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UNITED STATES DISTRICT COURT
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guardians and next friend to their minor Hon. Thomas L. Ludington,
children, D.W.L., R.F.K., and C.K.K.; District Court Judge

SHANNON LAPORTE, as
parent-guardian and next friend to her
minor children, M.T.L. and E.M.O,;
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LYNNETTE WIEGAND, as parent-
guardian and next friend to her minor
children, L.R.W., C.J.W., HJ.W., and
M.L.W.
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sued in her official capacity;

DR. SANDIP SHAH,
sued in his official capacity;

DR. SARAH LYON-CALLO,
sued in her official capacity;

MARY KLEYN,
sued in her official capacity; and

DR. ANTONIO YANCEY,
sued in his official capacity
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PLAINTIFFS’ MOTION FOR SUMMARY JUDGMENT

NOW COME Plaintiffs, by counsel, and hereby move for summary
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judgment pursuant to Rule 56 of the Federal Rules of Civil Procedure due to
a lack of a material question of fact and the “strict scrutiny” constitutional
standard of review. See Kanuszewski v. MDHHS, 927 F.3d 396 (6th Cir.
2019). Concurrence to the relief sought was requested and was not provided
by the time of filing. E.D. Mich. LR 7.1(a). A brief in support of the motion is

concurrently filed.
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QUESTION(S) PRESENTED

Should summary judgment be granted to Plaintiffs?

Answer: Yes
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INTRODUCTION

Our notions of liberty are inextricably entwined with our idea of physical
freedom and self-determination. Cruzan v. Director, Mo. Dep’t of Health, 497
U.S. 261, 287 (1990) (O’CONNOR, J., concurring). Our Constitution protects
the right of the people to be “secure in their persons” from government
intrusion, even when the government agent is wearing a lab coat.

This case is a legal challenge to various “biobanking” facets of
Michigan’s Newborn Screening Program. This case is not solely about blood.
Rather, it is a challenge to the policies and practices that cause, without
sufficient parental informed consent, the retention, storage, and non-

consensual use of newborn infants’ physiological and biological materials

www.olcplc.com

containing personal and deeply private medical and genetic information.

OUTSIDE LEGAL COUNSERLC

Defendants have impinged upon the infants’ and their parents’ personal
autonomy, control, and privacy by either replacing the government’s self-
made judgment for the parents’ self-determination or simply never actually
asking for consent with sufficient clarity so competent parents could make a
fully informed choice about the same. The Constitution protects against the

same. Summary judgment is warranted.



Case 1:18-cv-10472-TLL-PTM ECF No. 135, PagelD.1905 Filed 02/22/21 Page 11 of 55

THE PARTIES

Plaintiffs are four parents of nine minor children who have been
involuntarily subject to the Michigan Newborn Screening Program, the
State’s intra-department program known as the Michigan BioTrust for Health,

and have had their blood spots retained, stored, and made available for use

(at any time and without notice) with/by the Michigan Neonatal Biobank.

Child (Plaintiff s) Parents (Plaintiffs) Birth Year
D.W.L. Adam and Ashley Kanuszewski 2008*

§ R.F.K. Adam and Ashley Kanuszewski 2013

) C.K.K. Adam and Ashley Kanuszewski 2016

s c M.T.L. Shannon Laporte 2008*

3S |EM.O. Shannon Laporte 2017

<3 |LRW. Lynnette Wiegand 2011

hs [CJIw. Lynnette Wiegand 2013

m § H.J.W. Lynnette Wiegand 2014

2 M.L.W. Lynnette Wiegand 2017

8 * born before BioTrust program existed

Defendant Elizabeth Hertel is the current (and now third for this case)
director of the Michigan Department of Health and Human Services
(“MDHHS”), and has supervisory control over the entire Department
including all facets of the Michigan Newborn Screening Program. She is sued
in her official capacity. Defendant Dr. Sandip Shah is the director of the
Bureau of Laboratories within MDHHS and co-program manager of the
Newborn Screening Program. He is sued in his official capacity. Defendant

Dr. Sarah Lyon-Callo is the director of the Bureau of Epidemiology and
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Population Health within MDHHS. She is sued in her official capacity.
Defendant Mary Kleyn is the section manager of the Newborn
Screening Program within MDHHS. She is sued in her official capacity.
Lastly, Dr. Antonio Yancey is associate vice president of research operations
with Wayne State University and the director of the Michigan Neonatal
Biobank, a non-profit corporation operating under the authority and direction
of the MDHHS. He is sued in his official capacity. Each Defendant directs,
controls, and/or manages the Newborn Screening Program.

FACTS
l. The newborn screening program  process.

Let us start off with a clear understanding of the Michigan Newborn

www.olcplc.com

Screening Program process. After an infant is born, a medical staffer from

OUTSIDE LEGAL COUNSEBLC

the hospital involuntarily uses a skin-piercing device to breach the outside
skin of each infant’s foot to extract five or six blood drops on to a Guthrie or
dried blood spot (“DBS”) card forming “blood spots.” Exhibit EE. This is

sometimes called a heel-prick test.
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Parents are charged (currently $137.50) by the State and no consent is ever
sought prior to undertaking this involuntary blood draw. See MCL 333.5431
(Exhibit B ). The hospital then hands over the extracted samples, along with
certain personal/private information collected without the knowledge or
consent of patient/parent (see Exhibit Q ), to a state-hired courier company
who takes the blood spots to a governmental testing facility. There, state
employees perform a number of medical screening tests. Exhibit EE. This
includes testing over 160 biomarkers and in-blood compounds. Exhibit H,
p. 2. As part of this medical testing process, these technicians withdraw, by
scientific extraction, the deeply-private personal medical information of each

infant.! The extracted data is indefinitely saved to and stored in the state

www.olcplc.com

government’s files and databases, again, without informed parental consent.

OUTSIDE LEGAL COUNSERLC

Exhibit OO, Shah Dep., pp. 46-47 (explaining the LIMS system).

