue an injunction against both of you in your official

25      capacities, you would have the ability to direct the blood
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1      spots to no longer go to the Biobank if that's what the

2      judge so ordered; would that be correct?

3 A    That is my understanding.

4 Q    Okay.  And what -- as part of the complaint -- as part of my

5      complaint and the research I did on this prior to bringing

6      this complaint, I had you listed as the manager of the

7      Michigan Bio- -- or excuse me -- Michigan BioTrust for

8      Health; is that accurate?

9 A    So as the director of the Bureau of Epidemiology and

10      Population Health, I am one of the two folks who is over the

11      Michigan BioTrust for Health, the other one being Dr. Sandip

12      Shah.

13 Q    Okay.  What role does Mary Klein play in the Michigan

14      Newborn Screening program and/or the Biobank? 

15 A    So none of my -- so Mary Klein is a manager in the division

16      of Lifecourse Epidemiology and Genomics, which is within the

17      Bureau of Epidemiology and Population Health.  So Mary Klein

18      is in my supervisory chain.  She does not -- I'm not quite

19      certain how to answer part of your question.  You asked

20      about if she plays a role at the Michigan Neonatal Biobank? 

21      Is that what you asked me?

22 Q    Yeah.  I want to understand, you mentioned that both you and

23      Dr. Shah have supervisory control over the BioTrust. 

24      According to online disclosure forms that have been made

25      available, that she is the manager of the newborn screening
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1      section of the Michigan Department of Health and Human

2      Services.  I want to know what role, if any, does she play

3      over the newborn screening program and/or the BioTrust.  And

4      I'll add to that -- or excuse me -- the Neonatal Biobank,

5      and I'll add to that the BioTrust if that assists you.

6 A    So Mary Klein is the director of newborn screening section

7      that addresses follow-up of results from the newborn

8      screening program.  In terms of Michigan BioTrust, she has a

9      role in that as we get proposals for use of dried blood

10      spots.  She has a role also in communicating -- as do other

11      staff as well -- in communicating with the Michigan Neonatal

12      Biobank.  She does not have a role within the Michigan

13      Neonatal Biobank.  So she's in no way an employee or

14      something like that of the Michigan Neonatal Biobank.

15 Q    Okay.  I've done the deposition of Dr. Antonio Yancey.  Do

16      you know who he is?

17 A    (No verbal response) 

18 Q    I'm sorry.  You've got to answer "yes" or "no."

19 A    Yes, I do.  Yes, I do.  Sorry.  I'm trying -- I have a dog

20      in the background.

21 Q    No problem.  If I say "yes" -- yes, if I make a statement

22      like that, I'm not trying to be rude.  It's just sometimes

23      we say things like "uh-huh's" and "um's," and we just have

24      got to get clear for the record.  So I mean no disrespect by

25      it.

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-24, PageID.4341   Filed 04/05/21   Page 11 of 88



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SARAH LYON-CALLO, PH.D.

Page 11

1 A    Yup.

2 Q    The -- one second here.  I've got my email on, and it keeps

3      beeping incessantly.  There we go, stop that.  Okay.  I did

4      the deposition of Dr. Yancey, and he indicated that the

5      blood spots were not under the control of the board of

6      directors but actually under the control of members -- or

7      officials with the Michigan Department of Health and Human

8      Services.  Would you agree with that statement as I

9      presented it to you?

10 A    Yes.  The Michigan Neonatal Biobank does not have control

11      over the use and distribution of the blood spots -- the

12      residual dried blood spots.

13 Q    Okay.  Who at the Michigan -- just to confirm -- who at the

14      Michigan Department of Health and Human Services would be

15      the person most in charge of decision-making as to the blood

16      spots held at the Michigan Neonatal Biobank?

17 A    The use of the blood spots under the purposes of the

18      Michigan BioTrust program, Dr. Sandip Shah and I are

19      responsible for the decision-making around that and that

20      includes the use -- or the instruction to the Michigan

21      Neonatal Biobank.

22 Q    Okay.  To your knowledge, is the Michigan Neonatal Biobank

23      holding blood samples for any other purpose other than the

24      Michigan BioTrust program?

25 A    I do not know the answer to that question.
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1 Q    Well, do you have any knowledge -- do you have additional

2      purposes or additional blood storage for any other programs,

3      to your knowledge?

4 A    I don't have any knowledge to what else the Michigan

5      Neonatal Biobank -- sorry -- what else the Michigan -- what

6      else the entity at Tech Town -- the Biobank at Tech Town,

7      what other activities they may have going.

8 Q    Okay.  Can you explain -- and, again, acknowledging that we

9      are lawyers and the person that's going to read this

10      transcript hopefully ultimately will be a lawyer who is a

11      judge.  We're not scientists, by any means.  Can you

12      explain, as best you can, what the role of the Michigan

13      BioTrust is, vis-a-vis, the Michigan Department of Health

14      and Human Services?

15 A    So the Michigan BioTrust, it is a program that's run by the

16      Michigan Department of Health and Human Services in order to

17      oversee Michigan's storage residual dried blood spots and

18      their use in health research.

19 Q    And I believe you just -- and just to confirm, you testified

20      earlier that that program has oversight of the Michigan

21      Neonatal Biobank; correct?

22 A    For the purposes of the residual dried blood spots, yes.

23 Q    Okay.  Is there any other program or entities that have

24      control over the Michigan Neonatal Biobank related to blood

25      spots that you're aware of outside of the BioTrust?
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1 A    You're referring to the residual dried blood spots from the

2      Michigan Department of Health and Human Services?  Is that

3      what you're referring to?

4 Q    Any blood spots that you are aware of that are there.  Is

5      there any other entity or program that has any sort of role

6      as it applies to the Biobank in any way, to your knowledge?

7 A    I think I shared with you earlier that I have no knowledge

8      as to whether or not there are other forms of dried blood

9      spots or other bio specimens that are at the Michigan

10      Neonatal Biobank.  The knowledge I have is related to the

11      dried blood spots that are there from the Michigan BioTrust.

12 Q    Why are blood spots transferred or otherwise given to a

13      private nonprofit corporation rather than stored under the

14      direct control of the BioTrust program or the department of

15      health and human services?

16 A    So the purpose of the -- the Michigan Department of Health

17      and Human Services does not have the laboratory capacity for

18      management of a Biobank.  The amount of freezer space the

19      software that is required to manage individual specimens

20      over a longer of period of time is something that the

21      Michigan Department of Health and Human Services, under the

22      Michigan BioTrust, has obtained through the Michigan

23      Neonatal Biobank.

24 Q    Okay.  Were you involved at all with the creation of the

25      Michigan Neonatal Biobank?
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1 A    No.  The Michigan Neonatal Biobank, when I came in to the

2      position -- the first position that I had related to newborn

3      screening, when I came into that position in 2012, the

4      Biobank was already instituted.

5 Q    Okay.  And just to confirm -- forgive me.  I know the answer

6      already, but this is my chance to confirm -- is that you

7      don't serve on the board of directors of the Biobank;

8      correct?

9 A    No, I do not.

10 Q    Any reason why not?

11 A    I have a variety of responsibilities at the department.  I

12      also am not a laboratorian.  And given Dr. Shah's and I's

13      shared responsibilities for the Michigan BioTrust, I'm very

14      fortunate that he was able to take on that role.

15 Q    How would you describe the nature of the relationship

16      between Michigan Department of Health and Human Services and

17      the Michigan Neonatal Biobank?  And I guess let me put it in

18      a clearer parlance than that would be is are they a contract

19      vendor?  Are they a partner?  Are they another government

20      agency?  How is it, in your role as oversight of the dried

21      blood spots that are stored in that facility, do you view

22      the role and the relationship with the Biobank?

23 A    So the Michigan Neonatal Biobank is not a government agency. 

24      We have a contract with the Michigan Neonatal Biobank for

25      the purposes of storage and distribution of the dried blood
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1      spots from the Michigan BioTrust.  And the Michigan Neonatal

2      Biobank has been a very good partner in terms of, you know,

3      managing those spots, promoting the use of the spots with

4      researchers.  So I think they are -- you know, we have a

5      contract with them.  They are -- so they have a vendor

6      relationship with us, and they've also been a very good

7      partner in terms of moving this activity along.

8 Q    Does the Department of Health and Human Services provide

9      monetary compensation to the Biobank for these services?

10 A    We provide partial support to the Michigan Neonatal Biobank

11      through a contract with Wayne State University.  Their

12      Biobank can -- also has an arrangement to be able to cover

13      some other costs related to a fee structure that is charged

14      to researchers.  But, yes, the department does provide

15      direct contract support for the activities there at the

16      Biobank.  And I think Dr. Shah would -- sorry.  Go ahead.

17 Q    No; no.  That's fine.  That's fine.  And, again, I'm only

18      asking what you know.  I'll be asking Dr. Shah a number of

19      questions, as well, given his role as a director on the

20      board of directors of that particular entity when I do his

21      deposition.

22 A    Uh-huh (affirmative).

23 Q    I'm only seeking what you know.  Do you happen to know how

24      much, as a percentage, or the dollar amount, that the

25      Michigan Department of Health and Human Services pays
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1      ultimately that reaches -- for the operation or the services

2      provided by the Biobank?

3 A    I'm sorry.  I did not come prepared to talk about those

4      numbers today, so I can find that out.  There are times

5      where I certainly do hear about the financial support to the

6      Michigan Neonatal Biobank for the functions that are

7      performing a contract but I'm not prepared to speak to those

8      specifics or those numbers today.

9 Q    Fair enough.  That's fair enough.  And, again, only what --

10      I'm only asking you what you know here today as well, so

11      if -- 

12 A    Okay.

13 Q    Well, let me ask this question:  I know that as part of

14      the -- I guess -- well, let me make the representation to

15      you that as part each newborn blood draw, the heel prick

16      test that occurs, the hospital charges the newborns a fee

17      for doing that, which is -- again, I don't have the dollar

18      amount that changes year to year, but approximately $130 for

19      that activity.  Do you know if all or a portion or none of

20      the monies from those collected fees goes to the Neonatal

21      Biobank?

22 A    So the majority of those fees go to the Michigan Newborn

23      Screening program.  A small amount of those fees have

24      covered some of the costs of the contract with the Michigan

25      Neonatal Biobank.  The exact percentage of that, I am not
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1      prepared to speak to today.

2 Q    Okay.  I mean, can you confirm, though, it's more than zero

3      but less than all of the money goes to -- 

4 A    Oh, yeah.  Yeah, that's an easy statement to agree to; yes.

5 Q    Okay.  Very good, very good.  Okay.  As part of the

6      contractual relationship or the what- -- the nature --

7      whatever the relationship is between the Department of

8      Health and Human Services and the Michigan Neonatal Biobank,

9      does someone in your role that you serve as -- and, again, I

10      think I just called you the manager of the BioTrust and you

11      identified your relationship with Dr. Shah as part of that

12      oversight authority -- do you have direct control over how

13      the Biobank stores, accesses, uses, and handles the blood

14      spots that are submitted to it under the Michigan BioTrust

15      program?

16 A    Can you repeat that, please?

17 Q    Sure.  I guess, making it a little simpler.  I just want to

18      know if -- say for today that you -- that Dr. -- I mean,

19      Chris over there -- Chris, the manager of the Biobanks, is

20      doing something that you think is inappropriate for the

21      blood spots.  It's not in the best interest of the

22      particular blood spots.  Do you have the authority to call

23      over there and tell them to change their processes and

24      procedures?  

25 A    Yes.  If there was something that was inappropriate going
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1      on, absolutely.

2 Q    And I don't mean this in a legal sense.  I'm talking more in

3      either a scientific sense or a project sense.  I'm not

4      trying to be inappropriate as in legal or sexual harassment

5      or something of that nature.  I'm talking more about the

6      blood spots, the core activities itself.  You would have the

7      ability to call or make contact with them and say, "I would

8      like this" -- "you need to start doing it this way," and

9      they would do it that way going forward; is that fair?

10 A    So the department has procedures that the Biobank is

11      following.  We have an understanding what their procedures

12      are.  They are in a contractual relationship with us, and we

13      are able to, you know, I don't want to say "direct their

14      operations."  I don't mean to imply that we're sort of

15      managing their staff in some way.  But in terms of what the

16      procedures for storage, maintenance, and distribution of the

17      dried -- residual dried blood spots, the department is able

18      to direct that.  In this case, both Dr. Shah and myself have

19      the ability to reach down to the Biobank regarding, you

20      know, any issue or concern that we have.  They're very

21      approachable.

22 Q    Okay.  Very good, very good.  And that's what I was looking

23      for.  Thank you.  So I don't know how to ask this question

24      so bear with me.  I asked a little bit earlier about the

25      nature of the BioTrust program, vis-a-vis, the Department of
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1      Health and Human Services.  And I'm trying to understand

2      what exactly its nature is.  I mean, it's -- you would agree

3      that it's not a division of the Department of Health and

4      Human Services; correct?

5 A    So the Michigan BioTrust program; you're asking me if it's

6      like an organizational box or a chart?  Is that what you're

7      asking?

8 Q    I'm trying to figure out where it fits in the overall

9      organizational scheme.  I mean, it's a division; right? 

10      It's not a -- you know, the DHHS has got all its various

11      divisions with various different responsibilities.  I

12      just -- I don't know how to describe, or how it would be

13      best to describe where the BioTrust fits into the overall

14      scheme of organizational hierarchy at the department itself.

15 A    Sure.

16 Q    Can you articulate that?

17 A    So we refer to the Michigan BioTrust as a program.  Program

18      can be administered between different areas within the

19      organizational structure.  So there are aspects of the

20      Michigan BioTrust that are related to epidemiologic

21      questions, which is my organizational structure,

22      epidemiology, and there are aspects of the Michigan BioTrust

23      program that are related to laboratory, which is Dr. Shah's,

24      you know, area of responsibility.  So it is a program with

25      the Michigan Department of Health and Human Services that
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1      Dr. Shah and I jointly manage.

2 Q    Okay.  All right.  Very good.  Would you, as part of your

3      role as the -- as part of the role involved with the

4      BioTrust, you would agree -- would you agree with me that

5      prior to 2010 parental consent was never obtained for

6      medical research or at least -- or testing on blood spots

7      for infants born before 2010?  Would you agree with that? 

8      And I'm talking just on the parents.

9 A    Let me just check my -- I'm trying to take some notes here

10      to make sure I have my dates correct.

11 Q    Sure.  I believe it's April of 2010, but I know it -- I'm

12      using at least 2010, before that.

13                (Witness reviews electronic data via video)

14 A    I'm sorry.  It's taking me a minute.

15 Q    Take your time.  

16 A    So the -- it's smaller, but I can still see it, though.  So

17      the -- all right.  So there are blood spots that were

18      collected between July 1984 and May 1st, 2010 that may be

19      used for health research under a waiver of informed consent. 

20      So we do not have active informed consent for children who

21      were born before May 1st, 2010.

22 Q    And you indicated that you had some form of consent from

23      something.  Could you articulate what that is?

24 A    So there is a waiver of informed consent that was granted by

25      the Michigan Department of Health and Human Services

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-24, PageID.4351   Filed 04/05/21   Page 21 of 88



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SARAH LYON-CALLO, PH.D.

Page 21

1      institutional review board.  

2 Q    Does that -- as the head of the BioTrust program, do you

3      deem that sufficient to be -- let me strike that.  As the

4      head of the BioTrust program, do you deem that decision by

5      the IRB to be sufficient to use blood spots for medical

6      research and medical testing of newborn spots before 2010?

7 A    So the purpose of the waiver of informed consent is for the

8      use of residual dried blood spots for the purposes of

9      research, not for medical testing but for research.

10 Q    Okay.  Fair enough.

11 A    So, yes, I consider that appropriate.

12 Q    Okay.  Do you have -- I'm sorry.

13 A    So we have -- we have -- the institutional review board is

14      our human subjects review board.  It operates under federal

15      regulations around human subjects, protection of human

16      subjects.  And that is the board that I rely on for those

17      kinds of assessments, whether it be related to something

18      like this or other research projects that may come about

19      related to public health data or other -- well, public

20      health data is what I work with.

21 Q    Okay.  Starting in May of 2010, the department -- and this

22      is my representation to you.  I want to see if you agree

23      with me.  Starting in 2000 -- May of 2010, the department

24      starting to obtain or attempt to obtain some form of consent

25      from parents before utilizing newborn screening -- or excuse
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1      me -- newborn blood spots that remained after the testing

2      was complete under the program.  Were you involved at all in

3      any way with the decision to change the policy starting May

4      of 2010?

5 A    So I was not part of the management structure in the

6      Michigan BioTrust at that point.  I was aware, being around

7      the department, of discussions about it, but I was not

8      involved in the decision-making on that.

9 Q    Okay.  Do you know who was the decision-maker on that policy

10      change at that time?

11 A    I would have to go back and look at that -- for that

12      information.  I don't know.  I'd have to go back and look

13      for that.

14 Q    Would it -- okay.  I'm sorry.  I don't mean to interrupt. 

15      Would that be the person that has served in your role as the

16      director of epidemiology at the Department of Health and

17      Human Services?

18 A    That would be my assumption, but I would have to go back and

19      look at that for that information.

20 Q    All right.  Very good.  Starting -- so from May of 2010

21      forward, without getting into the finer details about what

22      actual consent was obtained, would you, in your role as the

23      -- with supervisory control over the BioTrust, that the

24      consent that the department obtains from parents is

25      sufficient to conduct medical research on the newborn
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1      screenings residual blood spots?

2 A    Yes.  We have created the informed consent process to allow

3      for that -- for a parent to have active consent in the

4      process, yes.  

5 Q    Do you -- 

6 A    So did I answer your question?  

7 Q    Yes, you did.  

8 A    I'm not sure if I answered your question or a different one.

9 Q    No; no.  You did; you did.  And, please understand, if I'm

10      not saying something correctly or, you know, I'm not --

11      again, I'm a lawyer not a science person.  I have good

12      friends who are, and sometimes the words aren't quite the

13      same.  If you can correct me, I'm not above being corrected. 

14      My pride will not get in the way, so -- and besides, I'm

15      married.  I'm corrected a lot, so there you go.

16                So the -- you just mentioned about informed

17      consent -- just now was the phrase you just used.  Do you,

18      in your role at the department, make a distinction between

19      consent versus informed consent?

20 A    So we -- when we are doing projects that involve consent, we

21      use a process of informed consent.  In the case of Michigan

22      BioTrust, we invested significant time in developing the

23      informed consent brochure for Michigan BioTrust, spent time

24      looking at the informed consent form that goes -- that

25      parents see, try to make those materials as clear as

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-24, PageID.4354   Filed 04/05/21   Page 24 of 88



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SARAH LYON-CALLO, PH.D.

Page 24

1      possible.  So for the purposes of public health research, I

2      use the term "informed consent" because that is -- the

3      process is to inform people to what they are consenting to.

4 Q    Do you make a distinction -- setting aside this program just

5      as a public health official, do you make a distinction

6      between getting consent versus informed consent?

7 A    I'm not sure what getting consent means in your question. 

8      The process of what we do is about informed consent that you

9      have provided people with information so that they can make,

10      you know, their informed choice and that they have something

11      to reference back to.  So it's something that is common in

12      public health and in public health research.

13 Q    Okay.  You mentioned that you give information so that

14      persons who make informed consent -- who want to give

15      informed consent are so informed; fair?

16 A    Uh-huh (affirmative).

17 Q    I'm sorry?

18 A    Yes; yes.

19 Q    What information specifically does the BioTrust program

20      provide to parents to give them -- to get them to the point

21      of being informed sufficiently so that they can give their

22      informed consent?

23 A    So the Michigan BioTrust has a brochure entitled, "After

24      Newborn Screening: Your Baby's Blood Spots."  That is -- let

25      me pull it up.
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1                (Witness reviews electronic data via video)

2      That is a small brochure that enables -- that provides

3      information about what the BioTrust is, what are risks if

4      your baby's blood spots are used for research, what steps

5      are taken to protect privacy, that we have a certificate of

6      confidentiality.  So we have the -- there are -- there are

7      elements of informed consent that are part of the human

8      subject's process, and those elements are covered in that

9      brochure.

10 Q    Do you believe as the -- in your supervisory role on behalf

11      of the BioTrust, that the information contained in the

12      brochure is a sufficient amount of information for a parent

13      to make informed consent?

14 A    Yes.  We work very hard to ensure that we have the elements

15      that are needed in that brochure.  So, yes, I do believe

16      that.

17 Q    All right.  Is there any other processes, procedures, or

18      communications or documents in any way outside of the

19      brochure that is utilized to give parents information so

20      that they have better or equal informed consent? 

21      Essentially is there anything other than the brochure that's

22      available to parents at the time of the birth of their child

23      that the department provides them?

24 A    So the department engages in baby fairs.  They provide

25      education to physicians that can be used with expectant
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1      parents.  We provide education to nursery staff within

2      hospitals so that there is awareness of what this program

3      is.  The informed consent brochure, the "After Newborn

4      Screening: Your Baby's Blood Spots," Michigan BioTrust

5      brochure, is meant to be the document the parents can see at

6      the time that they are signing -- that they are, you know,

7      deciding whether or not they want to have -- whether or not

8      they want to consent to the storage of their baby's blood

9      spots.  

10                But there are other avenues that we use to promote

11      the program and the existence of the program with social

12      media, baby fairs, education to providers.

13 Q    I don't want to put words in your mouth but everything you

14      just described would be a phrase I would usually describe as

15      "marketing materials."  Would that be a fair statement to

16      cover what you just said?

17 A    I think it's promotion, education, marketing, you know, we

18      have the baby's blood spot brochure up on our website.  You

19      know, with Zoom -- sorry.  With the situation that we're all

20      in right now with the epidemic, there aren't baby fairs and

21      things like that.  And we've included the brochure and other

22      materials in virtual baby fairs that are going on.  

23                So I think, you know, we put materials out, but

24      part of those materials are the actual informed consent

25      brochure, which also includes the information that you would
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1      be looking at at the time that you are asked if you would

2      like to participate in the Michigan -- 

3 Q    I'm going to make the representation to you that I represent

4      five parents over -- who are the parents of nine children

5      and all of them will testify under oath that none of them

6      received the brochure from the Department of Health and

7      Human Services or any agent thereof.  

8                What steps, if any, does the department take to

9      make sure that a newborn screening -- or excuse me -- that

10      the brochure -- I believe you call it "Your Blood Spots" I

11      believe you called it -- the brochure is provided to parents

12      before they're asked to sign any sort of consent form?

13 A    So the Michigan Department of Health and Human Services

14      provides education to the nursery staff.  We provide the

15      brochure to nursery staff.  The card that people are asked

16      to sign is meant to be used in conjunction with the

17      brochure, and that is made very clear in the education.  I'm

18      sorry.  Just one second.  

19 Q    No problem.  Take your time.

20 A    I'm trying to enlarge something so I can read it to you.

21                (Witness review electronic data via video) 

22      And we -- sorry.  I shouldn't click and talk at the same

23      time.  I apologize.

24 Q    Take your time.  That's no problem.

25 A    And the form itself that parents are signing, at the top of
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1      that form it says, "Before signing this form, please read

2      'Your Baby's Blood Spots'."  It gives details on how small

3      drops of blood collected for the newborn screening may be

4      used in research through the Michigan BioTrust for Health. 

5      "If you have questions, please call the Michigan Department

6      of Health and Human Services toll free at" phone number.

7 Q    As I understand, you're reading from the consent card

8      itself; correct?

9 A    Correct.  So we make sure to reference right at the point

10      that parents are being asked to sign something that this

11      brochure exists.  The expectation of the department, the

12      instruction at the department in the provider education

13      materials is that this brochure is provided to parents, you

14      know, so that they are ready when this card comes to them

15      during the baby's stay at the hospital.

16 Q    Do you have any policies -- written policies, directives or

17      laws, administrative rules or anything that directs when a

18      brochure is supposed to be provided to parents?

19 A    In terms of the -- there is not a written statute or rule

20      about the timing of that delivery to my knowledge.  I would

21      have to go look to see the specific language that is in the

22      -- the education materials that we provide to staff at

23      hospitals regarding that timing.  But the purpose and the

24      point of the training regarding active consent is -- that is

25      important as informed consent and that parents have that
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1      brochure.

2 Q    Do you know -- when you mentioned about training, what sort

3      of training does the department provide to the hospital that

4      you're just referencing right there?  What kind of training? 

5      Like, when does that occur and how does that occur?

6 A    Sure.  So the training occur in a couple different ways. 

7      Trainings occur via webinars.  Sometimes they occur where

8      staff physically go to a hospital and have a regional in-

9      person training.  That's been difficult this year. 

10      Obviously we can't do that this year.  We also offer

11      training at different conferences that nursery staff may be

12      at.  We have a newsletter that goes out to nursery staff and

13      other health providers talking about aspects of the newborn

14      screening program, and we include messages about the

15      Michigan Biotrust in that as well.

16 Q    Is training mandatory?

17 A    We are -- 

18 Q    That's a "yes" or "no" question.  Is it mandatory?

19 A    I would need to go back and look and see if we use the word

20      "mandatory" when we are speaking to the nurseries.  It is

21      expected that staff are trained in this.  Whether or not we

22      say this is a mandate that you must take every staff member

23      through, I don't know if we use that word.  But it is our

24      expectation that staff who are working a nursery, you know,

25      providing that care directly to parents, are trained about

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-24, PageID.4360   Filed 04/05/21   Page 30 of 88



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SARAH LYON-CALLO, PH.D.

Page 30

1      the Michigan BioTrust just as they are trained about the

2      neonatal screening.  So, you know, this is -- education

3      about the Michigan BioTrust is being provided alongside

4      education about the neonatal screening.

5 Q    What steps, if any, does the department take to ensure

6      that -- 

7 A    I'm sorry.  You may be on mute.

8 Q    No, I'm not.  

9 A    No?  Is it me?

10 Q    It might be you.  We can hear you.

11 A    Sorry.  Can you still hear me?

12 Q    We can still hear you, yes.

13 A    I can't hear you.  Can you hear me?

14 Q    Yeah.

15 A    I'm sorry.  I can't hear you.

16                MR. ELLISON:  Aaron, do you have her phone number

17      or something that you can -- 

18                MR. LEVIN:  We can get it, yeah.  That won't be an

19      issue.

20                (Off the record) 

21                MR. ELLISON:  All right.  So just for the record

22      here, we just took a -- we had a small break because of

23      technical difficulties, but we're back on here now.

24 Q    My question -- I'd like to follow up with the question I

25      just asked about is there any administrative rules,
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1      policies, or directives that mandates that training be

2      provided to the appropriate hospital personnel?  Meaning

3      everybody that needs to provide a brochure and provide the

4      information does, in fact, do so?

5 A    Are you -- can you repeat that?  I'm sorry.

6 Q    I guess let me put this into context.  Okay?

7 A    Uh-huh (affirmative).

8 Q    My son was born in September of 2017 at a hospital in

9      Saginaw, Michigan.  The hospital never provided us with a

10      brochure nor provided us with any information until almost

11      12 hours after his birth.  At that point we had, you know,

12      no knowledge or information about the newborn screening

13      program, and the nurse that was there knew very little about

14      the program as well.  So the context -- that is my context. 

15                What I'm trying to understand is what steps does

16      the department take to make sure that, for example, the

17      nurse with my son, for example, is sufficiently and properly

18      trained so that they can, A, provide the brochure, and, B,

19      provide sufficient information so that parents like myself

20      and my wife can make informed consent?  Can you explain what

21      steps or what guarantees the department provides so that the

22      necessary training is undertaken by these hospital

23      personnel?  I think you've been calling them "nursery"

24      employees, but the hospital personnel in some way?

25 A    Sure.  So we provide regular educational sessions with
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1      personnel.  When -- we also -- we do look at specifics we

2      have about how often our informed consent form is returned

3      blank.  We look to see, you know, how often there are --

4      there, you know, appears to be something about the form that

5      is making clear that there's some sort of lack of clarity or

6      some sort of -- if the form is filled out, you know, in a

7      way that is unclear.  We follow back on that as well.  

8                We have one-on-one sessions with hospitals where

9      we have concerns about the percentage of forms that are

10      coming back blank or if we have concerns about, you know,

11      complaints that we have received, something like that, about

12      the newborn screening program, or if there's concerns or

13      complaints about Michigan BioTrust itself.  

14                We would work with the nursery coordinator and

15      then work to get staff refresher training.  For example,

16      we've done sessions where we will have -- you know, our

17      staff will provide multiple sessions to ensure that nursery

18      staff has multiple opportunity within a facility to be able

19      to get trained.  We also have repeated reminders that, you

20      know, there are new staff training that is available.

21 Q    Let me ask this:  Do you track whether these employees are,

22      in fact, been properly trained at an individual employee-by-

23      employee level?

24 A    No.  We do not have a record of everyone who is working in a

25      nursery in the state of Michigan.  We work with -- 
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1 Q    Okay.  Is the hospital required to keep a record like that?

2 A    Not to my knowledge, no.

3 Q    What if a hospital such as -- for example, I'm up in

4      Saginaw.  One of our big hospital systems is Covenant

5      Healthcare in Saginaw, Michigan.  What if Covenant just

6      said, "You know what?  We don't have the time because of

7      COVID right now to deal with any of this stuff.  We're not

8      going to do anymore newborn screening blood spot

9      extractions."  Can they simply just ignore the department's

10      directive to do so?

11 A    So in this case you're talking about the newborn screening

12      program, not the Michigan BioTrust program?

13 Q    Well, let me be clear.  I mean, just to make -- let me lay

14      the foundation then.  You would agree that the blood spots

15      that go ultimately to the newborn -- or to the Biobank are

16      the residual leftover spots from the newborn screening

17      program; correct?

18 A    Correct.

19 Q    Okay.  And the newborn screening program blood spots come

20      from the blood extractions done by health professionals at

21      the hospital within -- what? -- the first 36 hours typically

22      of the birth of an infant in a Michigan hospital; correct?

23 A    Correct; yup.  Apart from home births; correct, yeah.

24 Q    What if a hospital simply just said, "We don't want to

25      participate anymore in your program"?  What would happen?
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1 A    So in the case of the Michigan Newborn Screening program, a

2      physician who is overseeing the birth of a child must cause

3      the newborn screening to occur.  So that would be, you know,

4      the heel stick -- there's other aspects of newborn screening

5      besides just the heel stick that you are referring to.

6 Q    I just want to be clear.  I only want to focus on the

7      newborn screening.  I know there's other tests that are

8      done, hearing and other types of tests, but this case is

9      only about the newborn screening program and the heel prick

10      test.  

11 A    I need to be totally clear with you.  Hearing is part of the

12      newborn screening.  So what you are referring to is the

13      portion of the newborn screening program that is the dried

14      residual blood spots or the blood spots.  So the majority of

15      disorders that are screened for a newborn screening, occur

16      through screening of that blood.  But newborn screening also

17      includes screening for hearing and screening for critical

18      congenital heart defects, which are point of care

19      screenings.  So that's all part of the newborn screening

20      program.

21 Q    Okay.  Fair enough.  So my -- 

22 A    So if someone -- so if -- yeah.

23 Q    I'm sorry.  Go ahead.

24 A    So if a hospital stated, "We're too busy with COVID," I

25      think was your example -- 
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1 Q    Correct.

2 A    -- to be able to perform the heel stick portion of the

3      newborn screen, we would be very concerned about that

4      because those babies would be at risk for, you know, more

5      than 55 conditions not being screened for that could cause

6      significant -- could cause loss of life or significant brain

7      damage to that child or other significant irreversible

8      physical harm due to lack of that screen.

9                So that would be taken extremely seriously by the

10      department, and we would be -- I mean, I would be very

11      surprised if a hospital took that step because of the

12      jeopardy that it would put that child in.

13 Q    What if a parent like myself were to say, "I do not want to

14      participate in the heel prick test at all"?  "Do not take my

15      son's blood.  Do not do it for a newborn screening test.  Do

16      not put it into the neonatal Biobank, no aspect of that

17      portion of the newborn screening program."  Is that

18      permissible?

19 A    So the -- so the state law is on the physician to cause a

20      newborn screen to occur.  If a parent was refusing to

21      participate in that, that would be against medical advice. 

22      That would be up to the hospital to work through with that

23      parent in that -- that parent in that case.

24 Q    So the department would not be against Michigan law, as you

25      understand it, for a parent to direct their medical
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1      professional not to perform any aspect of that test?

2                MR. LEVIN:  I'm going to object just to the extent

3      it calls for a legal conclusion.

4                MR. ELLISON:  Noted.

5 Q    Go ahead, Doctor.  You can answer.

6 A    So the law is -- by my epidemiologic training or

7      understanding, the law is directed at the physician, not at

8      the parent.

9 Q    What if a physician decided, "I'm going to follow the

10      directives of the father," which in the example we've been

11      using would be me, and "I'm not going to conduct that test

12      because it would be contrary to his expressed wishes and

13      directives as the parent of that newborn child"?  What

14      steps, if anything, or what trouble could the doctor get in

15      based on following the directive of the parent rather than

16      the department, if any?

17 A    So state law is where the directive is coming from to the

18      provider.  I am assuming what the provider would have to do

19      is to document all the efforts they made to explain to the

20      parent the purpose of the screen, you know, what difficulty

21      the child -- what risk the child is facing if they do

22      have -- they're unfortunate enough to have one of these

23      newborn period disorders.  

24                Yes, I think there would be a lot of education and

25      discussion, and then the provider, you know, would have to
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1      take it up with their hospital and their legal counsel.

2 Q    So my question is what would that do from the department's

3      standpoint?  What would that do for the doctor, anything?

4 A    No.  The department doesn't have some sort of sanction

5      against the physician in that case.  The department does

6      follow up -- so what that would look like to us is that

7      there was a child who did not receive a newborn screening.

8      We routinely look for babies who have had a missed screen. 

9      We contact the parents to try and get the child in for a

10      screen.  These are children who -- you know, baby can appear

11      beautiful, happy, you know, healthy, all systems go, and two

12      days later completely crash, seize, their heart stops, they

13      go back into the hospital because they have MCAD.  Or, for

14      example, a critical congenital heart point of care screen

15      because some children, again, beautiful, happy, great

16      outcome.  Baby leaves, turns blue and, you know, has a major

17      heart defect.  

18                So these programs are put in place because there

19      are children with these rare disorders who have deaths,

20      disability, brain damage, physical damage because they don't

21      have the screen.  So we take missed screens very seriously,

22      and we follow up with the parents, try to explain, again,

23      what the program is about, why it's important.  We also --

24      you know, we want to make sure that the child is connected

25      with a pediatrician or the pediatrician is aware that the
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1      child did not have a screen.  

2                That way if the child has some kind of symptom,

3      something going on, the physician may have a higher index of

4      suspicion for certain kinds of conditions and be treating --

5       be attentive to that symptom in a more urgent way than

6      perhaps they would for a baby who has a newborn screening

7      result that came back completely normal. 

8 Q    Okay.  The question for you then is part of the informed

9      consent process and when you inform parents of their options

10      in this system, does the department provide them -- provide

11      notice that the parent can completely opt out or otherwise

12      not participate at all in the newborn screening program as

13      it applies to the heel prick test, the newborn screening

14      program, and the Biobank as one big unit?

15 A    So this is where nomenclature and precision is very

16      important.

17 Q    Okay.

18 A    The informed consent is for the Michigan BioTrust.

19 Q    Okay.  Pretend I'm a -- again, we'll use the example of me

20      to use it as an example.  When I am presented with a copy of

21      the brochure and the consent card, is the option of me

22      opting out of any part of that program, meaning completely

23      opt out of that program, is that presented as an option to

24      me at the time that this informed consent is being -- is

25      attempting to be obtained from a parent like myself?
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1 A    Can you please be clearer in your question about what you

2      mean by the "program"?

3 Q    I'm at the hospital.  My son has just been born.  I, as a

4      parent, do not want to participate in the heel prick test,

5      the newborn screening program, or the Biobank in any way,

6      shape or form.  In fact, I don't want you to even conduct

7      the heel prick test because I have an objection to what you

8      guys are doing at the Department of Health and Human

9      Services.  Is that option presented and told to me that I

10      have the ability to opt out completely as part of the

11      informed consent process? 

12                MR. LEVIN:  I'm going to object to relevance to

13      the extent some of this has been dismissed.

14                MR. ELLISON:  Understood.  This is part of a

15      chain, though, obviously, but I understand what you're

16      saying.

17 Q    Go ahead, Doctor.

18 A    So the Michigan BioTrust consent brochure is presented to

19      the parent along with the informed consent form for the

20      Michigan BioTrust program.  That is what the consent is

21      about.

22 Q    Okay.

23 A    The consent is not about the medical care in terms of the

24      newborn screening which, in this case, the testing is

25      occurring at the state laboratory.  So there is not active
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1      consent obtained on behalf of the State of Michigan to the

2      hearing test, the critical congenital heart defect screen,

3      or the heel stick.  Whether or not the hospital has some

4      sort of consent to treat form or something like that, or

5      whether those are covered within the consent to treat form

6      that people sign when they come in to the hospital, I don't

7      have knowledge of that.

8 Q    Looking at the -- I believe earlier you were looking at a

9      consent card in front of you as part of the deposition here

10      today.

11 A    Yup.

12 Q    One of the curiosities that I find on this is that there is

13      no option, at least as to my client's time frame when the

14      card was in effect -- at least the version they got in

15      effect, that would actually preclude the department from not

16      storing the sample at all.  Simply -- I guess to shortcut

17      this that the sample should be destroyed directly after the

18      newborn screening testing is completed.  Why is that not

19      presented as an option to parents?

20                (Witness reviews electronic data via video)  

21 A    So the card -- sorry.  I'm having difficult with my screen.

22 Q    That's okay.  Take your time.

23 A    So the card states -- so, for example, you can check:

24           "No.  My baby's leftover newborn screening blood spots

25           may not be used for health research.  By checking this
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1           box, you understand blood spots will be stored for up

2           to 100 years but not used for research.  The blood

3           spots are stored so the state lab can perform quality

4           control tests and improve newborn screening.  You may

5           contact MDHHS if you do not want blood spots stored for

6           any reason after newborn screening."

7 Q    Do you know what year that particular version of the card

8      has been utilized in?

9 A    If I can make it big enough.

10 Q    The reason why I say -- while you're looking, the text you

11      just read to me is not the text that's on the BioTrust card

12      for the infant by the initials RFK in this particular case.

13      That would be signed by Ashley Kanuszewski on 4/22/13.  Do

14      you know when those -- I guess what I'm trying to

15      understand, what version of the card you're looking at right

16      now.  Is there an indication?

17 A    So I am looking at the most recent card.  I don't know, from

18      what I have here in front of me, when that card went into

19      effect, but we can find that out.

20 Q    Okay.  The reason why -- I also have in front of me a

21      copy -- and this has all been produced pursuant to a

22      subpoena and discovery in this particular case.  I'm looking

23      at -- for the same parents, we have child CKK who was born

24      on or about February 10th, 2016 also of Ashley Kanuszewski. 

25      That consent card is completely different than the one that
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1      was just simply three years before that.  I mean, it's a

2      whole different design completely and none of the text you

3      just read is in that consent card.  

4 A    So -- 

5 Q    Do you have any information as to how or why these consent

6      cards have been changed over the years?

7 A    Sure.  So as I mentioned, we work to try and improve how the

8      language is on the card so it can be more understandable.

9      There have also been changes in federal regulations related

10      to informed consent that we needed to incorporate into the

11      card so that the card changes for that reason as well.

12 Q    What federal regulations have gone into effect that require

13      the change in the card, if you know?

14 A    So there are -- and I'm sorry.  I don't have complete -- I

15      don't have like a detailed time line to refer to here in

16      terms of when those changes occurred and which kind of

17      changes they were.  But there have been changes to OHRP

18      regulations as well as changes to the -- I'm going to get

19      the name wrong -- the Federal Newborn Screening Saves Lives

20      Authorization Act. 

21                And then again, we also -- you know, we've spent

22      time trying to improve the language on the card to make it

23      simpler to understand, clearer.  You've referenced a couple

24      times that I am a scientist, and of course the way I speak,

25      you know, we try very hard to make sure that we're not using
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1      scientific terms when we can avoid it, that we're not using,

2      you know, scientific language or that kind of thing in the

3      card so that it is plain language because, you know, that is

4      what makes it an informed consent as opposed to a -- just

5      consent.

6 Q    Would you -- 

7 A    People need to be able to understand what you've written.

8 Q    Okay.  Have you -- I'm on my downward slope here on the last

9      few moments here.  So have you, by chance, had the

10      opportunity to read the articles written by my experts in

11      this case, like Dr. Elizabeth Eisenhauer or Dr. Sonia Suter

12      in this case, as part of your preparation today or

13      previously?

14 A    I do not recall reading an article -- can you -- it was

15      Elizabeth Eisenhauer and Susan -- 

16 Q    Susan -- Sonia Suter -- Professor Sonia Suter -- 

17 A    Oh, I'm sorry.

18 Q    -- from George Washington University and Dr. Elizabeth

19      Eisenhauer from Oakland University.  She's a professor of

20      nursing.  They've done studies about the understanding and

21      consent by patients -- well, excuse me.  I should be clear. 

22      Dr. Eisenhauer has done studies about the knowledge of

23      parents who are providing consent at the time of birth. 

24      Have you seen her article at all?

25 A    I don't recall that I have seen her article.  It has been
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1      awhile since I've read the materials that came in the

2      original filing.

3 Q    Okay.  And also -- I also was just curious if you've read

4      the article written by Professor Sonia Suter.  She's a

5      bioethicist.  She's actually a law professor writing about

6      informed consent, about Michigan's informed consent system. 

7      Did you have a chance to read and have a comment on her

8      article?

9 A    I do not have a comment today on her article.  I do not

10      recall reading it.  It doesn't mean I haven't.  It's been

11      quite a long year in terms of COVID.

12 Q    Fair enough.  And I get -- and by the way, I know you guys

13      have been busy, busy, busy with COVID, and as a member of

14      the public, I'm very grateful for the work you guys have

15      been doing.  So -- all right.  So, finally, just a couple

16      last follow-up questions for you.  Harry Hawkins, I believe

17      is someone who worked underneath -- correct me if I'm

18      wrong -- worked underneath you.  He's since passed

19      obviously.  Did he work underneath you as part of your

20      supervisory chain?

21 A    No.  Dr. Hawkins worked in the laboratory in a very -- 

22 Q    Would that be Dr. Shah?

23 A    Yes.

24 Q    Okay.  All right.  Can you also confirm that the information

25      that's extracted by the newborn screening program is stored
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1      in the system that we call the "central registry"?  You're

2      looking confused.

3 A    Can you ask that again?  Sorry.  Yeah.

4 Q    The reason why I ask is -- so let me give a little bigger,

5      broader context here so we can communicate effectively.  My

6      understanding is if someone like a researcher -- pretend I'm

7      a researcher now rather than -- I've been using me as a

8      parent.  Pretend I'm a researcher at a university, and I

9      want to get ahold of everyone, and I saw -- for example, on

10      the video that you guys have on your website, a study was

11      done about mercury levels for pregnant women around Lake

12      Superior, for example. 

13 A    Uh-huh (affirmative).

14 Q    And I wanted to get blood samples from everyone who is -- I

15      want to get blood samples from the Biobank that's people

16      from particular zip codes during a particular time frame.

17      That information, as I understand it, is stored in the

18      system called a "central registry."  Am I right or am I

19      wrong about that?

20 A    I'm not sure what database you're referring to.

21 Q    Okay.  So the term "central registry," that's not ringing

22      anything for you right now?

23 A    The Department of Health and Human Services has registries

24      for -- like we have a cancer registry.  There's a -- some

25      aspects of the birth certificate are referred to as a
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1      registry at different points when the birth certificate is

2      being managed.  But I'm not quite sure what you mean in

3      relation to newborn screening data.

4 Q    Okay.  Let me ask it this way.  Let's clear that off the

5      table and ask it this way:  Pretend I'm a researcher that

6      wants to do research on mercury levels of pregnant women

7      around Lake Superior State University -- or around Lake

8      Superior up in the Upper Peninsula.  I want to find blood

9      samples during a particular time frame with particular zip

10      codes up in the Upper Peninsula.  How would I go about

11      getting that information -- or how would I go about getting

12      those blood samples that would be responsive to that

13      categorization or that narrowing of samples that I'm looking

14      for?  How will I go about doing that?

15 A    Yup.  So you would contact the department.  You would

16      provide a protocol as -- you know, with that kind of detail

17      in it in terms of, "I need women who delivered to -- you

18      know, were born to women who lived in these areas during

19      these time periods."  We would -- for example, Mary Klein or

20      some of her staff might have a conversation with a

21      researcher trying to understand more about what they are

22      looking for so that we can help them tailor that ask.  

23                Very often researchers -- you know, you may want

24      to know where the mother was living at the time of -- you

25      know, before they became pregnant.  We don't have
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1      information on that.  So we just talk to the researcher. 

2      You know, we can identify children in terms of the zip code

3      that they lived in that's on their birth certificate. 

4      That's the zip code that their residence was -- their

5      mother's residence was at time of birth.

6                So they would have their written protocol.  They

7      would also fill out a human subject review form, the IRB

8      application.  Their protocol, their IRB application would be

9      reviewed by the human subjects review board.  It would also

10      be reviewed by the scientific advisory board that's part of

11      the BioTrust.  So there would be three reviewers with

12      different kinds of expertise who would look at that

13      application in a blinded manner -- pardon me.  And they

14      would provide information -- they would rate those

15      applications.  They'd provide their opinion and their score

16      back to the department.

17                If the application passes that point, depending on

18      the other kinds of information that might -- that the

19      researcher might be looking for, there may be other steps.

20      So, for example, if you -- you may have to go through a

21      science advisory board that vital records has.  That might

22      be another step that your application will go through.  But

23      let's pretend it didn't have to go through that one.  You

24      have gone through the human subjects review at the -- at

25      MDHHS.  You would have gone through scientific advisory
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1      board review at MDHHS.  You would have gone through human

2      subjects review at your own institution as a researcher, and

3      at that point the information that you'd be looking for

4      would be prepared.  So there would be -- staff would go

5      through and identify the children who we are able to pull

6      under that request -- you know, their records and their

7      session number. 

8                Epidemiologists would gather the data, like I'm

9      assuming you want mother's age or, you know, how many births

10      she's had or something -- thinking about that research

11      question, but, you know, whatever it is that has been agreed

12      upon.  Oh, there's one other document that -- there's two

13      other documents that you would go through.  You would also

14      have a data use agreement because you were using data for

15      certain purposes.  You can't use data -- it's not like we're

16      just giving you data and you have ownership over it.  You're

17      getting it for certain purposes.  And there would also be a

18      material transfer agreement that covers the residual dried

19      blood spots.  

20                Once all of those -- and the data use

21      agreement would be reviewed by our compliance and privacy

22      office.  Once all of that paperwork, protocols, and forms

23      have been reviewed and approved, the accession number for

24      the children that met the inclusion criteria for that study

25      would be sent down to Michigan Biobank -- Neonatal Biobank. 
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1      That's the only thing they'd know is that accession number. 

2      They would look to find those spots.  They would process

3      however number of punches of those spots were needed.

4                We would provide -- because there is data in this

5      case, we would provide the limited data set with that

6      accession number, and that would be provided to the

7      researcher and then the blood spots would be provided to the

8      researcher with -- sorry.  Let me back up.  I said something

9      wrong there.  We provide the accession number and limited

10      data to the Biobank.  They put that together with the dried

11      blood spots for that individual and then they give it a

12      totally different number.  