Once that is completed, the unneeded and unused blood spots could
simply be destroyed. Instead, each Guthrie/DBS card is cut apart for
indefinite storage in two separate facilities. Exhibit EE; Exhibit MM, Yancey
Dep., pp. 15-17. One sample is sent to a government-operated warehouse

in Lansing operated by an intra-department program known as the Michigan

1 Examples of this data is available for the Court’s in-camera review but not being
submitted on the record.
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BioTrust for Health operated by a MDHHS employee. The State Defendants
keep this spot from the others held in the Biobank for “personal use” by
parents, though it is unclear for what purpose. Id. However, Defendants
never explicitly tell parents any of that. The other remaining blood spots are
sent to the Biobank in Detroit. Exhibit GG; Exhibit MM, Yancey Dep., pp.
12-13. The Biobank, operating under the directorship of Defendant Dr.
Antonio Yancey (Exhibit MM, Yancey Dep., p. 5), never obtains permission
or has consent from parents to transfer the samples from the State
Defendants to the Biobank. Exhibit X, 94; ExhibitY , 14; Exhibit Z, 4. Prior
to being stored in the Biobank, the individual now-cut apart Guthrie/DBS

cards are assigned a code for identification at the Biobank while the master

www.olcplc.com

cross-index is kept by the State Defendants. Exhibit HH. MDHHS calls this

OUTSIDE LEGAL COUNSERLC

separation of the blood spots from their identifying information stored with
the State as “honest brokering.”

Literally millions of non-consensually seized blood samples are
indefinitely kept, after the completion of the newborn screening medical
tests, at both the Biobank in Detroit and also at a MDHHS-operated

warehouse in Lansing.? Regardless of the parent’s choice, the Biobank

2 Dr. Yancey had no idea of the number of samples. Exhibit MM, Yancey Dep.,
p. 60. However, the Biobank's own website dated in 2017 claims to have “nearly four
million” samples. Exhibit Il . On another part of its website, the claims the “inventory

5
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stores the blood spots indefinitely until a parent later affirmatively and
additionally seeks destruction.® Exhibit E. At the Biobank, the blood spots
are stored until such time as they can be sold to researchers as part of for-
profit or public-based science research projects. Exhibit O ; Exhibit MM,
Yancey Dep., p. 17. Consent is also never sought when a sample is selected
and pulled for use in a scientific study. Exhibit MM, Yancey Dep., pp. 40,
42-45. For example, none of the parents of the many infants (or the infants
when later reaching the age of majority) were ever contacted to gain their
consent for any of the research projects that used the children’s blood and
the deeply-private medical and genetic information/data contained therein.

Exhibit LL. Dr. Yancey claims everything is accomplished through the State

www.olcplc.com

Defendants. Exhibit MM, Yancey Dep., pp. 21. However, Dr. Yancey

OUTSIDE LEGAL COUNSERLC

conceded he is working in “joint concert* with [the State Defendants] to put

includes over five million residual newborn screening.” Exhibit JJ . Either way, it is a lot
of blood samples, including all the infants in this case.

3 The State Defendants claim they have created a process to destroy the blood
samples stored at the Biobank. However, neither the State nor the Biobank sufficiently
tell parents that such an option even exists. And even if they were told at +12 hour birth
timeframe, who would honestly remember anyway. It is believed that such ask-when-
they-are-foggy is an intentional false consent process sought to prevent parents from truly
knowing of the full scope of the process and to be informed enough of the risks, benefits
and alternatives to such actions by the State and the Biobank.

4 It is Plaintiffs’ position that Dr. Yancey is already a state actor sufficient under 42
U.S.C. 8§ 1983 when being a vice president at Wayne State University as the directorship
ties to his position at the university. Exhibit MM, Yancey Dep., pp. 6 -7. However, to the
extent he is treated as a private party, private persons, jointly engaged with state officials
in the prohibited action, are acting ‘under color’ of law for purposes of § 1983. Adickes v.
S.H. Kress & Co., 398 U.S. 144, 152 (1970). “[T]o act ‘under color of’ state law for § 1983

6
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material [blood spots] into the storage facility for long-term storage.” Id. at
23, 33.

Against this entire backdrop, the parents were never asked for or
themselves provided informed consent, i.e. consent granted after being
sufficiently informed of the risks, benefits and alternatives. Michigan law has
no or little legal protections in place for these stored blood samples. Even
law enforcement is intermittently using the blood samples for criminal
investigations, prosecutions, and crime victim identification. Exhibit K. There
Is the constant ongoing threat of misuse of the blood spots, the private
medical and genetic information extracted or that is extractable, and of future

discrimination, Exhibit PP, whether intentional or accidental, Exhibit W.

www.olcplc.com

. An idea that stated in the 1960s

OUTSIDE LEGAL COUNSERLC

Michigan was first introduced to newborn screening in 1965 when
laboratory technology became available to identify newborns with
phenylketonuria (PKU). Exhibit C, p. 8. From the success of newborn

“screening™ for PKU, other medical screening tests were added. Today

purposes, it is enough that [the defendant] is a willful participant in joint action with the
State or its agents. Private persons, jointly engaged with state officials in the challenged
action, are acting "under color' of law for purposes of § 1983 actions.” Dennis v. Sparks,
449 U.S. 24, 27-28 (1980).

5 As its name suggests, newborn screening is a screening program in which an
abnormal result does not necessarily identify the presence of disease. It merely indicates
an increased risk that the child has the condition, necessitating confirmation through
diagnostic testing. Exhibit CC, p. 735 .
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there are more than fifty. Exhibit J. However, in many prior years, once the
screening tests were completed, any remaining samples were destroyed
after seven years. Exhibit E. No one knows why seven. That changed
starting in July 1984, when the State sua sponte began, without parental
knowledge or any parental consent, indefinitely retaining excess blood spots
as part of the newborn screening program. Exhibit C, p. 26.

As is often the case, science outpaced the law. In the 1990s, the
Human Genome Project had gained considerable international attention and
caused concerns for genetic privacy and potential discrimination. Then-
Governor John Engler announced plans in the 1997 State of the State

Address to appoint the Governor's Commission on Genetic Privacy and

www.olcplc.com

Progress to recommend ways to protect genetic privacy, prevent

OUTSIDE LEGAL COUNSERLC

discrimination, and maximize the beneficial uses of new medical knowledge
resulting from new discoveries from scientific developments, like the Human
Genome Project. Exhibit A. The Commission included individuals that will
reappear later in this case including law professor Edward B. Goldman and
then-fellow and now-law professor Sonia M. Suter. Id.

As part of its report, the Commission recognized that the “informed
consent doctrine” mandates that health care professionals may not perform

medical tests or do studies involving patients without first informing them of
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the nature of the procedure—including its “risks, benefits and alternatives.”
Id. at 32. The law’s “notion of bodily integrity has been embodied in the
requirement that informed consent is generally required for medical
treatment.” Cruzan, 497 U.S. at 269. Personal autonomy is the “right to
determine what shall be done with his own body.” Id. The Commission
correctly explained that “[o]ne important way to provide [patient autonomy]

protection is through an informed consent... [and] is an important way to

§ protect individuals’ privacy.” Exhibit A, p. 32 .

L

é : However, the Commission then problematically ignored the principles
(&)

<< when it went on to expound, without objection, that the newborn screening

O O

ué % program “is mandated under state law [and thus] parental consent is not

% required.” Id. at 36. It also explained that “[tlhe [S]tate has developed

0

informational booklets describing newborn screening; however, these are
not always available to or read by parents.” Id.

Nevertheless, the Commission surprisingly then recommended—
despite its discussion on informed consent—that “parental consent not be
required for newborn screening for diseases” but parents be “given an
opportunity to opt out of having their newborn’s screening test card used in

future research.” Id. at 38. It did not explain what it meant by “research.” The
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Commission also recommended that newborn screening blood spots be
retained indefinitely. Id. In short, informed consent was only lip service.

[I. Section 5431 as it exists today is problematic.

The Legislature took note of the Commission’s suggestions and
amended Section 5431 of the Public Health Code to what we have today.
Exhibit B (MCL 333.5431). A health professional, under threat of criminal
prosecution (Exhibit T, 15 ), is required to “administer or cause to be
administered” certain medical tests on newborn Michigan infants. MCL
333.5431(1), (5). Conscripted healthcare professionals involuntarily extract
blood from Michigan newborns usually 12-36 hours post-birth by piercing the

skin of the newborns and extracting a part of the newborns’ tiny bodies in the

www.olcplc.com

form of six blood spots.
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The State and the State Defendants have renounced® the legal need
for any informed consent from parents before doing this. MCL 333.5431(2);

see also MCL 333.17520(1). Moreover, the State Defendants demanded that

6 There is difficulty correctly categorizing what the Legislature legally did here.
Informed consent is a decision of a person or patient. In one sense, Michigan waived the
need for informed consent. But this likely fails because a government cannot waive a
constitutional right for or on behalf of a citizen. In another sense, the State in a parens
patriae role granted consent, without deference or concern to parents, to undertake
medical testing. But competent parents, not governmental officials, have a fundamental
right to speak for and are empowered to make decisions for their minor children in matters
of medical treatment. Parham v. J.R., 442 U.S. 584 (1979); Pierce v. Society of Sisters,
268 U.S. 510, 535 (1925). It is unclear how the State could effectuate this.

10
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they, and not the birthing or primary care doctors, conduct these medical
screening tests in government laboratories. The tests involve extracting
deeply private medical and genetic information/data from the extricated
blood spots to test for the existence of certain non-communitive heredity-
based diseases existing in a small minority of the general Michigan
population.” State Defendants also required personal data about the infant
and the birth mother be disclosed without any consent. Defendants never
obtain consent from the infants (obviously, given their age) or their parents
prior to searching and seizing the infants’ blood spots, keeping the samples
indefinitely, or extracting and storing the personal data from the blood.

Despite statutory changes in the 2000s, the same problems existed as

www.olcplc.com

before the amendments—Ilack of sufficient parental knowledge of the
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program. And the lack of sufficient knowledge means a lack of informed
consent. For example, the informational brochures regularly trumpeted in
this case by Defendants describing newborn screening are not and were not
made available to parents. Exhibit X, 14; Exhibit Y , 14, and Exhibit Z, 94.

It has been conceded by one Defendant that a lack of receipt of the brochure

’ From 1965 to 2015, there were 7,015,925 recorded live births. http://www.mdch.
state.mi.us/osr/natality/Tab4.3.asp. The program has claimed to have flagged diagnosed
diseases approximately 5,700 newborns, or eight one hundredths of one percent
(0.008%) of the births in Michigan during that period. Diseases are clearly not rampant,
wide-spread, or unbridled.

11
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minimally means a lack of informed consent. Exhibit OO, Shah Dep., p. 23.
Each Plaintiff-Parent here was never informed about the “risks, benefits and
alternatives” of participating in post-testing portion of either newborn
screening (i.e. the transfer of the spots to a private, third party entity), the
storage of their infants’ medical data, or the post-screening uses of their
infants’ blood spots (medical research by non-State of Michigan researchers
for a fee). Exhibit T, 112, 4, 6 , 9, 10, 11, 13. All Plaintiff-Parents aver that if
they were fully informed of fully scope of this program, including all the risks,
benefits and alternatives, none would have consented. Exhibit X ; Exhibit
Y; Exhibit Z. This has happened countless times over.

Critically, not every parent asked for their informed consent. Keeping

www.olcplc.com

in chronological order relative the expansion of various facets of the newborn
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screening program, infant MTL (Laporte) and infant DWL (Kanuszewski)
were then born in 2008. At that time, Defendants never sought any consent
of any kind from any parent (including the parents of M.T.L. or D.W.L.) as to
either extraction of newborn blood samples (the initial draw) or for retention,

storage, or future use of the blood samples.? Exhibit HH, p. 2. It was only

8 Continuing with the tradition started in 1984, after the screening tests were
complete, the State simply kept the unused samples for itself without notice or consent of
parents.

12
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later, after the creation of the BioTrust, that these pre-2010 blood spots were
sent to the Biobank for indefinite storage. See infra.

V. The Biobank is formed.

Realizing that there was an opportunity to begin capitalizing on these
excess blood spots (like M.T.L.’s and D.W.L.’s spots and millions of others),
a working group was formed to create a government-affiliated non-profit
entity outside the normal strictures of state government hierarchy and
oversight. Exhibit F. The “Michigan Neonatal Biobank” was formed. Exhibit
G. It is headed up by a Board of Directors whose role and authority are
unclear and really only ritualistic because Dr. Shah and Dr. Lyon-Callo
control the Biobank’s policies, operations, and directives, Exhibit NN, Lyon-
Callo Dep., pp. 17-18. The Board’s chairman is Edward B. Goldman—the
same person serving as chairman of the Governor's earlier discussed
Commission.