13                So the Biobank doesn't know who the child is or

14      the mom.  The researcher doesn't know who the child is or

15      the mom.  If the researcher calls my staff -- they have a

16      study ID attached to that sample and the data that they

17      received.  If they called my staff and said, "I'm looking at

18      sample such and such and blah, blah, blah, I want to know

19      more about this person," I don't know who that person is.

20                So it is -- we have -- you know, one of the

21      reasons why the Michigan Neonatal Biobank is important is

22      that, you know, my staff don't hold the key between the

23      identity of this person that the materials are about and the

24      researcher.  Sorry.  That was a lot of information.  That

25      was (inaudible) a long time there.
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1 Q    No; no.  You're saying exactly what I need.  You're

2      confirming a lot of the details that I understood and come

3      to learn about the program.  So I guess my -- I guess the

4      point I was trying to make with all this, it is possible to

5      associate certain identifying criteria to a particular blood

6      sample, meaning zip code, mother's age, you know, what

7      number you were in birth, to a particular blood sample

8      that's being stored at the Biobank, subject to all those

9      details that you just provided just now?

10 A    It is possible to provide a researcher with a very limited

11      set of information about a family.  And we spend a lot of

12      time working with researchers to -- for example, we would

13      not give mother's age.  We would give age group.  So we

14      spend a lot of time limiting the amount of information or

15      thinking through, you know, how little information -- and,

16      quite frankly, how little information can we give to this

17      researcher where they can still accomplish their goal and

18      provided that goal is in, you know, alignment with the

19      community values advisory board, the scientific advisory

20      board, you know, all of those principles and review steps

21      there.

22 Q    Okay.

23 A    So you wouldn't get a blood spot that says, you know, "This

24      is from a 35-year-old mother from," you know, "2004 births

25      at zip code such and such."  You know, that would not
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1      happen.

2 Q    Let me ask this then:  You mentioned now when a researcher

3      wants to get access to a blood sample, they've got to get

4      approval through, for lack of a better word, your office,

5      IRB, the privacy office, the keying and re-keying of those. 

6      After all that, does the department ever go back to the

7      parent and get their consent or back to the individual, if

8      they're over the age of 18, and get their consent to

9      participate in a blood study?  Whether or not -- I don't

10      want to differentiate right now, because I will in a

11      moment, between prior -- May of 2010 and after May of 2010?

12 A    The department does not go back to parents whose child is

13      part of a study.  We're relying on informed consent or the

14      waiver of informed consent that exists associated with that

15      blood spot.  A parent can -- or an adult whose blood spot is

16      in our system, can put in a form to remove their informed

17      consent to remove their samples from this process and/or to

18      have their spots destroyed.

19 Q    I know, but my question, though, is that when studies get --

20      when the study is -- after checking through all those

21      offices and all those different steps, the department does

22      not go back and ask either the parent, if the child is still

23      a minor, or the person's blood spot itself for consent to

24      participate in that particular study; correct?

25 A    Correct; correct.
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1 Q    And before May of 2010, there was no written consent

2      obtained by the parent for medical research for -- say

3      for -- say, for example, a 2004 sample was to be provided

4      from one of these studies, for example, no parental consent

5      was obtained at that point directly; correct?

6 A    Correct.

7 Q    All right.  And then the reason -- and the basis for that

8      would have been the waiver of informed consent by the IRB

9      board?

10 A    Correct.

11 Q    After 2010, does the department take any steps, once a child

12      is born, they sign this consent form, does the department in

13      any way go back after a certain amount of time and say,

14      "Hey, your sample is subject to medical research activities. 

15      Do you wish to continue to provide us with consent?"  Do you

16      ever go back and re-up or renew consent at any point?

17 A    No, we do not.

18 Q    Any reason why not?

19 A    There's two thoughts in response to that question.  We have

20      obtained informed consent for use of a sample of materials,

21      that is someone's, you know, intention at that time.  So we

22      make use of that informed consent going forward.  We do not

23      have a record of where that person has gone, you know,

24      where -- where that person is now.  We do not have a

25      mechanism for reaching back out to that individual.  That
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1      would be a very large undertaking to reach back to 100,000

2      people a year, for example, let's say.  

3 Q    Okay.  Let me ask this question, too, is that obviously when

4      a child is born, they are not in a capacity to make a

5      decision like that as a one or two-day old child.  You would

6      agree with that; fair?

7 A    Sometimes I wonder about my own daughter, but, yes, I agree.

8 Q    True, true.  Okay.  You would, at no point, though, when a

9      person becomes the age of majority, which in Michigan is the

10      age of 18, that the department doesn't go back and confirm

11      that they -- the actual person themselves wishes to continue

12      to be part of a potential research study or studies going

13      forward?

14 A    Correct.  We do not do that.

15 Q    Any reason why not?

16 A    We have not had resources to be able to do that.  Again,

17      the -- that would be, you know, 100,000 people a year that

18      we are reaching back out to for re-consent, I think.

19 Q    But if you were to use a sample that the person today -- say

20      just today -- you had a researcher today, and the person

21      was -- the sample being used of somebody who is now 30 years

22      old, you would not be reaching out to that 30-year-old

23      person to say, "We want to use your sample now even though

24      your parent, who is not you, gave some form of consent back

25      30 years prior on the day you were born"?  You don't do

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-24, PageID.4384   Filed 04/05/21   Page 54 of 88



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SARAH LYON-CALLO, PH.D.

Page 54

1      anything like that; correct?

2 A    No, we do not.  We do not.

3 Q    All right.  Last question I have is -- all right.  I guess

4      I'm going to skip over that.  I'm going to skip over that

5      part.  I want to follow up with -- we didn't start in the

6      beginning, so we jumped right off.  If you could actually

7      give your name for the record, as we jumped right into

8      starting into this before.  If you give your name for the

9      record?

10 A    I was wondering, yes.

11 Q    Yeah.

12 A    So my name is Dr. Sarah Lyon-Callo.  I'm the director of the

13      Bureau of Epidemiology and Population Health.  Currently I

14      am also working out of class as the director of the Bureau

15      of Infectious Disease Prevention.  I have a -- 

16 Q    That wouldn't have something to do with the COVID, would it?

17 A    Just a little.  Dr. Shah and I are pretty much all COVID

18      seven days a week.  I have a Ph.D. and a master's degree in

19      epidemiology.  I have been working with the department

20      officially as a civil servant since 2001.  Prior to that I

21      worked with the department as a contractor from fall of

22      1998.  And I was the director of the Division of Lifecourse

23      Epidemiology and Genomics with the newborn screening

24      follow-up program beginning in 2012.  I think that's

25      everything you need from me, but happy to answer anything
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1      else.

2 Q    I think so.  

3                MR. ELLISON:  At a minimum here, I appreciate your

4      time today and working with the communications between

5      scientist and lawyer, which is always -- not always apples

6      to apples in communication.  I appreciate your time.  And on

7      a personal note, I do appreciate all the hard work you guys

8      have been doing down with COVID because I know you guys have

9      been on -- very much involved.  And part of the reason we've

10      delayed these depositions as long as we have, is we want to

11      keep you guys working on that.  

12                THE WITNESS:  Yeah.

13                MR. ELLISON:  As we often thank our veterans, I'm

14      also going to thank our scientists, so we appreciate your

15      work helping us all out, the rest of us over here who are

16      hiding in our holes.  So we appreciate it.

17                THE WITNESS:  Well, thank you, Mr. Ellison.  I

18      really -- thank you very much for saying that.  Thank you,.

19                MR. ELLISON:  Well, I was going to say nobody

20      thanks a lawyer, I can tell you that, but I'm going to thank

21      a scientist for sure.

22                THE WITNESS:  I have to admit I have seen -- yeah.

23                MR. ELLISON:  Anyway, thank you for your time

24      today.  I'm going to turn it back over.  These two other

25      gentleman might have some questions for you, but I'm done
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1      for today.  So thank you for your time.  

2                THE WITNESS:  Okay.  Thank you.

3                MR. LEVIN:  Jeremy, do you have anything?  Do you

4      want to go first?

5                MR. KENNEDY:  I do have some, yes.  Good

6      afternoon, Doctor.  My name is Jeremy Kennedy.  I'm the

7      attorney for the -- actually at this point Dr. Antonio

8      Yancey.

9                MR. ELLISON:  Jeremy, I'm going to step away out

10      of screen.  I can still hear you, but I'm just going to step

11      off the camera but keep going.

12                MR. KENNEDY:  Okay.  Thank you.

13                            EXAMINATION

14 BY MR. KENNEDY: 

15 Q    Doctor, you distinguished, I think rightfully so, between

16      the BioTrust and the Biobank; correct?

17 A    Correct.  

18                (Mr. Hendricks exited deposition)

19 Q    The Biobank, does that do anything other than store the

20      dried blood spot cards, to your knowledge?

21 A    So the Biobank stores, maintains, you know, records about

22      how many spots are on the stores so they sort of curate them

23      in addition to keeping them nice and cold.  And they also,

24      upon the direction of the Michigan Department of Health and

25      Human Services, distribute spots.  So they'll assign the
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1      study-specific number to a spot and provide that and then

2      distribute that spot out to the researcher at the

3      director -- direction of Michigan Department of Health and

4      Human Services.  The Michigan Neonatal Biobank will also

5      promote the existence of this resource to researchers as

6      well.

7 Q    They do not, however, approve research projects, to your

8      knowledge?

9 A    No, they do not.

10 Q    And they do not select the dried blood spots that are sent

11      to researchers; correct?

12 A    Correct.

13 Q    The only -- the Michigan Department of Health and Human

14      Services directs them to provide certain dried blood spot

15      cards to researchers and that is all the information they

16      get; correct?

17 A    I'm sorry.  Can you repeat that?

18 Q    When there is a -- when they are -- when they do provide

19      dried blood spot cards to researchers, they -- the

20      information the Biobank gets is simply, as I understand it,

21      "Pull these particular blood spot cards and send them to

22      this entity"; correct?

23 A    So the Biobank will be instructed to find the cards with

24      certain accession numbers -- ascension -- accession numbers. 

25      It will be directed how any punches of the card out of a
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1      dried blood spot need to be provided -- these little

2      13 millimeter punches.  And in some cases they may also be

3      given a limited set of variables, information that needs to

4      be sent with that dried blood spot.

5 Q    Okay.  When they get a -- when they get a dried blood spot

6      card from Health and Human Services for storage purposes,

7      the card is de-identified; correct?

8 A    Correct.

9 Q    It just has an accession number that allows DHS to locate

10      the card to say, "These are the cards we need if it comes up

11      in the future"?

12 A    Correct.  Yeah, the name, date of birth, all that is ripped

13      off the card before it is sent down to the Michigan Neonatal

14      Biobank.

15 Q    Okay.  And the BioTrust program, can you just explain

16      briefly what that does, the difference between the two?

17 A    So the Michigan BioTrust -- let me just make sure.

18                (Witness reviews data via video)

19      The Michigan BioTrust is a program that receives the use of

20      the residual dried blood spots in health research.  The

21      BioTrust itself includes outreach community engagement

22      activity policy development around guiding principles about

23      what's an appropriate use of the spots.  The BioTrust also

24      has coordination and approvals of research proposals -- or

25      disapprovals of research proposals requesting use of the
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1      dried blood spots.  The Biobank is solely responsible for

2      storage and maintenance of the spots and then distribution

3      at the direction of the Michigan Department of Health and

4      Human Services. 

5 Q    And, Doctor, you're familiar with the underlying policies

6      behind the storage of the dried blood spot cards after their

7      initial screening; would that be fair?

8 A    Yes.

9 Q    Okay.  Why does the State of Michigan Department of Health

10      and Human Services store these dried blood spot cards after

11      they do the initial newborn screening for the disease --

12      various diseases?

13 A    So the BioTrust for Health was put into place because there

14      was recognition that there was this population-based set of

15      residual sample that could be a very valuable resource for

16      research into questions of public interest and questions for

17      public good.  So, I think, in the earlier questioning there

18      was a comment about -- or a hypothetical about looking at

19      mercury exposure to mothers in certain areas of the state

20      and what sort of mercury exposure those babies may have had. 

21      It's a very important resource for understanding exposures

22      and conditions that babies were in during one of the most

23      sensitive periods of development in terms of gestation.

24 Q    So would it be fair to say that, generally speaking, the

25      purposes of storing the dried blood spot cards is you are
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1      looking for ways to protect the public health?  Would that

2      be accurate, broadly speaking?

3 A    Yes, that would be accurate.

4 Q    And part of the reason you store these cards, again, in

5      broad terms, is to at least in part develop tests for

6      additional screenings of newborns if there are additional

7      conditions, diseases that can be detected in the initial

8      screening?  You can discover those as well?

9 A    Yes.  This resources is something that can be used to

10      identify -- to aid in the development of new tests for new

11      disorders.  Or I should put it -- it's not a new disorder. 

12      It's disorders.  Let me be clear.  It's an important

13      resource for being able to -- for researchers to be able to

14      develop new tests that would enable the detection of severe

15      disorders of the newborn period through the newborn

16      screening process or other medical processes at time of

17      birth.

18 Q    And in your opinion, Doctor, is that an important thing for

19      the state to be able to do to develop these new tests for

20      existing conditions?

21 A    Yes, very important.

22 Q    And why is that?

23 A    So there are more than 54 conditions that we screen for in

24      newborn -- in the newborn screening program.  The program

25      saves children's lives.  This program also prevents disease
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1      and disability in children.  You know, I remember when we

2      had the 50th anniversary for the newborn screening, being

3      moved by meeting a young man who had galactosemia, and he --

4      if he had not been identified as having galactosemia, he

5      would have been, you know, considered failure to thrive.  He

6      would not be as physically robust or mentally robust as he

7      was.  And, you know, he came and spoke about what is he

8      doing now.  

9                I've also had the fortune to work with a gentleman

10      who was diagnosed in newborn screening with PKU, which is a

11      disorder where his body is unable to process a particular

12      (inaudible).  What happens to people with PKU is that

13      because they are unable to appropriately process that

14      aminoacid, which is one of the basic building blocks of

15      proteins in all of our bodies, they build up toxins and they

16      lose mental capacity and other kinds of capacities.  So

17      before -- this is one of the first conditions we were able

18      to screen for in newborn screening.  And before there was a

19      test for that and the ability for people to avoid eating

20      this particular aminoacid, children would, again, be born

21      healthy, beautiful, bright, you know, a wonderful moment,

22      and then begin to deteriorate and eventually end up with

23      significant loss of cognitive function, being unable to

24      function, you know, independently in society.

25                This particular gentleman who I was able to work
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1      with has now just graduated from medical school.  So, you

2      know, when I see those moments about how valuable this

3      program has been, it certainly drives us all forward to see

4      what else we can do to prevent disease, disability, and

5      mortality among children.  

6                We just recently went through a -- we've added a

7      number of conditions just recently around lysosomal storage

8      disorders and a couple of other disorders, one that's called

9      X-linked adrenoleukodystrophy.  And there's frequently

10      mothers or families -- you know, one of the things I love

11      about my job is I get to meet so many very dedicated

12      parents.

13                THE WITNESS:  As you are, Mr. Ellison, as well.

14 A    And, you know, this was a mother who had lost her son to

15      X-linked adrenoleukodystrophy.  And we've just recently been

16      able to begin screening for that.  You know, we have

17      lysosomal storage disorders where we have families who --

18      you know, they've lost their first child to this disorder. 

19      And their next child, they're able to know that the child

20      may have this disease because their earlier child, as

21      families will say, has been sacrificed.  

22                So newborn screening enables families to know

23      about disorders that may run in their families and prevent

24      that, you know, loss of life -- very painful loss of life.

25                You know, we have treatments like for sickle cell
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1      disease where children are able to take low dose antibiotic

2      prophylaxis in their first year of life.  It used to be that

3      one-third of babies born with sickle cell disease were dead

4      before their first birthday.  And because of newborn

5      screening, the -- you know, we don't see children dying due

6      to sickle cell -- due to infections in sickle cell disease

7      in their first year of life.  I'm sorry.  I could go on for

8      quite for awhile.  I'm very passionate about protecting

9      children.  

10 Q    No.  That's a wonderful answer, and my commentary -- it

11      sounds like it's very rewarding work.  And I don't think --

12      from what it sounded like, it sounds like you literally --

13      this testing saves thousands of lives quite literally?

14 A    Yeah.  We could calculate the number for you.  I don't have

15      that off the top of my head right now.

16 Q    That won't be necessary.

17 A    Okay.

18 Q    And there are, as I understand, a number of polices in place

19      to protect the privacy of the individuals whose DBS cards,

20      the dried blood spot cards, are sent to the Biobank and

21      possibly used for research later; is that correct?

22 A    Yes.

23 Q    Are there any -- in addition to the accession number, any

24      other policies DHS has put in place to protect the privacy

25      of these individuals?

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-24, PageID.4394   Filed 04/05/21   Page 64 of 88



KANUSZEWSKI, ET AL v.  MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SARAH LYON-CALLO, PH.D.

Page 64

1 A    So the review process that we have, in terms of human

2      subjects, in terms of scientific advisory board, the data

3      use agreement process, are all designed to protect privacy

4      in terms of if a researcher is going to use these dried

5      blood spots.  Is that what you're asking me -- 

6 Q    Yes.

7 A    -- or are you referring to something about the Biobank

8      itself?

9 Q    No.  I'm referring to any polices DHS has, not Biobank

10      policies.

11 A    Thank you.

12 Q    And there are policies in place where a parent or a subject,

13      you know, once they reach the age of majority, can request

14      that the dried blood spot cards be destroyed; correct?

15 A    Correct.

16 Q    And does that request go to DHS directly?

17 A    Yes.  It goes to the Michigan Department of Health and Human

18      Services.  There is a form.  There's need for

19      identification, you know, driver's license, birth

20      certificate, so that we're assuring that the person who is

21      requesting destruction has the ability to do so and that

22      we've got the right material as well.

23 Q    Okay.  And once the information is received and the request

24      to destroy a card is confirmed by DHS, can you walk me

25      through the -- how the cards are destroyed?  What the
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1      process is to have the card destroyed?

2 A    Do you mean in terms of the -- after the approval has been

3      done?  The actual process of destruction?

4 Q    Yeah.  After they get (inaudible) the request -- 

5 A    Okay.  That -- 

6 Q    -- you look at everything, confirm that everything is

7      proper, and that the card should be destroyed, what happens

8      at that point?

9 A    So the follow-up -- the epidemiology side of the Michigan

10      BioTrust folks who work with me usually handle the paperwork

11      and making -- you know, making sure that everything is in

12      there and that the request has gone up to compliance and

13      legal for review.  At the point that it is approved, we then

14      send off to the laboratory for destruction.  So I think that

15      answer is probably better heard from Dr. Shah than me.

16 Q    Okay.  To your knowledge -- and if this is something that's

17      best asked for Dr. Shah, that's fine -- after the card is

18      destroyed, does DHS keep any of the information that would

19      have been contained on the card?

20 A    The Michigan Department of Health and Human Services will

21      still retain the information on the child and what their

22      newborn screening result was.  So it is the dried blood spot

23      card that is destroyed.

24                MR. KENNEDY:  Okay.  Thank you, Doctor.  I have

25      nothing further.
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1                MR. LEVIN:  I have just a couple of questions for

2      you, and then -- 

3                            EXAMINATION

4 BY MR. LEVIN:  

5 Q    Yeah.  So we've talked a lot about -- or at the start of

6      your deposition, talked a lot about use and control of these

7      residual dried blood spots, but who owns these residual

8      dried blood spots?

9 A    So the Michigan Department of Health and Human Services has

10      qualified ownership over the dried blood spots.  Sorry.  Let

11      me grab my notes because I do better with my notes.  

12                (Witness reviews data via video) 

13      Yeah, so the Michigan Department of Health and Human

14      Services is who has qualified ownership of the dried blood

15      spots while they are in storage.  The department may, you

16      know, release part or all of residual dried blood spot to

17      the individual and that may be -- like an individual may

18      request their -- or their family may request their dried

19      blood spots for use in research studies or other uses of --

20      or destruction. 

21                So the individual retains control over that, but

22      the department has the qualified ownership of it.  The

23      Michigan Neonatal Biobank does not have ownership over those

24      spots, qualified or otherwise.

25 Q    So is that why a parent or an individual after they turn 18,
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1      can request destruction of those blood spots?

2 A    Yes.

3 Q    And then relatedly, can a parent or an individual after they

4      turn 18, request the return of those residual dried blood

5      spots?

6 A    Yes, they can.

7 Q    So we talked a lot -- or you talked a lot also about the

8      educational materials and information provided to -- I'm

9      going to say hospitals and medical professionals.  Who is

10      responsible ultimately for providing that information to new

11      parents?

12 A    The medical professional treating that -- that -- the

13      medical professional that is attending that birth I guess is

14      the way I would put that -- treating that baby and mother.

15                MR. LEVIN:  That is all I have.  Thank you.

16                THE WITNESS:  Thank you.

17                MR. ELLISON:  I've got just a couple follow-ups

18      here, and then I think you're all done for today.  And I

19      appreciate your time.

20                            EXAMINATION

21 BY MR. ELLISON:

22 Q    You mentioned just a minute ago about return of blood spots.

23      Is it possible rather than getting blood spots destroyed,

24      that you can get blood spots returned to the parents or to

25      the person if they're over the age of 18?
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1 A    Yes, they can.  The -- say, for example, there has been an

2      instance in my memory where an individual or parent -- I

3      can't remember which -- wanted the dried blood spots used in

4      a research study, you know, not associated with the

5      department or the Michigan BioTrust, a separate study, and,

6      you know, requested that the spots be sent to that --

7      returned to the parent or adult -- I can't remember which --

8      but went to that researcher.

9 Q    If I was a parent and wanted my child's blood spots returned

10      to me -- just returned to me, not for another study, just I

11      don't want you guys to hang on -- I don't want the Biobank

12      to hang on to them anymore, would the department return

13      those blood spots to me as their parent?

14 A    If you've gone through the process of, you know, identifying

15      that, you know, who you are, that you are, you know, related

16      to that spot, yes, the department can return those to you.

17 Q    Is that information ever given to a parent that they have

18      the option to have the return of their child's blood spots,

19      to your knowledge?

20 A    I would have to read through the brochure.  I don't think it

21      is covered in the brochure that you can have them returned

22      to you.  This is something that -- you know, the information

23      about destruction is covered in there.  At the point where

24      people are asking about destruction, that is, people want

25      them returned, other times people will be aware that the
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1      resource exists and (inaudible) for a different purpose and

2      will reach out about that as well.

3 Q    Have you ever heard of a -- have you ever heard of a use of

4      the blood spots beyond -- well, I guess let me ask it this

5      way:  Rather than doing a medical study that blood spots

6      have been used for crime victim identification?

7 A    So that is not part of the Michigan BioTrust for Health. 

8      That is a use of the blood spots that predates Michigan

9      BioTrust for Health.  It's part of the newborn screening

10      program.  So, yes.  I'm sorry.  That was a long way to say

11      "yes."

12 Q    Okay.  So if a law enforcement individual wanted to get

13      access for a blood spot for, let's say, DNA testing --

14      right? -- the department has got some sort of process or

15      standards in place by which they'd give that blood spot to a

16      law enforcement officer?

17 A    Correct.  There is a process -- there is a legal process

18      that they would have to go through.  It's not just that

19      someone calls up and says that they're a policeman, they

20      want the blood spot.  There is a legal process that they

21      would have to go through.  You have to meet a standard that

22      this is for crime victims so this -- it can be released for

23      that purpose.

24 Q    Okay.  Do you guys have any written policies or directives

25      on this?  This is something that I've not seen as existing,
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1      at least to date.  I mean, is there some sort of policy

2      somewhere or something that references this?

3 A    I do not have those things up in front of me.  I did not

4      review or prep for this kind of question right here.  So,

5      yes, but I can't describe them to you.

6 Q    You didn't prepare for this portion of the deposition?

7 A    No.

8 Q    If you would, could you get -- when you get done -- and this

9      doesn't have to be done in the next ten minutes after we're

10      done here.  But just in the next couple of days, can you get

11      a copy of that over to Mr. Levin?  Because I'm going to

12      request that as part of discovery request in this case. 

13      Okay?  

14                The last thing I wanted to ask is is that the --

15      do you know, as a general custom or practice, when hospitals

16      typically ask for consent for retention and use of

17      medical -- the remaining medical -- or excuse me.  Let me

18      start over again.  Sometimes I get tongue-tied when I'm

19      talking here.  Are you aware of the usual customary time

20      frame of when the hospitals ask for consent from parents to

21      use the residual blood spots for medical research?  Like

22      when is that consent sought?

23 A    Are you asking when hospitals usually obtain Michigan

24      BioTrust consent?

25 Q    No, not Bio- -- 
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1 A    Or are you asking -- 

2 Q    When the -- 

3 A    Because they don't have residual dried blood spots.

4 Q    Okay.  Let me rephrase the question and make sure we're

5      clear.  For example, I'll just use me as the example.  My

6      son was born at 3:30 in the afternoon.  The following

7      morning at 6:00 a.m. after a whole night of no sleep and

8      birth of a child, they presented me, an exhausted dad, and a

9      sleeping mother, with a consent card for signature.  Is it

10      the usual practice of hospitals, based on your knowledge,

11      that hospitals ask for consent after the birth of the child

12      but before they discharge from the hospital?

13 A    So I'm not sure what consent you would be talking about in

14      terms of the hospital practice.

15 Q    Well, let me -- the consent card that's in front of you that

16      checked the box "yes" or "no."  The one that we've been

17      talking about.

18 A    Uh-huh (affirmative).

19 Q    That was presented to me after 12 hours of no -- more than

20      12 hours of no sleep and my wife -- after my wife just gave

21      birth to our son; right?  And this is my representation. 

22      Obviously you weren't there.  I acknowledge that.  As well

23      as I will also represent that to my clients, each one of

24      them were at different hospitals, were presented with their

25      cards almost about 12 hours following the birth of their
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1      child.  Do you know if that's the usual customary practice

2      or the standard practice required by the department when

3      seeking consent for putting these blood spots -- or deciding

4      what to do with these blood spots for medical research

5      purposes?

6                (Mr. Hendricks joins deposition)

7                (Ms. Campbell leaves deposition)

8 A    Okay.  So now I understand what your question is is you're

9      asking about what a usual practice -- am I aware if there's

10      a usual training of the presentation of the informed consent

11      brochure and presentation of the card.  Okay.  So I wasn't

12      sure if you were talking about like some sort of residual

13      tissues or something that the hospital deals with in a

14      different way.  But I'm hearing that you're asking about

15      Michigan BioTrust.  

16                So the neonatal blood sample, there is a period of

17      time after the baby is born.  There is sort of a window

18      after the baby is born that it's important to draw that

19      sample.  And, you know, if you draw the sample too early --

20      so a lot of what is being detected for in newborn screening

21      are different metabolites that the baby has generated in

22      their blood and they have to find this window of time where

23      there's enough time that the baby will have generated those

24      metabolites that can be screened for but not too much time

25      that the information is no longer useful in terms of being
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1      able to identify newborn screening disorders in a timely

2      manner to protect that child.  

3                So that's why this 12 hours.  So 12 to 24 hours is

4      the period of time that you want to have that blood drawn

5      for that baby.  Length of stay for a healthy -- a lucky,

6      healthy baby in the hospital is around 24 to 48 hours, so

7      there's a lot that is being managed and packed in in terms

8      of that child's care during that time.  So 12 to 24 hours is

9      when they want that sample drawn.  

10                In terms of -- you know, I am not a neonatal

11      nurse, but in terms of how they're functioning, they're

12      going to want to handle everything about that newborn

13      screening card, including the Michigan BioTrust consent,

14      which is in the newborn screening card, even though it's not

15      part of the newborn screening program, and they're going to

16      want to, you know, manage all of that information, those

17      asks, at the same time.   

18 Q    Well, let me ask you -- 

19 A    So I think it's not surprising to me that it's around that

20      12-hour time for the parents that you know.

21 Q    But let me ask this, though.  If a parent -- if you truly

22      wanted a parent to understand the risks and benefits of this

23      program, meaning whether it's -- and I would actually say

24      both, but we're here specifically about the neonatal Biobank

25      storage and use of medical researchable blood, wouldn't it
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1      make sense to require that hospitals need to give these two

2      or three weeks out before the parents show up at the birth

3      rather than in the aftermath of right after the birth

4      occurred?

5 A    So about one-third of the births in the state are not

6      preregistered at hospitals prior to delivery.  That said, we

7      encourage hospitals to provide information in baby packets. 

8      We work with OB/GYN's and other groups to promote awareness

9      of, like, what to expect.  So we promote the information

10      about newborn screening but also about the Michigan BioTrust

11      to health care providers so that they can provide that to

12      patients.

13 Q    But there's no rule requiring that, though; correct?

14 A    No.

15                MR. ELLISON:  Thank you very much.  Again,

16      appreciate your time today.  

17                MR. LEVIN:  I have just one follow-up briefly.

18                            EXAMINATION

19 BY MR. LEVINE: 

20 Q    So if somebody submits a consent form -- strike that.  I'm

21      going to rephrase.  If a parent signs a form providing

22      informed consent to the BioTrust program in storage and

23      research and medical projects, can they change their mind

24      later?

25 A    Yes.
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1                MR. LEVIN:  Thank you.

2                MR. ELLISON:  Jeremy, I guess you get last shot. 

3      Have you got anything else you want to ask?

4                MR. KENNEDY:  I have nothing further, no.

5                MR. ELLISON:  Before this poor lady's cell phone

6      battery goes dead here?  All right.  Doctor, thank you so

7      much today for your time.  You've been a good sport working

8      through all of this craziness with the Zoom platform here. 

9      So we're all set with you.

10                (Deposition concluded at 3:06 p.m.)
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1                Via Zoom Video Conference

2                Friday, October 23, 2020 - 1:31 p.m. 

3                MR. LEVIN:  All right.  Actually, just very

4      quickly, how would you like us to pronounce your last name?

5                MR. KANUSZEWSKI:  Kanuszewski (pronouncing).

6                MR. LEVIN:  Kanuszewski.  Thank you.

7                MR. KANUSZEWSKI:  Uh-huh (affirmative).

8                MR. LEVIN:  So I am Aaron Levin.  I work at the

9      Attorney General's office.  I am the attorney representing

10      Director Gordon, Dr. Shah, Dr. Lyon-Callo, and Mary Klein. 

11      It's my understanding that you're an attorney; is that

12      correct?

13                MR. KANUSZEWSKI:  Yes.

14                MR. LEVIN:  So you know how depositions work.  I

15      won't bore you with all of that.  If you have any questions,

16      feel free to ask.  If you need me to re-ask or you don't

17      understand the question, please let me know.  If you don't

18      remember, that is a perfectly acceptable answer.  If you

19      hear "objection," we will -- you generally proceed to

20      answer, or we'll stop you, depending on the objection.  But

21      I think you know all of that.  So I will dive right in.

22                REPORTER:  Do you solemnly swear or affirm that

23      the testimony you’re about to give shall be the whole truth? 

24                MR. KANUSZEWSKI:  Yes.

25
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1                          ADAM KANUSZEWSKI

2        having been called by the Defendant MDHHS and sworn:

3                            EXAMINATION

4 BY MR. LEVIN:

5 Q    So this lawsuit is regarding -- 

6                MR. ELLISON:  I'll stop you real quick.  Just to

7      make sure on the record that, because we're doing this via

8      Zoom, and I know there's some different rules with this, we

9      have no objection to this being conducted via Zoom, even

10      though we're not all in the same room.  So go ahead, Aaron.

11                MR. LEVIN:  Thank you.  I appreciate that.

12 Q    So diving in, this lawsuit is relating to the continued

13      retention and possible research uses of residual dried blood

14      spots.  What concerns do you have about the Department of

15      Health and Human Services retaining those residual dried

16      blood spots?

17 A    I never knew anything about it.

18 Q    I'm sorry.  I think we lost connection for a moment there.

19 A    I didn't know anything about it.

20 Q    Now that you do, do you have any other concerns?

21 A    Yes.

22 Q    What are they?

23 A    I don't know what they're being used for, who they're being

24      given to, and quite frankly, whenever I deal with the

25      government and stuff, I don't think they should be taking
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1      things without asking permission.

2 Q    Have you done any independent research about the program?

3 A    I have not.

4 Q    When did you learn about the program?

5 A    When I talked to Phil.

6 Q    Do you remember when that was, ballpark?

7 A    Without looking, I don't.  I'd be guessing at a date.

8 Q    Do you remember what year it was?

9 A    Probably two years ago, but that's purely a guess.  I mean,

10      somebody could refresh my memory with something.

11 Q    Do you remember if it was about the time the lawsuit was

12      filed?

13 A    Yeah.  It was right previously before the lawsuit was filed. 

14      I don't even recall when the lawsuit was filed, to be honest

15      with you.  

16 Q    Fair enough.  Do you have any reason to believe that your

17      children's blood spots have been accessed?

18 A    No.

19 Q    Do you have any reason to believe they've been used for

20      research?

21 A    No.

22 Q    Do you have any reason to believe these blood spots have

23      been sold?

24 A    No.

25 Q    What are you hoping happens to these residual dried blood
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1      spots at the conclusion of this lawsuit?

2 A    I've never really put a lot of thought into that to be

3      honest with you.  I guess I'd want them returned to me.

4 Q    Are you aware that you may direct the Department of Health

5      and Human Services to destroy your children's blood spots at

6      any time?

7 A    No.

8                MR. LEVIN:  All right.  I am going to share my

9      screen and I will mark this and send it around, or I'll send

10      it around, at least, at the conclusion.  It's the same

11      exhibit we looked at this morning for counsel.

12                (Deposition Exhibit A marked) 

13                (Counsel shares document via video) 

14                MR. LEVIN:  All right.  Can you all see that?

15                MR. ELLISON:  Yes.

16                MR. LEVIN:  Is the whole form visible or do I need

17      to zoom it out?

18                MR. ELLISON:  You've got to zoom it out.  It's all

19      crunched up.

20                MR. LEVIN:  All right.  One moment.  There we go.

21                MR. ELLISON:  That's pretty good right there.

22                MR. LEVIN:  Can you read it?

23                MR. ELLISON:  I can see the whole thing as one big

24      document.  You might have to -- I don't know if Adam can see

25      it, but I can see it fine.  I'm on a computer, though.
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1                THE WITNESS:  I'm on my phone.  I can pull my

2      computer, but if I strain I can see it.  Do you want to give

3      me a minute to read it?

4                MR. LEVIN:  Yeah.  Do you want -- would it help if

5      I zoomed in?

6                THE WITNESS:  Well, if you zoom in, you're going

7      to have to scroll up and down as I read it.  Just give me a

8      second.

9                MR. LEVIN:  Okay.

10                (Witness reviews exhibit) 

11 A    All right.  I read it.

12 Q    Have you seen this form before?

13 A    No.

14 Q    Having reviewed it, would you agree that it allows you to

15      request or direct the Department of Health and Human

16      Services to destroy your children's blood spots?

17                MR. ELLISON:  I'm going to place an objection.  I

18      know this is going to sound kind of silly.  Recognizing

19      Mr. Kanuszewski is an attorney, he is being called as a lay

20      witness.  So I object to the fact that he's being asked to

21      render a legal opinion.  But, Adam, go ahead.

22 A    It appears I have some options as to, yeah, what I want done

23      with the blood that's in their possession.  

24 Q    Does the first one say "destroy all remaining blood spots?"

25 A    It says that, and it says, "I understand that by checking
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1      this box, no blood spots will be available for any future

2      use, including medical, identification, or research

3      purposes."  Does that mean that they were being used for

4      medical, identification, or research purposes?

5 Q    I'll show you another exhibit in a moment.  Let me finish

6      with this one.  But having read the form, is this something

7      you'd be willing to sign?

8 A    I'd probably consult legal counsel first.

9 Q    Fair enough.  

10                MR. LEVIN:  All right.  So I am going to share

11      another exhibit.  

12                MR. ELLISON:  Do you want to give that one a

13      letter or a number?  How do you want to do that?

14                MR. LEVIN:  Oh, so, yeah.  That first one will be

15      A, and then this next one I will mark as B and send around

16      at the conclusion as well.

17                MR. ELLISON:  Okay.

18                MR. LEVIN:  So this will be B. 

19                (Deposition Exhibit B marked) 

20                (Witness shares document via video) 

21 Q    Can you see that? 

22 A    No.  You'd have to blow it up a little bit.

23 Q    All right.  How's that?

24 A    Yeah, I can see it.  I'm going to try to -- I can read it. 

25      Hold on a second.  
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1 Q    This one is actually three pages, so let me know, and I will

2      scroll so you can see all the pages.  

3 A    Okay.  I read it.

4 Q    Okay.  This is page two.  I think it's the same as page one. 

5      I'm not entirely -- 

6 A    It appears to be the same.

7 Q    All right.  So page three is different.  And I will review

8      my notes as to why that happened.  But here's page three.

9 A    Okay.  

10                (Witness reviews exhibit) 

11      Okay.  I read it.

12 Q    Does that appear to be your wife's signature at the bottom?

13 A    It looks like it.

14 Q    Do you have any reason to believe it's not?

15 A    No.  

16 Q    All right. 

17 A    Can you scroll up to the other one?  The one you showed me

18      first?

19 Q    Yeah, how's that?

20 A    Yeah.  So I think the first two pages were the same; right?

21 Q    I believe so.  I think that's just an oversight on my part.

22 A    Because I was just looking at the years.  It looks like the

23      first one would have been -- okay -- for one kid.  And

24      then -- okay.  All right.  They're not together, is what I'm

25      saying.  They're dated years apart, so that's not like one
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1      document.  That's like two documents -- two documents.

2 Q    I know, I -- 

3 A    Yeah, okay.

4 Q    Yes, that's correct.  I've put them in one -- 

5 A    It's misleading.  I was going to say it's misleading when

6      it's given to you as, like, one document because I think the

7      years were different is all.

8 Q    Yeah.  The years are.  It's just -- I put them in one

9      document thinking they'd be easier to review, but -- do you

10      need more time to review it, or are you satisfied?

11 A    No, I looked at it.  I'm fine.  

12 Q    So looking at this first one, is it fair to say that, "Yes,

13      my baby's blood spots may be used for health research," is

14      checked?

15 A    It is checked.

16 Q    So based on this form and referring to only this form, do

17      you have any reason to believe that the state has used your

18      baby's blood spots contrary to your express wishes or the

19      family's express wishes?

20 A    Well, my signature is not on there, but, I mean, it appears

21      my wife's is.

22 Q    All right.  I'm going to go now to the third page, which is

23      the different one.  Same question.  Do you have any reason

24      to believe that the state has done anything contrary to this

25      form?
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1 A    Will you rephrase that, please?

2 Q    Yes.  And if you need to take a moment to review the form,

3      that is all right, too.  So the form looks a little bit

4      different, but it is also a consent form for use of blood

5      spots in research.  Do you have any reason to believe that

6      the -- the Department of Health and Human Services has acted

7      contrary to the permissions described in this form?

8                MR. ELLISON:  Objection.  Now, that calls for a

9      legal conclusion, and I also object to the statement at the

10      beginning of that as to lack of foundation.  Go ahead.

11 Q    If you need to review the form, take all the time you need.

12                MR. ELLISON:  I was objecting on the basis of your

13      recitation of what this form is, but, go ahead.

14 A    So rephrase it so I make sure I give you the right "yes" or

15      "no" answer here. 

16 Q    And I apologize.  It's starting to storm here.  So if the

17      mic picks that up -- 

18 A    No, that's all right.

19 Q    -- or interference, I will be back as soon as I can.

20 A    Did you ask me if I had any reason to believe that the state

21      used the blood in any form contrary to this form?  Is that

22      what you said?

23 Q    Yeah.  And I will rephrase if that's not clear.  Would you

24      like me to rephrase?

25 A    Yes, please.  I was waiting.
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1 Q    Oh, sorry.  All right.  So towards the -- there's that box

2      in the middle.

3 A    Uh-huh (affirmative). 

4 Q    And towards the bottom there's a sentence that starts, "I

5      voluntary agree"?

6 A    Yes.

7 Q    So I'm going to read that box.  So that box says, "I

8      voluntarily agree to allow my chid's dried blood spots" --

9      it's abbreviated but dried blood spots -- "to possibly used

10      for medical research after newborn screening is complete. 

11      My permission applies to any blood spots obtained for

12      newborn screening."  

13 A    Correct.

14 Q    Do you have any reason to believe that the state has acted

15      contrary to that paragraph and in this document?

16 A    No; no.

17 Q    Do you recall if you were ever given an educational pamphlet

18      or brochure explaining the newborn screening program?

19 A    I don't.

20 Q    Do you recall if you were ever given an educational pamphlet

21      or brochure explaining that retained blood spots may be used

22      for medical research?

23 A    I don't.

24 Q    Did you review your files at home and determine if you had

25      any documents related to this program?
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1 A    I didn't specifically scour the house or anything.  I don't

2      really have files at home.  I mean, I have a strong box with

3      some legal documents.  It's certainly not in there.

4                MR. LEVIN:  Just one second.  I think that may be

5      all I have.  That's all I have right now.

6                MR. ELLISON:  Jeremy, do you want to go next?

7                MR. KENNEDY:  Yes.

8                MR. ELLISON:  Yup, all right.

9                MR. KENNEDY:  Good morning (sic), Mr. Kanuszewski. 

10      My name is Jeremy Kennedy.  I'm the attorney for Dr. Antonio

11      Yancey and Michigan Neonatal Biobank.

12                THE WITNESS:  Good afternoon.

13                            EXAMINATION

14 BY MR. KENNEDY:  

15 Q    So you are the parent of -- I believe you have three

16      children who are plaintiff's in this case; is that correct?

17 A    I'm the biological father of two of them, but I consider

18      myself a parent to all three, yes.

19 Q    Okay.  So one would be a stepchild?

20 A    Correct.

21 Q    Okay.  And the two that you're the biological father of,

22      were you present when they were born?

23 A    I was.

24 Q    You were in the room with your wife?

25 A    I was.
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1 Q    With the births of the youngest -- or I'm sorry, -- the

2      older of your two biological children, was it natural birth

3      or C-section?

4 A    C-section.

5 Q    Did she have an epidural, to your recollection?

6 A    I don't recall.

7 Q    Was she ever unconscious as far as you can recall?

8 A    I don't think so.

9 Q    What was the date of your oldest child's birth?

10 A    My oldest biological child?

11 Q    Yes.  Sorry.

12 A    It would have been -- he's April 22nd of '13.

13 Q    Do you remember what time of day?

14 A    Morning, I believe.

15 Q    Okay.  And you said that looking at Exhibit B on the third

16      page with -- you said you believe that's your wife's

17      signature?

18 A    I do.

19 Q    As far as you can tell?

20 A    Yeah.

21 Q    Do you recall what time of day that form was signed?

22 A    I don't remember that form being signed.

23 Q    Okay.  And I'm sorry.  They said that I'm sleep deprived

24      right now.  Did you say after the C-section -- was your wife

25      ever unconscious for any amount of time from the medication?
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1 A    I don't recall.  I don't -- I mean, outside of sleeping, I

2      mean, -- I mean, I don't -- well, I guess you'd have to

3      narrow it down to, like, a time frame.  So after she had the

4      birth, when are you asking? 

5 Q    (Inaudible)

6 A    Well, of course, she slept.  I mean, yeah, she was

7      unconscious at times.  I mean, we were there for, I think, a

8      couple days.

9 Q    Other than sleeping?

10 A    I don't think so.

11 Q    Okay.  You said the first time you became aware of this --

12      of these -- backup.  Are you aware of anything about the

13      Michigan Neonatal Biobank prior to this case?  Let me ask

14      you a different -- 

15 A    I don't -- yeah, please.

16 Q    Prior to this case, have you ever heard of the Michigan

17      Neonatal Biobank?

18 A    No, I don't think so.

19 Q    All right.  Are you aware of anything about how the biobank

20      operates?

21 A    Not really.  I mean, I know there's some blood samples

22      stored now.  But outside of that, no, not really.

23 Q    And prior to this case being filed or initial -- we'll say

24      initial investigation, you had no awareness of how it

25      operated; correct?

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-25, PageID.4435   Filed 04/05/21   Page 17 of 33



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF ADAM KANUSZEWSKI

Page 17

1 A    Correct.

2 Q    And you had no awareness of how the biobank is funded?

3 A    No.

4 Q    Okay.  And do you have -- do you have any personal knowledge

5      of how the dried blood spot cards are used?

6 A    No.

7 Q    Do you have any personal firsthand knowledge that any of

8      your children, biological or otherwise, whether their

9      cards -- their blood spots cards are even being used for

10      anything?

11 A    I don't.

12 Q    So, therefore, you also do not have any evidence that the

13      dried blood spot cards are being used contrary to any

14      authorization that may have been given?

15 A    Correct.

16                MR. ELLISON:  Objection.  Asked for a legal

17      conclusion, but go ahead and answer.

18 A    Correct.  I answered.  

19                THE WITNESS:  Did you guys hear it?

20                MR.  ELLISON:  Yeah.

21                MR.  KENNEDY:  Yes, thank you.

22                THE WITNESS:  Oh, yeah.

23                MR.  ELLISON:  Jeremy has got a new one that just

24      came along, so he hasn't been sleeping too much the last

25      couple days here, so -- 
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1 Q    This is true.  He will be two weeks old tomorrow, so I'm

2      still getting him up.

3 A    Did you get presented your forms?

4 Q    I did.

5 A    Okay.

6 Q    I did.  So have you ever requested that the dried blood spot

7      card of any of your children be destroyed?

8 A    I have not.

9 Q    Are you aware of any of the possible uses of the dried blood

10      spot cards that are being stored?

11 A    No.

12 Q    Are there any uses of those cards that you would consider

13      acceptable?

14 A    I don't think so.

15 Q    In your opinion, is it acceptable for the blood spots to be

16      taken to test for congenital or chronic diseases under the

17      program?

18 A    That's kind of an odd question.

19 Q    Okay.  Let me -- 

20 A    That's saying -- well, it's like you're inferring that if I

21      had given them permission to take them.  I mean, I would

22      say, yeah, that would be appropriate if I said, "Yeah, take

23      them."  But, I mean, I think the issue is, like, not knowing

24      that they were taking them.  I mean, once you have them, if

25      I said you could use them, then, yeah, sure.
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1 Q    That's not what I'm asking.  You are aware that they take

2      the five or six spots of blood to -- initially to test

3      for -- I believe the current number is 56 chronic

4      conditions, diseases.  Are you aware of that?

5 A    No.

6 Q    So you have no knowledge of what the blood spots are taken

7      for whatsoever?

8 A    To be honest, no.

9 Q    Okay.  Prior to this lawsuit being filed, did you, in any

10      way, investigate the use of the dried blood spot cards?

11 A    No.

12 Q    Now, is it your position that the taking of the dried blood

13      spot cards in any way interferes with your ability to direct

14      medical care for any of your children?

15 A    Could you rephrase that, please?

16 Q    Do you believe that taking the dried blood spot cards in any

17      way interferes with your ability to determine how to care

18      for your child medically?

19 A    No.  Do I -- I think I understand what you're saying.   It's

20      kind of a long question.  I think it breaks up in between. 

21      Do I think that them -- rephrase it one more time.  I

22      believe the answer is no.  I'm trying to draw the -- go

23      ahead.

24 Q    Let me see if I can ask it simpler, and I know that's not

25      always my strong point.  Have you ever felt that your
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1      ability to determine the medical care for your child has

2      been impacted by the taking of the dried blood spot card?

3 A    No.

4 Q    Do you feel like your ability to determine medical care for

5      any of your children has been impacted by the storage of the

6      dried blood spot cards?

7 A    No.

8 Q    And you have, I believe you said, no personal knowledge

9      whether the dried blood spot cards had been used for any

10      purpose at all; correct?

11 A    Correct.

12 Q    If you were not aware before, you are aware now that there

13      is a form that you can fill out to request the destruction

14      of the blood spot cards; correct?

15 A    I just read it, yes.

16                MR. KENNEDY:  I have nothing further.

17                MR. ELLISON:  Okay.  I have a few questions for

18      you here.

19                            EXAMINATION

20 BY MR. ELLISON:

21 Q    I'm going to refer to your three children by their first

22      initials because of the federal privacy laws with minors.

23 A    That's fine.

24 Q    Okay.  And, fortunately, you've got three children with

25      three different initials, so that helps.
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1 A    Yes.

2 Q    As for -- and I'm going to call them "infant."  I know some

3      of them aren't infants anymore with their age now, but to

4      Infant R and Infant C, that's -- those are your two

5      biological children?

6 A    They are.

7 Q    Yup.  And Infant D is the child -- the biological child of

8      your wife; correct?

9 A    Correct.

10 Q    Are you the legal guardian for Infant D?

11 A    To be actually honest, I don't know exactly.  I mean, yeah;

12      yeah.

13 Q    Let me ask you this.  Have you adopted as -- 

14 A    No; no.

15 Q    Okay.  All right.  And I don't mean to be passing judgment

16      on parenting or that nature.  It's just the legal nature of

17      these sorts of things, so -- 

18 A    Yeah.  And I guess when you say "legal guardian," I guess I

19      don't know the actual definition of legal guardian.  I mean,

20      he resides here full-time.  I mean, my wife and I raise him. 

21      He still has contact with his biological father.  His

22      biological father is still involved in his life.  So maybe

23      that gives you a better picture of that.

24 Q    Okay.  Very good.  For your two biological children, did

25      anyone from the State of Michigan or any of its agents,

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-25, PageID.4440   Filed 04/05/21   Page 22 of 33



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF ADAM KANUSZEWSKI

Page 22

1      including even a doctor, talk to you beforehand about the

2      risks versus the benefits of conducting any sort of blood

3      tests as it applies to the newborn screening program?

4 A    I don't believe so.

5 Q    Has anybody -- at the time that the blood samples -- well,

6      let me ask this.  Did you know that either one of your two

7      biological children -- did you know or were told that blood

8      samples were being taken from your child for testing by

9      agents of the State of Michigan?

10                MR. LEVIN:  I'm going to object to relevance and

11      to the conclusion that the doctors are agents.

12                MR. ELLISON:  Fair enough.

13 Q    Go ahead.

14 A    No; no.

15 Q    All right.  Did anyone tell you that they were going to be

16      taking blood samples for your two biological children prior

17      to them extracting the blood?

18 A    No.

19 Q    After the blood was taken, did anyone talk to you about the

20      risks, benefits, basically being informed about what the

21      purpose and goals were to taking those blood samples?

22 A    No.

23 Q    Did anyone tell you where they were taking those blood

24      samples and what they were doing with them?

25 A    No.
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1 Q    Did they tell you who was going to be in possession of them

2      and from what basis they were going to be retained for?

3 A    No.

4 Q    Did anyone at any time talk to you, be it from the state, an

5      agent of the state, or someone from the biobank, talk to you

6      about the blood samples being transferred from where they

7      were being tested to the nonprofit Michigan Neonatal

8      Biobank?

9 A    No.

10 Q    Did anyone discuss with you and explain the benefits and

11      risks of storing either one of your two biological

12      children's blood samples in the newborn -- or, excuse me --

13      in the Michigan Neonatal Biobank?

14 A    No.

15 Q    Has anyone spoken to you or otherwise explained to you about

16      what sort of legal protections or what sort of privacy

17      protections the blood samples have while in the Michigan

18      Neonatal Biobank?

19 A    No.

20 Q    As you've come to learn through this lawsuit, you have

21      learned that your two children's -- your two biological

22      children's blood samples are, in fact, in the Michigan

23      Neonatal Biobank; correct?

24 A    Correct.

25 Q    Would you, if you had known at the time that the blood
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1      samples were going to be indefinitely stored without your

2      permission ahead of time, would you have given consent?

3                MR. KENNEDY:  Objection; calls for speculation.

4 A    Do you want me to answer, Phil?

5 Q    Yes, please.  Yes, please.

6 A    I don't think so without researching it a little bit, you

7      know.  I would want to know what would be -- I would just

8      want -- I'd want to know more.  I still want to know more.

9 Q    Did anyone present you before, during, or after the blood

10      being extracted from your two biological children, any sort

11      of paperwork or pamphlets about anything, aspect of the

12      newborn screening program, including the storage at the

13      neonatal biobank?

14 A    Not that I recall.

15 Q    Do you have any concerns about -- today, as I was just

16      saying, the biobank -- I'll make the representation to you

17      that your two biological children's blood samples, including

18      their DNA and medical data about what's contained within

19      those blood samples, are being stored at the Michigan

20      Neonatal Biobank.  Do you have any concerns about that

21      material and that information being stored at the biobank?

22 A    Yes.

23 Q    What kind of concerns do you have?

24 A    Well, I don't feel it belongs to them.  I feel that that's

25      mine, my wife's, our kids genetic biological information.  I
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1      don't want it out there being bought, sold, used or

2      whatever.  And I don't even know if that's a thing, but it

3      certainly is a concern of mine that someone else has control

4      of it and basically didn't tell us anything about it.

5 Q    Okay.  Looking at -- on your screen right now, this is a

6      copy of Infant R, the form in that respect.  Is there any

7      reference on here to the Michigan Neonatal Biobank?

8 A    I don't see any.

9 Q    Okay.  Have you provided -- to your knowledge, have you or

10      your wife provided any authorization to transfer your two

11      biological children's blood samples to the Michigan Neonatal

12      Biobank?

13 A    No.

14 Q    Have you given any authorization for them to -- the Michigan

15      Neonatal Biobank -- to sell, convey, give or otherwise allow

16      third parties like researchers to use that blood sample from

17      the biobank?

18 A    No; no.

19 Q    Do you have any concerns about your children's medical

20      privacy today with the way the blood samples are currently

21      housed and stored?

22 A    Yes.

23 Q    Okay.  What are those?

24 A    I don't even know how they're housed or stored.

25 Q    Would you agree that the lack of information and lack of
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1      knowledge would -- strike that.  Let me ask it this way.  

2 A    That's actually -- that's the scary part, I mean, is the

3      lack of knowledge of what's going on and what could be done. 

4      I mean, I don't know if the scare, the threat, is real, not

5      real.  I mean, I just know that somebody has ahold of that

6      stuff and something is being done with it, and to what

7      extent, I don't know and I was never told.

8 Q    Okay.  Is that the concern that you have with this lawsuit

9      is the fact that someone else has your son's -- your two

10      biological sons' medical and DNA data without you having any

11      control or say over that material?

12 A    Yes.

13 Q    As for Infant D, which was not your biological child, were

14      you present for his birth at all?

15 A    Was not.

16 Q    Now knowing what you know now about the biobank and the

17      newborn screening program, would you, in fact, have provided

18      consent to store your blood samples indefinitely with the

19      Michigan Neonatal Biobank?

20 A    No.

21                MR. ELLISON:  I have no further questions.

22                MR. LEVIN:  I have a couple just briefly.

23                            EXAMINATION

24 BY MR. LEVIN: 

25 Q    Prior to filing the lawsuit, did you do any independent
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1      research about the newborn screening program or the biobank?

2 A    No.

3 Q    Have you done any since?

4 A    No.

5 Q    How much would you say you know about these programs?

6 A    Not much.

7 Q    Did you ever investigate if there was a means of having the

8      blood spots destroyed, other than filing a lawsuit?

9 A    No.

10 Q    Do you know how long the actual screening process takes?

11 A    No.

12                MR. LEVIN:  That's all I have.

13                MR. ELLISON:  Jeremy, do you want anything else?

14                MR. KENNEDY:  I actually just want to circle back. 

15                            EXAMINATION

16 BY MR. KENNEDY:

17 Q    I forgot to ask, your youngest child, was that a natural

18      birth or a C-section?

19 A    C-section.

20 Q    I assumed as much, but want to make sure.  And similar to

21      the question about your older biological child, was your

22      wife given any kind of anesthesia, epidural, anything like

23      that?

24 A    I don't know.  I couldn't be for certain.

25 Q    Okay.  And other than sleeping, was she ever unconscious any
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1      time as a result of drugs or other -- 

2 A    You know, she being -- I thought about that after you asked,

3      and I think with C it's more possible.  I want to say that

4      she lost a lot of blood and that she was away from us for

5      quite some time.  I think that with the youngest would be,

6      if I'm not mistaken.  So it's possible, but I wasn't -- I

7      didn't see it.  So she'd be able to tell you.  

8                MR. KENNEDY:  Okay.  That's all I have.

9                MR. ELLISON:  Okay.  We reserve the balance of our

10      questions for trial.  Adam, you're all set, and you can log

11      off.

12                THE WITNESS:  All right.  Thanks.

13                MR. LEVIN:  Thank you.

14                (Deposition concluded at 2:10 p.m.)

15

16                              -0-0-0-

17
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                   UNITED STATES DISTRICT COURT
                   EASTERN DISTRICT OF MICHIGAN
                        NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,

          Plaintiffs,

v                                    Case No. 18-cv-10472

MICHIGAN DEPARTMENT OF HEALTH        HON. THOMAS L. LUDINGTON
AND HUMAN SERVICES, et al,           MAG. PATRICIA T. MORRIS

          Defendants.

                             /

        VIDEO CONFERENCE DEPOSITION OF ASHLEY KANUSZEWSKI

     Taken by the Defendant MDHHS on the 23rd day of October,

     2020, via Zoom, at 3:30 p.m.  

APPEARANCES:

For the Plaintiffs:      MR. PHILIP LEE ELLISON (P74117)
                         Outside Legal Counsel PLC
                         PO Box 107
                         Hemlock, Michigan 48626
                         (989) 642-0055

For the Defendant        MR. AARON WARREN LEVIN (P81310)
MDHHS:                   Michigan Department of Attorney General
                         PO Box 30736
                         525 Ottawa Street
                         Lansing, Michigan 48909
                         (517) 335-7632

For the Defendant        MR. JEREMY C. KENNEDY (P64821)
Michigan Neonatal        Pear Sperling Eggan & Daniels PC
BioBank and Antonio      24 Frank Lloyd Wright Drive, Suite D2000
Yancey:                  Domino's Farms
                         Ann Arbor, Michigan 48105
                         (734) 665-4441
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1 RECORDED BY:             Pam Rankinen, CER 4532
                         Certified Electronic Recorder

2                          Network Reporting Corporation
                         Firm Registration Number 8151  

3                          1-800-632-2720
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1                Via Zoom Video Conference

2                Friday, October 23, 2020 - 3:35 p.m.

3                MR. ELLISON:  And I'll just jump in here right off

4      the bat and say we consent to the Zoom deposition in this

5      case, and we waive any objection as to doing this deposition

6      by Zoom.

7                MR. LEVIN:  Thank you.  I was going to ask off the

8      top this time so you -- 

9                MR. ELLISON:  Oh, there you go.  There you go. 

10      Well, I'll shut up and get out of the way then.  Go ahead.

11                MR. LEVIN:  Not a problem.  All right.  So my name

12      is Aaron Levin.  I am Assistant Attorney General.  I'm

13      representing Director Gordon, Dr. Lyon-Callo, Dr. Shah, and

14      Mary Klein in this case.  I don't know if you've done a

15      deposition before, but bear with me just for a moment.  We

16      are recording.  There will be a transcript, so if we can do

17      our best not to talk over each other, that makes a clean

18      transcript and keeps everybody happy and not mad at me.  

19                If you don't know the answer to something or you

20      don't remember, those are both perfectly acceptable answers. 

21      If you need me to rephrase, or anybody who is asking a

22      question -- because I think we're all going to ask some --

23      that's perfectly fine.  Just let us know.  I'm going to, I

24      anticipate, show you a couple exhibits.  If you need me to

25      zoom in or my screen sharing is not showing that correctly,
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1      let me know.  I'll get that adjusted.

2                If at any point when somebody is asking a

3      question, you hear somebody object, in all likelihood you'll

4      continue to answer the question, or we'll stop you if it's

5      one you shouldn't.  But there may be some objections, and

6      we'll just try not to talk over each other and we'll get

7      that all squared away.  And if you need a question repeated,

8      we can do that. 

9                MS. KANUSZEWSKI:  All right.

10                MR. LEVIN:  So with that, I am going to dive in

11      unless you have any preliminary matters.  Anybody else?

12                MR. ELLISON:  No, go for it.

13                REPORTER:  Do you solemnly swear or affirm that

14      the testimony you’re about to give shall be the whole truth? 

15                MS. KANUSZEWSKI:  Yes.

16                         ASHLEY KANUSZEWSKI

17        having been called by the Defendant MDHHS and sworn:

18                            EXAMINATION

19 BY MR. LEVIN:

20 Q    All right.  So as it relates to this lawsuit, it's regarding

21      the Department of Health and Human Services retention of

22      residual dried blood spots.  What concerns do you have about

23      the department retaining those residual dried blood spots?

24 A    Not fully knowing what's happening with them, and that I

25      didn't really know what -- that they were taking them
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1      completely or what it was for exactly.  

2 Q    Prior to this lawsuit, did you do any research about the

3      newborn screening program?

4 A    No.

5 Q    Prior to this lawsuit did you do any research regarding the

6      retention and for possible research uses of the dried blood

7      spots?

8 A    No.

9 Q    Have you done any independent research about either of those

10      things after filing the lawsuit?

11 A    No.

12 Q    Do you have any reason to believe that your children's blood

13      spots have been accessed?

14 A    Do I have reason to believe they've been accessed?

15 Q    Correct.

16 A    Yes, now.

17 Q    What's that?

18 A    I guess I'm not completely understanding your question.  If

19      you could repeat, rephrase it.  

20 Q    Sure.  Sure.  

21                MR. ELLISON:  I think -- Aaron, I don't mean to

22      jump in, but I think she might be thinking blood from the

23      heel as opposed to blood from the blood bank.

24                MR. LEVIN:  Okay.  So, I can clarify that.

25 Q    So as it relates to the stored blood spots post screening --
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1      so there's the initial screening process and then there is

2      storage for research purposes after that first screening. 

3      As it relates to those stored blood spots, do you have any

4      reason to believe -- and I'm going to ask the question the

5      same way, but if that didn't clear it up -- do you have any

6      reason to believe that those retained blood spots have been

7      accessed or used?

8 A    I guess not, no, I don't know.

9 Q    Do you have any reason to believe those blood spots have

10      been sold?

11 A    No.

12 Q    What are you hoping happens to the blood spots at the

13      conclusion of this lawsuit?

14 A    That they're given back or taken away from anybody who maybe

15      shouldn't have them without my permission.

16 Q    I am going to -- are you aware that at any time you may

17      direct the Department of Health and Human Services to

18      destroy the blood spots?

19 A    No.

20 Q    Would the destruction of the blood spots address your

21      concerns in this case?

22 A    Yeah.  As long as they -- yeah, from everywhere that

23      they're -- but I don't know they're supposed to be, you

24      know.  Yes, I would -- if they were destroyed completely,

25      then I guess that would, yes.
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1                MR. LEVIN:  I'm going to share my screen and show

2      you what we will mark as Exhibit A.

3                (Counsel shares document via video)

4                (Deposition Exhibit A marked) 

5 Q    All right.  Can you see that?   

6 A    Yeah, mostly.  It's kind of small.

7 Q    All right.  I will -- did that help any?

8 A    Yeah.  Yeah, I can see.

9 Q    All right.  If you could just take a moment and review this

10      form and let me know when you're done and let me know if you

11      need me to zoom in or zoom out or scroll up or down.  Or let

12      me know when you've read it and if you need me to move the

13      screen so that you can read it.  

14                (Witness reviews exhibit) 

15 A    Okay.

16 Q    Have you ever seen this form before?

17 A    No.

18 Q    Having had the chance to review it, does it provide the

19      opportunity to have the blood spots destroyed?

20                MR. ELLISON:  Objection; calls for a legal

21      conclusion, but go ahead, Ashley.  

22 A    Can you repeat your question one more time?

23 Q    Sure.  So noting the objection and that that will stand as I

24      ask it, having reviewed the form, does this form allow you

25      to direct the Department of Health and Human Services to
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1      have residual dried blood spots destroyed?

2 A    It looks like it.

3 Q    Are you willing to sign this form?

4 A    I don't know.  That would be something I'd want to discuss

5      with an attorney or my husband or -- 

6 Q    Fair enough.  

7                MR. LEVIN:  That's all I'm going to need on this

8      screen.  If you'll bear with me just a moment, I am going to

9      share my screen again and show what we'll mark as Exhibit B. 

10      So this is two pages.  Each page is a different document.  I

11      just marked them together because I thought it would be

12      easier to share them that way.  

13                (Counsel shares document via video)

14                (Deposition Exhibit B marked)

15 Q    Can you see it?

16 A    Yes.

17 Q    And is this one big enough, small enough, or too small?

18 A    Yeah, I can read it.  It's fine.

19 Q    All right.  If you could let me know when you're done with

20      the first page, and then I will scroll to the second page.  

21                (Witness reviews exhibit) 

22 A    Yup.

23 Q    Now if you could review the second page, please.

24 A    Okay.

25 Q    Do you recognize either of these?
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1 A    No.  I mean, I recognize my signature.  That's about it.

2 Q    So that is your signature on both forms?

3 A    Yes.

4 Q    All right.  So I've now scrolled back to the first page. 

5      Fair to say that the checkbox next to, "Yes, my baby's blood

6      spots may be used for health research" is checked?

7 A    Yes.

8 Q    Now, I'm going to scroll back to the second page.  Does that

9      box in the middle -- towards the bottom of that box in the

10      middle, it says, "I voluntarily agree to allow my child's

11      DBS" -- which stands for dried blood spots -- "to possibly

12      be used for medical research after newborn screening is

13      complete.  My permission applies to any blood spots obtained

14      for newborn screening"; is that correct?

15 A    Yes.

16 Q    And is that your signature on this form?

17 A    Yes.

18 Q    Do you have any reason to believe that your children's dried

19      blood spots are being used contrary to the expressed

20      statements in these two documents?

21 A    I guess not, no, after I read it now.

22 Q    Do you recall if you were ever given an educational pamphlet

23      or brochure explaining the newborn screening program?

24 A    No.

25 Q    Do you recall if you were ever given an educational pamphlet
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1      or brochure explaining that retained blood spots may be used

2      for medical research?

3 A    No.

4 Q    When did you learn about the newborn screening program?

5 A    Not since this was happening.  I don't remember anything

6      about it.  I don't -- this -- the dates show the days my

7      kids were born, so I think that was the first time I'd ever

8      heard of it.

9 Q    After that time, did you ever do any independent -- I

10      already asked that.  Strike that.

11                MR. ELLISON:  I'll give -- I think she's kind of

12      confused on your question, so go ahead and dig into it.  I

13      don't mind.

14                MR. LEVIN:  Right.

15 Q    So not withstanding these forms, when do you recall learning

16      about the newborn screening program?

17 A    I don't ever recall learning about it.

18 Q    Are you familiar with it now?

19 A    Now that I've read this that you've shown me, a little bit. 

20      I'm only familiar what I'm reading that you're showing me in

21      these pages right here.

22 Q    Is it fair to say you were familiar with the newborn

23      screening program at some point prior to your filing a

24      lawsuit?

25 A    Not really, no.  I mean, what -- well, yes.  I mean, I guess
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1      I don't know -- I guess I'm confused at, like you said -- or

2      like Phil said, what exactly you're asking me.  Do I know

3      anything about this screening program?  No.  Did I learn a

4      little bit about it through this process?  Yes.

5 Q    When was -- so you said you learned a little bit about it. 

6      When was that, to the best of your memory?

7 A    In speaking with my attorney.  I don't know when that was

8      exactly.

9 Q    Do you think it was shortly before filing the lawsuit?

10 A    Yes.

11 Q    Thank you.  Was it about that same time you think you

12      learned about the retention program and possible research

13      uses?

14 A    Yes.

15 Q    Did you ever do any research to determine if you could have

16      the residual dried blood spots destroyed by means other than

17      filing a lawsuit?

18 A    No.

19 Q    Do you know now that there is a method?

20                MR. ELLISON:  Objection; calls for a legal

21      conclusion.  Go ahead, Ashley, you can answer if you can.

22 A    Say that -- repeat it, please.

23 Q    To the best of your knowledge right now, is it possible for

24      you to request that the blood spots be destroyed outside of

25      this lawsuit?
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1                MR. ELLISON:  Same objection.

2 A    I don't know.

3 Q    So I'm going to re-share my screen again and go back to

4      Exhibit A. 

5                (Counsel shares document via video) 

6      So we reviewed this form a few minutes ago; correct?

7 A    Yes, uh-huh.

8 Q    And at that time you indicated that the form appears to

9      allow for destruction of the blood spots; correct?

10 A    Yes; yes.

11 Q    You are aware now that there is a method for you to request

12      destruction of blood spots?

13 A    Yes; yes.

14                MR. ELLISON:  Objection; calls for a legal

15      conclusion.  Go ahead, Ashley, if you can answer.

16 A    Yes.

17 Q    One moment.  Sorry.

18                MR. ELLISON:  No, take your time.  That's fine.

19 Q    During this lawsuit, did you ever review any paperwork you

20      may have relating to the newborn screening program, or do

21      you have any?  Let me rephrase that.  Have you had an

22      opportunity to review your paperwork at home or wherever --

23      I'm going to ask that again.  Do you have any paperwork

24      relating to the newborn screening program?

25 A    No.
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1 Q    Do you have any paperwork relating to the retention and

2      storage, possible research uses of dried blood spots?

3 A    No.

4                MR. LEVIN:  I don't have anything further right

5      now.

6                MR. KENNEDY:  All right.  Good afternoon,

7      Ms. Kanuszewski, my name is Jeremy Kennedy.  I'm the

8      attorney for Dr. Antonio Yancey, Michigan Neonatal Biobank,

9      the parties in this lawsuit.

10                            EXAMINATION

11 BY MR. KENNEDY:

12 Q    So you have never -- have you ever requested that your

13      children's dried blood spot cards be destroyed?

14 A    No.

15 Q    Okay.  And that Exhibit A that we've been talking about,

16      assuming that it is as Mr. Levin has represented and a form

17      that would allow you to request the cards be destroyed,

18      we're going to start with that assumption that it is as he's

19      represented.  I understand that your attorney has raised an

20      objection.  If you requested the destruction of the dried

21      blood spots for your children using that card, do you have

22      any reason to believe they would not be destroyed?

23 A    I don't know.

24 Q    Why not?  Is it you don't know because you think you fill

25      out a form with the state, and they'll ignore it?
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1 A    I guess, like I said, I would like to review it further. 

2      From what it says, no, I guess I would not have any reason

3      to believe that.  They should do what I sign.

4 Q    And I'm not saying you have to make that conclusion.  I'm

5      saying if we accept that it is as represented and you ask

6      for them to destroy it, you don't think there's any reason

7      they wouldn't destroy it?

8 A    No.

9 Q    Now, do you know prior to this lawsuit did you -- had you

10      ever heard of the Michigan Neonatal Biobank?

11 A    No.

12 Q    Since this lawsuit has started, have you learned anything

13      about the operation of the Michigan Neonatal Biobank?

14                MR. ELLISON:  I'm going to -- Ashley, we're going

15      to put an objection here, and I want to direct you anything

16      that I've told you as part of our discussions is covered by

17      attorney/client privilege.  Outside of what I've told you,

18      you can answer any other information anywhere else.  Okay?

19                THE WITNESS:  Yes.

20 Q    Not looking at anything that Mr. Ellison has told you, just

21      any knowledge you've had on your own, any research you've

22      done on your own, anything like that?

23 A    No.

24 Q    So you have no awareness how the biobank operates?

25 A    No.
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1 Q    You have no personal knowledge of what it does?

2 A    No.

3 Q    You have no personal knowledge of how it is funded; correct?

4 A    No.

5 Q    Do you have any evidence that the biobank is using any of

6      your children's dried blood spot cards in any manner?

7 A    No.

8 Q    It's not even that you -- strike that question.  I'll

9      withdraw what I was about to ask.  So prior to this lawsuit

10      being filed, did you do any research about the use of the

11      dried blood spot cards?

12 A    No.

13 Q    Did you have any knowledge of how dried blood spot cards,

14      whether they were your children's dried blood spot cards or

15      any other dried blood spot cards, what they were used for?

16 A    No.

17 Q    And you have no reason to believe the cards for your

18      children have ever been used; correct?

19 A    Repeat that again.  What did you say?

20 Q    Do you have any reason -- I'm going to rephrase.  Do you

21      have any reason to believe that your children's dried blood

22      spot cards have ever been used?

23 A    No.

24 Q    Do you have any reason to believe that your children's dried

25      blood spot cards have ever been accessed for any purpose?
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1 A    No.

2 Q    Do you have any reason to believe that any of the

3      information contained in your children's dried blood spot

4      cards has ever been sold to anyone?

5 A    No.

6 Q    Do you feel that the fact that these dried blood spot

7      cards -- your children's dried blood spot cards being stored

8      has in any way interfered with your ability to determine

9      medical care for your children?

10 A    No.

11 Q    Now, when Mr. Levin was asking you some of his initial

12      questions about what you knew about the cards, you said, I

13      believe, you didn't know why they were taking the blood

14      spots completely.  Did I hear that correctly, first of all?

15 A    Say that again?

16 Q    Let me ask it a different way.  That seems to be confusing

17      even to me, and I just asked the question.  So you have

18      three minor children who are plaintiffs in this lawsuit;

19      correct?

20 A    Uh-huh (affirmative).

21 Q    Yes?

22 A    Yes.

23                MR. ELLISON:  You've got to say "yes" or "no." 

24      Yup, there you go.

25 A    Yes.
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1 Q    Okay.  And when we deposed your husband earlier, he said

2      that the two youngest children were born via C-section;

3      correct?

4 A    Yes.

5 Q    Your oldest child, was that a C-section, or was that a

6      natural birth?

7 A    Natural.

8 Q    Okay.  And when all three of your children -- actually,

9      we're going to -- the two youngest children, the middle

10      child -- when your middle child was born for the C-section,

11      were you given any sort of epidural or anesthetic?

12 A    Yes, epidural.

13 Q    And were you at any point during that procedure unconscious

14      because of the medication?

15 A    No.

16 Q    And when your youngest child was born, were you given an

17      anesthetic or an epidural?

18 Q    Epidural.

19 Q    And at any point during that procedure were you ever

20      unconscious?

21 A    No.

22 Q    Now, Exhibit B, you indicated your signature on the two

23      forms -- on the authorization forms; correct?

24 A    Yes.

25 Q    Do you remember signing those forms?
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1 A    No.

2 Q    Do you remember anything at all about those forms?  When you

3      received them, for example, whether they were given to you? 

4      Anything at all about that?

5 A    No.

6 Q    Okay.  Do you recall when you were in the hospital -- when

7      your -- any of your children were born, any medical

8      professional actually taking the heel prick, the blood

9      samples from the children?

10 A    Not particularly, no.  I don't remember that.

11 Q    So you don't recall -- 

12 A    I know they took -- pricked the heel of my oldest son, I

13      remember, because he had complications at birth.  I do

14      remember that, but I don't remember any other heel pricking.

15 Q    Do you remember -- 

16 A    And one had jaundice.  They pricked his heel for that.

17      That's the only time I remember that.

18                MR. ELLISON:  Ashley, we should have mentioned --

19      we didn't mention with you, just because we're in federal

20      court, we've got rules about referencing children's names. 

21      If you could just use their first letter of their name, we

22      can reference whichever of your three kids.  

23                THE WITNESS:  Okay.

24                MR. ELLISON:  And we all know their names, but

25      we've got to do that for purposes of the record.  Okay?
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1                THE WITNESS:  Okay.

2                MR. ELLISON:  Okay.  Thanks.

3 Q    So other than what you've just mentioned, do you recall

4      them -- anybody in the hospital mentioning anything about

5      why blood would be taken?

6 A    No.

7 Q    Okay.  Did you ever object to anyone drawing blood from any

8      of your children while you were in the hospital?

9 A    I don't know.

10 Q    Now, you didn't know anything about the dried blood spot

11      program before this suit was filed.  You didn't know

12      anything about the storage of the dried blood spot cards, I

13      believe is what you testified.  Why did you then decide to

14      file suit?

15 A    It was brought to my attention what they were doing with the

16      blood samples, and my husband came to me about this and

17      asked if -- you know, I guess we discussed it together.  My

18      husband is the one who brought it up to me first.

19 Q    What specifically was brought to your attention that made

20      you decide to sue?

21 A    That -- 

22                MR. ELLISON:  Wait, wait, wait.  I also want to

23      direct you again to the extent it's not me, though.  Okay? 

24      Does that make sense?  What I told you is covered by

25      attorney/client privilege, but you can testify to everything
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1      else that you were told.  Okay?  

2                THE WITNESS:  Okay.

3                MR. ELLISON:  Weird rules, I know, but go ahead.

4 A    So you want to know when -- what made me decide to do this

5      is the question?

6 Q    You indicated you found out -- I think what you said was

7      how -- what they were doing with the dried blood spot cards.

8 A    My husband told me that they were being taken from the blood

9      bank -- like to use for other things beyond maybe -- I don't

10      really know.  Being sold, I guess, is what my husband told

11      me.  And I don't even really understand what was happening

12      with them, but he -- I remember just awhile ago when he

13      brought this to my attention that's kind of what it was. 

14      Things were being done, I guess his understanding, that we

15      were unaware of with this blood sample.  I guess finding out

16      that we weren't aware of anything or even remembering

17      anything about this.  

18 Q    And at that point you made no effort to reach out to the

19      Department of Health and Human Services about this program;

20      is that correct?

21 A    No, I did not.

22 Q    And you made no effort to reach out to any medical

23      professional to ask questions about the program; is that

24      correct?

25 A    No.
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1 Q    You made no effort to see if your children's dried blood

2      spot cards were even being used at all; correct?

3 A    Correct.

4                MR. KENNEDY:  Thank you.  Nothing further.

5                MR. ELLISON:  All right.  Ashley, I've got a

6      couple follow-up questions for you here, and then we're

7      going to -- you're on your downward slope here, so -- 

8                THE WITNESS:  Okay.  

9                            EXAMINATION

10 BY MR. ELLISON:

11 Q    For your -- and I'm going to divide this up into two

12      segments, and if you could bear with me.

13 A    Okay.

14 Q    As for -- and I'm going to call them Infant by letter, but

15      obviously some of your children are no longer infants

16      anymore, even with the most generous use of the word, but --

17 A    Yeah.

18 Q    As for Infant D, my understanding is that Adam is not the

19      biological father of Infant D; correct?

20 A    Correct.

21 Q    But you are his biological mother; correct?

22 A    Yes.

23 Q    All right.  And you have custody of -- legal custody of

24      Infant D as well; correct?

25 A    Yes.
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1 Q    When Infant D -- when you're going to the hospital -- let me

2      ask it this way.  Before going to the hospital for Infant D,

3      did anyone from -- your doctors or anyone from the State of

4      Michigan approach you to explain to you about the newborn

5      screening program?

6 A    No.

7 Q    Did anyone present to you information that would balance the

8      risks versus the benefits to participating in the newborn

9      screening program?

10 A    No.

11                MR. LEVIN:  I'll note -- 

12                MR. ELLISON:  I'm sorry?

13                MR. LEVIN:  I'll just note my objection to

14      relevance, but she answered already.

15                MR. ELLISON:  Yeah.

16 Q    As of -- did anyone from the Michigan Neonatal Biobank ever

17      present any information to you explaining the negative -- or

18      the risk or benefits of participating or otherwise

19      continuing with the newborn screening -- or, excuse me --

20      with storage blood?  Let me start over again on that.  Too

21      many -- too much word salad there.  Before Infant D was

22      born, did anyone from the Michigan Neonatal Biobank present

23      themselves to you or provide information to you that

24      explained the benefits versus the risks of storing newborn

25      blood at the Michigan Biobank?
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1 A    No.

2 Q    All right.  At the time that you were at the hospital, did

3      anyone from the hospital or any agent of the state or

4      representative of the biobank, come to you at the hospital

5      and explain to you the benefits versus the risk of being --

6      of participating in the Michigan newborn screening program

7      and/or the biobanking system?

8 A    No, not that I'm aware of.

9 Q    Again, this is for Infant D.  This is your first one.  Do

10      you remember signing any form relative to Infant D at all?

11 A    No.

12 Q    After Infant D was born, again, same question.  Anyone from

13      the state, from the biobank, or your doctors provide any

14      information to you explaining to you the risks versus the

15      benefits of participating in the newborn screening program

16      or the biobank?

17 A    No.

18 Q    Did anyone even tell you that they were taking his blood to

19      be sent to the state for testing and for later storage?

20 A    No, not that I'm aware of.

21 Q    Okay.  As for your other two children, I'm going to go

22      through the same question as to Infant R and Infant C. 

23      Again, would your answers be any different about whether

24      someone from the state, the biobank or your doctors, before,

25      during or after their births, came to you and did -- and
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1      explained to you or gave you documentation that said, "Here

2      are the risks.  Here are the benefits of participating in

3      the newborn screening program or the biobanking system"?

4 A    No.

5 Q    Do you have -- I guess a number of questions have been asked

6      to you today about whether you have any firsthand

7      information about whether or not your children's -- any of

8      your three children's blood spots have been used, sold, or

9      otherwise accessed in any way.  Is that your main concern

10      with this lawsuit about whether they're actually being used?

11 A    Can you repeat that one more time?  It cut out a little bit.

12      I'm sorry.

13 Q    Yeah, no problem.  So throughout the questioning today by

14      both Mr. Levin and Mr. Kennedy, they both have been asking

15      you about the concerns you -- if you have any evidence of

16      actually having your children's blood samples accessed or

17      otherwise used.  Is that your primary concern about whether

18      or not they've been used to date?

19 A    Yes.

20 Q    Does medical privacy have any concern for you for your

21      children?

22 A    Yeah.

23 Q    What about medical privacy concerns you about the biobank --

24      for particularly the biobank system having your children's

25      blood samples on file?
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1 A    Just not knowing what's being done with it or what

2      information is being given anywhere else, I guess.  The

3      unknown makes me wonder.  

4 Q    All right.  And is that a concern and fear that you have

5      that the lack of information would result in your children's

6      medical privacy and medical data being disclosed to third

7      parties?

8 A    Yes.

9 Q    Have you ever given consent to anyone to transfer your

10      children's blood from the State of Michigan to the Michigan

11      Neonatal Biobank?

12 A    No.

13 Q    If knowing that -- as you've somewhat probably pieced

14      together here today with the deposition and knowing -- I'm

15      going to make a representation to you that your child's

16      newborn blood, regardless of which selection you pick, is

17      indefinitely stored at the biobank, absent your directive to

18      destroy them.  If you knew that at the time, would you have

19      consented to participating in the program?

20                MR. KENNEDY:  Objection; calls for speculation.

21 Q    Go ahead.

22 A    Probably not, no.

23                MR. ELLISON:  Exhibit A.

24                (Counsel shares document via video) 

25                MR. LEVIN:  Yes.  How's that?
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1                MR. ELLISON:  That's perfect.  Thank you.

2 Q    Exhibit A, Ashley, has anyone from the State of Michigan,

3      your doctors, or the biobank, ever presented you with this

4      form to give you the option to execute this document?

5 A    No.

6 Q    All right.  And as I notice -- 

7                MR. ELLISON:  And if you could scroll down a

8      little bit, Aaron, on there to the very bottom.

9 Q    I notice on the very bottom it says -- just because I'm an

10      attorney and I look for these things, I notice that it says,

11      "Rev.2-19."  Does that statement mean anything to you?

12 A    No.

13 Q    All right.  If I was to tell you that this was a document

14      that was produced and made in 2019, would that document have

15      been available to you at the time your children were born?

16 A    No.

17                MR. ELLISON:  You can take that down, Aaron.

18 Q    At any point has anyone from the neonatal biobank ever

19      sought your permission or your confirmation that they

20      would -- they would -- or that you or your husband would

21      like to continue to have the blood spots stored at the

22      Michigan Neonatal Biobank?

23 A    No.

24 Q    I'm going to make another representation to you.  One of the

25      blood samples is not stored at the neonatal blood bank. 
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1      It's actually stored at a separate location called the

2      BioTrust in a warehouse in Lansing, Michigan.  Are you aware

3      of that?

4 A    No.

5 Q    Has anyone from the State of Michigan indicated to you that

6      a -- one of the blood samples has been taken away from the

7      blood that's been transferred to the biobank and kept for

8      purposes -- for the benefit of you and your husband?

9 A    No.

10 Q    Have you ever given permission to the State of Michigan to

11      keep that blood sample to your knowledge?

12 A    No.

13 Q    Do you feel that as a mother of your three children, that

14      the decision about what your children's -- who has access to

15      your children's medical DNA and biological samples should be

16      a decision you should have, and they should obtain your

17      consent before their use?

18 A    Yes.

19                MR. KENNEDY:  Objection; calls for a legal

20      conclusion.

21 Q    I'm sorry, Ashley.  Go ahead.

22 A    Yes.

23 Q    Do you feel that you were adequately informed about the

24      nature and the scope of the newborn screening program,

25      including indefinite retention of that sample at the
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1      Michigan Neonatal Biobank, at the time or shortly after your

2      children were born?

3 A    No.

4 Q    Does it make you concerned, angry, upset or any other

5      feelings that you found out about this after the fact?

6 A    Concerned.

7 Q    Okay.  I know you've mentioned earlier you talked to your

8      husband, and your husband is an attorney; correct?

9 A    Yes.

10 Q    All right.  Is he your attorney?

11 A    Yes.

12 Q    I mean, obviously outside of the newborn blood screening

13      lawsuit where I'm your attorney, would you consider him your

14      general attorney for purposes of legal advise?

15 A    Yes.

16 Q    My wife does, too.  I'm not good with taking out the trash,

17      but apparently I'm good with legal advise, so there you go.

18 A    There you go.

19                MR. ELLISON:  Ashley, I have no further questions.

20      I appreciate your time today.  We reserve the balance of our

21      questions for trial.  Thank you.

22                THE WITNESS:  Thank you.

23                MR. ELLISON:  The other two gentleman might have

24      some follow-ups.

25                THE WITNESS:  Okay.  
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1                MR. LEVIN:  Yeah, just a moment.

2                            EXAMINATION

3 BY MR. LEVIN: 

4 Q    You indicated during your testimony that you're concerned

5      about the unknown as it relates to these programs?

6 A    Yes.

7 Q    Did you ever do any independent research to find out more

8      about the programs?

9 A    No.

10                MR. LEVIN:  I don't have anything else.

11                            EXAMINATION

12 BY MR. KENNEDY:

13 Q    Ms. Kanuszewski, your attorney asked you if anybody ever

14      notified you about the benefits and risks of participating

15      in either the newborn screening program or the biobanking

16      system.  What, in your mind, are the risks of participating

17      in the newborn screening program?

18                MR. ELLISON:  Objection; calls for a medical

19      opinion and, perhaps, a legal opinion from a lay witness. 

20      Ashley, go ahead and answer if you can.

21 A    Just like Phil said, the medical -- what they're using it

22      for.  Are they giving information on my, you know, DNA -- my

23      children's DNA to other people or just not knowing where

24      this is going or what it's being used for.

25 Q    Do you have any evidence of anybody using your children's
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1      DNA for anything?

2 A    No.

3 Q    So this is a speculative risk, not an actual -- not an

4      actual concern that you've seen happen already?

5                MR. ELLISON:  Objection; calls for a legal

6      conclusion but go ahead.

7 A    Yes.

8 Q    Do you have any evidence of anyone's genetic information

9      being obtained from the newborn screening program?

10 A    No.

11 Q    And what are the risks to you, in your opinion, of

12      participating in the biobanking system?

13 A    To me?  I don't know.

14 Q    In your opinion, what are the risks of participating in the

15      biobank?

16 A    I'm not sure.  I guess I don't know.  I'd want to know what

17      the risks are if there are any.

18 Q    So you don't even know if there are any risks.  Is that what

19      you're just testifying to?

20 A    Yeah.  But I would like to know.  I feel like there could

21      be.  I don't like not knowing where or what they're using it

22      for.

23 Q    And because of those concerns, you took precisely zero

24      action, prior to filing this litigation, to investigate; is

25      that correct?
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1 A    True.

2 Q    So how serious are those concerns then if you are -- didn't

3      take any action whatsoever to look into them?

4 A    I've mostly left it to my husband.

5 Q    Okay.  

6                MR. KENNEDY:  Thank you, nothing further.

7                MR. LEVIN:  I have a follow-up, although you can

8      go first.  I should have asked a moment ago.  I just want to

9      make everyone aware.

10                MR. ELLISON:  That's fine.  We can keep going.  I

11      have one more follow-up as well, but either way.  Aaron, if

12      you want me to go or you want to go, it's up to you.

13                MR. LEVIN:  I'll jump in.  I should have asked a

14      minute ago, and then you can address everything at the end.

15                            EXAMINATION

16 BY MR. LEVIN:

17 Q    You testified that you don't remember before, during, or

18      after the birth of your children that anybody gave you any

19      information about these programs.  Do you remember for

20      certain that no one gave you that information, or do you not

21      recall being given that information?

22 A    I don't recall being given any information.

23           MR. LEVIN:  Okay.  Thank you.  That's all.

24                            EXAMINATION

25 BY MR. ELLISON:

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-26, PageID.4484   Filed 04/05/21   Page 33 of 39



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF ASHLEY KANUSZEWSKI

Page 33

1 Q    Ashley, as part of your -- when you first learned of the

2      newborn screening program and the biobanking system from

3      your husband, had he discussed with you about hiring me to

4      represent your interests as to the scope of what's going on

5      with the biobanking system?

6 A    Yes.

7 Q    And you, in fact, did hire me to pursue legal action and to

8      represent you and your children's interest as it applies to

9      the biobanking system; correct?

10 A    Yes.

11 Q    And that would have been work that I would have done for you

12      before filing the lawsuit; correct?

13 A    Yes.

14                MR. ELLISON:  Thank you very much.  Anybody else?

15                MR. LEVIN:  That's all I have.

16                MR. KENNEDY:  No.

17                (Deposition concluded at 4:19 p.m.)

18

19                              -0-0-0-

20

21

22

23

24

25
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                   UNITED STATES DISTRICT COURT
                   EASTERN DISTRICT OF MICHIGAN
                        NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,

          Plaintiffs,

v                                    Case No. 18-cv-10472

MICHIGAN DEPARTMENT OF HEALTH        HON. THOMAS L. LUDINGTON
AND HUMAN SERVICES, et al,           MAG. PATRICIA T. MORRIS

          Defendants.

                             /

          VIDEO CONFERENCE DEPOSITION OF SHANNON LaPORTE

     Taken by the Defendant MDHHS on the 23rd day of October,

     2020, via Zoom, at 11:00 a.m.   

APPEARANCES:

For the Plaintiffs:      MR. PHILIP LEE ELLISON (P74117)
                         Outside Legal Counsel PLC
                         PO Box 107
                         Hemlock, Michigan 48626
                         (989) 642-0055

For the Defendant        MR. AARON WARREN LEVIN (P81310)
MDHHS:                   Michigan Department of Attorney General
                         PO Box 30736
                         525 Ottawa Street
                         Lansing, Michigan 48909
                         (517) 335-7632

For the Defendant        MR. JEREMY C. KENNEDY (P64821)
Michigan Neonatal        Pear Sperling Eggan & Daniels PC
BioBank and Antonio      24 Frank Lloyd Wright Drive, Suite D2000
Yancey:                  Domino's Farms
                         Ann Arbor, Michigan 48105
                         (734) 665-4441
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1 RECORDED BY:             Pam Rankinen, CER 4532
                         Certified Electronic Recorder

2                          Network Reporting Corporation
                         Firm Registration Number 8151  
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1                Via Zoom Video Conference

2                Friday, October 23, 2020 - 10:59 a.m. 

3                MR. LEVIN:  All right.  Thank you.  I'll just dive

4      right in.  I don't know if you've ever done a deposition

5      before, have you?

6                MS. LaPORTE:  No.

7                MR. LEVIN:  All right.  So we're here for a

8      deposition.  I have just not too bad a list of questions

9      here for you.  I'll run through those.  It's being recorded,

10      so we need to both do our best not to talk over each other

11      because then the transcript isn't clear and everybody gets

12      mad at us.  Yeah, so I'm going to just run through some

13      questions, and then Mr. Kennedy and Mr. Ellison may also

14      have some questions for you.  It should be pretty

15      straightforward.  

16                If you don't know, feel free to say you don't

17      know.  That's a perfectly acceptable answer.   If you don't

18      understand, let us know.  Let me know.  If you don't

19      remember, also a perfectly acceptable answer.  That is all

20      right.  And then the last thing is you might hear, depending

21      on who's asking the questions, somebody else object.  For

22      the most part, after the objection, you'll still answer, and

23      then we will hash that out later between us.  If it's one

24      where you won't answer, I'm sure we will all jump in and

25      tell you not to answer.
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1                MS. LaPORTE:  Okay.  

2                MR. LEVIN:  All right.  I am going -- any other

3      preliminary matters from anybody?

4                MR. ELLISON:  No.  I mean, let me -- I would

5      say -- I would say is is that I assume we're all stipulating

6      to do this by Zoom.  I know some of the court reporters have

7      required it, consent.  To the extent a consent is required,

8      we have no objection and consent to doing a Zoom deposition.

9                MR. LEVIN:  I appreciate that.  Thank you.

10                MR. ELLISON:  Yup.

11                MR. LEVIN:  All right.  So I will dive right in.

12                REPORTER:  Do you solemnly swear or affirm that

13      the testimony you’re about to give shall be the whole truth? 

14                MS. LaPORTE:  I swear.

15                          SHANNON LaPORTE

16        having been called by the Defendant MDHHS and sworn:

17                            EXAMINATION

18 BY MR. LEVIN:

19 Q    So this a lawsuit regarding the Michigan Department of

20      Health and Human Services retention of blood spots.  So I'm

21      just going to start with what concerns do you have about the

22      Department of Health and Human Services retaining residual

23      dried blood spots?

24 A    All of the concerns?  What right do they have to take and

25      store mine and my kids' DNA without us having given
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1      permission.  What they're going to do with it.  What if

2      somebody broke in and took all of that information that I'd

3      never given permission to have.  There's a lot of concerns,

4      laundry list.

5 Q    Anything else specifically?

6 A    Not that I can think of other than what I've listed.

7 Q    What would you like to see happen to your children's blood

8      spots at the conclusion of this lawsuit?

9 A    I'd like them destroyed.

10 Q    Are you aware that you can direct the Department of Health

11      and Human Services to destroy the blood spots at any time?

12 A    Nope.

13 Q    You're not aware of that?

14 A    No.

15 Q    All right.  I am going to attempt to share my screen here

16      for just a moment.  Bear with me.  I am not going to share

17      my screen.  I do not have that ability.  