The Biobank’s institutional goal, undertaken at the request of MDHHS,
was to organize stored blood spots and actively market the availability of
“linked data” from other databases operated by MDHHS to “greatly increase
the value of the dried blood spots” and enjoy the “user fees” such would
generate. Exhibit F, pp. 2, 8; see also Exhibit O (Biobank price list); Exhibit

KK (confirming available data linking from government health-related

13
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databases); Exhibit H. The business plan called for working with another
Tech Town® company who is “the leader in supplying biological samples to
large pharmaceutical companies and the biotechnology industry” with the
goal of generating “a significant revenue stream of several million dollars for
both parties.” Id. at 21. The goal from the beginning was to make money by
developing sellable products for academic and commercial researchers
using the excess blood spots of newborn infants. Id. at 25. Such was even
being sought up through the commencement of this lawsuit. Exhibit P. As
marketed, the Biobank is a “rare archive” of infant blood samples from “nearly
every child born in Michigan since 1985.” Exhibit H. Again, at no point were

parents consulted and the (now) adults from the infant samples stored in the

www.olcplc.com

mid-1980s were also not consulted. Today, there are literally millions of blood

OUTSIDE LEGAL COUNSERLC

spots stored and ready for potential use or sale by Defendants.

Currently, the Biobank is responsible for receiving, cataloging, and
storing excess newborn blood spots. Only upon the direction of the State
Defendant does the Biobank distribute spots to third parties. Exhibit NN,

Lyon -Callo Dep., pp. 56-58.

9 See Exhibit GG. Tech Town is an office complex near Wayne State University
originally founded to support tech-based spinoffs from the university, it now provides
facilities and support services for technological-based businesses and entities. See
https://techtowndetroit.org/who-we-are/
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V. The Texas case changes things.

Then a watershed event happened. In 2009, a lawsuit challenged
Texas’ retention and storage of blood spot samples. Exhibit N . In December
2009, Texas announced, as the result of a federal lawsuit settlement, it would
destroy more than five million blood samples collected from Texas newborn
infants without parental consent under its newborn screening program.
Exhibit M. Michigan rightfully panicked because its newborn screening
program was strikingly similar to Texas’ program. Beleno v. Lakey, 306 F.
Supp. 3d 930 (W.D. Tex. 2009).

As the lawsuit progressed, Defendants started changing its long-stand

practices. When no consent was obtained from parents before keeping
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bloodspots retained from extracts dating July 1984 through May 1, 2010,

OUTSIDE LEGAL COUNSERLC

Defendants assert today that “alternative consent” was obtained from an
internal MDHHS committee known as Institutional Review Board. Exhibit
NN, Lyon -Callo Dep., pp. 20-21; Exhibit HH, p. 2. It is Plaintiffs’ position
that this “IRB” does not have (and never had) any legal authority to waive

consent in the place of parents—it is simply a made-up proposition.*°

10 Traditionally, an IRB is “appropriately constituted group that has been formally
designated to review and monitor biomedical research involving human subjects.”
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-
review-boards-frequently-asked-questions. It never is, was, or has been a substitute for
obtaining alternative informed consent or waiving consent on behalf of others.
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This supposed new assent process began under an intra-department
program called the BioTrust for Health (the “BioTrust”). Launched in June
2009 after the formation of the Biobank, it was MDHHS’ appointed overseer
as to the storage and use of retained blood spots held at the Biobank.
Exhibit C, p. 25 ; Exhibit NN, Lyon -Callo Dep., p. 12; Exhibit OO, Shah
Dep., p. 7, 9. The BioTrust is directed by and under the responsibility of Dr.
Shah and Dr. Lyon-Callo. Exhibit NN, Lyon -Callo Dep., pp. 8, 9, 11;
Exhibit OO, Shah Dep., p. 19.

It is also during this time that Defendants, under the flag of the
BioTrust, purports to implement a quasi “opt-in” and later “pull-out” process

starting October 1, 2010. Exhibit FF. This concept consists of indefinitely
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storing all blood spots without first asking for consent to store but the later
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use of the stored spots would be upon assent of parents. If a parent does
not want the blood spot stored, they must later petition for it at a later date.
At no point are parents told about the third-party Biobank, biobanking, and
outside fourth-party researchers.

The BioTrust restructuring also created a complicated administrative
maze of boards, committees, and entities decentralizing control and

decision-making as to what was happening or who was in charge of the
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program for the retention, storage, or future use of the blood samples.!?
Exhibit D. Moreover, the BioTrust has never been totally honest with the
public. For example, it explains in a FAQ on its website that—

Do law enforcement officials or insurance companies
have access to the BioTrust?

No. The BioTrust has been designated a medical
research project by the MDHHS Chief Medical
Executive. Under state law, the samples, data and
other information included as part of this medical
research project are protected and are not subject to

§ forced disclosure to third parties.

L

% c Exhibit J. But we know that is not simply not true. Exhibit K; Exhibit L, p.
% E?% 3; see also Exhibit NN, Lyon -Callo Dep., p. 69.

ugJ % VI. The new “consent ” process.

%’ Starting October 1, 2010, Defendants began what it calls its consent
@

process.'? The remaining seven infants were born after 2010 were subject
to some form of this process; the pattern of events are the same.
Approximately 12 hours after the birth of child, a hospital worker approaches
a parent (usually the exhausted, still-hospitalized mother) and presents a

single page form. Here is a sample from 2011—

11 For example, in the deposition of Dr. Yancey, the director the Biobank, Dr.
Yancey has no idea who owned or controlled the blood spots that were under his charge.

12 For samples taken before May 2010—like MTO’s and DWL'’s, Defendants self-
proclaim that “consent” was “magically” waived via a decision by the MDHHS Institutional
Review Board. Exhibit HH, p. 2. Yet, it has no authority to provide such consent. No
parent (or minor turned adult) provided consent.
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You should have been given the booklet, “After Newbomn Screening”. If not, please ask for it. This
booklet describes the Michigan BioTrust for Health and how dried blood spots (DBS) could be use:
for medical research after newborn screening is complete. Please read this booklet and if you have
any additional questions, you may call the Newborn Screening Program at 1-866-673-9939.

* Participation in the Michigan BioTrust for Health is completely voluntary.

« If | say “yes” now | may change my mind at any time and ask that my child's DBS
not be used for research by calling 1-866-673-9939.