18 A    Describe it.

19                MR. ELLISON:  I think Pam can give you permission

20      by making you, like, a co-host or a host.

21                REPORTER:  Yeah.  Usually I just have a button

22      here I can click, but it's not -- it's not letting me do it.

23                THE WITNESS:  I can share my screen.

24                MR. LEVIN:  So I just have a one-page Word

25      document.  If I email that to you, is that something you can
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1      share?

2                REPORTER:  Me? 

3                MR. LEVIN:  Yes.

4                REPORTER:  Yes.  

5                MR. LEVIN:  All right.  Where should I send that?

6                (Off the record)  

7                (Reporter shares document via video) 

8 Q    All right.  Before we went off the record, I was asking if

9      you are aware that you have the ability to have your

10      children's blood spots destroyed at any time, and you

11      indicated you did not.  So I'm going to direct you now to -- 

12                MR. LEVIN:  I guess we'll mark this as Exhibit A,

13      and it's the residual newborn screening blood spot

14      directive.

15                (Deposition Exhibit A marked) 

16 Q    Have you ever seen this form before?

17 A    No.

18                MR. ELLISON:  Shannon, your internet left there.

19                THE WITNESS:  No.  Oh, sorry.  

20 A    No, I have not seen this one before.

21 Q    All right.  If you would just take a moment and review it

22      and let me know.  No rush, but let me know when you've had a

23      chance to look it over.  

24                (Witness reviews exhibit) 

25 A    Okay.  I've reviewed it.
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1 Q    Would you agree this form allows you to have your children's

2      blood spots destroyed?

3                MR. ELLISON:  Objection.  Calls for a legal

4      conclusion.  Go ahead and answer, Shannon.

5 A    Could you repeat the question?

6 Q    Sure.  So noting the objection, would you agree that

7      reviewing that -- after reviewing this form, it allows you

8      to have the department destroy your children's blood spots?

9 A    I don't agree with this form, so I'm going to say no.

10 Q    Why don't you agree with it?

11 A    Because this shouldn't even exist.

12 Q    But it -- strike that.  I'll rephrase.

13 A    Having not seen this form, and already having gone through a

14      situation where my children's DNA and blood spots were

15      taken, I do not agree with this form.

16 Q    So I understand you don't think the form is necessary.  Does

17      the form purport to allow you to have the blood destroyed?

18                MR. ELLISON:  Same objection, same objection.

19                MR. LEVIN:  Fair enough.

20 A    Can I say "same answer"?

21                MR. ELLISON:  Just answer the question as best you

22      can as Mr. Levin has put it to you.

23 A    Having never seen this form before -- 

24 Q    Would you like more time to -- 

25 A    I didn't know it exists.  I didn't know it existed, so it
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1      didn't do me any good until this point.  And if it didn't

2      exist when the blood spots were taken, what good does that

3      do me?  So now it's my burden to make sure that something I

4      didn't know happened can be destroyed.  So I'm going to go

5      with "no."

6 Q    So your position is that, no, this form does not allow you

7      to have blood spots destroyed?

8                MR. ELLISON:  Same objection.

9 A    I don't know it exists.

10                MR. LEVIN:  So that was same objection from Mr.

11      Ellison.  

12 Q    And just to clarify the record, if you could just repeat

13      your answer.

14 A    I didn't know it existed.  This form isn't relevant since

15      this information wasn't provided to me.

16 Q    It's been provided to you now, though.  So I'm going to

17      just -- I'll approach this a little bit differently.  Do you

18      see a little bit down it says, "I am a legal

19      representative"?

20 A    I do.

21 Q    Do you see the first box under that?

22 A    I do.

23 Q    Could you read that sentence for me?

24 A    "Signature of parent, guardian, or other legal

25      representatives."  
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1 Q    Sorry.  The little chat box above that.  

2 A    "Store but not use blood spots" -- sorry.  I'll repeat

3      myself.  

4                "Store but not use blood spots for research after

5           newborn screening is complete.  I understand that the

6           blood spots will be kept by the laboratory but not used

7           for research of any kind unless directed in writing by

8           me."  

9 Q    All right.  So if you could go two above that.  It starts,

10      "Destroy all remaining blood spots."

11 A    Okay.  

12                "Destroy all remaining blood spots.  I understand

13           that by checking this box, no blood spots will be

14           available  for any future use including medical,

15           identification, or research purposes."  

16 Q    Going forward, is that what you're seeking?

17 A    Yes.

18                MR. LEVIN:  All right.  That's all I need from

19      this form, so I think we can end the screen sharing at this

20      point.  Thank you.  

21                REPORTER:  Mr. Levin, it looks like you can screen

22      share now just in case you need to.

23                MR. LEVIN:  I can.  Thank you.  All right.  And

24      actually, I am going, I think, to do that.  If this will --

25      let's see how this looks.
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1                (Counsel shares document via video) 

2                MR. LEVIN:  Can you all see that?

3                MR. ELLISON:  Yes.

4                MR. KENNEDY:  Uh-huh (affirmative).

5 Q    Do you recognize this form?

6 A    No.  What's the date on that?  2/6 -- what?  '17, oh, my

7      goodness.  No.

8 Q    Do you -- strike that.  Let me start over.  

9                MR. ELLISON:  I'm going to step off screen for

10      just a moment, but I can still hear everything that's going

11      on.  So just go ahead and continue.  

12                MR. LEVIN:  Okay.  Thank you.

13                (Off the record interruption) 

14 A    Sorry.  I have children.

15 Q    That is all right.  That is all right.  All right.  I'm

16      going to direct you, I think first, to the signature on this

17      form.  Does that appear to be your signature?

18 A    It does.

19 Q    Do you recall ever seeing this form before?

20 A    The day I saw the form I was knocked out for a period of

21      time.

22 Q    Would you agree that the, "No, my baby's blood spots may not

23      be used for health research" box is checked?

24 A    Yeah.  And that goes right along with how I feel about it,

25      so I mean, that makes sense.  I just have no recollection of
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1      it.  

2 Q    So if your baby's blood spots are not being used for health

3      research, is that consistent with what you just said you

4      wanted?

5 A    Yes.

6                MR. ELLISON:  And, Aaron, can we agree that's

7      Exhibit 2?

8                MR. LEVIN:  I think I used A, so maybe it should

9      be B.

10                MR. ELLISON:  B.  Okay.  Very good.

11                MR. LEVIN:  Yes.  I will email this around as

12      well.  I can do that -- at the end of the day I can send all

13      of them, or I can send this one in just a few minutes.

14                MR. ELLISON:  No, that's fine.  End of the day is

15      fine, just as long as we're clear.  And then if you could

16      put, you know, something on it that just shows that was B. 

17      Just put a stamp or a -- you know, even a tech stamp,

18      whatever, just that we're clear when we get the email from

19      you.

20                MR. LEVIN:  Yeah.  I can do that ahead of time or

21      before I email it around or -- 

22                MR. ELLISON:  Yeah.  Don't do it right now.  Just

23      do it after the deposition is fine.

24                MR. LEVIN:  Great.  Of course.  

25                THE WITNESS:  This is way better than a court
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1      room.

2                MR. LEVIN:  Well, I'm glad we could at least

3      accommodate that.

4                (Deposition Exhibit B marked) 

5 Q    Do you recall if you were ever given an educational pamphlet

6      or brochure regarding the newborn screening program?

7 A    No, I don't believe I was.  I do not recall receiving one or

8      going over one or reading one.  I mean, I remember a lot of

9      things from the hospital.  Safe sleep, I could tell you the

10      whole spiel.  I have no recollection of newborn screening.

11 Q    Do you recall if you were ever given an educational pamphlet

12      or brochure explaining that residual blood spots may be

13      retained and used for medical research?

14 A    No.

15 Q    Do you know or recall if you have any files related to that

16      in your possession?

17 A    I don't.

18                MR. LEVIN:  I think that is all I have.  So I

19      will -- Jeremy or Phil, I don't know if there is a preferred

20      order.  I don't know if you have anything.  

21                MR. KENNEDY:  I have some questions.  Phil, if you

22      don't mind?

23                MR. ELLISON:  Go ahead, fantastic.

24                MR. KENNEDY:  All right.  Thank you.  Good

25      morning, Ms. LaPorte.  My name is Jeremy Kennedy.  I'm the

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-27, PageID.4504   Filed 04/05/21   Page 14 of 39



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SHANNON LAPORTE

Page 14

1      attorney for Dr. Antonio Yancey from the Michigan Neonatal

2      Biobank.  I just have a few questions for you.  

3                            EXAMINATION

4 BY MR. KENNEDY:

5 Q    So if you look at Exhibit B from -- Mr. Levin provided, it

6      said you did not consent to using the blood spots for

7      testing; correct?

8 A    Correct.

9 Q    Do you have any evidence, information, or documentation that

10      would indicate that your baby's blood spot cards are being

11      used for testing or research?

12 A    Do I have any documentation stating otherwise than what that

13      document says?  Is that what you're asking me?

14 Q    I'm asking if you have -- if you have anything that would

15      lead you to believe that the blood spot cards for your child

16      are being used other than -- are being used for research

17      contrary to what you requested?

18 A    I don't know.

19 Q    You don't know?

20 A    Don't know.

21 Q    But you don't have any evidence of that?

22 A    No, not that I know of.

23 Q    Okay.  Do you have any evidence that the biobank is -- has,

24      in any way, profited from your child's blood spot cards?

25 A    No, I don't.
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1 Q    Okay.  And you indicate that there is no use of the blood

2      spot cards that you would find acceptable; is that correct?

3 A    Correct.

4 Q    And until today, you were unaware that you could request the

5      destruction of the cards; correct?

6 A    Correct.

7 Q    Now, the signature on Exhibit B, you testified that is your

8      signature; correct?

9 A    That is my signature.

10 Q    And you don't recall signing that document?

11 A    Zero recollection of that.

12 Q    And it looks like it was signed the date your child was

13      born; is that correct?

14 A    That is correct.

15 Q    The birth of the child, was that natural delivery or

16      C-section?

17 A    C-section.

18 Q    C-section?  Did they put you out entirely, or did they give

19      you an epidural?

20 A    I don't get -- so it's more -- it's a direct tap.  It's not

21      an epidural, because those don't work for me.  I don't know

22      if it's spinal tap or -- not spinal tap, but I can't

23      remember the exact definition of what it's called.  But it

24      numbs the entire -- and it lasts for like 18 hours or

25      something.
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1 Q    Okay.  Were you ever unconscious?

2 A    Yes, for about two hours.

3 Q    Okay.  And for how long?

4 A    About two hours.

5 Q    Okay.  And was that a result of whatever medication they had

6      to give you for the C-section?

7 A    It was from the C-section and pain on top of -- so shortly

8      thereafter, after delivery.

9 Q    Okay.  And obviously I've never given birth, but my wife

10      just went through that less than two weeks ago and -- 

11 A    Oh, yeah.

12 Q    And I can understand it's a painful process.  So I do

13      sympathize.  But you don't recall if you signed that

14      document before the delivery, after the delivery or -- 

15 A    I have no idea.  

16 Q    Okay.

17 A    Part of the delivery was fairly quick, so I mean -- I don't

18      think I signed -- really just the consent to deliver.  I

19      mean, I don't think there was anything other than that in my

20      paperwork.  For that one I went into labor, and I had a

21      scheduled C-section, so they had to go a little quicker

22      because I was already in active labor.

23 Q    So was it an emergency section?

24 A    It wasn't considered an emergency scenario, but it was not a

25      standard procedure just because I was in active labor.
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1 Q    Sure.  Okay.  And just going back to what you -- one of your

2      concerns was the access to the DNA of your children.  Do you

3      have any information that would indicate that their -- any

4      of their genetic information has been accessed?

5 A    I don't.

6 Q    Okay.  And do you have any -- do you have any personal

7      knowledge of how the Michigan Neonatal Biobank operates?

8 A    I don't.

9 Q    You have no information about how it's funded; is that

10      correct?

11 A    Correct.

12 Q    And no information about any of its policies regarding the

13      dried blood spot cards; correct?

14 A    Correct.

15                MR. KENNEDY:  Thank you.  I have nothing further.

16                MR. ELLISON:  Shannon, I have a couple of

17      questions for you for the record.  And just for purposes

18      today, I, of course know the name of your children.  But

19      because of federal court rules, we have to refer to them by

20      initials.  Okay?  

21                THE WITNESS:  Okay.

22                            EXAMINATION

23 BY MR. ELLISON:

24 Q    The case here involves -- I'm going to call it "Infant M"

25      which is your child that was born in 2008.
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1 A    Okay.

2 Q    And also Infant E which was the one born in 2017.  Okay? 

3      And I don't mean any disrespect by that or to minimize it. 

4      It's just that's the way we have to do it for these types of

5      things.  Okay?

6 A    That's fine. 

7 Q    Today you've been asked about, and you were presented with a

8      copy of the document, Exhibit B, which was a card that

9      contains your signature.  And that one involves baby -- or

10      Infant E; correct?

11 A    Correct.

12 Q    Has anyone showed you any consent card or any information

13      today about Infant M?

14 A    No.

15 Q    Did you at any time -- I want to go through both those

16      children separately right now with you.  As for Infant M,

17      did anyone from the State of Michigan ever come up to you

18      and explain about the newborn screening process before

19      Baby M was born?

20 A    No.

21 Q    Did anyone provide you with the benefits and risks that are

22      involved with participating in or otherwise consenting to a

23      process that would involve the pricking of your child's foot

24      and taking the blood sample for testing?

25 A    No.
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1 Q    Did anyone from the State of Michigan or a state agent in

2      any way, whether it's the doctor or anybody else, go through

3      and explain the process by which the blood would be drawn

4      from your child's body?

5                MR. LEVIN:  I'm going to object just to relevance. 

6      That's been stricken, but -- 

7 Q    Go ahead.

8 A    No.

9 Q    Okay.  After the blood -- I'm going to ask you to assume

10      that the blood was drawn from your child's body and placed

11      on what are called blood spots on the Guthrie card.  A

12      Guthrie card, just so we're clear for both sides, is a

13      device that's used to collect the blood spots on a paper --

14      on a type of paper.  Okay?  After the blood spots were

15      extracted, did anyone from the State of Michigan or agent,

16      being a doctor or anybody else, explain to you what the

17      scope of the uses of those blood spots were going to be for

18      Infant M?

19 A    No.

20 Q    Did anyone ever tell you or explain to you that what would

21      happen to those blood spots after those blood spots were --

22      the testing on those were completed?

23 A    No.

24 Q    Did anyone ever explain to you what the Michigan Neonatal

25      Biobank was as to Infant M?
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1 A    No.

2 Q    Okay.  Did anyone ever explain to you about the scope of the

3      potential uses of your child's -- of Baby M -- or Infant M's

4      blood spots while they were being stored in the newborn --

5      or in the Michigan Neonatal Biobank?

6 A    No.

7 Q    Do you have any concerns about your child's medical privacy

8      right now assuming those blood spots are in the Michigan

9      Neonatal Biobank?

10 A    Yes.

11 Q    What are your medical privacy concerns for Infant M?

12 A    Well, I don't know the policies regarding who is holding on

13      to those samples.  I don't know what they have plans to do

14      with them.  I don't know what they can do with them.  I

15      don't know what rights we have as -- when you don't know

16      someone has something of yours, it's kind of hard to know

17      where you stand with rights.  So now that -- you know, I

18      don't have a clue what -- I just feel like we've been

19      violated completed.  Why is a piece of our DNA being stored

20      in a bank?  For what purpose?

21 Q    Would you object to the State of Michigan using your child's

22      DNA without your consent or knowledge?

23 A    Yes, I would object.

24 Q    And would you -- same objection for the Michigan Neonatal

25      Biobank?
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1 A    I would object to anybody using our DNA or blood spots for

2      research without permission.

3 Q    Okay.  And I'm not talking just research.  I'm talking for

4      any purpose that you -- 

5 A    For any purpose.  For any purpose.  For any purpose

6      whatsoever.  There is no purpose for my blood or my

7      children's blood to be used for anything.  

8 Q    Okay.  Were you ever provided the option to opt out or

9      otherwise decide you did not want to participate in either

10      the newborn medical screening or the storage of those blood

11      spots with the Michigan Neonatal Biobank before the blood

12      was extracted?

13 A    Not that I know of.

14 Q    Okay.  Were you given that option after the blood was

15      extracted?

16 A    No.

17                MR. ELLISON:  Aaron, can you put up Exhibit

18      Number B on the screen?

19                MR. LEVIN:  Yeah.

20                (Counsel shares document via video)

21                THE WITNESS:  Number B?  Is that what -- 

22                MR. ELLISON:  Yeah, letter B.

23                REPORTER:  And, I'm sorry.  What was your answer

24      to that last question?

25                MR. ELLISON:  Could you read back the question?
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1                (Playback of previous question)

2 A    No, not that I know of.

3 Q    Shannon, on your screen right now is a -- what has been

4      marked as Exhibit B for purposes of this deposition.  And

5      this is the card that involves Infant E; correct?

6 A    Correct. 

7 Q    And this would be your child that was born on February 6,

8      2017?

9 A    Correct.

10 Q    Okay.  Looking at this card right here -- and I know -- 

11                MR. ELLISON:  And maybe, Aaron, you can zoom -- if

12      you could zoom in a little bit so we could see the "X" a

13      little bit better?

14                MR. LEVIN:  Is that too much?

15                MR. ELLISON:  There you go.  That's a little

16      better.

17 Q    You've had time to review this Shannon, and can you tell me

18      if there is an option provided to you as a parent --

19      assuming this is the card that was presented to you -- that

20      would allow you to completely opt out of any storage of any

21      newborn -- of your newborn's blood?

22 A    No.

23                MR. LEVIN:  I can zoom in more if you need it.

24 Q    I'm looking in the box that's checked "no," the first bullet

25      point right below that does go on to say that -- 
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1 A    Oh, yeah.  "I must contact DHS if I do not want" -- "if I do

2      not want blood spots stored for any reason after newborn

3      screening."  I do see that on there.

4 Q    All right.  And in that right there is -- is that -- it does

5      say that blood spots will be stored forever but not used for

6      research.  Were you provided with any information about what

7      those blood spots would be used for, even though the fact

8      that you're saying "you don't want them to be used for

9      research"?

10 A    Repeat that again, please.

11 Q    Fair enough.  What I'm trying to understand here is I'm

12      looking at these options, and one of the options that is not

13      available to you is to opt out of the whole process

14      altogether; correct?

15 A    Correct.

16 Q    All right.  And this would be before any sort of blood spots

17      were being taken for any part of this program; correct?

18 A    I have no idea when they presented this card to me.

19                MR. ELLISON:  All right.  Aaron, I'm done with

20      that screen right there.  

21 Q    Same questions I want to go through real quickly, Shannon,

22      for Infant E.  Before you were -- before Infant E was born,

23      were you ever made contact or presented by an agent of the

24      state that explained the positives and the benefits and the

25      risks or potential harms of participating in the newborn
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1      screening program?

2 A    No.

3 Q    And I believe you testified earlier that you weren't

4      provided with any sort of pamphlet; correct?

5 A    No.  Not that I -- I have no pamphlet.  I have no pamphlet

6      in any of my paperwork.

7 Q    Okay.  And you did look at my request; correct?

8 A    Yeah.

9 Q    All right.  When the newborn -- at the time that you were in

10      the hospital and the baby was born, did anyone come to the

11      hospital and explain to you that they were going to be

12      extracting the blood spots from your child's foot for

13      medical testing and/or storage of the newborn -- or, excuse

14      me -- the Michigan Neonatal Biobank?

15 A    No.

16 Q    Same question but as to the time frame being after your

17      child was born?

18 A    Not -- no.  I was in the hospital for four days, and I have

19      no recollection of that at all.

20 Q    If you had known that the program would have included

21      turning over your child's blood spots for research --

22      whether it was for research or not, to the Michigan Neonatal

23      Biobank, would you have consented to that process?  I'm

24      sorry?  

25 A    No.
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1 Q    And that's true then?  That would be true then?

2 A    Yes; yes.  That would have been true always.

3 Q    And that would be true today?

4 A    Correct.

5 Q    Has anyone from the Michigan Neonatal Biobank sought

6      permission or consent from you to store your child's blood

7      within their custody or control?

8 A    Not that I know of.

9 Q    Okay.  Has Dr. Yancey or an agent of Dr. Yancey's ever

10      contacted you about storing your child's blood with your

11      consent at the Michigan Neonatal Biobank?

12 A    Nope.  Don't know who Dr. Yancey is.

13 Q    Has any paperwork that you've seen today or previously ever

14      even included the Michigan Neonatal Biobank?

15 A    Not that I recall.  Never heard of it before.

16 Q    Do you know of the relationship and the scope of

17      responsibilities between the State of Michigan and the

18      Michigan Neonatal Biobank?

19 A    No.

20 Q    As it stands today, do you know of any legal protections or

21      limitations on the use of your child's blood in the neonatal

22      biobank being under the custody and control of Dr. Yancey?

23 A    No.

24 Q    Does that concern you?

25 A    Yes.
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1 Q    And why does it concern you?

2 A    Because why does someone else have full control of my -- not

3      only mine, but my children's DNA and blood spots?  For what? 

4      That doesn't know -- there's so many reasons why it concerns

5      me, I can't -- there's so many reasons.  

6 Q    And if I -- I guess to cap out here, would your -- I mean,

7      obviously you've been presented today with Exhibit A, which

8      would allow -- a document that would allow for you to

9      destroy those blood spots going forward.  However, is it

10      your position today that your child's blood spots should

11      have never been in the position that they are today, and you

12      don't even need the use of that form?

13 A    Exactly.  That is my exact position.

14 Q    And do you feel that, to the extent that this violates your

15      rights in any way, you would like me to be -- as your

16      attorney, to be able to rectify and remedy those wrongs;

17      correct?

18 A    Correct.

19                MR. ELLISON:  I ave no further questions.

20                MR. LEVIN:  I have a few just briefly.

21                            EXAMINATION

22 BY MR. LEVIN:

23 Q    So you testified that around the time of the birth of any of

24      your children, nobody informed you about the newborn

25      screening program or any of the related research uses.  Do

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-27, PageID.4517   Filed 04/05/21   Page 27 of 39



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SHANNON LAPORTE

Page 27

1      you remember that that did not happen, or do you not recall

2      that it may have happened?  Does that make -- 

3 A    I have no memory of any of that happening.  They give you a

4      lot of information when you go to have a human.  They give

5      you a lot, a lot, and there's a lot of things happening

6      during that time.  So I have no -- I could not tell you -- 

7                THE WITNESS:  -- as my internet -- can you hear

8      me?

9                MR. ELLISON:  Yeah.

10                MR. LEVIN:  Yeah, we can hear you now.

11 A    I have no memory of any newborn screening program.  I have

12      memory of safe sleep and safe feeding habits and how to make

13      them latch.  I have nothing for you on a newborn screening

14      program.  I have no recollection of that, and I have three

15      children.

16                MR. LEVIN:  I think that's all I have.

17                MR. KENNEDY:  Just a couple brief questions.

18                            EXAMINATION

19 BY MR. KENNEDY:

20 Q    Ms. LaPorte, when did you -- you've testified you don't

21      recall anything from when you were in the hospital with any

22      of your children about the dried -- the heel prick and the

23      dried blood spot cards.  When did you first find out about

24      the dried blood spot cards and that your children had blood

25      spots being stored?
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1 A    I think it was a random -- you know, I don't really know.

2 Q    Okay.  Do you recall where you -- how you heard about this?

3 A    I don't.

4 Q    Did you ever contact anybody to find out more information

5      about the program?

6 A    I mentioned something to one of my doctors, but she didn't

7      really seem to know much either.  And that's -- it just kind

8      of ended there.

9 Q    Never contacted anybody from the State of Michigan

10      Department of Health and Human Services?

11 A    No.

12 Q    Never did any research to see what the biobank was?

13 A    I didn't know it was a biobank.

14 Q    You hadn't heard of them -- when did you first hear about

15      the biobank?

16 A    During this process.

17 Q    Okay.  And you didn't know what the state could do with the

18      dried blood spot cards?

19 A    I still don't.

20 Q    Have you ever done any research to find that out?

21 A    I mean, it's very limited what I can find unless I know

22      somebody that works there that knows the things.  Because

23      that stuff is not just posted.  I mean, there's very little

24      information available online.  

25 Q    And it's your testimony that if Exhibit A, the form that was
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1      provided, allows you to have the dried blood spot card

2      destroyed, you're not willing to sign that form?  Did I

3      understand that correctly?

4 A    I didn't say that.

5 Q    Okay.  Well, then if the form that was provided as Exhibit A

6      allows you to have the dried blood spot cards for you and/or

7      your children destroyed, would you?

8 A    I would.

9 Q    Okay.  And this is the first time you've heard of that form

10      today?

11 A    Today, yes.

12 Q    Did you ever make any requests to see if there was a way,

13      short of filing a lawsuit, you could have the dried blood

14      spot cards destroyed?

15 A    No.  I shouldn't have to go through that.  I shouldn't have

16      to go through that work.  Why is that my burden?  Why -- why

17      when -- I'm in such a state -- I mean, there's a lot of

18      times when it would be a good time to inquire about whether

19      or not someone could take my newborn's blood sample.  During

20      the frills of delivery and birth is not the best time.

21 Q    You're misunderstanding the question.  I'm not asking about

22      when the baby is being born.  I mean at any point after

23      that.

24 A    I don't think I should have to -- that burden shouldn't be

25      placed on me.  The option should be given to me the moment
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1      that -- option for it to happen, happens to begin with.

2 Q    Do you object to the state testing your child to see if they

3      have any sort of -- any of the conditions that could be

4      detected through the newborn screening process?

5 A    Okay.  But -- no.  I don't have any objections to the

6      testing.  I have objections to the storing.  There should be

7      no storing or testing for diseases and things.  And we know

8      if we have it; we don't, we don't.  Then (inaudible) sample. 

9      That's it.

10 Q    Now, you understand that these tests have to be calibrated;

11      correct?

12                MR. ELLISON:  Objection; lack of foundation.

13 Q    Are you aware that these -- 

14 A    I don't understand the question.  You can say -- you say

15      "calibrated," but that could be used in a variety of

16      different scenarios and mean different things.  

17 Q    You're aware that these tests have -- are you aware that

18      these tests have to be able to be replicated?

19 A    No.

20 Q    You're not?

21 A    How many times replicated?  Where is that?  Where is that in

22      my information that I'm receiving?

23 Q    Are you aware that they have to make sure -- that when the

24      state and hospitals do the screening test, they have to make

25      sure that the tests that they're performing are still
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1      accurate?

2 A    That seems like a back-ended question.  Could you repeat

3      that?

4 Q    If you are screening for various genetic diseases, chronic

5      conditions -- 

6 A    Okay.

7 Q    -- you have to make sure that those tests that they're

8      performing are accurate; correct?

9 A    So under that assumption, they get to keep the sample and

10      retest it over and over and over and over again?

11 Q    You have to keep these -- you want to make sure these tests

12      are accurate; correct?

13 A    Yeah, I would want the tests to be accurate.

14 Q    Good.  So in order to make sure the tests are accurate,

15      you'd have to be able to calibrate those tests from time to

16      time.  Would that be correct?

17                MR. ELLISON:  Objection; lack of foundation.

18 Q    You have to make sure the tests are, in fact, still

19      accurate?

20                MR. ELLISON:  Same objection.

21 A    I would want the tests to be accurate, but by means -- the

22      means in which they are doing so, I don't believe is

23      accurate.  I believe there is a different way.

24 Q    What would that way be?

25 A    I'm not a scientist, sir.
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1 Q    Well, you just said there's a different way.

2 A    I believe there is a different way.  I don't believe storing

3      our blood samples forever and always to calibrate your test

4      is the way to do it without out knowledge of you doing it.

5 Q    But you have no information that your -- that any -- either

6      your or your children's blood spots are being used in any

7      way contrary to what the paperwork you signed says; correct?

8 A    Correct.  Now I'm concerned about how they're being used for

9      re-calibration.  

10                MR. KENNEDY:  Thank you.  I have nothing further.

11                MR. ELLISON:  If I may ask just one more question.

12                            EXAMINATION

13 BY MR. ELLISON:

14 Q    Shannon, what do you do for a living?

15 A    I work in marketing and merchandising for various companies

16      to better their products, and I write reviews and speak with

17      a lot of different people.

18 Q    You're not a medical scientist or a medical researcher?

19 A    (No verbal response)

20 Q    I'm sorry?

21 A    No, unfortunately; no.

22 Q    Do you have any degrees in science or biology or genetics in

23      any way?

24 A    No.

25                MR. ELLISON:  Thank you very much?  Unless there's
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1      any other questions?

2                MR. LEVIN:  No, that's all I have.

3                MR. ELLISON:  All right.  Very good.  Shannon,

4      thank you so much today.

5                (Deposition concluded at 11:46 a.m.)
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                        STATE OF MICHIGAN

                   EASTERN DISTRICT OF MICHIGAN

                        NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,

          Plaintiffs,

v                                   File No. 18-cv-10472

                                    HON. THOMAS L. LUDINGTON
                                    MAG. JUDGE PATRICIA T. MORRIS
MICHIGAN DEPARTMENT OF HEALTH 
AND HUMAN SERVICES, et al,

          Defendants.

                             /

                  DEPOSITION OF LYNETTE WIEGAND

     Taken by the Defendants on the 7th day of January, 2021, via

     Zoom, 10:00 a.m. 

APPEARANCES:

For the Plaintiffs:      MR. PHILIP LEE ELLISON (P74117)
                         Outside Legal Counsel, PLC
                         PO Box 107
                         Hemlock, Michigan 48636
                         (989) 642-0055

For the Defendant        MR. AARON WARREN LEVIN (P81310)
Michigan Department      Michigan Department of Attorney General
of Health and Human      PO Box 30736
Services:                525 Ottawa Street
                         Lansing, Michigan 48909
                         (517) 335-7632
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Michigan Neonatal        Pear Sperling Eggan & Daniel, PC

2 BioBank and Dr. Yancy:   24 Frank Lloyd Wright Drive, Suite D2000
                         Domino's Farms

3                          Ann Arbor, Michigan 48105
                         (734) 665-4441

4

5

6 RECORDED BY:             Stacey M. Seals, CER 7908
                         Certified Electronic Recorder

7                          Network Reporting Corporation
                         Firm Registration Number 8151  
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1                Via Zoom

2                Thursday, January 7, 2021 - 10:03 a.m. 

3                (Deposition Exhibits A through E marked) 

4                MR. LEVIN:  Good morning.  My name is Aaron Levin. 

5      I am the attorney representing the group of Defendants that

6      work for the Department of Health and Human Services, so

7      that's Director Gordon -- Director Robert Gordon, Dr. Sandip

8      Shah, Dr. Sarah Lyon-Callo and Mary Kleyn.  I think that's

9      the group. 

10                So I don't know if you've attended or been a part

11      of a deposition before, just there's a couple things I'll

12      run through real quick and then we'll get going.  We're

13      being recorded, that means just a couple of things.  One, we

14      will all do our best not to talk over each other, that will

15      keep the transcript clear and everybody happy.  It means we

16      need to just all try to use "yes" and "no" instead of

17      "uh-huh" and "unh-unh," because those don't come up in

18      writing very clearly.  And we'll jump in and mention that if

19      any of start doing that.  And what other preliminary things? 

20      Oh, yeah, so I think the three of us are going to ask you

21      questions.  You may hear somebody object, in general after

22      an objection you'll still answer the question but we'll let

23      you know as that arises.  If anything else comes up we will

24      let you know, preliminarily that's all that's coming to my

25      head right now.  So -- I think I'm forgetting one thing, but
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1      we'll get it when it comes up.  So with -- oh, if a question

2      doesn't make sense, feel free to let us know, ask us to

3      rephrase.  If you don't know the answer that is perfectly

4      acceptable, you can just answer "I don't know" and we can

5      either ask it again or just move on.  That may have been the

6      thing I was forgetting.  So now we will jump in.

7                REPORTER:  Do you solemnly swear or affirm the

8      testimony you’re about to give will be the whole truth? 

9                MS. WIEGAND:  Yes.

10                          LYNETTE WIEGAND

11 having been called by the Defendant Michigan Department of Health

12                   and Human Services and sworn:

13                            EXAMINATION

14  BY MR. LEVIN:

15  Q   So you are the Plaintiff in a lawsuit that was filed

16      regarding the Michigan newborn screening program.  So my

17      first question is when did you first find out about the

18      newborn screening program?

19  A   That would have been mentioned -- I don't know exactly which

20      appointment.  

21  Q   An appointment for what?

22  A   I'm -- at the hospital is when -- well, I know newborn

23      screening was at the hospital because that was the 24 hour

24      screening.

25  Q   So it was at the hospital around the time -- or what were
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1      you at the hospital for?  Let me ask it that way.

2  A   Delivery.

3  Q   Was this before delivery, if you remember?

4  A   No.

5  Q   So it was after delivery?

6  A   Yes.

7  Q   Do you remember how you -- so it was at the hospital, do you

8      remember specifically how you were informed?

9  A   It was when they came to do the foot prick that they said

10      that -- yes, at the hospital when they came to do the foot

11      prick they said they were doing the 24 hour newborn

12      screening that everybody has done.

13  Q   So it was hospital staff that informed you?

14  A   Yes.

15  Q   Do you recall how you found out about what I'm referring to,

16      just for this conversation as the biotrust program?  So let

17      me rephrase.  Are you familiar with the term "the biotrust

18      program"?

19  A   No.

20  Q   Are you familiar with the Department of Health and Human

21      Services program that allows for the storage and possible

22      use for research purposes of retained dried blood spots

23      following newborn screening?

24  A   No.

25  Q   Are you aware that the Department of Health and Human
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1      Services retains blood spots following newborn screening?

2  A   After everything was mentioned that's when I became aware of

3      it; after the lawsuit was brought up, that's when I became

4      aware of it.  But I was not aware of it before this.  

5  Q   So prior to filing the lawsuit, were you aware that the

6      State retains blood spots?

7  A   No.

8  Q   So you only became aware of what I'm calling the biotrust

9      program, that blood spots may be used for medical research,

10      after filing this lawsuit?

11  A   Yes.

12  Q   So how did you find out about that portion of -- let me

13      rephrase.  How did you find out that blood spots are

14      retained after newborn screening?

15  A   That I don't remember; I don't remember.

16  Q   Fair enough.  So after learning about the newborn screening

17      program and prior to filing this lawsuit, did you do any

18      independent research about the newborn screening program? 

19  A   No.

20  Q   You didn't look around online or anything?

21  A   Not -- not -- no.  I've been a little busy.  

22  Q   Did you ever contact the Department of Health and Human

23      Services?

24  A   No.

25  Q   And I guess I should say specifically contact them regarding
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1      this program.

2  A   No.

3  Q   Have you done any of that after filing the lawsuit?  I say

4      "any of that," any research after filing the lawsuit?

5  A   No.

6  Q   So I guess I'll ask this this way:  If you were not aware

7      that the State retained blood spots prior to filing this

8      lawsuit, why did you file this lawsuit?

9  A   Because I should know -- like, I should have the right to

10      know or have the option of having my child's blood stored,

11      because if -- like for me personally I wouldn't want it

12      stored.

13  Q   So I guess let me ask this a little bit differently because

14      that isn't exactly what I'm asking.  You said earlier you

15      were not aware that spots were stored until after you filed

16      the lawsuit.  So at the time of filing the lawsuit was your

17      concern only the heel prick test?

18  A   No.

19  Q   What other concerns did you have at the time of filing?

20  A   It's just any blood that's taken should not be stored

21      without any information being -- 

22  Q   So I understand that issue as we sit here today, but you

23      indicated that in -- I think it was approximately February

24      2018, when the lawsuit was filed, you were not aware that

25      blood spots were stored.  So my question is what was the
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1      problem at that time?  To the best of your memory. 

2  A   What was the problem with it being stored?

3  Q   Well, you've said you didn't know at the time that it was

4      stored.  

5  A   Right.

6  Q   So what was the basis for the lawsuit if you were unaware

7      that blood spots were stored at that time?

8  A   I should have been aware of it.  

9  Q   So are you telling me that you filed a lawsuit that you

10      should have known something that at the time you filed the

11      lawsuit you did not know?

12  A   (No verbal response) 

13  Q   Did that make sense?  I think we've lost each other a little

14      bit here.  

15                MR. ELLISON:  Do you mind if I add some clarity

16      here, Aaron, because I think -- 

17                MR. LEVIN:  Sure.  

18                MR. ELLISON:  Lynette, when he's talking about

19      filing the lawsuit he's talking about when I physically

20      filed the lawsuit.  Right?    

21                THE WITNESS:  Okay.  

22                MR. ELLISON:  Do you recall there was conversation

23      we had prior to filing the lawsuit about the newborn

24      screening program?

25                THE WITNESS:  Right.  
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1                MR. ELLISON:  What he's asking about is is that

2      he's trying to learn when did you come about and learn about

3      the newborn screening program and the biotrust program, and

4      he's talking about the date of filing was after you and I

5      spoke and we talked about this; correct?

6                THE WITNESS:  Yes.  

7                MR. ELLISON:  And I guess what he's trying to

8      understand -- he's using the date of filing as the line of

9      demarcation right now; right?  And his question earlier was

10      did you know about the program before I physically filed the

11      lawsuit on your behalf.  

12                THE WITNESS:  Oh.  Okay. 

13                MR. ELLISON:  Okay?  I can see the confusion here

14      on my end.  Okay?  So to be clear, what he's trying to -- he

15      wants to make sure he's clear with you, you knew about the

16      program before I filed the lawsuit on your behalf; right?

17                THE WITNESS:  Yes.  

18                MR. ELLISON:  He wants to know when -- before

19      filing the lawsuit when did you first learn about the

20      newborn screening program and the biotrust program and the

21      blood program.

22  A   I don't know the exact date, so -- 

23                MR. ELLISON:  So when we're talking about filing

24      the lawsuit, he's talking about when -- not when you

25      necessarily but when I filed the lawsuit on your behalf. 
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1      Does that clear up the time line for you?

2                THE WITNESS:  Yeah.  

3                MR. ELLISON:  Okay.  Aaron, that's where I

4      think -- you're using lawyer language and she's not a

5      lawyer, so -- 

6                MR. LEVIN:  Okay.  Thank you.

7  Q   With that in mind, prior to your attorney filing the lawsuit

8      in I believe it was February 2018 -- so you already

9      indicated prior to that you learned about the newborn

10      screening program, by which I'm referring specifically to

11      the heel prick test, at the hospital from hospital staff?

12  A   (Nodding head in affirmative) 

13  Q   I guess first question, is that all still correct?

14  A   Yes.

15  Q   So with all of that background in mind, when did you first

16      learn about the State or -- yeah, the Department of Health

17      and Human Services retaining blood spots?

18  A   That would have been when Phil and I have talked is when I

19      learned that they retained it.

20  Q   So it would have been it sounds like shortly before your

21      attorney filed a lawsuit?

22  A   Correct.

23  Q   And then I was asking if -- 

24  A   (inaudible)

25  Q   I'm sorry?  Go ahead.  
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1  A   Yes, go ahead.  No, that's okay.  

2  Q   So then I was also asking if prior to your attorney filing

3      the lawsuit did you do any research regarding any aspect of

4      either the newborn screening program or separately the

5      biotrust retention program?

6  A   I did a little bit, yes.

7  Q   How did you do that?

8  A   Online.

9  Q   Do you remember what you were looking into at that time, if

10      it was the testing portion or the retention portion or both,

11      or neither?

12  A   I don't remember exactly.

13  Q   Okay.  Do you remember if you ever contacted the Department

14      of Health and Human Services?

15  A   No, I did not.

16  Q   You remember that you did not?

17  A   Correct.

18  Q   Have you done any additional research or contacted the

19      Department after the lawsuit was filed by your attorney?

20  A   No.

21  Q   What concerns do you have about the Department of Health and

22      Human Services retaining blood spots?

23  A   That they are withholding -- how do I want to word it? 

24      They're withholding the -- like they can hold that but then

25      they have no way of using regulations of who's going to get
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1      a hold of that blood and, you know, who's going to use that

2      blood for what.  It -- 

3  Q   Did you ever -- I'm sorry.  Go ahead.  

4  A   So there's no regulations on what's going to be done with

5      that blood.

6  Q   Have you done any research into what regulations or privacy

7      protections may exist?

8  A   A little bit.

9  Q   What have you found?

10  A   I don't have all my stuff here right now.

11  Q   Just to the best of your memory.

12  A   I don't know right now.

13  Q   Do you recall if you found that there are any privacy

14      protections in place from the Department?

15  A   I don't know.

16  Q   What are you hoping happens to your children's blood spots

17      at the conclusion of this lawsuit?

18                MR. ELLISON:  Objection; calls for a legal

19      conclusion.  But go ahead, Lynette, and answer.

20  A   Discarded.

21  Q   So you would like to see your children's blood spots

22      destroyed?

23  A   Correct.

24  Q   Are you aware that the Department of Health and Human

25      Services will destroy your blood spots on request?
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1  A   Yes.  

2  Q   So I am going to -- yes, I can share my screen and I am

3      going to show you some documents.  

4                MR. LEVIN:  Bear with me.  

5                (Counsel shares document on screen)

6  Q   I don't know if -- I tried to share my screen.  Can you see

7      that?  

8  A   Yes.  

9  Q   I am going to -- I'm going to try to get the whole page

10      visible.  Can you see that whole page?  

11                MR. ELLISON:  Aaron, before you go into this I

12      have an objection to this, to you producing this.  

13                MR. LEVIN:  Okay.  

14                MR. ELLISON:  I don't want to give a speaking

15      objection as to what my concern is because my concern may

16      affect the question.  So if you would permit me I'd like to

17      make the objection, you ask about it and I can explain why. 

18      Unless you want me to go ahead?  Because I'm afraid I'll be

19      tipping the witness to my concern.  

20                MR. LEVIN:  No, that's fine.  We can do it that

21      way. 

22                MR. ELLISON:  Which way?  

23                MR. LEVIN:  I can ask some questions first and

24      note that you have an objection and we can hash it out

25      later.
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1                MR. ELLISON:  Okay.  Very good.  

2                MR. LEVIN:  I'm okay with that.  

3                MR. ELLISON:  Okay.  Go ahead then.

4  Q   Have you seen this form before?

5  A   No.

6  Q   Then I'm going to ask you to just take a minute, however

7      long you need, please review the form and let me know when

8      you've had a chance to read it.  And let me know if you need

9      me to zoom in or out or anything.  

10                (Witness reviews exhibit) 

11  A   Okay.

12  Q   So you indicated you were aware that you could have your

13      children's blood spots destroyed, but you've never seen this

14      form before?

15  A   That's not what I said.

16  Q   I'll break that down and I'll ask two questions.

17  A   (inaudible)

18                MR. ELLISON:  Lynette, make sure that -- I'm just

19      going to direct you.  I know we're struggling with the

20      Internet world but make sure you give a pause to when these

21      guys are talking one at a time so that we can get it on the

22      record.  Okay?  

23                THE WITNESS:  Oh, sorry. 

24                MR. ELLISON:  No problem.  Don't worry about it.  

25                THE WITNESS:  Yeah, sorry.  
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1                MR. ELLISON:  It's just we do that occasionally. 

2      Go ahead, Aaron.  I apologize, go ahead.

3  Q   So I asked earlier if you are aware that you may request

4      that the Department of Health and Human Services destroy

5      your children's blood spots.  I was under the impression you

6      answered that you were aware; is that correct?

7  A   I wasn't aware I thought.  

8  Q   Okay.  So you -- 

9  A   I wasn't -- 

10  Q   So as we sit here today it would be new information for you

11      that you may request the Department of Health and Human

12      Services destroy your children's blood spots?

13  A   Correct.

14  Q   So you've had a chance to read this form?

15  A   Yes.

16  Q   So I suspect there's an objection coming to this question so

17      we'll all talk a little bit slowly.  Having reviewed this

18      form, does it appear that if you were to fill this out you

19      could have your children's blood spots destroyed?

20                MR. ELLISON:  Lynette, I'm going to object on the

21      basis that it calls for a legal conclusion, and I'm also

22      going to place my objection from earlier that this form was

23      not available and nor was it made available to the witness

24      prior to because it was -- the last revision on this was

25      February of 2019, after this lawsuit had been commenced.  So

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-28, PageID.4546   Filed 04/05/21   Page 17 of 54



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF LYNETTE WIEGAND

Page 17

1      this question is irrelevant and lacks foundation.  

2  Q   With all of that being said, please still answer the

3      question. 

4                MR. ELLISON:  Yup, go ahead, Lynette, you may

5      answer.

6  A   Okay.  Sorry.  Can you repeat the question now?  Sorry.

7  Q   I can.  

8                MR. LEVIN:  And I'll just note that those

9      objections have been made and are continuing into this

10      question so that we're not stopping and doing that again.

11  Q   So having had the opportunity to review this form, does it

12      appear that if you were to fill out this form today you

13      could have the Department of Health and Human Services

14      destroy your children's blood spots?

15  A   Yes.

16  Q   Have you requested the destruction of your children's blood

17      spots?

18  A   No.

19                MR. LEVIN:  So this is -- I think just for the

20      attorneys maybe, it's marked Exhibit A.  I've got one

21      document right now with all my exhibits and they're all

22      marked a little bit differently on the bottom.  So I am

23      going to scroll down to my next one and I'll just send this

24      around to everybody.  But I'm going to move now to what I've

25      marked as Exhibit B. 

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-28, PageID.4547   Filed 04/05/21   Page 18 of 54



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF LYNETTE WIEGAND

Page 18

1                (Counsel shares document on screen)

2  Q   Can you see that?  

3  A   Yes.

4  Q   Do you need me to zoom in?  It looked like you were leaning

5      a little bit closer to your screen.

6  A   No, I'm okay.  

7  Q   So take a minute and review this for me, please, and let me

8      know when you're done.  

9                (Witness reviews exhibit) 

10  A   Okay.  

11  Q   Have you seen this before?  

12  A   Obviously but I don't remember.

13  Q   You say "obviously," why obviously?

14  A   It's my signature.

15  Q   So that is your signature at the bottom -- or towards the

16      bottom?

17  A   Yes.

18  Q   Do you see in the top left, does it say "Michigan BioTrust

19      for Health"?  

20  A   Yes.

21  Q   And you've acknowledged that's your signature, you have no

22      reason to dispute that that's not your signature?

23  A   Correct. 

24  Q   I'm going to move now to my next exhibit, which I've marked

25      C.  
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1                (Counsel shares document on screen)

2  Q   And if you could read this and let me know when you're done.

3                (Witness reviews exhibit) 

4  A   Yes.

5  Q   Do you recognize this?

6  A   Yes.

7  Q   Does that appear to be your signature on the form?

8  A   Yes.

9  Q   Does this one also say "Michigan BioTrust for Health"

10      towards the top on the left?

11  A   Yes.

12  Q   I'm going to move now to my next exhibit, which I've marked

13      D.  

14                (Counsel shares document on screen)

15  Q   And if you could also take a moment to review this and let

16      me know when you're done.  

17                (Witness reviews exhibit) 

18  A   Yes.

19  Q   Do you recognize this form?

20  A   I recognize the signature.  

21  Q   Is it your signature?

22  A   Yes.

23  Q   Does this form also say "Michigan BioTrust for Health" on

24      it?

25  A   Yes.
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1  Q   So on this form -- yeah, this form looks a little bit

2      different from the last two.  In the middle are there two

3      boxes, one that says, "Yes, my baby's blood spots may be

4      used for health research" and one that says, "No, they may

5      not be used for research"?

6  A   Yes.  

7                MR. ELLISON:  I'm going to object to the

8      statement, it does not accurately reflect the wording that's

9      on the form.  

10                MR. LEVIN:  I did paraphrase the second box. 

11                MR. ELLISON:  Fair enough.  As long as we

12      recognize that I'm okay with that.  

13                MR. LEVIN:  Yes, I paraphrased the second box.  I

14      will be more technical if I do this again.

15  Q   But in general there are two boxes, one says "yes" one says

16      "no"?

17  A   Correct.  

18                MR. ELLISON:  Same objection.  

19                MR. LEVIN:  Same objection, fair enough.

20  Q   Can we agree that there's an "X" in the box next to -- and

21      now I'm reading it -- "Yes, my baby's blood spots may be

22      used for health research.  This applies to all blood spots

23      collected for newborn screening"?

24  A   Yes.

25  Q   And I'm not sure I asked it for this form, no reason to
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1      dispute that that's not your signature -- or that is your

2      signature?  Sorry.  Let me rephrase.  Do you have any reason

3      to dispute that that is your signature?

4  A   No.

5  Q   I have one more exhibit, I've marked it E.  

6                (Counsel shares document on screen)

7  Q   Please review this one.  And I'm going to zoom in a little

8      bit because I can't see it.  Let me know if that messes with

9      your ability to read it.  Please let me know when you've had

10      the chance to review it.

11                (Witness reviews exhibit) 

12  A   Correct; yes.

13  Q   All right.  So let's start again with the signature.  Does

14      that appear to be your signature?

15  A   Yes.

16  Q   Do you have any reason to dispute that that is your

17      signature?

18  A   No.

19  Q   I may need to zoom in, but does it appear as well on the top

20      of this form that it says "Michigan BioTrust for Health"?

21  A   Yes.

22  Q   Can you see it -- sorry, I was talking over you.

23  A   Yes, I can.  I zoomed in.

24  Q   So this one also has two check boxes, they're much wordier

25      than the last one so I'm going to speak in -- I'm going to
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1      read just the bold face at the top of each box and not the

2      entire box.  Does the top portion of the form have a check

3      box next to -- and this is just the box that I'm asking

4      about -- "Yes, my baby's blood spots may be used for health

5      research through the BioTrust"?  

6  A   Correct.

7  Q   And then lower it has one next to, "No, my baby's blood

8      spots may not be used for health research"?  

9  A   Correct.

10  Q   Is there an "X" next to the -- or inside the box next to,

11      "No, my baby's blood spots may not be used for health

12      research"?  

13  A   Yes.

14  Q   So we've looked at these four documents -- so let me ask it

15      this way:  Do you have any reason to believe that your

16      children's blood spots have been used for any purpose by the

17      Department of Health and Human Services?

18  A   I don't know.  

19                MR. KENNEDY:  Aaron -- 

20                MR. LEVIN:  Do you want us to pause for five

21      minutes?  

22                MR. KENNEDY:  If that's okay.  

23                MR. LEVIN:  Yeah; yeah, that's fine.  

24                MR. KENNEDY:  Great.  Thank you.  

25                MR. LEVIN:  So we will take a short break.   
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1                (Off the record) 

2  Q   So I'm going to go -- I should have asked this earlier, so

3      we're going to go a little bit out of order.  The other

4      thing with depositions is sometimes we ask silly questions

5      because we want to have it in writing.  So bear with me. 

6      How many children do you have?

7  A   Four.

8  Q   So you indicated at the beginning that hospital staff -- let

9      me rephrase that.  You indicated that around the time of

10      delivery hospital staff informed you about the newborn

11      screening program.  Do you recall if that was around the

12      time of delivery of your oldest child?

13  A   Yes.  It was when they came in just to do the -- collect the

14      blood though.

15  Q   But it was your oldest child?

16  A   Yes.

17  Q   So now I'm going to go back to -- we looked at four forms

18      before our break.  I think -- the parties I think generally

19      disagree over what effect these forms should be given.  I am

20      going to call these forms, just as a group, consent forms. 

21      So we had the chance to review those?   

22                MR. ELLISON:  Are you asking me or Lynette?

23  Q   I'm sorry.  Ms. Wiegand.  

24                MR. ELLISON:  Lynette, I think what he's asking is

25      we just -- those forms we're talking about, he's calling
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1      those the "consent forms."  Okay?  

2                THE WITNESS:  Oh.  

3                MR. ELLISON:  Do you understand that?

4                THE WITNESS:  Oh.  Yes.  

5                MR. ELLISON:  Okay.

6  Q   Is my screen still sharing?

7  A   No.  

8  Q   Okay.  Let me try that again.

9                (Counsel shares document on screen)

10  Q   How about now?

11  A   Yes.

12  Q   So before we went off for a couple of minutes I believe my

13      question was do you have any evidence that your children's

14      blood spots have been used for any purpose by the Michigan

15      Department of Health and Human Services?

16  A   No.

17  Q   Do you have any evidence that your children's blood spots

18      have been used by anyone else?

19  A   No.  

20  Q   So I'm going to go back to my Exhibit B, which you should be

21      able to see right now, it should have a little "B" on the

22      bottom right.  

23  A   Yes.

24  Q   Have you had the chance to review this form?

25  A   Yes.
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1  Q   Do you have any reason to believe that -- so I'm going to

2      draw your attention to the date on this form, and I'm trying

3      very carefully to be a little bit vague when I refer to your

4      children.  But do you have any reason to -- 

5                MR. ELLISON:  Aaron, just for the record, I did

6      explain to her about the Rule 17 issues with Federal Court

7      so she's aware of that, so -- 

8                MR. LEVIN:  Okay.  Thank you.  

9  Q   So based on the -- I'm still thinking about how I want to

10      ask this question.  Sorry.  Do you have any reason to

11      believe that the blood spots referred to by this Exhibit B

12      form have been used contrary to what it says on this form? 

13      Does that make sense?

14  A   Can you repeat that?

15  Q   Sure.  So based on the date on this form I will tell you

16      that it appears to me that this form is in reference to the

17      blood spots retained from one of your children born on or

18      about, or approximately, November 22nd, 2011.  My

19      question -- 

20  A   Correct.

21  Q   -- do you have any reason to believe that the blood spots

22      retained from this birth have been used in any way not

23      directed by this form -- or not authorized by what this form

24      says?  I expect there's going to be an objection, but in any

25      way not authorized by what this form says?
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1                MR. ELLISON:  Lynette, I'm going to object on the

2      basis that the question is asking for a legal conclusion

3      asking about authorization of what this form provides for,

4      which goes to the heart of this case.  But, Lynette, answer

5      him as best you can.

6  A   Can I say I don't know?  Because I'm confused.  

7  Q   I'll try again.

8  A   Sorry.

9  Q   No that's all right; that's all right.  I will try again. 

10      So let's try it this way -- I think I'll just ask it again

11      with the objection noted and continuing.  Do you have any

12      reason to believe that the blood spots this form references

13      have been used for any purpose?

14  A   I don't know.

15  Q   Why don't you know?

16  A   I don't know if they have been used.

17  Q   Do you have reason to think they have been?

18  A   How would I know if they have been used?

19  Q   So other than the possibility existing, have you seen

20      anything, reviewed anything, been given any reason to think

21      that they've been used?

22  A   I haven't been contacted, if that's what you're asking.

23  Q   That's not what I'm asking.  Do you have any reason sitting

24      here today to believe other than the possibility existing

25      that they've been used?
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1  A   I don't know.  

2  Q   Do you not know because you've been given no indication --

3      or you've seen no indication that they have been?

4  A   Like until I know something has been done there's always

5      going to be that "if."  

6  Q   So I understand there's if, I'm asking if you've seen

7      anything more specific than the possibility existing?

8  A   I have not.

9  Q   Okay.  Looking at Exhibit B -- and again noting the

10      objection -- is that consistent with this form?

11  A   Is what?

12  Q   I'll try another way.

13  A   Sorry.  

14  Q   All right.  I'm going to move away from the forms for a

15      moment because I don't think we necessarily need that right

16      now.  So moving away from the documents.  Do you have any

17      reason to believe that information relating to your

18      children's blood spots have been accessed by anybody from

19      the Department of Health and Human Services storage program?

20  A   Not that I'm aware of.  

21  Q   So now I am actually going to go back to the forms, but I'm

22      going to ask a different question.  So I'm looking at

23      Exhibit B, can you still see that?  

24  A   Yes.

25  Q   So I think there may be an objection, but I'm going to ask
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1      the question and I think it will be one you will ultimately

2      answer.  So there's a box in the middle of the page;

3      correct?

4  A   Yes.

5  Q   And towards the bottom of that box it says, 

6                "I voluntarily agree to allow my child's DBS to

7           possibly be used for medical research after newborn

8           screening is complete.  My permission applies to any

9           blood spots obtained for newborn screening."  

10      Is that correct?

11  A   Yes.

12  Q   And you've already acknowledged that that is your signature

13      below that; right?

14  A   Yes.

15  Q   I'm going to now go to Exhibit C, does that appear to be the

16      same form?

17  A   Yes.

18  Q   Same language in the bottom of that box?

19  A   Yes.

20  Q   Still your signature?

21  A   Yes.

22  Q   So now I'm going to go to Exhibit D, this is a different

23      version of the form.  We talked about this one already --

24      the differences already.  But there is an "X" in the box

25      next to, "Yes, my baby's blood spots may be used for health
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1      research"?  

2  A   Yes.

3  Q   And that is your signature at the bottom?

4  A   Yes.

5  Q   So now I'm going to go to Exhibit E, this one has an "X" in

6      the box next to, "No, my baby's blood spots may not be uses

7      for health research"; correct?

8  A   Correct.

9  Q   And that is your signature at the bottom?

10  A   Correct.

11  Q   So my question, with all four of these in mind, did you --

12      after this form -- strike that.  My question, at any time

13      have you considered changing the permissible uses for your

14      children -- for the blood spots from your children born

15      prior to 2017?

16  A   No, my mind set was always the same.  

17  Q   So I'm going to go to Exhibit D.  Can you see that?

18  A   Yes.

19  Q   There's a checkmark next to the box that says, "Yes, my

20      baby's blood spots may be used for health research";

21      correct?

22  A   Correct.  

23  Q   My question is, at any time did you consider contacting the

24      Department of Health and Human Services to have what I'm

25      representing as a "yes" on that form changed to a "no"?
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1  A   I -- I don't remember that form being filled out.

2  Q   Which one?

3  A   The one that's dated 2014.  

4  Q   Okay.  I'm scrolling now back to Exhibit C, which is marked

5      2013 -- which is dated -- sorry -- 2013.  Did you ever

6      consider changing the authorized uses for the blood spots

7      referred to by this form?

8  A   I didn't -- 

9                MR. ELLISON:  Hold on a second.  I'm going to

10      object to the form of the question that it asks about -- it

11      presumes authorized uses.  However, Lynette, go ahead and

12      answer if you can.

13  A   I didn't know -- like I guess how it was explained to me

14      that it was automatic, we didn't have a choice from how it

15      was explained to us.  So I don't know how to exactly answer

16      that.  

17  Q   What was automatic -- or what was explained to you as being

18      automatic?

19  A   The nurses, they said we have to do this, we have no choice.

20  Q   Do what?  What is "this"?  

21  A   Take the blood.

22  Q   I'm asking about storage though.  I'm not asking about

23      taking the blood.  

24  A   I guess -- no, I haven't contacted anybody, because I -- 

25  Q   Okay.  So I'm going to go back to Exhibit E -- actually I've
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1      already asked that, I don't need to ask that again.  Has the

2      fact that these blood spots were retained interfered with

3      your ability to determine medical care for your children?

4  A   No.

5  Q   Do you recall if you were ever given an educational pamphlet

6      or brochure explaining either the newborn screening program

7      or the biotrust program?

8  A   I might have in like our OB/GYN binder that we were supposed

9      to do on our own time, but that was on our own free will.  

10  Q   Do you remember what year that would have been?

11  A   I don't with four kids.

12  Q   Fair enough.  

13                MR. LEVIN:  I think that is everything I have at

14      the moment.  So, Jeremy, I believe we've been doing you next

15      on these if you have anything.

16                MR. KENNEDY:  Thank you.  Good morning, Ms.

17      Wiegand.  My name is Jeremy Kennedy.  I'm the attorney for

18      Dr. Antonio Yancy, the executive director of the Michigan

19      Neonatal BioBank.  I just have a few questions for you

20      because I think Mr. Levin has asked most of the questions

21      that I would have asked.  So we can hopefully keep this

22      brief.

23                            EXAMINATION

24  BY MR. KENNEDY:

25  Q   Prior to this lawsuit had you ever heard of the Michigan
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1      Neonatal BioBank?

2  A   In depth, no, but on forms obviously; but in depth, no.  

3  Q   And prior to filing this lawsuit what was your understanding

4      of what the BioBank does?

5  A   Before the lawsuit I didn't know about them, to be honest.

6  Q   And do you have an understanding of what they do as we sit

7      here today?

8  A   I have some better from what Phil and I've talked.

9  Q   Without telling me anything that your attorney has told you,

10      what do you believe the BioBank does?

11  A   Well, from what Phil and I've talked I --   

12  Q   I don't want to know, you know, any specifics of what Mr.

13      Ellison has told you or anything like that.

14  A   Right.  That's why I'm kind of -- that's kind of where most

15      of my information has come from, so I'd prefer to not -- 

16  Q   So is it your understanding that the BioBank stores the

17      dried blood spot cards?

18  A   Yes.

19  Q   And are you aware of the BioBank -- are you aware of whether

20      or not the BioBank does anything else with the dried blood

21      spot cards?

22  A   I don't -- I don't know.  

23  Q   Okay.  Have you ever spoken with anyone at the BioBank about

24      your children's blood spot cards?

25  A   No.
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1  Q   Have you ever spoken with anyone at the BioBank regarding

2      anything the BioBank does?

3  A   No.

4  Q   Now, you said earlier when I believe Mr. Levin asked that

5      you'd like your children's blood spot cards to be destroyed;

6      is that correct?

7  A   Correct.

8  Q   Is there anything else you are seeking in this lawsuit? 

9                MR. ELLISON:  Objection; calls for a legal

10      conclusion and the analysis of complaints.  But go ahead,

11      Lynette.

12  A   Thanks, Phil.  

13                MR. ELLISON:  He just wants to understand what is

14      it that you're looking for.  So go ahead and explain to him

15      as a lay person.  

16  A   I know that mine is, you know, the -- to make it known

17      exactly, you know, the steps and everything -- what's being

18      done.  And then, yes, I want ours to be destroyed now.

19  Q   I'm sorry.  I didn't quite catch what you said at the first

20      part.  Was it to make -- 

21  A   To be able to have the options, you know, to have the blood

22      collected or not, you know, in the beginning of that newborn

23      stage.

24  Q   And why is that?

25  A   That should be a parental I would think versus --  
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1                THE WITNESS:  I don't know if I should say that,

2      Phil.  

3                MR. ELLISON:  Go ahead and explain to him what

4      your understanding is and what your goals are here.

5  A   Like I think a parent should be able to say, you know, for

6      like the blood born stuff that a parent should be able to

7      say "yes" or "no" to that newborn screening, that the blood

8      should or should not be a parent's choice.

9  Q   Because why?

10  A   Because, like, I didn't want to do it and the nurse said,

11      no, we have to do this or I lose my job.  So that's why the

12      forms before that last form the reason why I signed is

13      because the nurse said you need to sign this or I lose my

14      job is how it was explained.

15  Q   And I'm sorry, what child was that for?  Which -- in birth

16      order one, two, three or four?  

17  A   For the one that -- from my last one that I was able to put

18      the "no," that's the one I know I said "no."  The third one

19      I -- I don't remember that form.  I was medicated, I don't

20      remember that labor.  And I filled that form out the day

21      after he was born and I was still drugged, the medications

22      were still in my system.  I don't remember that form, but it

23      is my signature.  And the other two I signed, yes.  But

24      that's how it was explained in the hospital.  

25  Q   So why would you not want the screening done?
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1  A   It shouldn't -- no, I didn't say that.  I just said it

2      should be optional for a parent to choose, not mandated.

3  Q   And why is that, in your opinion?

4  A   Because it should be a right, it shouldn't be a governmental

5      thing.  You should have the right to choose.  

6  Q   Now you said you -- 

7  A   And you should do it before you deliver, not after you

8      deliver and after you've been having medications given.

9  Q   You said you were still drugged for the birth of your third

10      child, was that a natural birth or C-section?

11  A   Natural.

12  Q   What time of day was the child born?

13  A   First thing in the morning; they gave me medications the

14      night before.

15  Q   Was it a long labor then?

16  A   Just overnight.  I slept and they woke me up and that's all

17      I remember.  The pictures of me and my son I look God awful.

18  Q   How long were you in the hospital?

19  A   Two days.

20  Q   And the form was filled out on the second day?

21  A   He was born the 24th and the form was filled out the 25th.

22  Q   And what kind of medication did they give you?

23  A   I have no idea.  It was something to make me sleep I

24      believe.  But even the doctors were like, "Welcome back, you

25      had us scared."
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1  Q   Why was that?

2  A   Because I didn't respond to nothing.  

3  Q   Was your health ever in danger with that pregnancy -- that

4      birth?

5  A   Not that I know of.  I don't remember much of that hospital

6      stay.  I don't even remember being discharged or anything

7      like that.  When you usually get discharged you remember,

8      you know, the happy stuff of leaving and -- I don't have

9      memories of even delivery.

10  Q   And you have never requested the blood spot cards be

11      destroyed; correct?

12  A   No.  I was unaware of that form.

13                MR. KENNEDY:  I think that's all I have.  

14                MR. LEVIN:  So I know this would be out of order. 

15      I have a little follow-up.  I can do that first if you want

16      to have that ahead of time or I can wait until after you go.

17                MR. ELLISON:  That's fine.  Go ahead, that's fine. 

18                            EXAMINATION

19  BY MR. LEVIN:

20  Q   So you indicated a few minutes ago that you think parents

21      should have the opportunity to say "yes" or "no"; correct?

22  A   Correct.  

23  Q   So I have shown you a couple of forms that I am representing

24      have "yes" and "no" on them; correct?

25  A   Correct.
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1  Q   Do you have any reason to believe that in general if a form

2      is marked "yes" or a form is marked "no" the Department of

3      Health and Human Services does not follow that?

4  A   I assume they do, but you should have that form filled out

5      before somebody is medicated.

6  Q   But you assume that the State follows what people request on

7      these forms -- or direct on these forms?

8  A   Yes.  

9                MR. LEVIN:  Okay.  That's all I have.  

10                MR. ELLISON:  Lynette -- Aaron, can you scroll

11      back up to Exhibit B?

12                MR. LEVIN:  Which one was that?

13                MR. ELLISON:  Exhibit B as in boy?

14                MR. LEVIN:  Oh, sorry, I didn't mean to leave

15      these up this whole time, but if you need it -- 

16                MR. ELLISON:  No, that's fine because I actually

17      need them.  

18                            EXAMINATION

19  BY MR. ELLISON:

20  Q   Lynette, this form, as you indicated, had your signature on

21      it and it's for your child born November of 2011.  And for

22      purposes -- that would be your child with the initials LRW;

23      correct?

24  A   Correct.  

25  Q   The time when you were in the hospital, were you ever
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1      presented with a brochure explaining -- I want to be clear

2      about two different things, one is about the heel prick test

3      and the newborn screening program?  

4  A   No.

5  Q   And secondarily, were you ever given a brochure or

6      information about the Michigan BioTrust or the Michigan

7      BioBank?

8  A   No.

9  Q   Did the doctors or medical staff when presenting to you with

10      this form discuss with you the risks and benefits of

11      participating in the Michigan BioTrust program?

12  A   No.

13  Q   As Mr. Levin has pointed out, there's -- right above your

14      signature there's a statement that says, "I voluntarily

15      agree to allow my child's DBS to possibly be used for

16      medical research."  Did anybody at the time that you were

17      signing this document or prior to you signing this document 

18      explain to you what medical research was?

19  A   No.

20  Q   Sitting here today do you have any understanding as to what

21      the scope of what medical research actually means?

22  A   No.  

23  Q   Knowing what you now know about the newborn screening

24      program and the Michigan BioTrust and the Michigan BioBank,

25      would you consent to this program today if you were sitting
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1      in the same shoes you were back in November of 2011?

2  A   No.  

3                MR. ELLISON:  Aaron, can you scroll down to

4      Exhibit B -- or excuse me -- Exhibit C.

5  Q   All right.  This is your child born in July of 2013, which I

6      have as the initials CJW.

7  A   Correct.

8  Q   Right?

9  A   Yes.

10  Q   Okay.  Again, looking at this form you've indicated earlier

11      that this form is similar to the one for the previous child

12      and it has the same language as the medical research.  When

13      you signed this document did anyone from the hospital or

14      anyone on behalf of the State or the BioBank or the BioTrust

15      explain to you what medical research means?

16  A   No.

17  Q   Did anyone from the hospital, from the BioBank or from the

18      State, explain to you the risks or benefits of participating

19      or consenting to be part of this particular program?

20  A   No.

21  Q   And I notice the date on this document is the day following

22      the birth of CJW.  Do you remember what time of day CJW was

23      born?

24  A   Evening.

25  Q   Evening as in dinnertime or later?
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1  A   He was just after 7:00 -- sorry -- he was just after 10:00,

2      so late evening.

3  Q   Okay.  Do you remember when anyone from the hospital or

4      whoever presented to you with this form came to you and --

5      let me ask it this way:  This form is dated 7/18, which

6      would be the following day, do you remember what time of day

7      that form was signed at all?

8  A   I don't remember the time, but they had me sign -- all the

9      papers -- the only one I don't remember for sure is the one

10      for 2014, but for all of them they were all signed at the

11      time of the blood being done.  So when the blood was done is

12      when the nurse had me sign.  When they were taking the child

13      they said, "Sign this form," and then that's when they

14      either did the prick in the room or they took him to the

15      nursery to do the testing.

16  Q   Again, knowing what you -- let me ask this:  In Exhibit C

17      there is a checkmark in the top right-hand corner that says,

18      "Information provided to parent," where there's a checkmark.

19  A   That I did not do.

20  Q   You didn't put that mark on that particular form?

21  A   No.

22  Q   Do you know what information was provided to you?  Do you

23      recall what information was provided to at all, if any?

24  A   No.

25  Q   As a mother of four and as a -- someone whose gone through
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1      this process at least four times, would there be a more

2      ideal time to present medical decision-making in your

3      opinion rather than at the time that these have been

4      presented to you following the birth of your children?

5  A   I would recommend either do it in -- like in an assigned

6      like class or an OB appointment or something that is done at

7      one of the appointments or something.

8  Q   Would it be better, in your opinion, that this information

9      and these questions and this request for consent be done

10      before the birth of the child?

11  A   Absolutely.

12  Q   Would you feel that you would have a better understanding

13      and a better opportunity to grasp and ask questions and be

14      able to grasp what's actually being asked of you if it had

15      been asked to you before the birth of the children?

16  A   Yes.

17  Q   Again, looking at this I don't see the words -- do you see

18      the words Michigan Neonatal BioBank anywhere in there?  I

19      don't see BioBank in there.

20  A   No.

21  Q   Were you informed at the time about the Michigan Neonatal

22      BioBank, in July of 2013, to the best of your recollection?

23  A   Not that I know of, no.

24  Q   Were you ever informed or told that the blood spots would be

25      stored indefinitely at a warehouse in Detroit, Michigan for
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1      use by third parties and researchers?

2  A   No.

3  Q   All right.  When it says here it will be used for medical

4      research, was there any indication to you or any information

5      given to you as who would be conducting medical research?

6  A   No.

7  Q   Would it be fair to say that after you'd just given birth to

8      a child medical staff threw a form in front of you and you

9      just signed it?  Would you agree with that?

10  A   Yup; yes.  

11                MR. ELLISON:  If we can go to Exhibit D.

12  Q   Exhibit D is the form for your child born on -- almost a

13      Christmas baby here it looks like -- 12 of 2014 with the

14      initial HJW; correct?

15  A   Yes.

16  Q   Again, looking at this form, as Mr. Levin has pointed out

17      this is a different form than the previous two children, and

18      I note here that it has a checkmark next to, "Yes, my baby's

19      health spots may be used for health research," rather than

20      medical research.  Did anyone explain to you what the

21      difference was between health research versus medical

22      research as provided in the prior forms?

23  A   No.  

24  Q   All right.  And at the time of the birth of HJW did anyone

25      at the hospital explain to you the risks and benefits of
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1      participating in the Michigan BioTrust or the Michigan

2      Neonatal BioBank?

3  A   No.

4  Q   Did anyone present you -- I notice on here there's reference

5      to a brochure.  Did anyone give you a brochure at the time

6      that you were signing this document?

7  A   No.

8  Q   Did anyone go over a brochure with you and walk through it

9      with you the different details of the BioTrust and/or the

10      BioBank program?

11  A   No.  That one -- none of that birth I remember, Phil.

12  Q   Okay. This is the one where you said you were heavily

13      medicated?

14  A   Yeah, this is the one I don't -- yeah.

15  Q   Was your husband available at this time of the birth of

16      these -- and I know we're on the third child right now here. 

17      But was your husband available to provide consent during the

18      birth of these three prior children?

19  A   He was there for all the births.

20  Q   Okay.  Is there any reason you know why the State or the

21      medical professionals or the BioBank didn't ask your husband

22      for consent?

23  A   No.

24  Q   Knowing what you know now about the BioTrust program and as

25      part of the details we've learned as part of this lawsuit, 
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1      would you have checked the "yes" box today -- or then if you

2      know what you knew today?

3  A   No.  

4                MR. KENNEDY:  Objection; calls for speculation.

5  Q   Go ahead, Lynette.

6  A   No.

7                MR. ELLISON:  If we can scroll to the next one, to

8      Exhibit E.

9  Q   And this is your child with the initial MLW born January

10      30th, 2017.  And I note this document is also dated the same

11      day; correct?

12  A   Yes.

13  Q   All right.  Again, looking at this document, this one is

14      different than the previous versions that we saw earlier. 

15      And in the box checked "no" they said, "My baby's blood

16      spots may not be used for health research."  Did anyone at

17      the hospital, from the State or from the BioBank explain to

18      you what was meant by "health research"? 

19  A   No.

20  Q   Looking next to the "yes" box, it says, "My baby's blood

21      spots may be used for health research through the BioTrust." 

22      What did you -- did you -- let me ask it this way:  Did

23      anyone from the hospital, the State or the BioTrust or the

24      BioBank explain to you what sorts of things were involved

25      with the health research through the BioTrust?
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1  A   No.

2  Q   Did anyone present you with a copy of a brochure or an

3      informational packet explaining to you the risks and

4      benefits of participating in the BioTrust program?

5  A   No.  

6  Q   Did anyone -- I'll say setting aside brochures or written

7      material, did anyone verbally or orally discuss with you the

8      benefits and risks of participating in the BioTrust program?

9  A   No.  

10  Q   Did you understand at the time when you were signing this 

11      document that by saying "no" that the State was still going

12      to retain your child -- let me get the initials -- MLW's

13      blood indefinitely?

14  A   Nope.

15  Q   And again, do you remember what time of day this child was

16      born at?

17  A   She was mid evening.

18  Q   And this form, again -- I think you've answered this but

19      bear with me.  This form was presented to you after the

20      birth of your child; correct?

21  A   Correct.

22  Q   So after the birth, at some point shortly thereafter,

23      they're presenting you with these legal documents and forms

24      for you to sign and make decisions on; correct?

25  A   Correct.
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1  Q   Do you feel sitting here today looking at all four of your

2      children and all the different various forms that you had

3      that you had sufficient and clear information at the time

4      you signed these documents to make an informed choice about

5      the Michigan BioTrust program and your children's

6      participation with it?  

7  A   No.  

8                MR. KENNEDY:  Objection; calls for a legal

9      conclusion.  

10  Q   Go ahead, Lynette.

11  Q   No.  

12                MR. ELLISON:  Okay.  Thank you for your time

13      today.  These guys might have some follow-ups with you, but

14      that's all the questions I have.  I reserve the balance of

15      our testimony for affidavit and testimony at trial.  Thank

16      you.

17                MR. LEVIN:  Jeremy, do you have any follow-up?  

18                MR. KENNEDY:  Briefly.  

19                            EXAMINATION

20  BY MR. KENNEDY:

21  Q   Ms. Wiegand, are you aware of any of your children's blood

22      spots being uses for research of any type?

23  A   I don't.  

24                MR. KENNEDY:  Thank you.  That's all.  

25                MR. LEVIN:  I don't think I have anything else. 

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-28, PageID.4576   Filed 04/05/21   Page 47 of 54



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF LYNETTE WIEGAND

Page 47

1      Thank you for your time today.  

2                (Deposition concluded at 11:23 a.m.)
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1                Via Zoom Video Conference

2                Wednesday, October 7, 2020 - At 12:02 p.m.

3                REPORTER:  Do you solemnly swear or affirm that

4      the testimony you’re about to give shall be the whole truth? 

5                DR. YANCEY:  I do.

6                MR. ELLISON:  Good morning, Doctor.  My name is

7      Attorney Phillip Ellison.  I'm counsel for four parents and

8      nine children in a case that's been brought in the Eastern

9      District Court known as the Kanuszewski vs the Department of

10      Health and Human Services case. 

11                           ANTONIO YANCEY

12          having been called by the Plaintiffs and sworn:

13                            EXAMINATION

14 BY MR. ELLISON:

15 Q    What I'm going -- today we're doing your deposition.  Have

16      you ever done a deposition before?

17 A.   I have.

18 Q.   You have.  Okay.  All right.  Just know as a matter of

19      practice that I'm a little more nonspecific than I sometimes

20      try to be, so if my question is not clear in any way, you're

21      not going to insult me or otherwise upset me in any way if

22      you say, "Phil, that doesn't make sense.  Can you ask it

23      another way?" or "Try again."  Okay?  So feel free to jump

24      in if it doesn't make sense, all right?

25 A.   Okay.  
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1 Q.   What I'm going to do today, do you have access -- I mean, I

2      can see you on the screen right now.  I'm going to show some

3      documents on a computer screen.  Do you have the ability to

4      see those?  I know I see a light that's pretty bright behind

5      you there, but can you see the screen okay if I were to

6      share a document?

7 A.   Yeah, I see them.

8 Q.   Okay.  Fair enough.  I don't need you to adjust, as long as

9      you can see it.  You're a little more of an outline because

10      you're real bright behind you, but that's fine for me so it

11      doesn't matter for me.

12                MR. KENNEDY:  You've got a halo, Doctor.

13                THE WITNESS:  I was just thinking that.

14                MR. ELLISON:  Well, it's better than my horns that

15      usually show up behind me here.

16                THE WITNESS:  Right, right.

17 Q.   Anyway, all right.  Well, let's get started here then.  Just

18      for the record you are Dr. Antonio Yancey, correct? 

19 A.   Correct.

20 Q.   All right.  And you are -- and I'm just -- to make this

21      quick, you're the director of the Michigan Neonatal Biobank,

22      correct?

23 A.   Correct.

24 Q.   All right.  How long have you served in that role as a

25      director of the Biobank?

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-31, PageID.4674   Filed 04/05/21   Page 6 of 95



KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES DEPOSITION OF ANTONIO YANCEY

Page 6

1 A    Since April of 2017.

2 Q    And what does that role consist of?

3 A    So I'm pretty much the -- I mean, I'm the director, so I'm

4      responsible for the overall operations of the Biobank.  I'm

5      responsible for all of the financials for the Biobank, just

6      pretty much what a typical director would do, just oversee

7      operations and the finance.  That includes logistical stuff

8      in terms of building -- the building and assets that are in

9      the lab, just typical things that a director would do.

10 Q    Sure.  So you would be -- not to put words in your mouth,

11      but you would be in charge of all of the personnel and

12      equipment, and assets of the Biobank? 

13 A    That's correct.

14 Q    All right.  And as I understand it also, you serve in

15      administration at Wayne State University as well?

16 A    Right.  So I'm the associate vice president for research

17      operations for Wayne State University.  I'm actually a Wayne

18      State University employee.  I'm not employed by the Biobank

19      and one of my responsibilities as the associate vice

20      president for the Biobank -- I mean as the director, sorry -

21      - 

22 Q    Take your time.  Take your time.  Not a problem.  

23 A    Yeah.  One of my responsibilities as the associate vice

24      president of research operations is to manage the Biobank. 

25 Q    Okay.  Do you get any compensation from the Biobank as part
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1      of your duties?

2 A    I do not.

3 Q    All right.  Let me ask it this way:  If you were to take a

4      new position or retire today or decide, "I no longer want to

5      be here in the lovely State of Michigan anymore" and you go

6      somewhere else, the person it that would assume your role at

7      Wayne State University would also assume the directorship of

8      the Biobank? 

9 A    That is correct.  So there was a predecessor that worked for

10      -- prior to me taking over, I think for at least the last

11      ten years.  This has always been set up that way here the

12      individual that's managing the Biobank, they also have other

13      responsibilities within a division of research, and it just

14      varies on the position itself but again, I was put into the

15      position in 2017 when my predecessor left the University. 

16 Q    As part of this -- as part of your role with the Biobank,

17      I've come to learn and maybe you can confirm for me that

18      you're part of a board of directors with the Biobank,

19      correct? 

20 A    That's correct.

21 Q    All right.  Just so we're clear for the record today, when I

22      reference the Biobank, that's the shorthand version of what

23      I'm referring to as the Michigan Neonatal Biobank, Inc. 

24      Fair enough? 

25 A    That's correct.
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1 Q    All right.  I'm going to share my -- we're going to see if

2      this works right now.  I'm going to try to share my screen

3      and we'll see if I can make this -- okay.  Can you see on

4      the screen right?  You can see, well, your picture right

5      there?

6 A    It's me.

7 Q    All right.  Fantastic.  This is a -- I'm just going to

8      represent -- 

9 A    That's when I was younger.

10 Q    Well, I always joke I like the younger pictures of me. 

11      There's less facial real estate, as I tell people, right? 

12      So we all look better yesteryear, but let's blame COVID. 

13      We'll blame COVID for all of that, right?

14 A.   Right, right. 

15 Q    Anyway, what I've been presented, just for the record, that

16      this is what I presented to the witness as Exhibit M for

17      purposes of this deposition. 

18                (Deposition Exhibit M marked)

19 Q.   Doctor, this is a -- and I'm just going to represent to you

20      this is a printout of the board of directors page of the

21      Michigan -- of the Biobank website.  I see -- I'm going to

22      present to you there's four -- excuse me.  There's six

23      photographs with six people identified.  Are those the

24      current members of the board of directors for the Biobank? 

25 A.   That's correct. 
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1 Q.   All right.  Do you know how they got their roles with the

2      Biobank as on the board of directors?

3 A.   I do not. 

4 Q.   I noticed looking at the sheet here with the six of you that

5      you're the only one that's got the word "director"

6      underneath that.  What distinguishes you as a director

7      versus the other five that are there in that capacity?

8 A.   So again, I'm the actual director of the Biobank, and so

9      pretty much, again, I'm over -- I see over -- I see the

10      operations for the Biobank, but I also have an appointment

11      on the board too, and the rest of these individuals are

12      strictly board members, so they don't have anything to do

13      with the day-to-day operations where I do.

14 Q    Again, not to put words in your mouth, but you'd be like the

15      manager, but you also have a participation on the board of

16      directors as well, correct? 

17 A    Correct.  I'm the director of the Biobank, correct. 

18 Q    Well, let me ask it this way:  When there's a board meeting

19      of the board of directors for the Biobank, you would

20      participate in that board of directors meeting, correct? 

21 A    That would be correct.

22 Q    All right.  Do you have a vote?  Well, let me lay a

23      foundation.  Does the board of directors vote on matters of

24      Biobank concerns? 

25 A    Yeah.  They -- we do.  I mean, it's more like -- pretty
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1      much -- it's not anything formal, think.  It's more

2      discussion and collaborations with conversations and

3      decisions of that sort, but I guess the answer would be yes.

4 Q    I'm going to ask it this way:  I mean, one of the things --

5      my wife -- my wife is a school board president, right?  So,

6      you know, there is not, as you can imagine, a lot of hotly

7      contested -- you know, like the Supreme Court is a 5-4

8      decision.  Those thins are done by discussion.  They reach a

9      consensus at these board meetings, so long as there's no

10      dissent.  Is that -- would that be a fair characterization

11      of how this board operates? 

12 A    Correct.

13 Q    All right.  And you would be a person that would participate

14      and would try to reach a consensus with the other five

15      members of the board for issues that come up that go before

16      the board of directors? 

17 A    No, that's not correct.

18 Q    That's not correct?  Okay.  

19 A.   I don't have -- yeah.  I'm the secretary of the board, so my

20      job pretty much is to facilitate the agendas and, you know,

21      kind of organize the meetings, but I don't have a decision

22      in any of the discussions at all. 

23 Q    Okay.  All right.  Fair enough.  And that's why we get these

24      depositions, I get to learn such things.  Okay.  I guess

25      what I want to start with -- I'm going to turn that -- let's
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1      see here.  Just to be clear, is there -- other than these

2      six -- well, you identified the five board members plus you

3      as the director.  Is there anybody else that's involved with

4      the board of directors for the Biobank?

5 A    In terms of board of directors?

6 Q    Yes.

7 A    No.

8 Q    I'm just going to leave -- I'll tell you what I'm going to

9      do.  I'm just going to leave that there, see if that works. 

10      Nope.  I did that wrong.  All right.  So we'll jump back and

11      forth a little bit here.

12 A    Okay.

13 Q    This is the new world order.  I've done exactly three

14      depositions by Zoom.  We don't normally -- we always usually

15      do these in person with printouts in front of everybody. 

16      What I want to kind of understand that you can help educate

17      me and ultimately, through this deposition, the Court, is

18      what is the nature of the role of the Biobank vis-a-vis  

19      Can you explain that?

20 A    Yeah.  So the Biobank really in simple terms, is that we're

21      just a depository, a storage area, so our job is to strictly

22      store the blood spots.  That's what we do.

23 Q    Okay.  Well, what's -- now you guys are formulated as an

24      independent -- legally -- I guess legally independent

25      nonprofit corporation, correct? 
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1 A    Correct.  We are a 501(c).

2 Q.   Okay.  And hence why you have a board of directors? 

3 A.   Correct.

4 Q.   Right.  Let me ask this:  Let's just pretend for the sake of

5      argument that my son was born three years ago.  His -- we'll

6      get into how blood gets in in just a minute, but let's just

7      assume for the sake of discussion that his blood spot is in

8      your Biobank, okay?  Can I just come to you guys and say,

9      "Give me his blood sample back"?

10 A.   No, you cannot. 

11 Q.   Okay.  That's what I want to understand.  What role do --

12      does the Biobank fulfill or operate under as it connects to

13      the Michigan Department of Health and Human Services? 

14 A    Okay.  So our job is merely -- I'm going to probably say the

15      word "storage" a lot, because that's what we are.

16 Q    Fair enough.

17 A    So basically, our relationship with the State is that we're

18      basically just a storage facility, so what happens is is

19      that any residual blood spots that are left from testing at

20      the State lab, those are basically sent to the Biobank, to

21      the operations that I manage, and then our job is to get

22      those blood spots and we basically store them in our storage

23      facility.  That's pretty much what we do, so when those

24      blood spots come, they come from the -- Lansing sends them

25      to the State of Michigan building on West Grand Boulevard,
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1      which is walking distance from our facility.  We have an

2      employed that picks up those and they're called the

3      residuals, just leftover again from the State.  My team

4      picks up those blood spots and what we do is we catalog them

5      into a system and then eventually from that system it goes

6      into a storage facility that's temperature controlled.  And

7      so, we have no idea, you know, who the blood spots are. 

8      They come with us with I believe it's an eight-digit number,

9      what's called like a -- it's an association with a Julian

10      date, but there is no -- there is no information on that and

11      our job is basically to store them in numerical order in

12      terms of the Julian date and they go into our storage

13      facility, so that's what we do. 

14 Q    Okay.  Let me ask this then.  Why, if you know -- and, again

15      I should be clear.  I know you've done a deposition before. 

16      If you don't know the answer to a question, it's perfectly

17      fine to tell me you don't know. 

18 A    Okay.

19 Q    Do you know why you -- why the Biobank is structured as a

20      nonprofit rather than simply the Department of Health and

21      Human Services just simply having a cooler themselves or

22      renting a facility themselves?  Why do we need the Biobank? 

23 A    I have no idea.  That was probably way before my time.  I

24      never -- I don't know the answer to that. 

25 Q    Okay.  Now, in your role as director of the Biobank, I know
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1      one of the allegations in this complaint that I've made

2      against you is that you're acting either in concert with or

3      are a state actor.  I guess what I'm trying to understand is

4      who -- I mean, you've talked about your board of directors

5      this morning.  Who is in charge over you in terms of the

6      Biobank?

7 A    So I report -- well, I report to the -- it's kind of the way

8      it's structured, because I'm a Wayne State employee I report

9      to the vice president of research for Wayne State

10      University.  That's who I report to in terms of Wayne State. 

11      But then I also report to the board as a whole.  So I have

12      two -- you know, basically two supervisors, if you would,

13      but primarily all of my evaluations, my performance is all

14      done by the vice president for research for Wayne State

15      University.  There is no input or anything that goes to the

16      VP of research in terms of my performance, so I really kind

17      of really see myself I guess technically reporting to the

18      vice president for research.

19 Q    When you say research, that would be at Wayne State

20      University, correct? 

21 A.   That is correct.

22 Q.   One of the things -- let me just say I'm sympathetic to what

23      you're trying to articulate because I've been trying to sort

24      out the legal structure of how things fit together, and just

25      my statement, not whether you agree with it, but it's
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1      complicated.

2 A    Right.

3 Q    Let me ask this question:  One of the things that I've been

4      trying to figure out is as I started -- kind of the top of

5      this line of questions is assume I have my son's -- my son's

6      blood sample is in your guys' Biobank, right?  It's in one

7      of the cards and as I've nicknamed them in my mind, the

8      coolers, right?  Temperature-controlled facilities, fair? 

9 A    Right.

10 Q    Okay.  And just let me tell you, I'm going to use probably

11      the wrong words too when it comes to -- I'm not a science

12      person, so if you need to correct me --

13 A    Right.

14 Q    -- please feel free.

15 A.   Okay.  

16 Q    So I imagine these blood samples on these Guthrie cards that

17      have been cut up into squares are in a cooler; would that be

18      fair?

19 A.   Yes, it's fair.

20 Q.   Okay.  And they're -- 

21 A.   Some are in -- let me clarify that.  There are some that are

22      in a cooler and some that are not in a cooler.

23 Q.   Okay.  

24 A.   So some -- 

25 Q.   Let's get that -- I was going to ask about that, so let's
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1      get that one out of the way.  Why are some of these in

2      coolers and why are some of them at ambient temperatures?

3 A    So at some point -- and I can't -- this is before my time. 

4      I can just kind of tell you a little bit of what I've

5      learned from different people.  At one point the State had

6      made a decision to refrigerate the blood spots in order to

7      basically -- and basically to -- what word am I looking for? 

8      To keep the spots more viable, I guess, in terms of

9      potential research.  So what happens is typically -- someone

10      made a decision and I guess there's research and literature

11      out there regarding this, that if you refrigerate the blood

12      spots, basically the integrity of them are basically

13      protected for a longer period of time, so that's all that

14      means.  At some point the State made a decision based on

15      research that's out there in the research world that if you

16      refrigerate these blood spots, then they'll last longer. 

17      The integrity, you know, and all those kinds of things are

18      more viable or more from a liability perspective you can

19      trust them, I guess, in terms of -- you can trust them more

20      in terms of whatever research you're doing, so just the

21      viability of the blood spot itself; it's supposed to last

22      longer.

23 Q    Okay.  

24 A    So they did that -- and I believe it's -- I can just tell

25      you from -- I believe it's 2000 and -- I want to say for the
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1      last -- we've had them about eight years.  No, we had them

2      from 2008 to current that are refrigerated in our Biobank.

3 Q    Okay.  And when we talk about the ones before 2008, those

4      would be just stored at normal ambient everyday room

5      temperature, fair? 

6 A    That's fair.

7 Q    Okay.  However, would you agree that both pre-2008 ambient

8      temperature spots, stores spots, and post-2008 refrigerated

9      spots are both spots that have been made available for

10      access for researchers or for the punches that are sought by

11      researchers out in the public? 

12 A    That's correct.

13 Q    All right.  Let me ask this.  I mean, I kind of skipped over

14      and jumped ahead a little bit.  What is your background in

15      terms of scientific understanding?  I mean, you're a doctor. 

16      I know you're Dr. Yancey.  I've seen that on there. 

17 A    Right.

18 Q    What is your background?  What's your educational background

19      and field of study. 

20 A    So I'm not a scientist at all.  I have a doctorate in

21      organizational leadership, so basically my doctorate is all

22      business-related.  I do nothing with science at all in no

23      capacity. 

24 Q    So you're about like me.  The extent of our knowledge is

25      Band-Aids and Robitussin, you know? 
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1 A    There you go.  There you go.

2 Q    All right.  So good.  We can speak on non-scientific terms

3      going forward. 

4 A    Yes.

5 Q    All right.  The question you mentioned earlier that the

6      State decided to, you know, for example, separate out

7      refrigerated after 2008 and non-refrigerated ambient before

8      that.  What role does the State have in making such a

9      decision like that as it applies to the Biobank? 

10 A    What decision that they have?

11 Q    What I guess I'm trying to understand -- forgive me.  I'm

12      going to be a little long-winded here with this.  What I'm

13      trying to understand is the Biobank is a separate legal

14      entity as a nonprofit.

15 A    Right.

16 Q    That's my representation to you.  I think you even answered

17      that earlier. 

18 A    Right.

19 Q    But a lot of -- I see in the discovery that's been provided

20      by the State and by Mr. Kennedy, who is your attorney, is

21      that the State seems to be calling the shots.  State

22      officials over at the Michigan Department of Health and

23      Human Services are calling the shots and making decisions

24      about the use, storage, availability of spots, access to

25      spots, and that the Biobank folks are following or otherwise
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1      agreeing to that process.

2 A    Uh-huh (affirmative).

3 Q    Make me understand what the role is between -- again, let me

4      start off -- let me strike that and start off by saying am I

5      wrong, and then follow up by explain to me how can you --

6      how can you explain to me and vis-a-vis the judge what the

7      nature of the relationship is between the state officials at

8      the Department of Health and Human Services as it applies to

9      all of these activities going on at the Biobank? 

10 A    So the Biobank deposits -- or I guess there's two components

11      from my perspective.  One is that yes, you do have the State

12      that is involved in all of the IRB approvals, all of the

13      operation process, and so they're making those decisions at

14      the state level.  And then they've contracted us to

15      basically be the bio depository just in terms of the

16      storage, and so, I mean, to answer your question, yes, the

17      State does make some calls, but primarily they don't make

18      any calls regarding the depository bank within itself.  That

19      is a call that's made by the board, which as you can see is

20      a collaboration.  We have a person from the State, and then

21      all of our other partners from the other universities that

22      sit on this board, so it's fair to say that with some

23      processes the State are making the call, but when it comes

24      to the bio depository within itself, the storage facility,

25      they're not really making the call for that.  That would be
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1      the board that's making the ultimate calls for that piece. 