* When my child is 18 he or she can ask that their DBS not be used for research.
* There is no penalty from not allowing my child's DBS to be used for research.
| voluntarily agree to allow my child’s DBS to possibly be used for medical research after

newborn screening is complete. My permission applies to any blood spots obtained
for newborn screening.

Ay M ) it-z2-((
Péfent Signature Date
MI Dept of Community Health Labaoratorv Conv

OUTSIDE LEGAL COUNSERLC
www.olcplc.com

There is no mention of the Biobank; no mention of the significant revenue
stream of several million dollars; no mention of development of sellable
products for academic and commercial researchers. It merely provides that

it will “possibly” to “be used” by the State “for medical research.” Over time,

the form changed without the State Defendants going back for updated
consent from prior infants or parents. For example, in 2016, the form

changes to—
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use vy

Baby Name

Alffix Label Here if Desired
Mark Parent Decision, Collect Signature, Returr to MDCH

woscarch (ne \be

Blood spots are stored indefinitely (forever). Blood spots labeled with a code can be used for health
research through the BioTrust. The brochure, Your Baby’s Blood Spots, gives details to help you make
a choice about allowing your baby's blood spots to be used in health research. Please read this brochure.
If you still have questions, please call the Department of Community Health toll free at: 1-866-673-9939.

No, my baby’s blood spots may
not be used for health research.

% Yes, my baby’s blood spots may
be used for health research.

This applies to all blood spots collected
for newbom screening.

M%émmay@ J-1o-(¥
Parent Signiatur. Date

There is no penalty for saying no.

MI Dept of Community Health Laboratory Copy

www.olcplc.com
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This time it is not for medical research but for “health research.” Why the

change is unclear and unexplained. But, like before, there is no mention of
the Biobank; no mention of the significant revenue stream of several million
dollars; and no mention of the development of sellable products for academic

and for-profit commercial researchers.
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In 2017, the form changes again.

Michigal collected for newborn screening may be used in research through the Michigan BioTrust for Health. If you have questions,

/) Before signing this form please read, Your Baby’s Blood Spots. It gives details on how small drops of blood (blood spots)
|‘ 5

i please call the Michigan Department of Health and Human Services (MDHHS) toll free at 1-866-673-9939.

D Yes, my baby’s leftover newborn screening blood spots may be used for health research.
By checking this box you understand:

e After newborn screening, blood spots are coded only with a number and stored up to 100 years at a secure
site (Biobank). MDHHS can link the coded blood spots to your baby. This allows use of specific spots for
research. It also allows MDHHS to find the right spots if you, or your grown child, change your mind.
Researchers only receive coded blood spots. Details that could identify you, or your baby, are not provided.
The risk of using blood spots in research is that your baby could still be identified. This risk is very low because
many steps are taken to protect privacy.

Research using blood spots must be approved by MDHHS. Blood spots can only be used for studies to better
understand disease or improve the public’s health such as research on cancer, birth defects and diabetes.

MDHHS Copy

Many laboratory methods are used to study biological or environmental factors such as genes, infectious
agents, toxins and metals.

Blood spot research may not directly help you, your child or your family. This type of research aims to
improve the health of communities.

Participation is voluntary. You can call MDHHS at any time if you change your mind. There is no penalty or
loss of benefits for saying no or changing your mind.

001

T

D No, my baby’s leftover newborn screening blood spots may not be used for health research.
By checking this box you understand:

1901

e Blood spots will be stored for up to 100 years but not used for research. The blood spots are stored so that
the state lab can perform quality control tests and improve newborn screening.

e You must contact MDHHS if you do not want blood spots stored for any reason after newborn screening.

=
1l

3N

www.olcplc.com

Parent Signature Date

. Your choice applies to all blood spots collected for newborn screening. Please visit www.michigan.gov/biotrust for further information. 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.

OUTSIDE LEGAL COUNSERLC

This time the form undoubtedly has more details, but, characteristically, still
Is vague and misleading. It speaks of research “through the Michigan
BioTrust for Health—an entity that conducts no research. There is one
vague reference to the “(Biobank)” while no mention of the significant
revenue stream of several millions of dollars; and no mention of the
development of sellable products from the excess samples for academic and

commercial researchers outside of uses by the State Ilaboratory.
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Interestingly, there is not an option to simply just never retain samples after
newborn screening testing is complete. Why not has never been explained.

In a study by Dr. Elizabeth R. Eisenhauer, eight in ten decisions to
donate blood spots were uninformed as mothers, as the consenter, lacked
knowledge of biobanking research, misunderstood about the entity
conducting the search, and what was patient autonomy. Exhibit AA. The
study matches with the actual experience suffered by the Plaintiff-Parents in
this case. It makes real-world sense. As the Court can undoubtedly realize,
these mothers are exhausted, depleted, and in some instances still heavily
medicated from childbirth. The hospital worker presents a form which seeks

“consent” to whether the samples can be used for post-testing. As noted

www.olcplc.com

above, the language form-to-form is different over the years. In reality, the

OUTSIDE LEGAL COUNSERLC

scope and understanding post-testing blood retention, storage, and uses is
largely veiled in a shroud of secrecy and vague language. No follow up ever
occurs. And at no point do Defendants attempt to later contact the infants (if
now at the age of majority) or their parents to seek their consent to participate
in a particular authorized study which will use their blood spots or the data
therefrom. Exhibit NN, Lyon -Callo Dep., pp. 51-54.

VII. This case commenced and the Sixth Circuit ruled.

This case was initiated three years ago by the four parents of nine
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children. This Court granted dismissal on the pleadings. In a published
decision, the Sixth Circuit affirmed in part and reversed in part, and set
various important standards that is now the law of the case. Kanuszewski v.
MDHHS, 927 F.3d 396 (6th Cir. 2019). After discovery was completed, this
motion now follows.

STANDARD OF REVIEW

A motion for summary judgment should be granted 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.” FRCP 56(a). The focus must be
“‘whether the evidence presents a sufficient disagreement to require

submission to a jury or whether it is so one-sided that one party must prevail

www.olcplc.com

as a matter of law.” Anderson v. Liberty Lobby, 477 U.S. 242, 251-252

OUTSIDE LEGAL COUNSERLC

(1986).
ARGUMENT
Section 1983, 42 U.S.C. § 1983, creates a private right of action
against state officials and private joint concert actors who deprive individuals
of constitutional rights under color of state law.. Barker v. Goodrich, 649 F.3d
428, 432 (6th Cir. 2011); Dennis, 449 U.S. at 27-28. Plaintiffs allege Fourth

and Fourteenth Amendments violations by Defendants.
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l. Search and Seizure ( Fourth Amendment )

The Fourth Amendment mandates that the Government shall not
violate “[t]he right of the people to be secure in their persons, houses, papers,
and effects, against unreasonable searches and seizures.” U.S. Const.
amend IV. The Fourth Amendment’s “basic purpose... is to safeguard the
privacy and security of individuals against arbitrary invasions by
governmental officials.” Camara v. Mun. Court of City & Cnty. of S.F., 387
U.S. 523, 528 (1967). “Searches conducted without a warrant are per se
unreasonable under the Fourth Amendment—subject only to a few
‘specifically established and well-delineated exceptions.” Coolidge v. New

Hampshire, 403 U.S. 443, 454-455 (1971).

www.olcplc.com

A. The initial blood draw is not in play  at this posture .

OUTSIDE LEGAL COUNSERLC

The Fourth Amendment’s right to be “secure in their persons” from
government intrusion includes medical testing upon and the deeply-private
medical and genetic information/data extracted from our children absent
consent. Dubbs v. Head Start, Inc., 336 F.3d 1194, 1214 (10th Cir. 2003). It
Is Plaintiffs’ position that the initial extraction of blood samples from infants
without parental informed consent and without a warrant violates the Fourth
Amendment. However, that issue cannot be pursued in the context and

posture of this case due to immunities and limitations imposed by
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Kanuszewski. However, the Sixth Circuit permitted separate Fourth
Amendment claims premised on post-testing and biobanking, including that
Defendants’ ongoing storage and future uses of the blood samples might be
unconstitutional regardless of whether Defendants' completed actions of
drawing and screening the children's blood for disease were constitutional.”
Kanuszewski, 927 F.3d at 424. This theory “is analytically distinct from the
guestion... of whether drawing the children’s blood and screening it for
diseases violated the children’s Fourth Amendment right.” Id. Even “if
drawing and screening the blood was constitutional, it may still have become
an illegal seizure if Plaintiffs suffered a further, unlawful, deprivation of their

interests at some later point.” Id. The Kanuszewski Court held that “it is
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necessary to consider whether the duration is reasonably needed to

OUTSIDE LEGAL COUNSERLC

effectuate those purposes justifying the seizure” of the blood sample in the

first place. Id. at 425.

B.  The process starts with a heel -prick test.

Twelve to thirty-six hours after the infants’ births, heel prick tests are
undertaken. Five or six blood spots per infant are extracted. This is done
without any consent—informed or otherwise—from parents. The blood
spots, together with a host of personal information about the infant and the

birth mother (Exhibit Q ), is then transmitted to the State Defendants.
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Medical tests are run on the blood taken by the search from the infants’
bodies. This medical testing processes extract deeply-private medical and
genetic information/data regarding each infant. When combined together
with the data transmitted from the hospital (Exhibit S), Defendants records
and keeps that expropriated information in the government’'s files and
databases. After the testing is completed at the State Laboratory, the
remaining infants’ blood spots are retained and most are then transferred to
the Biobank.!® The State and its officials still fully retain the personal and
deeply-private medical and genetic information/data in government
databases indefinitely. Later, those samples are transferred to the Biobank

to be made available to for-profit and academic researchers who need to
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access to personal and deeply-private medical and genetic information/data

OUTSIDE LEGAL COUNSERLC

for projects each are working on.

C. Two search/seizure challenges are made.
The Fourth Amendment protects privacy. Cardwell v. Lewis, 417 U.S.
583, 589 (1974). The infants, not convicted of crimes, not having an
individualized suspicion of a disease (let alone a commutable one),

undoubtedly have a privacy interest related to the seizure of their blood

13 Notwithstanding, one spot is kept by the BioTrust through it is not clear why.
Exhibit HH, p. 2.
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(which contains deeply-private medical and genetic information/data
extracted from their blood, even in the hours after their birth) from agents of
the government. See Missouri v McNeely, 133 S. Ct. 1552 (2013) (“any
compelled intrusion into the human body implicates significant,
constitutionally protected privacy interests”); Chandler v. Miller, 520 U.S. 305
(1997) (noting in Skinner that “collection and testing constitutes a search
subject to Fourth Amendment”). The Fourth Amendment’s touchstone is
reasonableness. Brigham City v. Stuart, 547 U.S. 398, 403 (2006). “The
Fourth Amendment does not proscribe all state-initiated searches and
seizures; it merely proscribes those which are unreasonable.” Florida v.

Jimeno, 500 U.S. 248, 250 (1991). Plaintiffs now raise two distinct, post-

www.olcplc.com

testing challenges.
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a) Data retention is unreasonable .

The first challenge is whether ongoing retention of the deeply-private
medical and genetic information/data in the State’s files and databases,
which is outside the needs of newborn screening program and without
consent, violates the Fourth Amendment’'s prohibition on unreasonable
searches and seizures. The answer is yes. This portion assumes an invasion
of an infant’'s body for samples of blood to test for metabolic variables to

detect a possible heath issue is a search and MCL 333.5431 is government
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providing consent in a parens patriae role. The government extracts deeply-
private medical and genetic information/data from the newborn screening
tests. Then, however, the State Defendants place the same into the
government’s medical databases indefinitely for unlimited future access to
the infants’ private medical data. There is no statutory authorization to do so;
it exceeds the scope of statutory parens patriae consent; and no consent of
the parents was first obtained.!*

What started in the hours after the infants’ birth as a now-
unchallengeable®® search of blood for evidence of a particularized (and
limited) list of diseases has now resulted in a permanent extension of the

seizure and unlimited searchability of the infants’ medical data to an
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indefinite duration upon demands of Defendants rather than the informed

OUTSIDE LEGAL COUNSERLC

14 The undersigned is appalled by the purported concept of statutory parens patriae
consent and analytically struggles to reasonably and personally believe that our Supreme
Court would ever find that a government can grant itself consent to conduct a search for
a minor citizen in a parens patriae role when competent parents are available to make
that decision for their own child. The Fourth Amendment itself protects from such legal
fiction however it is the only logical conclusion from Kanuszewski when federal courts will
not remedy one-time but unlawful searches that have continuing threat of harm of privacy
interests. However, not infrequently the ordinary requirements of the Fourth Amendment
are modified to deal with special circumstances. Tarter v. Raybuck, 742 F.2d 977, 981-
982 (6th Cir. 1984).