2      So there are so many components before it gets to us, and

3      that's when the State gets the lead on those components. 

4 Q    And to be fair, when the board makes a decision, you as a

5      role of the director, effectuate those decisions and

6      whatever those decisions may be?

7 A    That would be correct, yes.

8 Q    So say, for example, going back to the example I was

9      starting with with my son, and this is again just as a

10      reference point for me.  My son has got some blood samples,

11      some dry blood spots in the Biobank right now.  Let's say I

12      wanted to get those -- I wanted to get those spots removed

13      from the Biobank and I no longer wanted you to have access

14      to them.  Could I come to you, first of all, and say,

15      "Please remove those spots"?

16 A    No, absolutely not. 

17 Q    Why not?

18 A    Because I wouldn't even know how to identify your son's

19      spots because there would be no -- there are no names that

20      are associated with it, so I wouldn't even know, you know,

21      where to go, where to pull it, what shelf it's on.  I

22      wouldn't have any of that information. 

23 Q    Okay.  Let me play another what-if. 

24 A.   Okay.  

25 Q.   Pretend I came -- for whatever reason I came to you with the
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1      -- I call them -- I've seen them referenced in there, called

2      ascension numbers?  Is that fair?

3 A.   Yes.

4 Q.   Okay.  I come to you with my son's ascension numbers and I

5      say, "I would like" -- "These are my son's ascension numbers

6      which identify the specific blood spot wherever it's stored

7      in the facility.  Go get those.  I want those and I want to

8      take them with me when I come to see you at your office at

9      TechTown," right?  Can I do that with you? 

10 A    You cannot.

11 Q    Okay.  Explain to me why not that in that sense.

12 A    Because our job is primarily -- we deal strictly with

13      researchers.  We don't have any contact with any of the

14      general public in reference to pulling blood spots.  It

15      would have to go through the State, and then the State would

16      communicate to me to pull a particular blood spot from the

17      bank.  We don't interact with the general public.  We only

18      interact with researches only when we've been given approval

19      by the State of Michigan to interact with the researcher,

20      but we definitely never, ever deal with the general public

21      non-researchers. 

22 Q    Okay.  We're going to get into that in a little more detail

23      in a couple minutes.  

24 A    Okay.

25 Q    But let me ask this question:  As you get talking about --

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-31, PageID.4690   Filed 04/05/21   Page 22 of 95



KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES DEPOSITION OF ANTONIO YANCEY

Page 22

1      you know, let's focus on the example with my son, for

2      example. 

3 A    Okay.

4 Q    I want to be able to get his sample removed from the

5      Biobank, okay?

6 A    Okay.

7 Q.   How can I go about doing that?

8 A.   You would have to contact the State of Michigan to request

9      that they be pulled. 

10 Q    So if the State of Michigan provided you with direction that

11      said, "Hey, here is Phil Ellison's son's number.  Go pull

12      that one and we either want to destroy or otherwise give

13      that sample back," you would act in accordance with that

14      directive?

15 A    That would be correct.

16 Q    All right.  And let's go the other way around.  Let's

17      pretend my second son is born, and the State hands off a

18      sample to you and says, "Store this in the Biobank," you're

19      working in agreement in concert with them to put it into the

20      Biobank at the State's direction, fair? 

21 A    I need you to repeat that question one more time. 

22 Q    Sure; sure.  So I was just talking about my first son. 

23 A    Right.

24 Q    And we're talking about taking a sample out, so I have a

25      second son. 
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1 A    Okay.

2 Q    And he's born today, right?  Thank goodness I've only got

3      one, but let's just say I have a second son, right? 

4 A    Okay.

5 Q    His sample is taken.  The State newborn screening program

6      does the testing on it.  They send that sample over to you

7      and they say, "File this into the cooler."

8 A    Uh-huh (affirmative).

9 Q    Right?

10 A    Uh-huh (affirmative).

11 Q    I mean, you would be acting in accordance and in joint

12      concert with them to put that material into the storage

13      facility for long-term storage like all the other samples? 

14 A    That's correct.

15 Q    Do you have any discretion or any option to say, "I'm not

16      going to," -- as the director to say, "I'm not going to have

17      certain samples come into my facility"?

18 A    No.

19 Q    Would there be any reason why you would deny storing

20      samples?

21 A    No, not really.  The only thing I can of that -- and this is

22      not an issue today, but at some point there could be an

23      issue of capacity, room capacity. 

24 Q    Well, we're not at that point today, are we?

25 A    No.
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1 Q    All right.  Fair enough.  Does the board of directors have

2      any say on whether a sample is pulled for destruction or

3      added, and the same example of son one and son two I've just

4      been giving you, do they have any control over that?

5 A    Not at all.

6 Q    Let me ask this:   Why not?  Why don't you or the board of

7      directors have any say in that, considering you guys are in

8      charge of the nonprofit? 

9 A    We are in charge of the -- our job again -- I'm just going

10      to repeat this again. 

11 Q    Fair enough.

12 A    It's to act as a storage facility on behalf of the State, so

13      all our job basically is to store whatever spots the State

14      is sending over to us.  Our job is to store those and to

15      keep them safe, obviously, too, but that's what we do, so

16      the board doesn't have any decision in terms of, you know,

17      what blood spots come, what blood spots get moved or pulled. 

18      They don't act in that capacity and, furthermore, the board

19      is not responsible for the -- you know, the day-to-day

20      operations are handled by me and my team of people, so they

21      don't get involved at that level. 

22 Q    All right.  Let me ask this:  The blood samples when they're

23      stored at the Biobank, who owns them, if you know?

24 A    I'm assuming that the State of Michigan owns them.

25 Q    Okay.  Now when you say -- and, again to be fair, I try to
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1      be the fair attorney with these depositions.

2 A    Yeah; yeah.

3 Q    Do you know the State owns them or are you just simply

4      guessing? 

5 A    I'm guessing.  I don't know.  I should have answered that I

6      don't know the information to that question.  

7 Q    And that's fair.  I only what you to answer what you can

8      tell me here today, okay? 

9 A    I don't know the answer to that question.

10 Q    Would you have any opinion, as the director of the Biobank,

11      as to whether I own my son's blood spots that are in your

12      bio? 

13 A    My personal opinion or -- 

14 Q    Well, I mean, I'm asking -- I guess what I'm trying to

15      understand is that there's blood, the blood spots come from

16      the bodies -- I mean, live bodies, obviously, not dead

17      bodies, but live bodies of children that ultimately make its

18      way following the newborn screening to your facility at the

19      Biobank.  I guess I'm trying to understand do you, as the

20      director of the Biobank, have a position as to who owns

21      those blood spots? 

22 A    Yeah.  I believe that -- 

23                MR. KENNEDY:  I'm going to object just to the

24      extent that it calls for my client to reach a legal

25      conclusion, but other than that, Doctor, you can answer. 
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1 A    Okay.  So this is just -- this would just be my opinion

2      based on just my experience as a professor and knowing a lot

3      about records and things of that sort.  So the actual

4      record -- the information, the content, belongs to the -- to

5      the individual, and I would say that the physical, the

6      tangible piece, probably would be owned by, in this case the

7      State or healthcare provider if we're talking about medical

8      records.  So I think the content, you know, belongs to the

9      patient or in this case to the child or the parents, and

10      then the physical components, the actual cards and things

11      like that belongs to the actual facility, i.e. the State Lab

12      or the State.  That's my opinion of how it should work. 

13 Q    Okay.  I'm going to -- 

14 A    And I say that because of the simple fact that I do know

15      that if someone wants to have their card removed and just

16      based on the requests that I get from the State of Michigan,

17      that a card can be removed at any time.  All the parent

18      would have to do is request that it be removed and it's my

19      understanding, and I just know this from my operations, that

20      the State will then tell me to send the card back to them,

21      and I'm assuming that card is destroyed at that time, and

22      that's -- 

23 Q    Okay.  Let me ask this, though, and I guess we can finish

24      that thought here.  I was trying to establish -- and forgive

25      me.  There's some questions I know the answer to these.
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1 A    Yeah.

2 Q    It's just this is my opportunity to ask you to get them on

3      the record.

4 A    Right.

5 Q    So bear with me.

6 A    Yeah.

7 Q    I was asking a little bit earlier about the concept of me

8      coming to you to remove those cards, and you said you

9      couldn't do that?

10 A    That's correct.

11 Q    All right.  And you said -- I believe you answered, and if

12      not, please correct me and tell me the answer, that the

13      board of directors can't direct that a blood sample of my

14      son can be pulled and given back to me or destroyed,

15      correct? 

16 A    That's correct.

17 Q    Okay.  Who would?

18 A    The State.

19 Q    All right.  Who at the State has that authority?  Who do you

20      take that direction from? 

21 A    So we have a state coordinator that we deal with where most

22      of our communications come from.  Her name is Shelby, I

23      believe, and I kind of went blank on her last name.  But we

24      have -- Atkinson, A-t-k-I-n-s-o-n.  She's the liaison for

25      the State of Michigan and that's pretty much who we have all
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1      of our interaction with. 

2 Q    Let me show you -- I'm going to pull up right here an email,

3      a set of emails.

4 A    Okay.

5 Q    Let me see if I can make this work.  Yep, here we go.  Okay. 

6      I just want to use this as kind of a reference point, okay? 

7 A.   Okay.  

8 Q.   I know I made a big deal in the court case about the Trans-

9      Hit Bio aspect thing and I know that never went to fruition,

10      and I get all of that.  But I want to show these emails here

11      as a concept. 

12 A.   Okay.  

13 Q.   My understanding -- and I'm just -- to shortcut this, my

14      understanding is that Trans-Hit Bio is a -- I call them a

15      blood broker, but they're a sample broker that reached out

16      to the Biobank to potentially make contact to buy or have

17      access to blood spots.

18 A.   Okay.  

19 Q.   Fair enough? 

20 A.   I don't know really who Trans-Hit Bio -- I don't recall who

21      this person is, but if you say -- 

22 Q.   Okay.  Let's scroll down here because I think they emailed

23      you originally.

24 A.   Okay.  And they may have, yeah.  Okay.  

25 Q.   You're like me, you get 4,000 mails a day?
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1 A.   Probably 10,000.

2 Q.   So here's an email, November 2nd, 2017, a woman named Sophie

3      Dahan.

4 A.   Yeah, I remember this.

5 Q.   Okay.  All right.  As I understand it -- I don't want to get

6      into the finer points of this, but I understand they reached

7      out to you to see if they could potentially buy samples from

8      the Biobank? 

9 A.   That's correct. 

10 Q    All right.  So as I understand it, is that you forwarded

11      that discussion to Dr. Shah and Dr. Lyon-Callo, and I'm

12      going to show you up here -- oh, I'm sorry.  I'm mistaken;

13      let me correct that.  You sent it to Carrie Langbo.

14 A.   Yeah.

15 Q.   Who is that?

16 A.   So Carrie Langbo is no longer with the State, from my

17      understanding.  The new person is the Shelby Atkinson

18      person. 

19 Q.   Shelby.  That was going to be my question.  Carrie -- Shelby

20      is the new Carrie, correct? 

21 A.   That's correct, yes.

22 Q.   All right.  So you forward that email on to them, it looks

23      like a couple of days later, about reviewing it and there's

24      some emails back and forth to this aspect, but what I want

25      to show here, there's an email back to Carrie where -- I'm

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-31, PageID.4698   Filed 04/05/21   Page 30 of 95



KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES DEPOSITION OF ANTONIO YANCEY

Page 30

1      just going to again shortcut this.  Dr. Lyon-Callo and Dr.

2      Shah discussed this with Legal.  They went back and forth

3      with this and they ultimately decided that they did not want

4      Trans-Hit Bio to be able to buy samples from the Biobank.

5 A.   Okay.  

6 Q.   All right.  Do you recall -- and then it looks like that

7      they ultimately said, "Please thank Dr. Yancey for reaching

8      out about this potential."

9 A.   Okay.  

10 Q.   To me it appears that they're calling the shots about the

11      use or access to those bio samples, those blood samples

12      themselves.  Is that fair? 

13 A.   I think so, yes.

14 Q.   Okay.  What role does Dr. Shah and Dr. Lyon-Callo play in

15      regards to the Biobank? 

16 A.   So Sarah I believe is the -- 

17 Q.   Let me be clear.  So Sarah is Dr. Sarah Lyon-Callo, correct?

18 A.   That's correct. 

19 Q.   Okay.  

20 A    So Carrie at that time reported to Sarah.  So I guess I'm --

21      so, yeah.  We interact with them throughout the day, but

22      they make the calls in terms of -- I don't -- my team, we

23      don't get involved.  When things come directly to us like

24      requests for blood spots or, you know, what is the approval

25      process, we send everything over back to the DHHS and
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1      they're the individuals that make the decision in terms of

2      who gets approved and who can basically use the blood spots

3      for whatever research purposes.  So I'm not involved in that

4      piece, so to answer your question it is DHHS who is making

5      those types of decisions or -- 

6 Q    Would Dr. -- I'm sorry.  Go ahead.  I didn't mean to

7      interrupt you; go ahead. 

8 A    -- or making the decisions in terms of who are and can use

9      blood spots for whatever research purposes.  So, again,

10      going back, my job is strictly to act as a depository for

11      the blood spots, so I'm not involved in these types of

12      decisions at all, I'm not, and so in our guidance from these

13      individuals, Sarah.  Now, you know, again, Sarah is not here

14      -- Carrie is not here.  Shelby is our primary contact for

15      the State of Michigan, so in terms of the approval processes

16      and all those kinds of things, it's handled at the State

17      level and not by the Biobank.

18 Q    Okay.  Let me ask this:  Is Dr. Lyon-Callo one of the

19      decision-makers on behalf of the Department of Health and

20      Human Services with the Biobank? 

21 A    I'm not really -- I don't interact with her, so I don't know

22      the answer to that, to be honest with you.  

23 Q    Okay.  And what about -- 

24 A    My (indiscernible) is copied on the email sometimes, but I

25      don't even know if this person is still there because I
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1      haven't seen her name in -- they have a lot of turnover, so

2      there has been -- you know, there are a lot of people that I

3      worked with when I first started in '17 that are not here

4      anymore.  It's constant, you know, turnover.  They move on

5      to different areas, so I haven't talked to Sarah in years, I

6      don't think. 

7 Q    Okay.  Well, let me finish out, and as to Dr. Shah, is he

8      one of the decision makers?

9 A    Yes, he is.

10 Q    So let me ask this question:  If you got an email from

11      Dr. Shah that said you're authorized -- the Biobank is

12      authorized to disperse ten punches to a particular

13      researcher, would that be in your mind authorization from

14      the State? 

15 A.   Yes and no.  I've never got a request from him because he's

16      not involved in the operations, but I know that Dr. Shah is

17      in charge of the State Lab, so I would assume that it would

18      be okay if I got a request from him, but that would be very

19      unusual because he's not involved at that level.

20 Q.   Okay.  What about if Dr. Lyon-Callo had sent you a similar

21      directive by email that this particular researcher can have

22      access to, say just as an example, ten samples?  

23 A.   Yeah, because I believe at that time this was the director,

24      and so, you know, if they send me a request to pull it, I

25      would pull it. 
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1 Q    Okay.  All right.  Fair enough.  Let's make a note here.

2 A    Uh-huh (affirmative).

3 Q    So I guess during all of this -- I guess to bottom line all

4      of this, when you get a directive from the State to do

5      something about the Biobank, you're acting in concert with

6      whatever it is that they're telling you to do, fair? 

7 A    That would be correct.

8 Q    Okay.  Let's change gears a little bit.  Okay.  What role --

9      so let's talk about the Biobank just generally at a high

10      level, okay? 

11 A    Okay.

12 Q    As I understand, I think you confirmed earlier, it's a

13      nonprofit corporation, correct? 

14 A    Correct.

15 Q    All right.  And we talked about your board of directors. 

16      What role does Wayne, MSU, You of M and VanAndel apply as to

17      the operation of the Biobank?

18 A    So as I mentioned, for the most part it may have been a

19      different arrangement prior to when I got there.  It's

20      supposed to be a partnership between all of the

21      universities.  I think Wayne, and that's probably because,

22      you know, I guess Wayne is the person that's actually

23      appointing the director of the operations.  I think that

24      Wayne State, by me being an employee of Wayne State and all

25      of my predecessor, that we're probably more involved in the
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1      overall operations than our other partners.  It's each

2      person sits on the board.  You know, there is a university

3      affiliation for each member on the board, and so again I

4      think from a collaborative perspective you can get input

5      from that way, but just in terms of operations I would say

6      that Wayne State, primarily me at this particular given

7      time, will be more involved.  We -- I think when it first

8      started it was more of a real partnership where they handled

9      -- they donated the software to use for the scanning of the

10      blood spots, and then the You of M would contribute some

11      things financially, but that has changed, at least since

12      I've been here.  We're pretty much the primary coordinators

13      in terms of the operations of the storage facility. 

14 Q    Okay.  Let me ask this:  I'm just kind of covering different

15      areas on this.  We were talking about as I understand, each

16      of those four entities appoints someone to serve as their

17      representative on the board of directors, true? 

18 A    That's true.

19 Q    Is any one of those particular individuals the current

20      chairman or chairperson of the board? 

21 A    Yes.  That would be Ed.

22 Q    I'm sorry?

23 A    Ed.  

24 Q    Oh, Ed?  

25 A    Yes.  He's the -- he acts as the president of the board. 
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1 Q    Do you know if that was done pursuant to any sort of vote or

2      any sort of particular process?

3 A    I don't know that information.

4 Q    In the last year when -- I mean, let me ask it this way: 

5      Does the board meet on a regular basis? 

6 A    We do.  We meet twice a year.

7 Q    Okay.  In the time that you've been on the board has there

8      ever been a vote to nominate and accept Ed as the chairman

9      or is it just gone without saying? 

10 A    Gone without saying.

11 Q    All right.  As part of -- let me see if I have that here. 

12      As part of -- as part of the discovery in this process, I

13      have asked for a number of documents from the State

14      Defendants that have been happily provided.  I'm sharing

15      with you what's been marked as Exhibit Number A for purposes

16      of this deposition, and this is a document that was provided

17      to me in response to that discovery.  Take a moment and take

18      a look at this. 

19                (Deposition Exhibit A marked)

20 Q.   Just let me know when you're ready. 

21 A.   Okay.  

22 Q    Okay.  Taking a look at this, I've been asking you some oral

23      questions about the nature of the relationship between the

24      Biobank and the board of directors and the Department of

25      Health and Human Services.  Does this picture or graphic
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1      accurately depict the relative relationships between those

2      three entities that we've been discussing? 

3 A.   Yes.  Well, I can only speak for the Biobank.  I can't speak

4      on the other side because I'm not really sure about some of

5      the -- I don't get involved with the advisory boards really.

6      I do attend some of their meetings, but I don't understand

7      all of the logistics regarding it.  I can only tell you on

8      the right side in terms of my reporting structure, how that

9      works, but I do know that they do have a scientific advisory

10      board.  I just kind of know that information just from, you

11      know, interacting with them and just in terms of when they

12      tell me that someone has to get approval, so I know that

13      there is a SAB board, but in terms of the community advisory

14      or advisory board, I do know that they -- because I've

15      participated in some of the advisory boards.  I think they

16      have a meeting once a year and I've been invited to attend

17      that, but I can't go on record by saying that this is

18      completely how their structure is because I don't get

19      involved on their side.

20 Q.   Let me clarify my question.  Let's take out -- looking at

21      this graphic, if we take out the community advisory -- or

22      community values advisory board and the scientific advisory

23      board boxes, and we have the three that's left, and that was

24      the three I was referencing, does the text and information

25      as this is structured a proper diagram of how these three
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1      entities, being DHHS, Biobank, and the board of directors

2      fit with each other? 

3 A.   Yes, those are correct. 

4 Q.   And as they describe their services -- as they describe the

5      bullet points in each box as to what each of them does, is

6      that an accurate description of what each of them does? 

7 A.   I can speak for some of the things in this black box for

8      what they do.  There's some I can't.  I have no idea what

9      they mean whey they say "honest broker."  I mean, "public

10      education."  I'm not involved in that piece, so I can't -- 

11 Q.   Okay.  Let me ask this question:  In just the Biobank box

12      are those statements correct? 

13 A    Okay.  Yes, it is.  I'm not really sure about the -- they

14      have MDHHS non-voting representative.  I'm not sure what

15      that means. 

16 Q.   I'm sorry.  I just want you to focus on just the Biobank

17      box, not the -- 

18 A.   Okay.  

19 Q.   Are those bullets there correct on what you guys do at the

20      Biobank?

21 A.   Yes, that's correct.  Let me clarify something, though.  So

22      it says assigned study specific ID codes to remain

23      confidentiality, so I just need to clarify that because

24      that's very important.

25 Q.   Okay.  Please do.
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1 A.   So what happens is that anytime that a study is approved by

2      the State, that ascension -- the ascension number that we

3      talked about, that eight-digit number, what happens is that

4      when it says here, we also assign our own number too that's

5      attached to that ascension number.  So it's identifiable,

6      and then we go through another process of doing another

7      identifiable number by adding another two-digit or three-

8      digit number on top of that number that comes in, so if a

9      researcher ever needed to know, you know, what number was

10      pulled for what, we're able to kind of tell them that.  So

11      if the number 12345678 comes from the State, we'll add a 01,

12      02, 03.  It depends on how many spots they're given. 

13 Q    Okay.  So from that information, you could look at that

14      number in your database and you could tell what spots have

15      been pulled -- 

16 A    For that reason.

17 Q    -- according to what study then, correct? 

18 A    Correct.

19 Q    Okay.  If a researcher wanted to have access to the Biobank

20      spots, say they needed a thousand of them just as a

21      hypothetical.

22 A    Uh-huh (affirmative).

23 Q    Could they make that request directly to you and have that

24      request fulfilled?

25 A    No.
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1 Q    All right.  What process would have to be -- as you

2      understand it has to be fulfilled for having access to blood

3      spots for research purposes?

4 A    We refer them back to DHHS for approval. 

5 Q    What process, if you know, do they undertake?  I don't need

6      the scientific part of it.  I'm talking -- I want to take

7      this to kind of a 35,000 foot level.  What process do they

8      undertake to let you know -- well, strike that.  Let me

9      start that question over.  See, I start with a great idea up

10      here and it just doesn't come out through the mouth the

11      right way.  I guess what I want to know is what process do

12      you understand occurs when someone wants to have access to

13      blood spots and you send them over to DHHS?  What happens

14      before the point that it comes back to you and the State

15      says, "Give them the 1,000 spots"?

16 A    So it's my understanding that it goes -- I mean, the

17      researcher would have to elaborate on the reason, I guess,

18      for the research, why they need the spots to study.  It's my

19      understanding that they go through a variety of different

20      communities including the scientific advisory board, you

21      know, if -- of course, if the research is even approved. 

22      And then it has to go through a variety of IRB committees

23      for approval, so that's my understanding, but I don't know

24      how the initial decision is made in terms of who they allow

25      and for what purpose, and those kinds of things, so I'm not
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1      involved and I don't understand that piece. 

2 Q    Okay.  But you would agree that you act in joint concert

3      with the State, though.  When the State says, "Give them

4      these samples," you guys do it over at the Biobank? 

5 A    Repeat that question.

6 Q    Fair enough.  So what I'm wanting to understand is the State

7      -- somebody at the State, be it Shelby or Carrie, says, "The

8      State has approved this research study," you guys in

9      agreement with them whether you -- you know, you basically

10      hand over that material and agree to do so at their

11      direction? 

12 A    That's correct.  So once a person is approved, we receive an

13      email telling us that a researcher has been approved and

14      eventually we will get a request to pull the blood spots, so

15      they basically make the decision in terms of what blood

16      spots are pulled from the depository. 

17 Q    At that point right there, say you get a -- you get an email

18      from -- like the email you were just describing that says,

19      "Pull these 1,000 spots for," you know, to sell a punch,

20      right, or provide a punch to a researcher.  Do you take any

21      steps to contact whose blood spots they are or their parents

22      to get consent to give those samples out? 

23 A    No.

24 Q    Okay.  Why not?

25 A    Because we're not involved in that process.  We're just a
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1      storage facility.

2 Q.   All right.  Do you know as part of -- at the time that a

3      research project is proposed and being reviewed by the State

4      and ultimately for approval, does the State attempt to

5      contact the person whose blood spot that belongs to or their

6      parents to get their consent as part of -- before giving out

7      that particular spot? 

8 A.   I don't know that information. 

9 Q.   Have you ever heard of it happening? 

10 A.   (Indiscernible) -- 

11 Q.   You cut out there for a second. 

12                MR. KENNEDY:  I'd just object to the extent it

13      calls for hearsay.

14 Q    Okay.  Go ahead, Dr. Yancey.  I should have explained when

15      we do objections, unless he directs you not to answer, we

16      fight it out with the judge later whether my question is any

17      good or not.  So you answer the question nonetheless, okay? 

18 A    Okay.

19 Q    My question to you was have you ever heard of the State

20      providing --

21                MR. ELLISON:  Jeremy, I acknowledge your objection

22      for restating the question. 

23 Q.   Have you ever heard of the State actually contacting the

24      person whose blood spot it belongs to or their parents when

25      approving a study?
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1 A.   No.

2 Q    You as the director of the Biobank, do you require that

3      consent be obtained from the person whose blood spot it

4      belongs to or their parent prior to giving out what blood

5      sample? 

6 A    No.

7 Q.   Does the board of directors at Biobank require that?

8 A.   No.

9 Q    Has there ever been a discussion or decision about whether

10      consent needed to be obtained before giving out samples? 

11      And again, this is in the context of when a study has been

12      approved. 

13 A    No.

14 Q    Do you believe as the director -- and again, I'm asking you

15      as director, in your role of director of the Biobank -- that

16      such consent is required?

17 A    Do I believe?

18 Q    Yeah, do you believe it's required?

19 A    It's my understanding that all of that is done way before it

20      gets over to us at the Biobank, all the consent forms, just

21      knowing a little bit about the process.  You know, it's my

22      understanding that the consent forms are all done, you know,

23      way before it gets over to us in terms of the storage

24      facility.  So I've always assumed that there's been a

25      consent filed -- a consent form on file. 
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1 Q    I'm going to ask you -- acknowledging this is a

2      hypothetically question, I'm asking you this in your

3      capacity as director of the Biobank.  Let's assume for the

4      sake of argument that that consent was not obtained from

5      somebody's sample who is in the Biobank.  Do you think you

6      have an obligation to obtain consent before giving a blood

7      spot for an approved study out to a researcher when that

8      blood spot belongs to a person or their parent? 

9 A    I think a consent form should always be, you know, the

10      primary decision before any blood spot is given to anyone. 

11      But, again, I don't get involved in that process.

12 Q    Fair enough.  I understand that.  Let me ask this question: 

13      Do you as the director or anybody under you who is under

14      your purview at the Biobank, do you guys check each blood

15      spot to make sure of the -- let me try that again.  That

16      came out bad.  I guess what I'm trying to -- what I'm trying

17      to understand is do you guys -- when you get a statement or

18      a directive from the State that says, "Give out these 1,000

19      blood spots to the researcher," do you guys go back and

20      check to make sure that consent was obtained before giving

21      out any of those samples? 

22 A    No.

23 Q    Any reason why not?

24 A    For one, when we get the information, remember we're not

25      getting any names.  We're just getting a number, and so we
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1      would have no idea who the blood spot belonged to to be able

2      to get a consent form, and then if we were to get a consent

3      form, then we would be exposed to someone's personal

4      information and that's not how the Biobank is set up. 

5 Q    Okay.  Does the Biobank -- and, again.  Forgive me.  There's

6      questions I know the answers to, but I've got to ask you as

7      part of this. 

8 A    Yes.

9 Q    Does the Biobank in any way ask or otherwise obtain its own

10      consent form from each donor of the blood spot before

11      putting it into the Biobank? 

12 A    No.

13 Q    Same question except as to removing a blood spot and giving

14      it to a researcher.  Is any sort of consent obtained by the

15      Biobank itself? 

16 A    No.

17 Q    Does the Biobank store any of the consent forms -- let me

18      back up.  Let me preface this the right way.  You just

19      testified earlier that consent forms were obtained as part

20      of the earlier part of the process. 

21 A    I'm assuming that it was.  I can't go on official record. 

22      I'm just giving you just, you know, general experience,

23      just, you know, in seeing different emails and things of

24      that sort and kind of understanding a little bit about when

25      I first got in the role, I went on the internet and did
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1      research about how this while piece worked and I've got a

2      little bit of information.  So I can't -- do you know what I

3      mean?  I just want to be clear that I don't -- I'm just

4      telling you from I guess a private or personal, not in my --

5      not in my capacity as a director because I'm not involved in

6      many of these components that you're asking about. 

7 Q    Well, let me ask it this way.  Let me ask you this way. 

8      Does the Biobank have access to or otherwise store any

9      consent forms of any type related to the blood samples that

10      are stored at the facility?

11 A    No.

12 Q    Do you know where -- if there are consent forms, where those

13      consent forms would be stored at?

14 A    No, I don't know where they would be stored at.

15 Q    Let me ask kind of a weird question.  Let's just assume for

16      the sake of argument that the judge in this case finds that

17      consent was not properly obtained, and these samples are

18      being held contrary to consent.  Do you have the -- if the

19      judge was to order you to return these samples back to their

20      owners, would you have the authority to direct your

21      employees to fulfill that task? 

22 A    No.

23 Q    Who would?

24 A    The State.

25 Q    And when you say the State -- 
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1 A    The reason why, we wouldn't know -- if the judge -- if there

2      was an order that came through, I wouldn't be able to return

3      them because I wouldn't even know who they belonged to

4      because we're not able to identify the individual.  Because

5      we operate as a 501(c) company, I'm assuming that if there's

6      a court order and they said, "You've got to give these blood

7      spots up," I would refer them back to the State. 

8 Q    Let me ask you this:  If the judge -- again, I'm

9      acknowledging this as a hypothetical, okay?  If the judge

10      says, "These samples have to be destroyed."  Would you have

11      the ability to destroy those samples as the director of the

12      Biobank? 

13 A    No.

14 Q    Who would be the person that would have to make the decision

15      to destroy those -- or would have to be the one to give the

16      command to destroy those samples? 

17 A    I'm not sure who that person would be, particularly at the

18      state level, but I would assume that it would have to be

19      someone at the State level because that's who we interact

20      with. 

21 Q    Okay.  As I understand, there is a postextraction request

22      system that's been put into place that allows parents to ask

23      for samples to be destroyed after they've gotten into the

24      Biobank, true? 

25 A    I don't know about that system.
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1 Q    Okay.  Have you ever been, as the director, know about or

2      seen or otherwise been directed by anybody at the State to

3      destroy samples at the request of a parent? 

4 A    We do not destroy any samples.  We've received requests to

5      pull samples.

6 Q    Okay.  So let me just give you a -- well, I'll give you a

7      straight-up one.  I made such a request when I found out my

8      son's blood samples were in your Biobank, okay? 

9 A    Okay.

10 Q    I filled out the form.  I sent it in.  A few weeks -- a few

11      months later after I sued them -- that's another issue;

12      don't worry about that -- I get a letter back that says,

13      "Your son's samples have been destroyed."

14 A    Okay.

15 Q    To your knowledge, how would those samples have gotten out

16      of the Biobank and been destroyed, if you know?

17 A    So what happens is when those -- I do kind of recall that

18      form now.  So any time that form is completed, what happens

19      is we get an email -- I get an email basically from the

20      State and the State basically tells me to pull ascension

21      number blah, blah, blah, and then I go into the storage area

22      and we pull that blood spot.  We're getting daily blood

23      spots every single day from the State of Michigan, you know,

24      all of the current ones that are being done and there are

25      still older ones that we're still trying to get stored, so
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1      there's a bag that we get every day with the current blood

2      spots, and what we do is we put that particular blood spot,

3      based on the number that they emailed us about, and we put

4      it in a storage bag and, you know, there is a piece of paper

5      we complete that basically -- it's like a little carbon

6      receipt just to let them know that -- we keep a copy on file

7      so that we know for a fact that they requested that and we

8      put that in the catalog spot, and we send it on its way to

9      the State. 

10 Q    Okay.  So this kind of brings me back to where we started on

11      this discussion of the idea if I wanted my son's blood

12      sample destroyed, I can't come to you.  I can't come to your

13      board of directors.  I've got to go through the State

14      officials at DHHS?

15 A    That's correct.

16 Q    All right.  Okay.  Let's switch -- I'm going to take this

17      off for a second, and I'm going to open up another one.  Oh,

18      here it is right here.  

19                (Deposition Exhibit K marked)

20 Q.   All right.  I'm giving you what I've marked as Exhibit K for

21      purpose of this deposition.  Again, I'll represent to you

22      this is a document that the State Defendants provided me as

23      part of the discovery process.

24 A.   Okay.  

25 Q.   As I understand looking at this form -- I'll give you a
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1      chance to look at it -- this is the price list for getting

2      access to samples and/or portions of samples, which I've

3      come to learn is called punches or a portion of that blood

4      sample.

5 A.   Correct.

6 Q.   Take a look at that and see if you can confirm that this is

7      the case. 

8 A.   So, yeah.  What you're showing me is a listing of what we

9      charge for the processing of blood spots.  Not the

10      processing, but the administrative costs that are involved

11      with processing. 

12 Q.   Okay.  So if, for example, I was a Michigan academic,

13      meaning I'm taking that to mean a Michigan university

14      researcher, and I wanted a whole random sample punch, a

15      whole spot, for example -- 

16 A.   Okay.  Let me back up a little bit.  I'm taking a look at

17      this, so this particular -- this is not -- this is something

18      -- so there are costs that the State has, and then there are

19      charges that we have on our end.  This is not one of our

20      documents that we have for the Biobank, so this doesn't look

21      like -- yeah, this is not -- I don't know what this is.

22 Q.   Okay.  Let me ask this question -- 

23 A.   Yeah, I do have -- we do charge.  I do have a -- we do have

24      our own price list, but these are not our rates at all. 

25      This is something that the State does.  They charge, and
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1      then we charge also.

2 Q.   All right.  That's something new.  I haven't -- you've just

3      educated me on something I did not put together before, and

4      so I want to explore that a little bit, so my questions may

5      be a little weird in that respect.  Looking at this

6      spreadsheet right here, are these the prices the Biobank

7      charges researchers? 

8 A.   These are -- this list is not a current list.  I don't know

9      how old this is, but this is not -- it's very similar to

10      this amount, but these amounts don't look familiar.  We have

11      like a three-layer tier system for our blood spots.

12 Q.   If you have a request to get access to punches or whole

13      spots for distribution to a researcher or to a -- in my mind

14      I want to use the word "customer," but someone who's trying

15      to get access to the spots themselves for whatever purpose,

16      do you guys have a price list that I could get access to?

17 A.   Yes.  It's on our -- if you go to our -- it's on -- I

18      believe it's on our website, but we have our own price

19      structure that we can get you a copy of.

20 Q.   Okay.  What I'm going to ask you to do is would you get a

21      copy of that to your attorney?

22 A.   Okay.  

23 Q.   So I'm going to make a request for that because this is

24      something I've never -- I've always -- well, I guess maybe

25      I've wrongly assumed that this was the price for the whole
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1      package on the thing.

2 A.   No, and you know what?  I don't know if this is an older --

3      it doesn't have like the Biobank on here.  I don't -- this -

4      - this just doesn't look familiar to me.  I'm just going to

5      be honest with you.  I don't know.  I do know that the State

6      also does charging on their end and we charge on our end,

7      but this doesn't look like -- I know for a fact this is not

8      my current pricing system.  It could be an older document

9      that you have and they've changed the way -- the Biobank had

10      changed the way in terms of the payment structure.  It looks

11      familiar just in terms of the prices are a little bit close

12      and some areas are not.  We only have a three-tier system,

13      so this has -- one, two, three, four, five; out of state

14      academic, out of state government.  I've never seen this, so

15      I don't know what it is.  

16 Q    Okay.  All right.  So just, if you could, get that over to

17      Mr. Kennedy, and I'll make that request, you know, in due

18      course. 

19 A    Okay.

20 Q    Let me ask this question, and I'm kind of just flying by the

21      seat of my pants right now.  If you guys -- the State

22      charges whatever it charges.  Biobank charges whatever it

23      charges.  Do you guys send your bill to the State so they

24      added onto this, do you know?  Or do you bill directly to

25      the researcher? 
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1 A    No, we bill directly to the researchers.

2 Q    All right.  And what happens to that money that you guys

3      collect?

4 A    It comes back into the Biobank.

5 Q    Okay.  So it just gets put into the general fund of the

6      Biobank? 

7 A    Yes.

8 Q    Do you guys know if you get any of this money -- again, let

9      me just -- we'll just assume for the sake of argument right

10      now that what you're looking at right now as Exhibit K is

11      the price list that the DHHS charges the researchers.

12 A.   Okay.  

13 Q.   Do you know if you get any of that money or a percentage of

14      that money at all?

15 A.   We do not. 

16 Q.   That's going to transition me to my next bar here.  How does

17      the Biobank operate in terms of funding? 

18 A.   Okay.  

19 Q.   How does -- what kind of -- I mean, looking at this, looking

20      at the number, I'm going to represent to you from the data

21      the State sent me, 63,009 samples have been provided so far,

22      at least as to what's been disclosed to me.  That works out

23      to about -- assuming -- even assuming it's $9 a piece, I

24      mean we're talking a half a million dollars.  Maybe it's a

25      little bit more.  How does the Biobank operate in terms of
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1      funding?

2 A.   So we operate a variety of ways.  We have a variety of

3      funding that comes through to pay for the operational

4      expenses with the Biobank.  One is that we get a grant from

5      the State of Michigan every year and that grant is

6      approximately 140,000, I believe, per year.  It's actually -

7      - it's actually -- I believe it's 154.  14,000 of that money

8      goes back to the University in what we call indirect costs,

9      and that's just the money, the F&A that comes back to the

10      University, so our actual physical amount is $140,000 from

11      that grant.  We use that, and then we also use the money

12      that we collect for the spots, for the processing, the

13      administrative costs that are associated with the processing

14      of these blood spots for the researchers.  Our average

15      charge is currently -- I believe it's $10 per punch now, and

16      so the money we collect from that goes into the operational

17      cost.  And then also there are some other funding sources,

18      for example, we have students that are employed by Wayne

19      State University that is paid by Wayne State University, but

20      they actually help process the blood spots for us, so that's

21      not -- 

22 Q    Is that like work-study kids?

23 A    Correct.  Work-study, and then we also have what's called

24      temporary technicians, so these are people that are

25      basically -- they don't meet the eligibly of a full-time
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1      student or part-time student, and we can hire them as a

2      temporary worker, and then we just pay them a salary.

3 Q    Okay.  All right.

4 A    And they get paid by -- everybody gets paid by Wayne State

5      University, and then we also have an operational manager

6      full-time that works for the Biobank and he's also paid. 

7      Then we have a variety of other different operational costs

8      like rents.  We have to pay for the freezer bank itself.  We

9      have a big high payment that we pay, so basically all of

10      that money goes to the operational expenses.  The grant

11      doesn't cover nowhere near -- probably the grant covers

12      approximately I would say 40 to 50 percent of our overall

13      operational expenses.  

14 Q    Okay.  Do you get any money from any private sources?

15 A    No.

16 Q    Do you get any money from -- setting aside, obviously, the

17      work study, the salary part of this with the kids and the

18      temporaries, does Wayne State, U of M, MSU, and VanAndel, do

19      they supply any money?

20 A    No, not currently.  We would like for them to, but -- 

21 Q.   Yeah, right.

22 A.   -- they don't.  I believe at one point prior to me it used

23      to be more and I was explaining that earlier.  It was more

24      of they give financial contributions, but I think over the

25      years that's changed and Wayne State would be the primary
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1      person that would basically donate on behalf of the -- 

2 Q    Okay.  The pricing that you guys charge that we're talking

3      about that goes back to your general fund as part of your

4      funding, prices you charge for the punches, is that

5      something that's established by the State or your board of

6      directors?

7 A    It's established by the board of directors. 

8 Q    Does that have to be approved by the State at all?  Do you

9      know? 

10 A    No, it does not.

11 Q    Understanding you're not an attorney and have probably a

12      better life, do you happen to know if there's any legal

13      authority that authorizes the Biobank to charge fees for

14      providing those samples? 

15 A    I have no information of that, no.  

16 Q    And once you guys determine whatever the fee is, you just --

17      I mean, is it like an invoice you send to the researcher? 

18 A    Yes, we send them an invoice.  We have a billing system.

19 Q    Let me do this:  I'm going to see if we can just -- just as

20      an example for this -- yeah, right here.  I'm going to

21      present to you what is -- your lawyer -- your lawyer

22      provided me a whole bunch of documents.

23 A.   Okay.  

24                (Deposition Exhibit F marked)

25 Q.   This is Exhibit F for purposes of this deposition.  Here it
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1      is.  Okay.  This would be -- I'm presenting Exhibit F.  This

2      would be an example of an invoice you would send in this,

3      "Future Diagnostic Solutions"?

4 A.   Correct, yep.

5 Q.   All right.  

6 A.   Can you go down a little bit?  I want to see the title of

7      the -- 

8 Q.   This?

9 A.   Yeah, yep.  Okay.  Thank you.  I wanted to make sure it's

10      our invoice.  That's a copy of our invoice.

11 Q.   Okay.  All right.  And the second page of this is -- with

12      counsel's okay I will produce these.  I'd like to be able to

13      redact the account number.

14 A.   Yeah, I was going to say we really need to redact that.

15                MR. ELLISON:  Jeremy and Aaron, would you have any

16      objection to me redacting that when I submit those to the

17      court reporter? 

18                MR. KENNEDY:  No.

19                MR. LEVIN:  No.

20                MR. ELLISON:  Okay.  All right.  I think the same

21      thing here.  They've got an account number here on these

22      checks as well. 

23 Q    This, for example -- I mean, this would be a check I've seen

24      made out to the Biobank which matches the number right here?

25 A    Yep.
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1 Q    And so you guys would get a payment?

2 A    That is correct.

3 Q    Okay.  But just -- I mean, I guess to kind of finish this

4      thought out, though, you would not have sent them these

5      samples unless the State had approved for you guys to send

6      the sample? 

7 A    That would be correct.

8 Q    Okay.  We're almost done.  A couple of details I just want

9      to get ahold of.  As I understand from the various pieces of

10      literature I've seen, there are samples that are currently

11      within the Biobank that go back to -- I've seen a 1984 and

12      1987.  Do you know one way or the other how far back the

13      samples go that are being stored? 

14 A.   Okay.  So this is always a hard question for me and I

15      started to write it down for you.  So we have '96 and

16      current -- '96 to current.  When I say current, give and

17      take that it takes -- 

18 Q.   Well, you're getting samples every day, you said, so -- 

19 A.   Well, yeah, but then they're doing the testing.  It's at the

20      lab, and so it takes about -- it's a two-week lag time, I

21      guess is what I'm trying to tell you, but we should have

22      everything from '96 to current.

23 Q.   Okay.  Is there -- so on the -- on some of the literature it

24      says -- even some of your own literature is saying that it

25      goes back to like the -- I've seen one that says July of
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1      1984, another one that says 1987.

2 A.   Yeah.

3 Q.   Do you have any information about if that's true, how far

4      that goes back?

5 A.   I don't know how far they go back, but I do know that -- and

6      I should tell you this, that every day we get current blood

7      spots and then sometimes -- the plan is to eventually have

8      us to store all of the blood spots from when the program

9      first started, and I believe it was '84, maybe '85, I

10      thought.  I don't know.  But in any case, there's a backlog

11      to get those spots over to us, so sometimes we get current

12      and we may get something, you know, from -- since we're in

13      2009, they would go to 2008.  So we would get some -- you

14      know, some of the older spots for us to store for 2008.  The

15      plan is to eventually have them all housed and stored with

16      us, but the State hasn't been able to get those older spots

17      to us because there is things they have to do on their end. 

18      So eventually, the plan is for us to have all of the spots

19      from when the program first started when the State started

20      testing.  I don't know how feasible that would be, as the

21      director of the Biobank, because we wouldn't have -- I mean,

22      I mentioned earlier there will be room capacity issues and

23      we're going to run into that problem in a couple years, and

24      so that will need to be a conversation that we have with the

25      board.  But we do get -- we're current getting older stuff
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1      and we get current stuff at the same time. 

2 Q    Let me ask you this:  Say I wanted -- I'm a researcher and I

3      want samples from 1988, for example.  Where would those be

4      stored?  Where would I get those?

5 A    You would get them from the State. 

6 Q.   Do you know where the actual physical samples from 1988 are

7      stored?

8 A.   I think it's in your own State Lab.  Somewhere in the State

9      Lab is what I understand.  

10 Q.   I mean, you don't know for sure one way or the other?

11 A.   No, I don't.  

12 Q.   Okay.  

13 A.   I just know that it's at the State.

14 Q.   Let me ask this question:  I've learned that there's a

15      storage facility that the State has that's storing samples

16      in Lansing off the -- not at the lab site, but at an offsite

17      storage facility.  Does that help at all in refreshing your

18      recollection at all?

19 A.   No, it doesn't.  I don't get -- 

20 Q    Fair enough.  At your -- for the samples that you do have,

21      who has actual physical access to those samples? 

22 A    Just me and the operations manager that I have there. 

23 Q.   So that was Chris?

24 A.   That's Christopher Kraus.

25 Q.   Is he still there?
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1 A.   Yes, he is.

2 Q.   Okay.  Another question that I'm hoping you can answer is

3      how many samples do you think you have at the Biobank? 

4 A.   I could not tell you that. 

5 Q.   I mean, are we talking hundreds?  Are we talking -- 

6 A.   I could probably tell you that, but it would take me some

7      time to tell you that.  Let me clarify that.  We have

8      thousands and thousands.  I mean, the room is -- we've got -

9      - I mean, we have hundreds of thousands of them.  I could

10      tell you that; it would just take me a little while. 

11 Q.   I've heard -- I've heard that the State's got 4 million and

12      I've heard they've got 7 million.  I've heard -- I mean, the

13      numbers -- I was just curios if you knew offhand on that.

14 A.   No.

15 Q.   Okay.  Are you familiar at all -- you somewhat hinted at it

16      earlier, but are you familiar at all when the State has made

17      the assertion that they act as the honest broker?

18 A    Uh-huh (affirmative).

19 Q    Do you understand what that concept means at all?

20 A    No, I mentioned that earlier.  That's the first time I've

21      ever seen that. 

22 Q    Do you have the ability, if I was to come down there and

23      say, you know, "Dr. Yancey, I'd like you to" -- "I got

24      approval from the State because I'm here on behalf of the

25      Court.  I'd like you to pull a sample of my sister's child,"
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1      for example, and I know you somewhat answered but I want to

2      make sure I've got it clear for the record.  I come down

3      there.  You haven't talked to the State.  I haven't talked

4      to the State.  I just have an approval from the judge to

5      say, "Go get Phil's sister's son's sample," right?

6 A.   Uh-huh (affirmative). 

7 Q.   Do you have the capability to be able to locate that sample

8      if I was to do that say tomorrow?

9 A.   With a name?

10 Q.   With just a name, yes.

11 A.   No, no.  There are no names at all on anything, any blood

12      spot out of all of the hundreds of thousands that we have. 

13      No name. 

14 Q    Okay.  But to be clear, you couldn't go to a computer also

15      and say -- type in this guy's name or the kid's name or

16      birth date or some other thing and look up and say -- unless

17      you actually have that number from the State to correlate

18      it; fair enough? 