15 The Sixth Circuit failed to heed the words of Thomas Jefferson that “the time to
guard against corruption and tyranny is before they have gotten hold of us. It is better to
keep the wolf out of the hold, than to turs to drawing his teeth and talons after she shall
have entered.” Thomas Jefferson, Notes on the State of Virginia.
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desires of parents.® Because, by retention of the blood spots and medical
data extracted, Defendants are now always able to immediately access the
private medical information of infants when such was solely obtained for an
unrelated narrowly-limited purpose. This scheme of a never-ending seizure
and searchability—analogous to a general warrant!’ of infinite duration—is
not reasonable under the Fourth Amendment.

As such, the indefinite retention of the personal physiological
information extracted from infants via newborn screening medical tests is
beyond any reasonable scope needed in conducting the search on an
infants’ blood for fifty-five (55) diseases to determine potential presence. In

the absence of consent (see infra), such violates the Fourth Amendment.
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b)  Ongoing storage of the samples for further use
by the State for sale to third -party researchers is
an unreasonable search /seizure.

OUTSIDE LEGAL COUNSERLC

This second legal challenge relates to once the medical screen testing
on the search is complete. The question is whether the Fourth Amendment
prohibits, as unreasonable, the retention of the blood samples after the blood

spots have been fully screened for diseases and Defendants’ transfer of the

16 Even when someone seeks to administrative destroy the stored blood spots,
Defendants still retain all the procured medical data of the infants during the medical
testing process. Exhibit NN, Lyon- Callo Dep., p. 65. As such, deeply -private medical
and genetic information/data is never removed by the State, ever. Such is an invasion of
privacy rights and interests.

17 Ashcroft v. al-Kidd, 131 S. Ct. 2074, 2084 (2011)
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samples to the Biobank for ongoing storage of the samples for further use
by the State and/or for sale to third-party researchers. This claim is
analytically distinct from the question of whether drawing the children’s blood
and screening it for diseases violated the children's Fourth Amendment right.
Kanuszewski, 927 F.3d at 424. Such retention is unreasonable because
additional testing of samples authorized by Defendants (to the third-party
researchers) to further obtain physiological data is a further invasion the
infants’ privacy interests that is not reasonable. Skinner v. Railway Labor
Executives’ Ass’n, 489 U.S. 602, 616 (1989).

Moreover, a search or seizure constitutionally permissible initially may

become a later impermissible if the later uses are unreasonable. To evaluate
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the constitutionality, it is necessary to consider whether the ongoing retention

OUTSIDE LEGAL COUNSERLC

IS “reasonably needed” to effectuate those purposes justifying the seizure for
newborn testing. Kanuszewski, 927 F.3d at 425 (citing United States v.
Sharpe, 470 U.S. 675, 685 (1985)). Here, the health of the infant, found to
have cleared all sought for diseases by the screening, does not really justify
the State Defendants in taking any actions with respect to the blood samples
after it has finished screening the samples for diseases. The original and
stated goal of the Biobank was to generate a significant revenue stream of

millions of dollars by developing pipeline of sellable products for academic
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and commercial researchers. Exhibit F, pp. 21 , 25. Indefinite seizure of the
samples for such purposes is unreasonable. Kanuszewski, 927 F.3d at 425.

Moreover, Plaintiffs have an extraordinary interest in keeping secure
their medical and personal privacy from the State and the State’s third-party
“customers” of such data. When the State provides the infants’ blood
samples to the Biobank, who in turn provides them to third-party for-profit
and academic researchers for a fee, the infants’ medical and personal
privacy is both invaded and eviscerated.® Defendants’ need to invade this
privacy is not connected with the reason for the initial extraction—to screen
for newborn metabolic abnormalities. In other words, all newborn screening

could be fully and completely accomplished without any need for biobanking
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or the post-screening long-term storage, retention, or uses (sale) of their
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children’s blood spots containing deeply-private medical and genetic

18 Defendants will suggest that they use an “honest broker” method which
separates the identities of specimen’s owner from the specimen. But that is foolhardy.
With publicly available genetic databases and advances in medical testing, that privacy
protection is illusory. Heather Murphy, Why a Data Breach at a Genealogy Site Has
Privacy Experts Worried, THE N.Y. TIMES, Aug 1, 2020, available at https://www.nytimes
.com/2020/08/01/technology/gedmatch-breach-privacy.html; Michael Barbaro, There’s
No Going Back, THE N.Y. TIMES (PODCAST), Dec 27, 2019, available at https://www.
nytimes.com/2019/12/27/podcasts/the-daily/genetic-privacy-dna.html; Heather Murphy
and Mihir Zaveri, Pentagon Warns Military Personnel Against At-Home DNA Tests, THE
N.Y. TiMES, Dec 24, 2019, available at https://www.nytimes.com/2019/12/24/us/military-
dna-tests.html. Moreover, promises of confidentiality are like pie crusts—easily made,
easily broken (or forced broken). See Kashmir Hill and Heather Murphy, Your DNA Profile
is Private? A Florida Judge Just Said Otherwise, THE N.Y. TIMES, Feb 5, 2019, available
at  https://www.nytimes.com/2019/11/05/business/dna-database-search-warrant.html;
Exhibit L.
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information/data. Once the testing was complete of the sample, the
appropriate thing to do to both protect privacy and fulfill desired newborn

testing would be to immediately destroy both the samples and all the data

obtained therefrom upon completion of testing.!® The State does not
medically treat or provide medical care to the indicated infants if, in the
exceedingly rare instance, a metabolic abnormality is detected. So, there is

simply no need to keep the blood spots or the extracted private medical data

§ when balanced against privacy interests of the infants and their parents.?°
L

0

2 c Interestingly, if a parent honestly decides that he or she does not want his or
O 5

O o

< £ her child’s spots to be used for medical or health research, what interest, if
O o

w o . oy .. .

" % any, does the State have in still indefinitely retaining those spots? The
)

N

5 answer appears to be none.