19 A    That is fair.

20 Q    Okay.  So sorry because I actually split my question there. 

21      Let me make sure I get it clear the right way.

22 A    Okay.

23 Q    So you would not have the ability, for example, to type in a

24      child's name, social security number, date of birth and be

25      able to find that sample from your computer or any sort of

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-31, PageID.4730   Filed 04/05/21   Page 62 of 95



KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES DEPOSITION OF ANTONIO YANCEY

Page 62

1      index onsite at the Biobank? 

2 A    That is correct.

3 Q    Okay.  So by extension, my next question, which I kind of

4      veered into was that the only way you could pull a

5      particular person's sample would be if the State provided

6      you with the ascension number that is associated with that

7      particular sample? 

8 A    That is correct.

9 Q    At the facility do you maintain any other data -- well, let

10      me ask it this way:  Any other data that you maintain

11      relative to the samples?  And let me give you some examples

12      of what I mean.  Child's name, blood type, date of birth,

13      their weight when they were born, the time that they were

14      born, any physical or physiological data that would allow

15      you to associate with a particular sample? 

16 A    No.

17 Q    Let's pretend -- I'm just going to -- let's do a pretend

18      here.  This is a hypothetically.  I want to pull -- I'm a

19      researcher.  I want to pull 100 samples of blood samples

20      from children born after the Flint water crisis, and I want

21      to be able to see what -- I'm researching something with

22      blood, right?  Do you have any capability to be able to say,

23      "I can pull these samples based on the zip code," for

24      example? 

25 A    No.
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1 Q    All right.  Could I do that with information -- could I --

2      well, let me ask you this:  If I wanted those samples, is

3      there some way that you know of that the State could provide

4      me with a list of ascension numbers to be able to pull those

5      samples?  

6 A    Yeah, I'm certain that -- yeah; yes.

7 Q    Okay.  So the State has the data, you have the blood? 

8 A    That's correct.

9 Q    All right.  Do you know what information is available from

10      the State in terms of data associated with particular --

11      with individual blood spots?

12 A    No, I do not.

13 Q    Is there any sort of documentation that you guys -- you

14      know, what if I was a researcher contacting you saying, you

15      know, "Dr. Yancey, I'd like these" -- "I'd like the samples

16      with these particular characteristics," how would I go about

17      getting that? 

18 A.   So they would be referred back to Shelby at the State of

19      Michigan and I'm sure that they have a way that, you know,

20      they can identify that information at the State level, but I

21      don't have that information.  

22 Q    Fair enough.  Fair enough.  Okay.  Acknowledging our joke at

23      the beginning about Band-Aids and Robitussin, humor me.

24 A    Right.

25 Q    Do you have any knowledge or expertise as to what sort of
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1      information can be extracted out of blood samples? 

2 A    No.

3 Q    I have these -- my questions into blocks.  You've answered a

4      lot of them here.  Forgive me if I asked you this:  You said

5      you're not dealing with any aspect of the consent process

6      for the ongoing storage, use, or research uses for the blood

7      samples, correct? 

8 A    Correct.

9 Q    Let me -- I'm going to share a screen with you right here.

10 A    Okay.

11 Q    We're on the downward slope.  It took a little longer than I

12      thought, but we're almost done here.

13                (Deposition Exhibit E marked)

14 Q.   I'm presenting you what's been marked by the deposition as

15      Exhibit Number E.  These have been provided by the State and

16      I'm just going to scroll through them real quick, just kind

17      of in a slow scroll, but if you want to look at anything in

18      particular please let me know.  These as I understand are

19      various consent forms that the State claims provides

20      consent.

21 A.   Okay.  

22 Q.   It's my representation, not necessarily the State's

23      representation. 

24 A.   Gotcha.

25 Q.   Looking at these, have you ever seen these forms before?
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1 A.   I've probably seen it once in our operations book, just a

2      general form.  You know, I think I've seen this when I first

3      started, just a copy of the form, but I don't get any of

4      these forms.

5 Q.   I'm going to again represent to you this is my

6      representation, not necessarily the State's or anybody

7      else's, but my representation is that if these are in fact

8      the consent forms, there's no reference to the Biobank

9      anywhere in these documents.  My question -- I want to make

10      sure.  I want to be 100 percent clear.  There are no other

11      consent forms related to the Biobank that you're aware of,

12      fair? 

13 A.   So the Bio Trust is the Biobank.

14 Q.   Okay.  You're jumping to my next section, believe it or not,

15      but we can jump to that right now because I'm trying --

16      that's one of the questions I want to -- I haven't been able

17      to get a clear understanding on, but bear with me for just

18      one second here.  Let's just separate out the Bio Trust for

19      Health as something for a second, just set that aside.

20 A.   Okay.  

21 Q.   Looking at these forms, these are not forms that you -- you

22      or the Biobank have created, correct?

23 A.   Right.

24 Q.   All right.  And again, recognizing whatever the Bio Trust

25      is.  We'll talk about that in a second.  There's no other
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1      consent forms at all that you have on file, obtained, or

2      executed or got in any way related to the blood samples,

3      true?

4 A.   Correct. 

5 Q    All right.  Did you have anything -- and I say you meaning

6      the Biobank, the Biobank have anything to do, to your

7      knowledge, with the drafting of these consent forms?

8 A    Not during my time.

9 Q    Okay.  Fair enough.  And again, I appreciate it.  Just what 

10      you know, okay? 

11 A    Right.

12 Q    I'm going to make one more representation to you.  For

13      example, let's take a look at -- not the best copy in the

14      world, but this is a copy -- this is, for example, Ms.

15      LaPorte's son, and this one is -- this is -- just for

16      reference, this is a consent form for the child we've

17      identified.  By federal law, we've got to identify them by

18      initials for federal court purposes, but it's Child EMO. 

19      Looking right here, Ms. LaPorte indicated "No, my baby's

20      blood spots may not be used for health research."  But it

21      goes on to say right below that the blood spots will be

22      stored forever, but not used for research.  Is that -- do

23      you have any information or explanation as to why when

24      someone does not want -- when a parent does not want their

25      child's blood spot being used, that the blood spot will
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1      nevertheless be stored forever?

2 A.   No.

3 Q    Do you have any information as to whether or not a blood

4      spot will or will not be included as part of the Biobank

5      storage program if they click or select no, they don't want

6      to be part of any health research? 

7 A    No.

8 Q    Does the Biobank have any sort of process or procedure in

9      place to identify -- that they know of to identify those

10      samples that are in the Biobank but do not want to be part

11      of the research or potential research projects? 

12 A    No.

13 Q    Again, would you agree that that would be information that

14      probably would have to be obtained from the State? 

15 A    Correct.

16 Q    You answered that.  Do you know of any details or standards

17      by which parents are told about the Biobank program during

18      the time that consent is being obtained? 

19 A    No.

20 Q    Have you been asked or otherwise -- strike that.  I take

21      attorney/client privilege very carefully.  Have you ever

22      ascertained by your own actions or directed someone at your

23      direction to determine whether or not the nine children who

24      are part of this case, that their samples are within the

25      Biobank facility? 
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1 A    Have I?  Repeat that.  I'm sorry.

2 Q    Fair enough.  I just want to you know if you or Chris --

3      because you had mentioned earlier that only you and Chris

4      have access to the samples themselves, correct? 

5 A    Right.

6 Q    Have you ever been asked or directed to go and check to see

7      if these nine children's samples are in the warehouse, the

8      coolers? 

9 A    No; no.

10 Q    Do you know a Harry Hawkins over at DHHS?

11 A    No.

12 Q    Do you know -- I'm just -- Harry Hawkins passed away in the

13      course of this case.  He worked at DHHS.  Do you happen to

14      know what position he held or -- what I'm trying to find

15      out, do you know who his replacement is? 

16 A.   No, I do not. 

17                (Deposition Exhibit B marked)

18 Q    All right.  The last -- I'm down to the last piece here. 

19      I'm going to show you -- let me go through the exhibits

20      here.  Can you see that -- without me redoing that, can you

21      see the like bluish-purple graphic?

22 A.   Uh-huh (affirmative). 

23 Q.   Okay.  Good, so I don't have to redo that.  All right. 

24      Taking a look at that, and we can zoom in if we need to a

25      little bit, take a moment to take a look at that. 
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1 A.   Okay.  

2 Q.   Okay.  Does this accurately depict your understanding of

3      what happens to leftover blood spots after the newborn

4      screening process is complete? 

5 A.   I can't really answer that.  I mean, I can answer some parts

6      of this document, but some I could not.

7 Q.   Okay.  One of the things I -- again, this is my

8      representation. 

9 A.   Okay.  

10 Q.   One of the things I've learned as part of this is that of

11      the blood spots that are the leftovers, some of them are

12      stored by the State and the balance of those are sent over

13      to you at the Biobank.  Do you know that to be true?

14 A.   Yes.  I do know that they keep -- they do reserve some

15      spots, and then they send the rest over to us for storage. 

16      I do know that piece.

17 Q.   Okay.  So there's actually -- in addition to your storage

18      facility, there is a second one with similar blood spots,

19      some within the State DHHS system? 

20 A.   I do understand that to be correct, yes.

21 Q.   Do you know why -- do you have any knowledge or

22      understanding as to why the State has these two separate

23      processes, meaning one being you with the Biobank and one

24      being them with these other samples? 

25 A    I don't know that answer, but I do know that sometimes they

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-31, PageID.4738   Filed 04/05/21   Page 70 of 95



KANUSZEWSKI, ET AL v. MICHIGAN DEPT. OF HEALTH AND HUMAN SERVICES DEPOSITION OF ANTONIO YANCEY

Page 70

1      have to go back and retest things, I guess, and they want it

2      to be readily available.  I really don't know the answer. 

3 Q    Do you happen too know where physically those other blood

4      spots, those -- the ones the State retains but doesn't send

5      to you, where they store those at? 

6 A.   No, I do not. 

7 Q.   You're not in charge or responsible for the storage of those

8      in any way?

9 A.   No, I'm not.

10 Q.   Do you know what the State uses those other blood spots for? 

11      I mean, you mentioned -- you said you had suspected about

12      other testing, but do you specifically know why they -- what

13      they use those for?

14 A.   No.  I've just heard that they use it for to retest at

15      times, but I don't know the answer to that, I guess. 

16 Q    Let's see here.  So let me -- can you see my mouse?

17 A    Uh-huh (affirmative). 

18 Q    All right.  Good.  Right here, this spot right here, this

19      one blood spot is stored by the State Lab for only your

20      personal use if needed.  That's not the Biobank, correct? 

21 A    That's correct.

22 Q    All right.  Not to put words in your mouth, but I'm looking

23      at here, your likely -- your option A and option B, correct? 

24 A.   The blood spots go into a safe storage (indiscernible). 

25      Yeah, I'm A, and then the blood spots go into safe storage
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1      and will not be used for research to treat -- yep, and I

2      could be B, but the State could possibly be B too.

3 Q.   Okay.  All right.  Can you explain your knowledge as to what

4      is the Michigan Bio Trust for Health, as opposed to or

5      different from or the same as the Michigan Neonatal Biobank?

6 A.   So I'm going to be real honest with you.  I'm not that savvy

7      in that area.

8 Q.   I'm glad you're honest.  I appreciate that. 

9 A.   This was before my time.  I've tried to understand it and

10      read on it a little bit.  This is my understanding:  So the

11      Bio Trust was set up, I want to say -- I can't remember the

12      year.  It was set up as a program to manage the operations

13      of the storage -- of the blood spot storage.  Why it was set

14      up that way, how they became a 501(c), blah, blah, I have no

15      idea.  I just -- I was just told, "This is your new area and

16      you're going to be managing" under my other 50 million areas

17      that I manage.  But that's how I got involved in this.  I

18      didn't want it.  It just came to me because the boss said,

19      "You're going to have it," so I haven't had -- you know, I

20      don't know the history, to be honest with you, you know,

21      about the whole -- the Biobank and why they chose to set it

22      up the way they did.  I don't really have that information. 

23      I know that the Bio Trust, I can say this, that it's a

24      variety of stakeholders, so you have the partners with Wayne

25      State and You of M, VanAndel, et cetera, the State, you
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1      know, so there are a variety of stakeholders that are

2      involved in, you know, the management of that, and that

3      could have been the reason why it was set up as a trust, but

4      I don't have that history. 

5 Q.   Okay.  Fair enough.  Lastly -- or actually, I've got -- the

6      last exhibit I want to show -- well, let me make sure.  Let

7      me look here.  Just a couple of small follow-ups.  Looking

8      at -- 

9                (Deposition Exhibit G marked)

10 Q.   I'm presenting you what's been marked as Exhibit Number G

11      for purposes of the deposition.  This has been provided by

12      the State as the -- what I call the old brochure, and that's

13      my name I give it, the one before the current one that's out

14      called "After Newborn Screening."  Do you have any -- did

15      you have any involvement with the drafting of this document?

16 A.   No.

17 Q.   All right.  Have you -- do you use this document or

18      otherwise know of this document for purposes of the

19      Biobank's operation? 

20 A.   I don't -- this looks like -- I think I may have seen this

21      at one point in the office.  I'm not sure.  It looks a

22      little -- it doesn't look like a current one.  I don't know

23      how old this is, but I've seen -- I think I've seen this

24      document before. 

25 Q.   Okay.  Does this -- 
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1 A.   It looks familiar.

2 Q.   Okay.  Let me ask this question:  Does this document to your

3      knowledge control or otherwise are a part of the way you

4      operate your Biobank? 

5 A.   I'm not understanding that question.  

6 Q.   I guess let me say it this way:  This is something the State

7      created, it's not something the Biobank uses for its

8      operation; would you agree with that?

9 A.   Correct. 

10                (Deposition Exhibit H marked)

11 Q.   I'm going to present to you now what's Exhibit H.

12 A.   Okay.  

13 Q.   Again, this is what I call the new brochure.

14 A.   Okay.  

15 Q.   There's two sides to it here.  Did you have any involvement

16      with the drafting and the putting together of this

17      particular brochure?

18 A.   No, I do not.

19 Q.   Okay.  Do you know if your predecessor did? 

20 A.   I don't know that information.

21 Q.   And again, this is not something you guys created, used, or

22      maintain as part of the Biobank operations, fair?

23 A.   Okay.  So when you say use, I will have to tell you that

24      I've seen some of these at the facility.

25 Q.   Okay.  
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1 A.   So sometimes what happens is that -- and I don't know if

2      this is the right one, but we obviously do promote the

3      Biobank at Wayne State University for our researchers, and

4      so I've attended different -- any time that we hire faculty,

5      part of my job is to promote the Biobank for research

6      purposes to the researchers, so I've used some of the

7      pamphlets that have already been created.  I use those when

8      we do what we call new faculty orientation, so I may share

9      that information along with some other promotional type

10      stuff.

11 Q.   Okay.  

12 A.   So the Biobank is promoted for research purposes so that --

13      you know, so that new faculty know that we do have a way of

14      -- you know, of using blood spots for research. 

15 Q.   Okay.  I want to get that zoomed in here.  I want to draw

16      your attention -- if you can, make sure you can see.  On the

17      bottom left-hand corner on your screen where I'm circling

18      the Certificate of Confidentiality.

19 A.   Okay.  

20 Q.   Do you see that there?

21 A.   Yep.

22 Q.   Okay.  Does that -- does the Certificate of Confidentiality

23      mean anything to you regarding the operation of the Biobank?

24 A.   No.

25 Q.   All right.  That's not something that you know about that
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1      was either sought or petitioned for under your directorship?

2 A.   No.

3 Q.   All right.  Okay.   Two more here.  I want to zoom out here.

4                (Deposition Exhibit O marked)

5 Q.   This is a document that I will represent that used to be on

6      your old website.  I'm not sure if it made the transition in

7      the time from the update.  Do you recognize this?

8 A.   I do.

9 Q.   All right.  Is this one of your brochures?

10 A.   It's one of my brochures, correct. 

11 Q.   All right.  Was this something you created or had created?

12 A.   I made modifications to it when I came onboard because some

13      of the information may have changed.

14 Q.   Okay.  Can you tell -- 

15 A.   My marketing department -- I have a marketing department

16      that does all of our brochures and things.

17 Q.   Okay.  Fair enough.  And again, I don't know if I said it

18      but this is Exhibit O for purposes of this deposition. 

19      Looking at -- if you can look toward the top right-hand

20      side, I'm looking at those carts, that picture right there.

21 A.   Yep.

22 Q.   Is that the carts of how the blood samples are stored?

23 A.   That is correct. 

24 Q.   And again, it's up to you if you want to take a chance to

25      read this here, but based on that you acknowledged that this
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1      is a Biobank brochure, the information contained in it is

2      accurate at least as of the time that they made the

3      brochure; would you agree? 

4 A.   That is correct.

5 Q.   All right.  Fair enough.  Lastly here, before I go to the

6      Complaint, this one right here.

7                (Deposition Exhibit L marked)

8 Q.   To your knowledge, these are -- I'm presenting to you what's

9      been marked as Exhibit L.  These are various documents I've

10      got as part of another lawsuit I have going against the

11      State, myself and my wife.

12 A.   You scared me there for a minute.  I see this charge of open

13      murder and I thought -- the first thing I thought, oh my

14      God, did I -- have I been charged for something that I don't

15      know about?   My heart just literally dropped there.  

16 Q.   Well, I can tell you I'm not charging you with nothing on

17      that whatsoever, so anyway, these are documents that were in

18      response to the other case in which I asked about whether

19      law enforcement had access to the samples at the Biobank.

20 A.   Okay.  

21 Q.   These are some of the documents -- and I'm representing to

22      you that were provided in response to that discovery in the

23      other case.

24 A.   Okay.  

25 Q.   Do you recognize any of these documents as something that
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1      you had to deal with?

2 A.   Yeah.  I remember either myself or my manager, I remember

3      getting this or something like this when we first started. 

4      He may have gotten served with something.

5 Q.   Okay.  

6 A.   I do remember this.  It was probably at the beginning when I

7      first started, because -- what's this, 2017?  '18?  Yeah. 

8 Q.   They blocked the date.  I don't know.  That's -- 

9 A.   Yeah, I remember being served or he got served for this.

10 Q.   Okay.  Do you recall whether or not the subpoena -- just

11      whatever the document was, and I would represent it's a

12      subpoena of some sort, that those -- that the samples were

13      provided in response to those -- that legal demand?

14 A.   I wouldn't know that information because this particular --

15      this particular document was referred over to the State.

16 Q.   Okay.  Do you remember at all whether the Biobank pulled any

17      samples in response to a subpoena?

18 A.   I wouldn't be able to give you that information because I

19      wouldn't even know who it was, so we get requests all the

20      time from them to pull something, so I wouldn't be able to

21      know if that number was associated with this person.

22 Q.   Okay.  So I don't want to put words in your mouth, but just

23      you would have got -- if there would have been a subpoena to

24      the State, for example, like, for example, right here, the

25      one I have in front of you on the screen.  It's page 2 of
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1      Exhibit L and someone is being charged with open murder and

2      it was subpoena directed to the Department of Community

3      Mental Health, State Public Health Lab Lansing, care of

4      Harry Hawkins.  If they had gotten that and they needed to

5      provide that to the court, this would have just been a

6      request to your office to pull like any other request would

7      have been?

8 A.   Yes.

9 Q    All right.  And you don't know any firsthand knowledge of

10      actually receiving a subpoena yourself? 

11 A    No.  But we've -- like I said, I'm not sure.  We've gotten -

12      - I remember one subpoena since I've been there and again, I

13      don't know if it was for this person, but I do remember

14      being served.  It may have been -- it may have been actually

15      for this case, so I don't -- I don't know.

16 Q.   Okay.  But you can't -- 

17 A.   In any case, if I had gotten a document like this, it would

18      have immediately went to the State of Michigan.  

19 Q.   Okay.  Fair enough.  And you don't know sitting here right

20      now whether or not these subpoenas or legal demands were

21      otherwise fulfilled, correct?

22 A.   No. 

23 Q.   Okay.  Let me just check.  I've got one more -- I'm done

24      with the exhibits.  Let me just look right here.  Forgive

25      me.  I may have asked this.  I'm going through the
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1      Complaint.  I just have a couple of notes on my Complaint

2      that I filed on this.  I just want to ask a couple questions

3      on that and you may have answered it, so forgive me if I'm

4      asking you again.  If I -- no, strike that.  You've answered

5      -- no, you've answered that.  I was just -- you've answered

6      that, so.  Does the Biobank have any policies about

7      providing blood samples or blood spots to public or

8      university researchers versus for-profit companies?

9 A.   No.

10 Q.   I've noticed -- and I don't have it on the screen right now,

11      but the State provided me a list of research projects and

12      for example, I see companies like Luminex, Genomics (ph)

13      USA, Astoria Pacific, Advanced Liquid Logic, Asuragen -- A-

14      s-u-r-a-g-e-n, like for example, you guys provided 10,000

15      samples to them, for example. 

16 A.   Uh-huh (affirmative). 

17 Q.   These are all for-profit companies I've discovered on that. 

18      There's no -- to your knowledge, there's no prohibition or

19      concern about providing samples to a for-profit company?

20 A.   I don't get involved in that information. 

21 Q.   All right.  Fair enough.  All right.  So this is going to

22      sound silly.  This is going to sound like a silly question. 

23      The blood samples are stored at a temperature and humidity

24      controlled area within a facility near Wayne State

25      University known as TechTown, correct? 
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1 A.   That's correct.

2 Q.   All right.  

3 A.   TechTown is on Cass and Burroughs. 

4 Q.   And you did -- as part of your responsibilities at the

5      Biobank you've never obtained or otherwise sought a search

6      warrant from a judge to be able to continue to store blood

7      samples, true?

8 A.   True. 

9 Q.   All right.  

10                MR. ELLISON:  I think that's it, sir.  I

11      apologize.  It took a little longer than I had thought, but

12      I really sincerely appreciate it.  I hope -- I hope this was

13      not an unpleasant experience for you and I appreciate your

14      time today.  With that, I'm going to tender the witness to

15      Mr. Kennedy and if he's got any questions, then Mr. Level

16      might have some questions too for you, but otherwise, sir, I

17      appreciate your time today.

18                THE WITNESS:  All right.  Thank you, Mr. Ellison.

19                MR. ELLISON:  Thank you.

20                MR. KENNEDY:  Dr. Yancey, I just want to clear --

21      make a couple things clear for the record.

22                            EXAMINATION

23 BY MR. KENNEDY:

24 Q    When you get a request from the State of Michigan to pull

25      samples, blood spots, they give you specific numbers to
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1      pull, correct? 

2 A    That's correct.

3 Q    They don't just ask to pull random numbers, correct? 

4 A    Correct.

5 Q    So in one of the hypotheticals that Mr. Ellison asked with

6      Dr. Shah saying pull ten samples, if you didn't get specific

7      numbers for those samples to pull, you wouldn't pull

8      anything, correct?

9 A    That's correct.

10 Q    All right.  Okay.  I just wanted to clear that up.

11                MR. KENNEDY:  I have nothing further, unless Mr.

12      Levin does. 

13                MR. LEVIN:  I do not.

14                THE WITNESS:  Who is Mr. Levin's representation? 

15      I missed that earlier and I want to ask that question before

16      I leave. 

17                MR. KENNEDY:  He's from the Attorney General's

18      Office.

19                THE WITNESS:  Okay.  

20                MR. ELLISON:  The joke would be, of course,

21      there's no halo behind his head right now, right?  So ha,

22      ha, ha.  Anyway, I have no further questions at this point

23      right now either.  Again, Dr. Yancey, I sincerely appreciate

24      your time today and I appreciate your forthrightness.  This

25      concludes the deposition going forward.
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1                THE WITNESS:  Thank you.  

2                (At 1:56 p.m., deposition concluded)
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Kanuszewski, et al v. MDHHS, et al. 
USDC-ED No: 1:18-cv-10472 

Honorable Thomas L. Ludington 
Magistrate Judge Patricia T. Morris 

EXHIBIT 31

Historical Newborn Screening Pamphlets
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50 years of saving

Learn about blood 
spot screening…

Michigan 
Newborn 
Screening

Michigan 
Newborn 
Screening

BABIESBABIES

MDHHS is an equal opportunity employer, services  
and program provider.

100,000 printed at 3.0 cents each with a total cost of $2,811.40

5/15

Is there anything else I need 
to do?
ASK Hospital staff or your 

midwife if newborn 
screening was done.

BE SURE The hospital or midwife 
and your baby’s health 
care provider have the 
right phone number and 
address to reach you.

CHECK With your baby’s health 
care provider or midwife 
about the NBS results.

FOLLOW Directions from your 
baby’s health care provider 
if more tests or medical 
appointments are needed. 

1965-2015 
50 years of saving babies!

Please talk to your baby’s health 
care provider or contact us by:

Telephone:
1-866-673-9939 (toll-free)

Fax:
517-335-9419

Email
newbornscreening@michigan.gov

Would you like 
to learn more?

Would you like 
to learn more?

P.O. Box 30195
Lansing, MI 48909

www.michigan.gov/newbornscreening

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-32, PageID.4765   Filed 04/05/21   Page 2 of 13



What happens if screening 
suggests a health problem? 
The NBS Follow-up Program will alert 
your baby’s health care provider. You 
will get a call about what to do next, 
but it does not always mean your 
baby will have a problem. A second 
screening test may be needed. 

What are the disorders? 
In Michigan, blood spot screening looks 
for over 50 disorders that may affect:

n Blood cells
n Brain development
n How the body breaks down 

nutrients from food
n Lungs and breathing
n Hormones
n	 How	the	body	fights	infection
Congenital hypothyroidism, sickle  
cell	disease,	and	cystic	fibrosis	are	 
some of the most common disorders. 
For a complete list, visit:  
www.michigan.gov/newbornscreening. 
NBS	may	also	find	some	babies	who	
are healthy carriers of these disorders. 

What happens if my baby has 
one of these 
disorders?
Help is 
available if your 
baby is found to 
have a disorder. 
Treatment 
usually begins 
early and continues through life. Each 
year	NBS	finds	about	280	Michigan	
babies with these medical disorders.

What is Newborn Screening 
(NBS)?
NBS is a program that 
screens all babies at 
24-36 hours of age 
for rare but serious 
disorders. Michigan 
law requires newborn 
screening to make sure that babies who 
need treatment are found early. As 
part of newborn screening, your baby 
is checked for hearing loss and signs 
of critical congenital heart disease. A 
few drops of blood are also taken from 
your	baby’s	heel	to	fill	spots	on	a	filter	
paper card. The card is sent to the State 
Newborn Screening Laboratory where 
blood spots 
are tested 
for over 50 
different 
disorders 
that	benefit	
from early 
treatment. 
This pamphlet 
describes newborn blood spot screening.

My baby seems really 
healthy. Is NBS still needed? 
YES! Whether your baby is born in 
a hospital, non-hospital setting or 
at home, screening should be done. 
Most babies with these disorders 
seem healthy at birth but can become 
very sick in a short time. If not treated 
early, serious health problems, severe 
developmental delay and even death 
can	occur.	NBS	is	the	best	way	to	find	
nearly all babies with these disorders as 
early as possible.

How is the cost of NBS 
covered?
If your baby is born in a hospital,  
the cost is part of the hospital charge. 
If your baby is born in a non- 
hospital setting, the NBS card  
must be purchased online at  
www.michigan.gov/nbsorders or by 
calling 1-866-673-9939. Some home 
births may qualify for a free screening.

What happens to my baby’s 
blood spots after screening?
All of the blood spots are not always 
needed for screening. The lab saves 
one full blood spot for future use by 
you or your child, if it is ever needed. 
The remaining blood spots are sent for 
permanent storage.

Remaining blood spots from newborn 
screening may be made available for 
future medical research with a  
parent’s consent. To learn more,  
please read the Michigan BioTrust for 
Health pamphlet or visit  
www.michigan.gov/biotrust.

State law allows you to ask that a 
second blood spot sample be taken for 
your safekeeping. If you would like 
a second sample, please talk to your 
health care provider.

Forms are available if you want 
your child’s blood spots destroyed 
after newborn screening is complete. 
Please call 1-866-673-9939 for more 
information or visit  
www.michigan.gov/newbornscreening.
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saves

Learn why your  
baby is screened…

Michigan 
Newborn 
Screening

Michigan 
Newborn 
Screening

BABIESBABIES

MDCH is an equal opportunity employer, services  
and program provider.

50,000 printed at 3.0 cents each with a total cost of $1,745.50

9/14

Is there anything else  
I need to do?

ASK The hospital staff or your 
midwife if the newborn  
screening sample was  
taken.

ENSURE The hospital, midwife  
and your baby’s health  
care provider have your 
correct address and   
phone number to reach  
you if needed.

 CHECK With your baby’s health  
care provider or midwife  
about the NBS results.

 LISTEN To your baby’s health  
care provider and follow 
directions if more tests or  
medical appointments are  
needed.

REMEMBER…

Newborn Screening 
Saves Babies!

Please talk to your health care 
provider or contact us by:

Telephone
Toll-free: 1-866-673-9939

Fax
517-335-9419 or 517-335-9739

Email
newbornscreening@michigan.gov

Would you like 
to learn more?

Would you like 
to learn more?

Newborn Screening Program
P.O. Box 30195

Lansing, MI 48909

Rick Snyder, Governor
Nick Lyon, Director

www.michigan.gov/newbornscreening
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What happens if screening 
suggests a health problem?
The Newborn Screening Follow-up 
Program will notify your baby’s health 
care provider. You will get a call telling 
you what to do next. If you get a call 
from your baby’s health care provider, 
it does not always mean that your baby 
has one of the medical conditions. A 
second screening test may be needed. 

What are the medical 
conditions?
In Michigan, NBS looks for over 50 
conditions that may affect:
n Blood cells
n Brain development 
n How the body breaks down 

nutrients from food 
n Lungs and breathing
n Hormones
n How the body fights infection
For a complete list of conditions, visit: 
www.michigan.gov/newbornscreening 

What happens if my baby  
has one of these conditions?
If your baby 
has one of these 
conditions, 
there is help. 

Treatment 
usually begins 
early and 
continues 
through life. Each year about 280 
Michigan babies with these medical 
conditions are found by NBS.

What is Newborn 
Screening (NBS)?
NBS is a program that 
screens all babies for 
many serious medical 
conditions. A few 
drops of blood taken 
from your baby’s 
heel are used to fill five spots on a filter 
paper card. After the blood is dried, the 
card is then sent to the State Newborn 
Screening Laboratory for testing. 

Michigan law requires newborn 
screening to ensure that babies who 
need treatment are found early. 

Whether 
your baby 
is born 
in the 
hospital or 
at home, 
NBS 
should 
be done 
between 
24 and 36 hours after birth. 

My baby seems really  
healthy. Is NBS still 
needed?
YES! Most babies with these medical 
conditions seem healthy at birth but 
can become very sick in a short time. If 
not found early, many of the conditions 
can cause serious and permanent 
health problems, severe developmental 
delay and even death.

How is the cost of NBS 
covered?
If your baby is born in a hospital, the 
cost is part of the hospital charge. If 
your baby is born at home, the NBS  
kit must be purchased. If you do not 
have insurance or are unable to pay, 
NBS should still be done. Please call  
1-866-852-1247 to see if you qualify  
for a free screening.

What happens to my baby’s  
 blood spots after screening?
All of the blood spots are not always 
needed for screening. The lab saves 
one full blood spot for future use by 
you or your child, if it is ever needed. 
The remaining blood spots are sent for 
permanent storage. 

Remaining blood spots from newborn 
screening may be made available for 
future medical research with a parent’s 
consent. To learn more, please read the 
brochure on the Michigan BioTrust for 
Health or visit:  
www.michigan.gov/biotrust 

State law allows you to ask that a 
second sample be taken for your 
safekeeping. If you would like a 
second sample, please ask your health 
care provider. 

Forms are available if you want 
your child’s blood spots destroyed 
after newborn screening is complete. 
Please call 1-866-673-9939 for more 
information or visit the NBS website at:
www.michigan.gov/newbornscreening
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saves

Learn why your  
baby is screened…

Michigan 
Newborn 
Screening

Michigan 
Newborn 
Screening

BABIESBABIES

MDCH is an equal opportunity employer, services  
and program provider.

100,000 printed at 5.0 cents each with a total cost of $5,180.81

1/14

Is there anything else  
I need to do?
ASK The hospital staff or your 

midwife if the newborn  
screening sample was  
taken.

ENSURE The hospital, midwife  
and your baby’s health  
care provider have your 
correct address and   
phone number to reach  
you if needed.

 CHECK With your baby’s health  
care provider or midwife  
about the NBS results.

 LISTEN To your baby’s health  
care provider and follow 
directions if more tests or  
medical appointments are  
needed.

REMEMBER…

Newborn Screening 
Saves Babies!

Please talk to your health care 
provider or contact us by:

Telephone
Toll-free: 1-866-673-9939

Fax
517-335-9419 or 517-335-9739

Email
newbornscreening@michigan.gov

Would you like 
to learn more?

Would you like 
to learn more?

Newborn Screening Program
P.O. Box 30195

Lansing, MI 48909
www.michigan.gov/newbornscreening
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What happens if screening 
suggests a health problem?
The Newborn Screening Follow-up 
Program will notify your baby’s health 
care provider. You will get a call telling 
you what to do next. If you get a call 
from your baby’s health care provider, 
it does not always mean that your baby 
has one of the medical conditions. A 
second screening test may be needed. 

What are the medical 
conditions?
In Michigan, NBS looks for over 50 
conditions that may affect:
n Blood cells
n Brain development 
n Hearing
n How the body breaks down 

nutrients from food 
n Lungs and breathing
n Hormones
n	 How	the	body	fights	infection
For a complete list of conditions, visit: 
www.michigan.gov/newbornscreening 

What happens if my baby  
has one 
of these 
conditions?
If your baby 
has one of these 
conditions, 
there is help. 

Treatment usually begins early and 
continues through life. Each year about 
280 Michigan babies with these medical 
conditions are found by NBS.

What is Newborn Screening 
(NBS)?
NBS is a program that 
screens all babies for 
many serious medical 
conditions. A few 
drops of blood taken 
from your baby’s 
heel	are	used	to	fill	five	spots	on	a	filter	
paper card. After the blood is dried, the 
card is then sent to the State Newborn 
Screening Laboratory for testing. 

Michigan law requires newborn 
screening to ensure that babies who 
need treatment are found early. 

Whether 
your baby 
is born 
in the 
hospital or 
at home, 
NBS 
should 
be done 
between 
24 and 36 hours after birth. 

My baby seems really  
healthy. Is NBS still needed?
YES! Most babies with these medical 
conditions seem healthy at birth but 
can become very sick in a short time. If 
not found early, many of the conditions 
can cause serious and permanent 
health problems, severe developmental 
delay and even death.

How is the cost of NBS 
covered?
If your baby is born in a hospital, the 
cost is part of the hospital charge. If 
your baby is born at home, the NBS  
kit must be purchased. If you do not 
have insurance or are unable to pay, 
NBS should still be done. Please call  
517-241-5583 to see if you qualify for  
a free screening.

What happens to my baby’s  
 blood spots after screening?
All of the blood spots are not always 
needed for screening. The lab saves 
one full blood spot for future use by 
you or your child, if it is ever needed. 
The remaining blood spots are sent for 
permanent storage. 

Remaining blood spots from newborn 
screening may be made available for 
future medical research with a parent’s 
consent. To learn more, please read the 
brochure on the Michigan BioTrust for 
Health or visit:  
www.michigan.gov/biotrust 

Blood spots cannot be returned to you 
after newborn screening. State law 
allows you to ask that a second sample 
be taken for your safekeeping. If you 
would like a second sample, please 
ask your health care provider. 

Forms are available if you want 
your child’s blood spots destroyed 
after newborn screening is complete. 
Please call 1-866-673-9939 for more 
information or visit the NBS website at:
www.michigan.gov/newbornscreening
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saves

Learn why your  
baby is screened…

Michigan 
Newborn 
Screening

Michigan 
Newborn 
Screening

BABIESBABIES

MDCH is an equal opportunity employer, services  
and program provider.

100,000 printed at $.06 cents each with a total cost of $5,675.82

12/11

Is there anything else  
I need to do?

ASK The hospital staff or your 
midwife if the newborn  
screening sample was  
taken.

ENSURE The hospital, midwife  
and your baby’s health  
care provider have your 
correct address and   
phone number to reach  
you if needed.

 CHECK With your baby’s health  
care provider or midwife  
about the NBS results.

 LISTEN To your baby’s health  
care provider and follow 
directions if more tests or  
medical appointments are  
needed.

REMEMBER…

Newborn Screening 
Saves Babies!

Please talk to your health care 
provider or contact us by:

Telephone
Toll-free: 1-866-673-9939

Fax
517-335-9419 or 517-335-9739

Email
newbornscreening@michigan.gov

Would you like 
to learn more?

Would you like 
to learn more?

Newborn Screening Program
P.O. Box 30195

Lansing, MI 48909

Rick Snyder, Governor
Olga Dazzo, Director

www.michigan.gov/newbornscreening
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What happens if screening 
suggests a health problem?
The Newborn Screening Follow-up 
Program will notify your baby’s health 
care provider. You will get a call telling 
you what to do next. If you get a call 
from your baby’s health care provider, 
it does not always mean that your baby 
has one of the medical conditions. A 
second screening test may be needed. 

What are the medical 
conditions?
In Michigan, NBS looks for over 50 
conditions that may affect:
n Blood cells
n Brain development 
n Hearing
n How the body breaks down 

nutrients from food 
n Lungs and breathing
n Hormones
n How the body fights infection
For a complete list of conditions, visit: 
www.michigan.gov/newbornscreening 

What happens if my baby  
has one 
of these 
conditions?
If your baby 
has one of these 
conditions, 
there is help. 

Treatment usually begins early and 
continues through life. Each year about 
280 Michigan babies with these medical 
conditions are found by NBS.

What is Newborn Screening 
(NBS)?
NBS is a program that 
screens all babies for 
many serious medical 
conditions. A few 
drops of blood taken 
from your baby’s 
heel are used to fill five spots on a filter 
paper card. After the blood is dried, the 
card is then sent to the State Newborn 
Screening Laboratory for testing. 

Michigan law requires newborn 
screening to ensure that babies who 
need treatment are found early. 

Whether your baby is born in the 
hospital or 
at home, 
NBS 
should 
be done 
between 
24 and 
36 hours 
after birth. 

My baby seems really  
healthy. Is NBS still needed?
YES! Most babies with these medical 
conditions seem healthy at birth but 
can become very sick in a short time. If 
not found early, many of the conditions 
can cause serious and permanent 
health problems, severe developmental 
delay and even death.

How is the cost of NBS 
covered?
If your baby is born in a hospital, the 
cost is part of the hospital charge. If 
your baby is born at home, the NBS  
kit must be purchased. If you do not 
have insurance or are unable to pay, 
NBS should still be done. Please call  
517-241-5583 to see if you qualify for  
a free screening.

What happens to my baby’s  
 blood spots after screening?
All of the blood spots are not always 
needed for screening. The lab saves 
one full blood spot for future use by 
you or your child, if it is ever needed. 
The remaining blood spots are sent for 
permanent storage. 

Remaining blood spots from newborn 
screening may be made available for 
future medical research with a parent’s 
consent. To learn more, please read the 
booklet on the Michigan BioTrust for 
Health or visit:  
www.michigan.gov/biotrust 

Blood spots cannot be returned to you 
after newborn screening. State law 
allows you to ask that a second sample 
be taken for your safekeeping. If you 
would like a second sample, please 
ask your health care provider. 

Forms are available if you want 
your child’s blood spots destroyed 
after newborn screening is complete. 
Please call 1-866-673-9939 for more 
information or visit the NBS website at:
www.michigan.gov/newbornscreening
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Kanuszewski, et al v. MDHHS, et al. 
USDC-ED No: 1:18-cv-10472 

Honorable Thomas L. Ludington 
Magistrate Judge Patricia T. Morris 

EXHIBIT 32

45 C.F.R. § 46.116 Effective June 23, 2005 to 
July 18, 2018  
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Code of Federal Regulations
Title 45. Public Welfare

Subtitle A. Department of Health and Human Services (Refs & Annos)
Subchapter A. General Administration (Refs & Annos)

Part 46. Protection of Human Subjects (Refs & Annos)
Subpart A. Basic HHS Policy for Protection of Human Research Subjects (Refs & Annos)

This section has been updated. Click here for the updated version.

45 C.F.R. § 46.116

§ 46.116 General requirements for informed consent.

Effective: June 23, 2005 to July 18, 2018

Except as provided elsewhere in this policy, no investigator may involve a human being as a subject in research covered by
this policy unless the investigator has obtained the legally effective informed consent of the subject or the subject's legally
authorized representative. An investigator shall seek such consent only under circumstances that provide the prospective subject
or the representative sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion
or undue influence. The information that is given to the subject or the representative shall be in language understandable to
the subject or the representative. No informed consent, whether oral or written, may include any exculpatory language through
which the subject or the representative is made to waive or appear to waive any of the subject's legal rights, or releases or
appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.

(a) Basic elements of informed consent. Except as provided in paragraph (c) or (d) of this section, in seeking informed consent
the following information shall be provided to each subject:

(1) A statement that the study involves research, an explanation of the purposes of the research and the expected duration
of the subject's participation, a description of the procedures to be followed, and identification of any procedures which
are experimental;

(2) A description of any reasonably foreseeable risks or discomforts to the subject;

(3) A description of any benefits to the subject or to others which may reasonably be expected from the research;

(4) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the
subject;

(5) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-33, PageID.4778   Filed 04/05/21   Page 2 of 4

http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT45SUBTAR)&originatingDoc=N8D66FA80E74B11D98D24AEE1F6EABDD4&refType=CM&sourceCite=45+C.F.R.+%c2%a7+46.116&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.RelatedInfo)
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT45SUBTASUBCAR)&originatingDoc=N8D66FA80E74B11D98D24AEE1F6EABDD4&refType=CM&sourceCite=45+C.F.R.+%c2%a7+46.116&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.RelatedInfo)
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT45SUBTASUBCAPT46R)&originatingDoc=N8D66FA80E74B11D98D24AEE1F6EABDD4&refType=CM&sourceCite=45+C.F.R.+%c2%a7+46.116&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.RelatedInfo)
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(CFRT45SUBTASUBCAPT46SUBPTAR)&originatingDoc=N8D66FA80E74B11D98D24AEE1F6EABDD4&refType=CM&sourceCite=45+C.F.R.+%c2%a7+46.116&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.RelatedInfo)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=45CFRS46.116&docFamilyGuid=I179937A00FD911DDA264B61014D2A083&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.RelatedInfo)


§ 46.116 General requirements for informed consent., 45 C.F.R. § 46.116
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(6) For research involving more than minimal risk, an explanation as to whether any compensation and an explanation as to
whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information
may be obtained;

(7) An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights,
and whom to contact in the event of a research-related injury to the subject; and

(8) A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the
subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits
to which the subject is otherwise entitled.

(b) Additional elements of informed consent. When appropriate, one or more of the following elements of information shall
also be provided to each subject:

(1) A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the
subject is or may become pregnant) which are currently unforeseeable;

(2) Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard
to the subject's consent;

(3) Any additional costs to the subject that may result from participation in the research;

(4) The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of
participation by the subject;

(5) A statement that significant new findings developed during the course of the research which may relate to the subject's
willingness to continue participation will be provided to the subject; and

(6) The approximate number of subjects involved in the study.

(c) An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed
consent set forth above, or waive the requirement to obtain informed consent provided the IRB finds and documents that:

(1) The research or demonstration project is to be conducted by or subject to the approval of state or local government
officials and is designed to study, evaluate, or otherwise examine: (i) Public benefit of service programs; (ii) procedures
for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or
procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; and

(2) The research could not practicably be carried out without the waiver or alteration.
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(d) An IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed
consent set forth in this section, or waive the requirements to obtain informed consent provided the IRB finds and documents
that:

(1) The research involves no more than minimal risk to the subjects;

(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects;

(3) The research could not practicably be carried out without the waiver or alteration; and

(4) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

(e) The informed consent requirements in this policy are not intended to preempt any applicable federal, state, or local laws
which require additional information to be disclosed in order for informed consent to be legally effective.

(f) Nothing in this policy is intended to limit the authority of a physician to provide emergency medical care, to the extent the
physician is permitted to do so under applicable federal, state, or local law.

(Approved by the Office of Management and Budget under Control Number 0990–0260.)

Credits
[70 FR 36328, June 23, 2005]

<Subpart effective until July 19, 2018.>
 

SOURCE: 56 FR 28012, 28022, June 18, 1991; 56 FR 28032, June 18, 1991; 59 FR 28276, June 1, 1994; 62 FR 16955, 17005,
April 8, 1997; 62 FR 31669, June 10, 1997; 66 FR 3882, Jan. 17, 2001; 66 FR 56778, Nov. 13, 2001, unless otherwise noted.

AUTHORITY: 5 U.S.C. 301; 42 U.S.C. 289(a).; 5 U.S.C. 301; 42 U.S.C. 289, 42 U.S.C. 300v–1(b).

End of Document © 2021 Thomson Reuters. No claim to original U.S. Government Works.
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Deposition of Sonia Suter  
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                   UNITED STATES DISTRICT COURT

         EASTERN DISTRICT OF MICHIGAN, NORTHERN DIVISION

ADAM KANUSZEWSKI, et al,

          Plaintiffs,

v                                    File No. 18-cv-10472

                                     HON. THOMAS L. LUDINGTON
MICHIGAN DEPARTMENT OF               MAG. PATRICIA T. MORRIS
HEALTH and HUMAN SERVICES,
et al,

          Defendants.
                             /

          VIDEO CONFERENCE DEPOSITION OF SONIA M. SUTER

     Taken by the Defendants on the 8th day of February, 2021,

     via Zoom, at 9:30 a.m.

APPEARANCES:

For the Plaintiffs:      MR. PHILIP LEE ELLISON (P74117)
                         Outside Legal Counsel, PLC
                         PO Box 107
                         Hemlock, Michigan 48626
                         (989) 642-0055

For the Defendants:      MR. AARON WARREN LEVIN (P81310)
                         Assistant Attorney General
                         Michigan Department of Attorney General
                         PO Box 30736
                         525 Ottawa Street
                         Lansing, Michigan 48909
                         (517) 335-7632

For Michigan Neonatal    MR. JEREMY C. KENNEDY (P64821)
BioBank, Inc. and        Pear Sperling Eggan & Daniels, PC
Dr. Antonio Yancey:      24 Frank Lloyd Wright Drive, #D2000
                         Ann Arbor, Michigan 48105
                         (734) 665-4441
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1                Via Zoom Video Conference

2                Monday, February 8, 2021 - 9:32 a.m.

3                MR. LEVIN:  Thank you for being here this morning. 

4      I'm going to assume you have a little bit more familiarity

5      with depositions than some other people we've done this

6      with, but all the same, I'm going to run through my basic

7      outline points just so it's in there.  So we're going to ask

8      a handful of questions.  Some of them we're going to know

9      the answers to and they may sound a little silly, but that's

10      just for our purposes.  Don't worry too much about that. 

11      You may hear an attorney jump in with an objection.  Just

12      wait a moment.  You will probably still answer, but we'll

13      hash that out later among the three of us.  If you don't

14      know the answer to a question, that's perfectly acceptable. 

15      If you don't remember, that's perfectly acceptable.  If you

16      need us to rephrase or you don't understand something, we

17      will clear that up.  That's not a problem.  I think that is

18      my little background so I will jump in.

19                REPORTER:  Do you solemnly swear or affirm the

20      testimony you’re about to give will be the whole truth? 

21                MS. SUTER:  Yup, I do.

22                           SONIA M. SUTER

23          having been called by the Defendants and sworn:

24                            EXAMINATION

25 BY MR. LEVIN:
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1 Q    What state do you currently live in?

2 A    I live in Maryland.

3 Q    All right.  So I was looking at your CV and it looks like at

4      some point you may have lived in Michigan.  So have you ever

5      lived in Michigan and for how long and approximately when?

6 A    I lived in Michigan for all of my childhood and a good part

7      of the early part of my adulthood.  I left Michigan in '97,

8      I believe.  I was out of Michigan for one year during a

9      clerkship, but otherwise was in Michigan for a good part of

10      my life.

11 Q    Have you ever been present in Michigan when a child was

12      born?

13 A    Well, certainly.  Children were born in the time I lived

14      there, yes.

15 Q    Okay.  So do you have any experience with medical

16      professionals or staff seeking consent for research for the

17      retained dried blood spots after newborn screening in

18      Michigan?

19 A    As a patient or in any context?

20 Q    Any context.

21 A    Well, I was on a commission appointed by the Governor where

22      we talked about this issue.  But you're asking if I have any

23      experience with health care professional?  I guess I'm not

24      sure precisely what you're asking me.  I want to make sure

25      I'm answering correctly.
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1 Q    Okay.  So I'm going to ask I think both because I'm going to

2      circle back on that.  So the question I guess right now is

3      just personal experience, sort of -- not necessarily in a

4      hospital room, but just for hopefully clarity sort of in a

5      hospital room with somebody providing the form regarding

6      consent for research uses for dried blood spots after

7      newborn screening?

8 A    I have not had any personal experience as a patient in any

9      kind of consent procedure regarding the collection of

10      samples for newborn screening or storage.

11 Q    Do you have any experience with that not as a patient, in

12      some sort of research context where you were in the room and

13      somebody else may have been a patient?

14 A    No.

15 Q    Okay.  So what was the -- you said you were on a commission. 

16      Can you tell me a little more about that?

17 A    Yeah.  The Governor appointed a commission -- this is asking

18      me to remember time -- somewhere around -- it was shortly

19      before I left to come to D.C. and it included geneticists,

20      researchers, M.D.s, lawyers, bioethicists to talk about

21      various issues regarding genetics.  I think it was called

22      the Privacy in Progress Commission on Genetic -- Genetics

23      Privacy and Progress Commission, something along those

24      lines.  It's in my CV.  And essentially it was to just think

25      about the various kinds of ethical/legal issues and what
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1      sort of approach we would recommend for the legislature

2      regarding genetics and the use of a genetic technology.

3 Q    Do you remember what the recommendation was?

4 A    Well, there were a lot of different recommendations so it

5      would be hard to recall of them.  You know, we recommended

6      protections with respect to -- against genetic

7      discrimination, protections of genetic privacy.  There was a

8      section on newborn screening.

9 Q    As it related just to newborn screening and the research

10      uses following screening, do you remember anything in

11      particular that came out from the commission?

12 A    Well, I do remember that I was the lone voice in saying that

13      I thought we should require a consent for newborn screening

14      and I could not get my colleagues to join me on that one. 

15      So for the actual process of the collection of samples.  The

16      premise was more -- as I recall at the time, more on the

17      collection of samples and retention, less on the research

18      aspects of it.  I don't recall us focusing on that as much.

19      But I've long been a believer that there should be consent

20      at the outset of collection of samples and so I voiced that

21      opinion, but I was in the dissent.

22 Q    Do you have any familiarity -- I guess currently are you

23      familiar with the Michigan statutes regarding the newborn

24      screening process?

25 A    Yeah.  I mean, things changed quite a bit after I left so I
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1      don't -- you know, I can't say that I have studied it deeply

2      since, you know, 2014, but as I understand it, the research

3      protocol has changed from an opt out to opt in approach in

4      2010 with respect to the research on the sample (inaudible).

5 Q    Okay.  So just so we have this all cleared up, can you just

6      explain a little about the difference between opt in and opt

7      out?

8 A    Yeah.  An opt out begins with a presumption that people will

9      participate in whatever the procedure is, whether it's

10      research or something else, and then to not be included one

11      would have to affirmatively state that they did not want to

12      participate as opposed to an opt in where the default would

13      be we're not going to use the samples in the case of

14      research unless you affirmatively say that you want to do

15      that and unless you affirmatively consent.

16 Q    And just so I have this clear, do you know which one

17      Michigan uses now?

18 A    They now have the opt in as I understand it starting in 2010

19      with respect to the research use of the samples.

20 Q    Are you at all familiar with the training and education that

21      the Department of Health and Human Services does for health

22      care staff regarding the retention for research purposes?

23 A    No, I'm not familiar with how they're trained, especially

24      since it's changed.

25 Q    Are you familiar at all with anything -- or I'm going to
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1      strike that and ask more clearly than "anything."  Are you

2      familiar with the training or education done by the

3      Department regarding secondary uses after newborn screening

4      in informing the public?

5 A    No; no, I'm not familiar with that.  Again, as I said at the

6      time that we were doing the work as a commission, we really

7      weren't focused on that aspect so I don't know about the

8      training.

9 Q    So I think you may have already answered this, but I'm going

10      to drill down just a little bit.  With regard to retention

11      for research use after newborn screening, do you know if the

12      Department of Health and Human Services requires parents to

13      provide informed consent?

14 A    You're asking with respect to retention or with respect to

15      research?

16 Q    Research.  Sorry.

17 A    Okay.  So with respect to research, my understanding is that

18      it's an opt in approach so that it requires affirmative

19      consent, but that retention is required, is mandatory, that

20      the samples are retained for 100 years I believe.

21 Q    Do you know if that's the case for both anonymous and de- --

22      I'm going to strike that.  I'll ask that better.  I struggle

23      with the word.  Do you know if that's true for anonymized

24      and de-anonymized research?

25 A    That's -- okay.  So that's a good question.  My
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1      understanding is that opt in for both identified and

2      de-identified, but I'm not 100 percent sure about that so I

3      don't want to claim to know that.

4 Q    Should have used "identified."  That rolls off the tongue

5      much easier.  And do you know if -- if a parent opts in

6      initially, do you know if they have the ability to opt out

7      later?

8 A    I believe they have the ability to opt out later with

9      respect to the research.

10 Q    Do you know if an individual has the ability to opt out

11      after they turn 18?

12 A    I believe they also have the ability to opt out after they

13      turn 18.  I'm not 100 percent sure of that, but I believe

14      that's the case.

15 Q    Regarding the retained dried blood spots, do you know what

16      sort of things the Department of Health and Human Services

17      does to protect confidentiality?

18 A    The Michigan Department of Health and Human Service?

19 Q    Yes.

20 A    I don't know precisely what measures they take, but

21      presumably -- I mean, I know they're used for various

22      purposes, for quality assurance, sometimes cases where there

23      needs to be identification of somebody who's deceased.  But

24      I would imagine that they have confidentiality provisions,

25      but I don't know precisely what they used for that.
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1 Q    So with the expert disclosure, we were given -- and I think

2      you've referenced it -- an article you wrote in or is

3      published in 2014.  Are you familiar with that article with

4      just that description?

5 A    Yes, I am.

6 Q    Do you know if the Michigan Department of Health and Human

7      Services has made any changes to its policies or procedures

8      regarding the retention of dried blood spots and use for

9      research following newborn screening since that time?  Since

10      2014?

11 A    I don't believe they have, but as I said, I haven't studied

12      that to see whether things have changed since that piece was

13      published.

14 Q    The article is still a generally accurate reflection of your

15      opinion in this area?

16 A    Yes.

17 Q    So the article references the common rule.  What is the

18      common rule?

19 A    The common rule is a protection for human subjects, human

20      participants in research which is defined somewhat narrowly,

21      and it protects them in various ways with respect to the

22      risks and benefits of research, with respect to consent, et

23      cetera, to make sure that privacy -- the information is

24      protected against privacy intrusions and also that people

25      understand the procedures they're involved in.
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1 Q    Do you know if Michigan treats retained dried blood spots as

2      being subject to the common rule?

3 A    Well, my understanding is that it is not treated as part of

4      the common rule.

5 Q    And that's in Michigan specifically?

6 A    Well, there was some debate about how newborn screening

7      samples would be treated, whether they would be subject to

8      the common rule and then for a period sort of generally they

9      were, and then with the revisions of the common rule my

10      understanding is that newborn screening samples were not

11      treated as research if they're de-identified.

12 Q    So broadly, do you believe states should have an opt in

13      approach to consenting to the use for retained dried blood

14      spots for research?

15 A    Yes.  I mean, I believe that states should have an opt in

16      for all aspects of the process, from the point of collection

17      of samples to the testing to the retention to the research.

18 Q    Do you know if Michigan has an opt -- I've asked this

19      already, but just so it's all sort of together.  Do you know

20      if Michigan has an opt in approach for research uses for

21      retained dried blood spots?

22 A    It now has an opt in for research uses through the BioTrust.

23 Q    Do you know for how long that's been the case?

24 A    Since 2010 is my understanding.

25 Q    So as I read your article, you advocate for separating
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1      consent for storage of dried blood spots from newborn

2      screening; is that correct?

3 A    In a perfect world you would separate out the issues, but I

4      think they are integrated.  I think that they influence one

5      another, but they are separate questions and ideally should

6      be addressed separately.

7 Q    Do you know if Michigan addresses those questions

8      separately?

9 A    Well, my understanding is that there isn't an opt in for the

10      actual testing so that they are just aggregated.

11 Q    But then is there a separate question for use of those

12      retained dried blood spots?

13 A    My understanding -- 

14 Q    Does Michigan ask separately?

15 A    -- my understanding is that Michigan doesn't ask about the

16      consent for the initial collection, testing and storage and

17      then later asks for consent with respect to the research. 

18      So there's a separate process, but I guess it wouldn't be

19      fair to say that there is consent in both places, so I guess

20      I would make that distinction.

21 Q    Okay.  But it is a separate process, whether or not it's a

22      question both times?

23 A    Yup.

24 Q    So as I read your article as well, you advocate for states

25      asking for general consent for storage of dried blood spots

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-34, PageID.4794   Filed 04/05/21   Page 14 of 55



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SONIA SUTER

Page 14

1      for future research uses; is that correct?

2 A    Yeah.  I mean, as I said, I believe that there should be a

3      conversation from the outset about the collection of samples

4      so people understand for what purposes they're being

5      collected, both for testing, for conditions, the general

6      categories of conditions, and then the retention and then

7      potential uses for research.

8 Q    How much information -- so I believe I'm pulling the term

9      "general consent" from your article, so sort of what is

10      general consent in the context of this process?

11 A    Right.  So one of the tricky things when you're collecting

12      samples for medical purposes that then may be later used for

13      research purposes, you may not know the full scope of

14      research purposes.  And so the consent can't be this sort of

15      detailed, informed consent that you might offer somebody if

16      they were coming in for a particular research protocol. 

17      Somebody comes in, says, "Give me samples.  I want to test

18      for X, Y, and Z."  You could really give them a full sense

19      of what it is you're going to be exploring through the

20      research protocol.  When you're collecting samples that will

21      be stored for future research uses, it's virtually

22      impossible to describe the scope but you could seek general

23      consent for those future research uses.  Potentially you

24      could describe broad categories.  I mean, how that would

25      work could vary, but you could give people the option to say

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-34, PageID.4795   Filed 04/05/21   Page 15 of 55



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SONIA SUTER

Page 15

1      generally I'm in favor of research, but I would like not --

2      certain kinds of research not to be included.  But it can't

3      be the kind of detailed consent that you would do for a very

4      specific research protocol.

5 Q    Have you reviewed the form of the information Michigan gives

6      to parents at the time they ask for consent for research

7      uses?

8 A    I have not seen that.

9 Q    Why would it be problematic to ask for that fully informed

10      consent as we've sort of described it here at the time it --

11      I'm going to rephrase that.  Why would it be problematic or

12      difficult to seek that as we've described it, more fully

13      informed consent, at the time that Michigan currently seeks

14      consent for its research uses for retained dried blood

15      spots?

16 A    If I understand your question, you're asking why can you not

17      get detailed informed consent at the moment you collect the

18      samples.  I think simply because the state or whatever

19      research entity seeking that consent wouldn't know the full

20      scope of research that they're planning in the future,

21      right.  If this is consent for future uses and you don't yet

22      know what the protocols are, you can't offer detailed

23      information.  You could potentially depending on what the

24      entity is, in this case BioTrust.  You could describe

25      categories of research that you plan to pursue.  But just
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1      simply because you're talking about future uses, not all of

2      which would be known, it would be hard to offer the fully

3      detailed information for a fully detailed, informed consent.

4                MR. LEVIN:  So I can pull up and share the article

5      if this passage doesn't make sense out of con- -- it's not

6      even full passage -- if the question does not make sense

7      without -- without the article up.  So I will just let

8      everybody know that.

9 A    I have the article, too, if you want to tell me the page

10      number.

11 Q    I have it on -- well, so I -- I have it on page 41, but I

12      don't know because I don't have it with the -- the listed is

13      700, so I don't know what page that works out to, although I

14      can tell you in just a moment.

15                MR. LEVIN:  And then Phil or Jeremy, if you want

16      me to share this.

17 Q    It looks like it would be 768.  But there's a reference to

18      it being counterproductive to privacy interests to obtain

19      informed consent for long term storage of dried blood spots

20      and I wanted to ask why it would be counterproductive to

21      privacy interests?

22 A    Okay.  Yeah.  This is out of -- I do want to know the

23      context in which that sentence happened.

24 Q    Sure.

25 A    So 768 doesn't look like it has it.
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1 Q    All right.  I will find it.

2 A    But I'm just scanning, so perhaps I'm missing it.  Okay.  I

3      think I see what you're talking about.  Right.  So what I'm

4      saying is that if you wanted to go back for every single

5      research protocol, then you would -- it would be mostly

6      focused on the expense to try to go back.  So instead of

7      asking sort of general consent up front and going back for

8      every single research protocol, you would then have to go

9      back to everybody, you'd have to keep the samples

10      identifiable, and so that would make it less protective for

11      privacy interests.  If you want to be able to locate the

12      individuals for every single study, then it potentially

13      doesn't offer the protections of keeping them in more of a

14      de-identified form, but also an expensive process which is

15      why I sort of advocated an in between -- that's representing

16      the very sort of strong privacy autonomy extreme as opposed

17      to the strong research extreme and I was trying to find

18      something in the middle.

19 Q    Is it important to allow children to decide for themselves

20      whether they want their dried blood spots retained after

21      reaching the age of majority? 

22 A    I believe so, yes.

23 Q    So my version of the article is running something so that I

24      can search it, but there's another reference to Michigan's

25      approach to informed consent for research on retained dried
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1      blood spots as being, the quote is "commendable."  I have

2      that on page 52, but it's running it so I can't get the

3      700-page number.  I'm going to ask why do you say that, but

4      I can wait until we can pull up that passage a little bit

5      more clearly.

6 A    I mean, I don't think I need to see the actual passage.  I

7      liked the fact that Michigan moved from the opt out to the

8      opt in for the research piece of it.  I thought that was

9      appropriate to seek affirmative consent and that it would be

10      a default against doing research unless there was

11      affirmative consent on the part of the parents.

12 Q    There was also some discussion -- and I'm not sure it's in

13      the same place -- but about this charitable trust model.  Do

14      you know if that's what Michigan has?

15 A    Well, at the time that's what I understood they had.  I

16      don't know if they still do.

17 Q    What kind of interests have to be balanced when designing a

18      system for obtaining informed consent for retention and

19      research of dried blood spots?

20 A    Right.  So with respect to the research side, I think

21      obviously there's the public benefit of doing research, of

22      understanding diseases, of having a collection of samples

23      that represent the population.  If you didn't require any

24      consent, then you wouldn't have any kind of consent bias. 

25      So if you really just cared about research, you wouldn't ask
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1      anybody for any consent and you'd just do whatever you

2      wanted with the samples and get whatever information you

3      wanted.  But you have to balance that against the privacy

4      and autonomy interests of the family both with respect to

5      what information about individuals could be gleaned, but

6      also I think there's an autonomy interest in deciding what

7      you want your biological material to be part of, what kinds

8      of research protocols you want to support or not support. 

9      And these samples could be used in all manner of ways and

10      people may have personal objections to certain kinds of

11      research, certain sorts of uses and so I think there are

12      strong autonomy interests.  

13                I also think the privacy interests are getting

14      greater as technology advances because even if you

15      de-identify samples, the truth is it is going to be

16      increasingly difficult to truly anonymize samples.  We're

17      discovering that it is very -- there are complicated ways

18      you can do this, but it's getting easier to try to determine

19      whose sample belongs to whom.  And since our genetic

20      information contains so much information about us -- not

21      everything, but a great deal about us -- having control over

22      who has access to that is I think a really important privacy

23      interest.  

24                And they come into conflict; right?  There's a

25      tension between the two and that's what my piece tried to
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1      grapple with.  How do we best balance these two public goods

2      that we should both care about?  And I sort of argued

3      against going entirely in one direction, the totally

4      pro-research direction, or the totally pro-privacy and

5      autonomy but seeking some sort of balance between the two of

6      them.  

7                And I guess I would add one other thing which is

8      that I think when you're trying to balance those sorts of

9      interest, I think you have to consider this in the context

10      of samples that have been mandated to be collected which is

11      a very unusual thing for the state to do, to require people

12      to hand over samples, biological material.  We do it in the

13      military, we do it with people who have been arrested in

14      some states or convicted of crimes.  But to do this with the

15      entire population is really something and then to have those

16      samples on hand for 100 years potentially for use of

17      research is problematic.

18 Q    So regarding only the research purposes, or the possible

19      research purposes and the consent for those purposes, how

20      well do you feel Michigan's approach balances these

21      competing interests?

22 A    With respect to the research part it adopts the opt in which

23      I like, but that just deals with the research piece.  It

24      doesn't deal with the storage, it doesn't address potential

25      other uses, would the samples be shared with others or not,
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1      what restrictions are there against that, and the fact that

2      the samples were collected in the first place.  As I said in

3      my piece, I think that if you're collecting samples for

4      disease detection, it's a lot more persuasive when the only

5      diseases you're testing are ones for which there's treatment

6      and serious irreversible harm if it's not identified early. 

7      But testing has really broadened in scope and so we're now

8      getting a lot of information that could be problematic.  So

9      that piece I -- as I said, since I was on that commission,

10      I've tried to push against the mandated collection in the

11      first place and I feel more strongly as testing has changed.

12 Q    What kind of problematic information is potentially

13      available?

14 A    So when newborn screening first began, I mean, there were

15      problems with it and I won't address all of it, but

16      eventually it became a mechanism to test for PKU and that

17      made sense to do that in all states because this was a

18      heritable condition that could lead to irreversible

19      intellectual disability and there were things that could be

20      done if identified early.  And in the early days, they

21      didn't actually have the treatment protocol very well worked

22      out, but today we know how to do this.  And there are some

23      other diseases like that where you can identify a condition,

24      you can offer preventive care or treatment if -- the states

25      aren't always good at providing that, but at least there's a
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1      theoretical option to prevent the disease.  But now that

2      we're expanding towards testing for conditions that are not

3      treatable or conditions that we don't fully understand

4      whether they're serious or not, you go down this path of

5      identifying children who might be sick, might not be sick. 

6      Parents worry about this, there's false positives.  

7                We're starting to move towards a model of newborn

8      screening that isn't about trying to protect the well-being

9      of the child, but that's now focusing on other interests

10      like giving parents reproductive information or giving

11      information for the state.  We could maybe identify a

12      condition, we don't know if it's really serious, but we

13      could study the natural course of that.  But parents now,

14      there have been -- there has been some -- some study on the

15      potential impact on the parent/child relationship when a

16      child is sort of a patient in waiting, maybe sick, maybe not

17      sick, we don't really fully understand.  

18                I think newborn screening should be limited to

19      very clear identification of conditions that manifest early

20      in childhood and that are treatable and we have gone well

21      beyond that.  And I think we will soon move towards using

22      whole genome sequencing where we're just getting all sorts

23      of information about newborns.  And I think, you know, as a

24      former genetic counselor, I feel very strongly about people

25      making informed choices about what information they want to
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1      learn about themselves with respect to genetics.  And this

2      is going well beyond trying to identify information that

3      offers the possibility of preventing illness.  It goes

4      beyond that.

5 Q    Is that more of a national trend or is that specific --

6      those concerns, are those sort of a national trend or are

7      they specific to Michigan?

8 A    It's a national trend.  It's a national trend.

9 Q    Do you know how applicable they are to Michigan right now?

10 A    You know, I haven't looked at exactly how many diseases, but

11      Michigan -- I mean, I was part of another commission that

12      recommended trying to come up with more uniform testing

13      protocols because one problem was that, you know, you could

14      not be tested for a serious disease in one state and a child

15      could die in that state, but then in the other state they

16      could be identified.  So there was a move towards unifying

17      or establishing a more uniform standard of testing but I

18      think that some of the -- we had debates within that

19      committee about how to handle what diseases are included and

20      I think that one could argue that some of the protocols have

21      pushed too much towards including some diseases that aren't

22      clearly clear pathologies or that don't have treatments. 

23      And so that is part of a national trend and I imagine that

24      Michigan -- I haven't looked at how many, but I imagine that

25      they are, probably have at least 59 conditions or whatever
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1      the now the minimum is.  But I don't know the precise

2      number.

3 Q    Are there disadvantages to seeking consent for research

4      purposes of dried blood spots before newborn screening?

5 A    You mean seeking it during the prenatal period, for example?

6 Q    Yes.

7 A    I mean, in a perfect world, in a perfect world I would love

8      it all to happen in the prenatal period because people would

9      not be worn out after having just given birth.  They would

10      be thinking ahead.  They would have more time to contemplate

11      the choices.  But the truth of the matter is a good

12      percentage of women don't get the prenatal care and are

13      first seen when they give birth.  And so we're going to miss

14      a lot of people in the consent process if we do it then.  So

15      if we had a better system overall with respect to delivery

16      of health care, if we could get everybody in for prenatal

17      care, that would be the optimal time, but it's not realistic

18      given the system we have.

19 Q    Is retention of dried blood spots necessary to follow up and

20      ensure appropriate intervention for affected children?

21 A    Yeah.  I don't know if you need them for 100 years, but one

22      could argue that there is value in having them for

23      follow-up, yes, for some period of time.

24 Q    Is retention for some period of time necessary to make

25      confirmatory diagnoses?
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1 A    Well, I mean, one could get the sample from the child

2      itself, but if you're trying to do some confirmation before

3      you call in to have a child tested -- you know, remember, of

4      course, it's a screening so to do the true diagnostic

5      testing, there's going to need to be follow-up.  So at some

6      point you bring the family back in to do the follow-up

7      testing to confirm the positive screen result.

8 Q    Is retention of dried blood spots necessary to ensure the

9      accuracy of the newborn screening itself?

10 A    You mean for like quality assurance and to make sure that

11      your protocols are working efficiently?  I guess one could

12      argue that retention for some period is also valuable for

13      that.

14 Q    A moment ago you made a reference to a different sort of --

15      between a screening test and a diagnostic test.  Can you

16      expand on that a little?

17 A    Right.  So newborn screening isn't trying to diagnosis

18      everybody who has a condition and this is part of my concern

19      about testing too broadly.  Inevitably you're going to get

20      false positives and false negatives because it's not by

21      definition diagnostic.  It's trying to cast a wide enough

22      net that you catch the infants that have -- are likely to

23      have particular conditions and then further testing can be

24      offered.  So when you're trying to do population testing,

25      often you have to rely on something like a screening test
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1      that can't be as precise.  A diagnostic test is really,

2      depending on what the condition is, you might be looking at

3      metabolites, you might be looking at genetic variants, but

4      you're actually trying to determine whether this individual

5      actually has the condition that they were screened positive

6      for.

7 Q    Do you know -- I'm switching gears a little bit here.  But

8      do you know when Michigan does its newborn screening, what

9      kinds of information the process reveals?

10 A    I'm not sure what you mean by what kinds of information.  I

11      mean, it identifies -- it uses different kinds of tests,

12      right.  So as I understand, the move has gone from towards

13      the tandem mass spectrometry, so you're looking at these in

14      the top metabolite variants for certain things, but there

15      are other tests that are a bit different.  So I guess I'm

16      not sure what you're asking exactly.  What -- 

17 Q    Sure.  So relatedly, but I'll ask a different way.  Do you

18      know if Michigan is doing full genome sequencing?

19 A    I don't believe they are.  Not -- not as a routine.  I mean,

20      whether they're part of some research protocol because some

21      entities are doing research on the possibility, but not as a

22      matter across the population.  I don't believe they're doing

23      whole genome sequencing.

24 Q    Okay.  So then let's -- we're getting a little bit out of my

25      depth in terms of the science they do, but just for purposes
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1      of this question.  If somebody runs a test on a blood sample

2      on a mass spectrometer, do you know what kind of information

3      that test reveals?

4 A    So that's also beyond my pay grade because I studied

5      genetics and that's metabolites.  But my understanding is

6      that they're looking at variants that differ from normal

7      amounts of metabolites.  And because basically a lot of

8      these conditions there are some ki- -- often genetic

9      deficiency that doesn't allow enzymes to work properly, and

10      so there are certain kinds of proteins that don't break down

11      in the way they should and so you would see too much of

12      certain metabolites.  And so they're looking for that.  It's

13      not perfect, but they're trying to see sort of variants from

14      normal and identify it, flag those.  

15                But as with whole genome sequencing, what ends up

16      happening is that you might use this test to look for

17      certain kinds of things, but then you might find other kinds

18      of variants and then you're not always sure what those other

19      variants mean.  And that's where I worry about, you know,

20      using those variants as a way to identify an infant as

21      potentially having a condition when we don't even know what

22      it means to have that variant.  This is becoming a real

23      issue in genetics and also with the tandem mass spectrometry

24      that we end up in this kind of very gray zone where we

25      create a lot of stress because we don't really know what
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1      things mean.  We just know that they're variants, but there

2      are variants that can be normal and not clinically

3      significant and some that can be pathological and we don't

4      always know which is which.

5 Q    Do you know, and you may not, if the sample is run through a

6      mass spectrometer, how many metabolites does that reveal? 

7      Or am I -- if I'm even asking that correctly?

8 A    Yeah.  I don't know exactly how many.  I mean, my

9      understanding is they're running it to look for certain

10      ones, but they may see variants in other areas.  So I'm not

11      going to even pretend to know how many.

12 Q    Do you know how many tests make up the newborn screen?  The

13      newborn screening process?

14 A    I -- you know, I don't know what the number is right now.  I

15      think the basis -- I forget even what I said the base was

16      because it's been moving.  And I talked to a colleague a few

17      months ago, but now I'm not remembering exactly what the

18      number is, but I think it's around 59.  This is terrible. 

19      It's in my piece, the number I gave.  But that's 2014. 

20      That's probably outdated.

21 Q    Is that 59, is that different conditions they are looking

22      for or is that individual -- like the mass spectrometer, is

23      that individual processes these samples may go through?

24 A    Different conditions they're looking for, many of which

25      they'd identify through the tandem mass spectrometer, but
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1      others that might be identified differently.

2 Q    Okay.  My question -- and I'll try to ask it a little more

3      clearly.  Do you know how many processes they may go through

4      in looking for those?  So is it one mass spectrometer test? 

5      Is it two?  Is it a mass spectrometer and something else? 

6      How many of those processes?

7 A    I think it's the mass spectrometer and something else but

8      I'm not going to claim to know exactly what the different

9      processes are.

10 Q    All right.  Thank you.  Switching gears back to Michigan's

11      policies.  Do you know how many newborn screens are done in

12      Michigan annually?

13 A    Unh-unh (negative).

14 Q    So just because we're recording, that's "no"?

15                MR. ELLISON:  Hold on.  Hold on a second. 

16      Professor, I hate to do this to you.  You've got to say

17      "yes" or "no" because "uh-huhs" and "ums" don't pick up real

18      well, so --  

19                THE WITNESS:  So sorry.

20 A    No, I do not know.

21 Q    And that was one of the things I should have mentioned off

22      the top.  Normally that makes my little speech.  So my

23      apologies.

24 A    That's all right.  Yeah, that -- I should have thought of

25      that.
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1 Q    I was going to say "uh-huh."  You know, I was going to do

2      the same thing in response.

3                MR. ELLISON:  I was going to say we do it every --

4      every deposition one of us does it, even the lawyers, so

5      don't lose any sleep over that.  So go ahead, Aaron.  I'm

6      sorry to interrupt.

7                MR. LEVIN:  Yeah, I was going to say "uh-huh" to

8      agree with Phil, so I needed to catch myself.

9 Q    Do you know in Michigan who is responsible for providing

10      information to parents regarding research of retained dried

11      blood spots?

12 A    That -- actually I don't know the answer to that for sure

13      because when I was in Michigan it was the responsibility of

14      the hospitals that -- I was a genetic counselor and I had

15      just a little bit of a role in getting to the hospitals and

16      making sure they understood how to let the patients know

17      about -- or to make sure that the hospitals knew about

18      collection of samples.  So I'm not sure who actually is the

19      one that gets the consent for the opt in.  I would imagine

20      it's the health care professionals within the hospitals, but

21      I don't know that.

22 Q    Should have asked this earlier.  What is a genetic

23      counselor?

24 A    A genetic counselor is somebody who works -- it has changed

25      quite a bit since I was doing it.  But often they work with
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1      some other health care professional, an obstetrician, a

2      pediatrician, they could be at a hospital, now they -- many

3      of them work in labs, and their job is to educate patients

4      about what sorts of testing is available, what it means;

5      often they get family histories, in the case of obstetrics,

6      pregnancy histories to identify any particular genetic

7      risks; and then to describe to individuals what -- if

8      they're in a clinical context, what kinds of testing is

9      available, what the pros and cons of the testing are, and

10      that help patients make choices that are consistent with

11      their values and life plans.  There's a strong non-directive

12      ethos in genetic counseling which is sort of centered around

13      this idea that people should be able to make choices about

14      how they get genetic information and that it should be tied

15      to their own values and so that the role of the health care

16      professional should not be to push in a particular direction

17      which may help explain part of my discomfort with the states

18      pushing testing and requiring it.  I think that really

19      violates these strong norms in genetic counseling.

20 Q    We talked earlier about -- I believe your statement was

21      something to -- it's not a quote, but I believe the thrust

22      of your statement was in a perfect world, we would seek

23      informed consent for research in the prenatal period.  Is

24      that a fair characterization?

25 A    Yes.
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1 Q    Do you know if the Michigan Department of Health and Human

2      Services has any sort of policies that prevent medical

3      professionals from doing that?

4 A    Oh, I would hope not.  I'm not aware of any policies that

5      prevent that.  In fact, my sense is that there's some

6      encouragement to try to get that information out sooner

7      rather than later.

8 Q    All right.  So I am wrapping up, I believe, but I do want to

9      ask -- so we were given an expert disclosure and it

10      describes -- and this is also not a quote, but it

11      represented that you will show some alternative methodology

12      exists for obtaining consent in Michigan.  What is that

13      methodology?

14 A    Well, I believe that patients -- I mean, and I think there's

15      real value in trying to do it in the prenatal period, but

16      people should have the option in the newborn period if they

17      haven't had a chance or haven't been consulted, but I

18      believe that people should be given the choice as to whether

19      or not they want to participate in the newborn screening in

20      the first place.  They should understand in a general sense

21      what newborn screening is trying to do.  I don't think they

22      can list every single condition that's involved, but explain

23      that this is a state run process to identify infants at risk

24      for various conditions such as -- you can give a general

25      description -- and give parents the opportunity to consent
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1      to that and that samples will be stored, and then ask the

2      separate question about research.  And so it should be an

3      opt in for all aspects of the process in my view.  But --

4      and the biggest reason that I argue for this is that I think

5      that when you have a default from the outset that presumes

6      people will be included in this process -- I realize the

7      research is asked about later -- it does not create

8      incentives to educate parents about what is happening and I

9      actually think it undermines the goals of the state.  If the

10      state is trying to encourage testing and follow up, it is

11      better for parents to understand that there is this protocol

12      because most parents, vast majority of parents will say yes,

13      but then they will understand what their child is being

14      tested for and make sure that the testing happens and find

15      out about follow up.  But the system that presumes that has

16      a default of not asking, the default is we're going to do

17      it, there's no incentive to provide that information to

18      parents outright.  And what parents really want is

19      education.  And so if the state has to work a little bit

20      harder to seek consent by educating parents, that's a net

21      gain, I believe, for the system, for families, for autonomy

22      and for the goals of identifying more infants.  In states

23      that have had opt in approaches, they've had very -- they've

24      had better testing rates than in states that mandate

25      ironically.  So I believe consistent with the values of
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1      autonomy that we should be asking for affirmative consent

2      from the outset about the collection of samples, the

3      testing, the retention of samples and then the research, or

4      other uses, right, if the samples are shared, whatever uses

5      are put to those samples.

6                MR. LEVIN:  I think that is all I have at this

7      point.  I think just for Jeremy and Phil, I know we -- I'm

8      pretty sure we've all been reading our own copies of the

9      article, but I think we referenced it enough that I will

10      mark it as an exhibit and circulate and have that attached

11      as we go forward.  But that's all I have at this point.  So

12      thank you for being here and I will pass it to Jeremy if he

13      has anything.

14                MR. KENNEDY:  I actually -- if possible if we

15      could go off the record for a few minutes?  I have a

16      background issue I have to deal with in the other room.

17                THE WITNESS:  Sure.

18                MR. LEVIN:  Not a problem.

19                MR. KENNEDY:  Thank you.

20                (Off the record)

21                MR. KENNEDY:  All right.  Good morning, Professor

22      Suter.  My name is Jeremy Kennedy.  I'm the attorney for Dr.

23      Antonio Yancey in his professional capacity.

24                            EXAMINATION

25 BY MR. KENNEDY: 
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1 Q    I just want to go over some background information.  You've

2      been obviously presented as an expert here.  What is your

3      educational background?

4 A    I have an undergraduate degree in English.  Do you need me

5      to tell you which schools or just general ed?  I don't know

6      how specific you want me to be.

7 Q    If you could just let us know what the degree is and where

8      it's from?

9 A    Okay.  I have a BA in English from Michigan State

10      University; I have a master's of science in human genetics

11      from the University of Michigan; I am ABD, all but

12      dissertation, so I achieved candidacy, Ph.D. candidacy for

13      human genetics also at the University of Michigan but didn't

14      do the dissertation part; and I have a law degree from the

15      University of Michigan as well.  So educated entirely by

16      Michigan public schools (inaudible).

17 Q    Okay.  And you are currently a -- are you a professor at

18      George Washington?

19 A    Yup.  I'm a professor of law at George Washington

20      University.

21 Q    And how long have you been at George Washington?

22 A    I started in May of 1999, so it's a long time, over 20

23      years.

24 Q    And prior to that were you in private practice or have you

25      been in the academic field for the entirety of your career?
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1 A    Pretty much the entirety of my career.  I did do two summer

2      internships at law firms, but then I clerked after I

3      graduated from law school on the 2nd Circuit for Judge

4      Walker, John Walker, and then I was actually planning to go

5      into private practice, but had an opportunity -- I knew I

6      wanted to go into academics, so I was invited to be a

7      visiting professor at the University of Michigan where I

8      taught for two years.  And then I did a fellowship in

9      bioethics and health policy through Georgetown and Hopkins

10      for two years, and then started teaching at George

11      Washington.

12 Q    And what is your specialty from a legal perspective?  What

13      are the primary areas of concern?

14 A    I teach torts, but I would say that's not my primary area in

15      which I write, although some of -- when people in health law

16      often write, teach torts because there is definitely overlap

17      there.  But my scholarship is primarily in the area of law

18      and medicine, bioethics and law.  I teach a course called

19      one medicine which is bioethics issues in law and I teach a

20      genex law course and I teach a course on assisted

21      reproductive technologies.  And I'm coauthor of two

22      textbooks, one for genetics in law, and one for assisted

23      reproductive technologies.

24 Q    Okay.  And Mr. Ellison provided us your CV and list of

25      publications.  Is that up-to-date or is there anything that
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1      has been published in the last -- 

2 A    I don't know which CV you have.  I haven't sent him

3      something in awhile, so I imagine that it needs to be

4      updated.  What is the last publication you have listed?

5 Q    Oh, give me a second.  I have to pull it up.  I -- 

6                MR. ELLISON:  I have it right here just in case. 

7      The last CV I got from you would have -- I turned it over in

8      January of 2020, so it would have been more than a year ago.

9                THE WITNESS:  Yeah, so I would need to update

10      certain things.  I can pull up my own CV and tell you. 

11      Since then the genetics and law textbook has been published. 

12      Let's see.  Career.  I'm trying to find my most recent CV

13      here.  I have a piece in fertility and sterility that came

14      out in the fall.  I have a piece forthcoming on prenatal

15      genetic testing and germline gene editing.  Trying to do

16      this off the top of my head.  I don't know.  I can for- --

17      also just send you my most recent CV if that would be

18      helpful.

19                MR. ELLISON:  Why don't you do that?  Send it.

20      I'll have Lisa connect with you to make sure that you can

21      get it over to us and I'll forward it on to the rest of the

22      attorneys.  No problem.

23                THE WITNESS:  Yeah.  It's just hard to off the top

24      of my head think of all the things.  I've been doing a lot

25      of writ- -- and I have a bunch of things forthcoming.  So,
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1      yeah, I'll send that to you to update it.

2 Q    I just want to make sure we have the most up-to-date one and

3      Phil said it's been a year, so if you can get that to him,

4      he'll circulate that to us I'm sure and that would be fine. 

5      Have you testified as an expert previously?

6 A    I have not.  Not in a deposition, no.  I've worked on

7      various commissions for developing policy, but I have not

8      testified as an expert.

9 Q    Okay.  And have you provided a written report for this case

10      yet?

11 A    I have not.

12 Q    Do you intend to provide a written report?

13 A    We had not talked about that, so I hadn't been asked to.

14 Q    Okay.

15 A    And I would be willing if necessary, but I have no written

16      agreement one way or another.

17 Q    Okay.  And did you review anything regarding the Michigan

18      BioBank system, the BioTrust system prior to this

19      deposition?

20 A    I just looked briefly online about what, how it had changed

21      and when exactly what was part of it.  So a little bit, but

22      not a great deal (inaudible).

23 Q    Okay.  So are you familiar with the Michigan BioBank's

24      requirements for research using dried blood spots for

25      research?  Actually, the Michigan Department of Health and
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1      Human Service requirements for the use of the dried blood

2      spots for research?

3 A    Do you mean that you must get an opt in?  That there must be

4      affirmative consent?  Is that what you're referring to?

5 Q    I'm speaking generally.  Are you aware of what requirements

6      they have in order for the dried blood spots to be used for

7      research?

8 A    Really I know primarily that they have to get the

9      affirmative consent since 2010.  I haven't looked at

10      (inaudible).

11 Q    And are you aware of what steps have to be followed by

12      researchers who want to use the dried blood spots?

13 A    I mean, it depends I'm sure -- I have not looked at the

14      details of everything that they have to do, all the details. 

15      But I imagine they would have to comply -- if the samples

16      are identified, they would have to comply with all the

17      requirements for that.  But I don't -- I haven't looked at

18      anything specifically that the state required.

19 Q    Okay.  And are you familiar -- do you know any of the

20      directors of the Michigan BioBank?

21 A    I don't know the names of the directors.  It's possible I do

22      know them, but I suspect not.  I don't know their names off

23      the top of my head.

24 Q    Have you -- do you know or -- let me run through them real

25      quick then.  Do you know or have you ever worked with Dr.
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1      Antonio Yancey who is the executive director?

2 A    Nope.

3 Q    Have you ever worked with or do you know Scott Jewell?

4 A    No.

5 Q    From the VanAndel Institute?  How about Sonia Hassan?

6 A    No.

7 Q    Have you ever worked with or do you know Ed Goldman?

8 A    I do.

9 Q    And how do you know Mr. Goldman?

10 A    I met him when I was a law student and I worked a summer

11      with him at the hospital counsel's office, and then we were

12      on the commission together, the Michigan Privacy and

13      Progress Commission, and we were also -- was Ed part of -- I

14      can't remember if he was part of the newborn screening, the

15      one, the ACMG one.  I think he was part of that as well, but

16      I'd have to double check that.  But, so I've known him for

17      years.

18 Q    Okay.  Do you know when the last time you spoke with Mr.

19      Goldman was?

20 A    We were really good about staying in touch until I had young

21      kids, and then I was -- I just saw something recently, an 

22      e-mail.  It's been awhile since we've had a conversation

23      honestly.  We were very good up until probably the early to

24      mid-2000, like probably around 2004 is when I had my second

25      child and then it seems like conversation just didn't stay
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1      as good.

2 Q    Okay.  So you were not (inaudible) this matter then?

3 A    I'm sorry.  There was a funny sound.

4 Q    You haven't spoken with him about this -- about this case?

5 A    No, I have not.

6 Q    Okay.  And then have you ever worked with or do you know Dr.

7      Sandip Shah from Michigan Department of Community Health?

8 A    No.

9 Q    And the last board member, do you know or have you ever

10      worked with Dr. Nigel Paneth, Michigan State University?

11 A    No; no.

12 Q    Okay.  Professor Suter, are you aware of how many states

13      have a newborn screening program?

14 A    Every state has a newborn screening program.

15 Q    And how many of those states require consent before the

16      screening program is done?

17 A    I don't have the most recent numbers, but the majority in my

18      understanding have an option to opt out either for religious

19      reasons or sometimes for general reasons.  So most newborn

20      screenings work with an opt out approach.

21 Q    And that's for the screening itself, not for any subsequent

22      use?

23 A    Yeah.

24 Q    Now do you know how many states store the samples

25      afterwards?
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1 A    I believe all states store samples.  Some have explicit

2      requirements about how long and some are sort of unclear on

3      that.

4 Q    Okay.  And I believe you indicated -- and if I

5      misheard/misunderstood something, let me know -- that in

6      your opinion there should be a limit on how long samples are

7      stored?

8 A    I think there is an argument for keeping the samples long

9      enough to do the validation, but I'm not sure you need to

10      store them for 100 years.  I haven't sorted out precisely

11      what I think that limit should be.

12 Q    So somewhere between a couple months to do validation and

13      100 years is where we find the sweet spot?

14 A    I mean, I probably consider more than a couple of months,

15      but, again, I haven't, you know, fully thought through the

16      exact time period.

17 Q    Okay.  And it also sounds like one of your major concerns is

18      protecting the privacy of individuals; is that correct?

19 A    Privacy and autonomy interests, yes.

20 Q    Okay.  Now what do you think since you're asked to provide

21      an opinion here is the steps that should be taken to protect

22      the privacy of the individuals when the samples are stored?

23 A    Right.  So obviously you want to protect against access to

24      those samples by any other entities than the state without

25      consent of the parties.  You would want to ensure that there
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1      were protections against hacking and access.  So, you know,

2      access that is intentional and unintentional access you

3      would want protections against that.  To the extent possible

4      that they would remain unidentified, although obviously for

5      certain purposes if you were trying to do follow-up and

6      confirmation, you'd need them to be identifiable for those

7      purposes and that there would be limited access to the

8      parties necessary for using the samples for their intended

9      purposes.

10 Q    Okay.  And from an autonomy standpoint, what do you believe

11      is necessary to protect the autonomy of the individuals?

12 A    So that there is affirmative consent for the various

13      purposes.  So consent to the collection of the samples,

14      consent to the testing, consent to the storage and to the

15      research and/or other uses.  So if there would be any

16      sharing of the samples, anything else that would happen to

17      the samples after that point.

18 Q    And I believe you indicated that it's more difficult to get

19      consent on anything other than a broad sense if the samples

20      remain de-identified; is that correct?

21 A    Well, I mean, are we talking about for research?  Are we

22      talking about consent with respect to which aspect?

23 Q    I'm sorry.  For research purposes after the samples are

24      collected and stored.

25 A    Yeah.  I think the difficulty with detailed informed consent

Case 1:18-cv-10472-TLL-PTM   ECF No. 147-34, PageID.4824   Filed 04/05/21   Page 44 of 55



ADAM KANUSZEWSKI, ET AL v. MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES, ET AL DEPOSITION OF SONIA SUTER

Page 44

1      for future research uses goes beyond whether they're

2      identified or not.  It has to do with the -- at the time you

3      collect the samples you don't know what those future

4      research uses might be.  Now, you could go back and ask

5      individuals if you retained the samples if you had them

6      identifiable, you could go back for every research protocol

7      and seek consent from everybody for every single research

8      protocol.  I don't think that's very practicable.  If the

9      goal is to do research down the road, I think that's

10      expensive, costly, and frankly impossible in some cases. 

11      You wouldn't be able to track down the individuals.

12 Q    So it's a balance between protecting the privacy and

13      providing autonomy down the road if you're doing something

14      like this; is that fair?

15 A    Yes, which is why I think the sort of general consent up

16      front perhaps with a refusal for certain kinds of protocols

17      would be the best way to optimize the tensions at work here

18      or to balance the function.

19 Q    And if you allow parents the option to have the samples

20      destroyed, that also protects the autonomy, would it not?

21 A    Yes; yes.  To allow the parents to have the samples

22      destroyed at some point, yes, that would protect autonomy

23      interests and whether those samples are potentially

24      accessible by various parties.

25                MR. KENNEDY:  That's actually all I have today. 
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1      Keep it short this time.

2                MR. ELLISON:  I have one -- I just have one

3      question to follow up just to make sure the scope of what

4      you're being called upon to testify to is clear.

5                            EXAMINATION

6 BY MR. ELLISON:

7 Q    You've had a lot of questions today about all sorts of

8      aspects of this but you would confirm that as part of your

9      understanding, as part as being an expert in this case, that

10      you've not been called upon to review whether the level of

11      informed consent that was obtained or attempted to be

12      obtained by the state as part of either -- as part of the

13      research purposes is legally sufficient or is -- in fact, or

14      is not informed consent; correct? 

15 A    Correct.

16 Q    And the scope of the testimony that I am seeking to -- that

17      I have spoked to you about to serve in this capacity is

18      about the use of an opt in based system as opposed to an opt

19      out based system for newborn, residual blood spot newborn

20      research spots that are left over essentially?

21 A    Yup; yes.

22 Q    Yes.  And you're not being called upon -- you have not been

23      called upon to ask about the constitutionality, the legality

24      or the policy, the policy preferences of the state or should

25      be preferences of the state as it applies to these
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1      circumstances; correct?

2 A    That is correct.

3                MR. ELLISON:  Thank you very much, professor.  I

4      appreciate your time today.  I don't know if these two guys

5      have any other follow-ups.  They get one more round with you

6      if they got anything else, but I don't have anything else

7      for you today and I thank you very much.  I'm going to call

8      you right afterwards, too.

9                THE WITNESS:  Sure.  Okay.

10                MR. LEVIN:  I do not have anything else.  Thank

11      you for your time today.

12                THE WITNESS:  Sure.  All right.  Take care.

13                MR. KENNEDY:  I'm all set.  Thank you.

14                MR. ELLISON:  All right. 

15                (Deposition Exhibit A marked)

16                (Deposition concluded at 10:32 a.m.)

17

18                              -0-0-0-

19

20

21

22

23

24

25
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