O

D. Non-existing and i nsufficient consent
Defendants will inevitably argue parental consent was granted. This is

universally untrue. As for infant MTL (Laporte) and infant DWL

19 Arguably, the State could suggest that a slightly longer period may be necessary
to communicate the same to the infants’ parents and medical care professionals who
have been flagged as a potential positive. That would seemingly not be unreasonable.
However, once the medica professional(s) and parents have been provided with the
flagged test results, there is no need for the State to retain such in their own databases
and records. Timely automatic destruction—not indefinite retention—is the correct step
absent informed parental consent.

20 Moreover, if “Defendants conduct research on children's stored blood samples
and seek to derive profit from the children's samples by selling them to third parties...,
then their ongoing, indefinite seizure of the samples is unreasonable.”
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(Kanuszewski), each were born before the May 2010 consent process was
initiated. No consent was ever sought from them or their parents to
participate in biobanking or the post-screening long-term storage, retention,
and/or sale. E.g. Exhibit HH, p. 2.

For the remaining five infants other than MTL (Laporte) and infant DWL
(Kanuszewski), informed consent was also not obtained as any consent
claimed by Defendants to have been obtained was deficient. The biobanking
systems utilized here are not actually a true opt-in process. Regardless of
whether a parent checks “yes” or “no,” Defendants still retain the blood spots
that contain the infants’ deeply-private medical and genetic information/data.

It is a combination opt-in and pull-out model of consent. That is insufficient.

www.olcplc.com

In the Fourth Amendment context, when the government seeks to

OUTSIDE LEGAL COUNSERLC

justify the lawfulness of a search or seizure, it has the burden of proving that
“the consent was, in fact, freely and voluntarily given.” Schneckloth, 412 U.S.
at 222. Not just any type of consent will suffice. United States v. Worley, 193
F.3d 380, 386 (6th Cir. 1999). Instead, it must be “unequivocally, specifically,
and intelligently given” and is “uncontaminated by any duress and coercion.”
Id.; see also United States v. Scott, 578 F.2d 1186, 1188-1189 (6th Cir.
1978). It cannot be by mere acquiesced to government authority. Bumper v.

North Carolina, 391 U.S. 543, 548 (1968).
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Here, the various consent forms—when combined with the known
practice of insufficient information by unprovided brochures or discussion
with the doctor as to the risks, benefits and alternatives—for the five infants
born after May 2010 fail to meet the standard recounted in Worley. Moreover,
the affidavits attest the understanding of the parents at the time was also
insufficient to result in unequivocal, specific, and intelligently given consent.
Exhibits X, Y, Z. One of the parents was not even of conscious mind when
the alleged consent was obtained. Exhibit Z, {11.

The burden is upon Defendants to demonstrate that a voluntary
relinquishment of constitutional rights occurred by Plaintiffs. Tarter v.

Raybuck, 742 F.2d 977, 980 (6th Cir. 1984). There is a presumption against
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any waiver of constitutional rights. 1d. Given that the burden is on Defendants
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to prove sufficient consent (i.e. waiver) against the presumption of non-
waiver, discovery had revealed that their burden cannot be met.?! The forms
as their only evidence—noting their evolvement over time—fail to

unequivocally, specifically, and intelligently provide consent in such

21 “IT]he plain language of Rule 56[] mandates the entry of summary judgment...
against a party who fails to make a showing sufficient to establish the existence of an
element essential to that party’s case, and on which that party will bear the burden of
proof at trial.” Celotex Corp. v. Catrett, 477 U.S. 317, 322 (1986).
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circumstances.??> As such, summary judgment is warranted in favor of
Plaintiffs.

. Substantive Due Process (Fourt eenth Amendment)

“Parents,” as plaintiffs?®, “possess a fundamental right to make

decisions concerning the medical care of their children... which... naturally
include the right to direct their children’s medical care.” Kanuszewski, 927
F.3d at 418. This means parents, instead of Defendants or the government,
have the right to make decisions—i.e. provide consent—to direct the medical
care of their children. The Sixth Circuit emphasizes the “importance of
notifying parents as to any medical procedures that may have been

conducted on their children and the importance of uniformity and consistency
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in how parents are notified.” Id. at 421 fn.14. Michigan’s newborn screening
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program hopelessly fails. Without securing informed parental consent,
“‘Defendants’ actions constitute a denial of the parents’ fundamental right to
direct the medical care of their children, and their actions must survive strict

scrutiny.” 1d. at 420. Competent parents, not governmental officials, speak

22 The Court will need to analyze each signed form separately because different
forms were used at different times and with different decisions selected, and yet
Defendants claim the same level of consent was obtained at each birth for indefinite
storage (and use).

23 As to substantive due process, any substantive due process rights related to
directing the medical care of children are entrusted to the parents or legal guardians of
the children, rather than the children themselves. Kanuszewski, 927 F.3d at 415.
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for and are empowered to make decisions for their minor children in matters
of medical issues. Pierce v. Society of Sisters, 268 U.S. 510, 535 (1925).%4
The question is “whether Defendants had a compelling interest in retaining,
transferring, and storing the children’s blood samples after screening them
for diseases, and whether Defendants’ means for achieving their interest
were narrowly tailored.” Id. at 421. In other words, does a non-consensual
post-testing third-party biobanking process as part of the infants’ medical
care pass strict scrutiny? The answer is no because the right to consent to
medical treatment for oneself and one's minor children is objectively, deeply

rooted in this Nation’s history and tradition. See Dubbs, 336 F.3d at 1203.

A.  Strict scrutiny applies.
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Strict scrutiny is “the most demanding test known to constitutional law.”
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Kolbe v. Hogan, 849 F.3d 114, 133 (4th Cir. 2017). It also “requires legislative

clarity and evidence demonstrating the ineffectiveness of proposed

24 The State does not ipso facto assume parens patriae status over every child in
Michigan. The Supreme Court has long (and expressly) rejected that a minor child is “the
mere creature of the State.” Parham, 442 U.S. at 602. The right to decide how to bring up
a child—which includes medical decisions—is a well-established fundamental
constitutional right. “This primary role of the parents in the upbringing of their children is
now established beyond debate as an enduring American tradition.” Id. “It is cardinal...
that the custody, care, and nurture of the child reside first in the parents, whose primary
function and freedom includes preparation for obligations the state can neither supply,
nor hinder.” H.L. v. Matheson, 450 U.S. 398, 410 (1991). “Constitutional interpretation
has consistently recognized that the parents’ claim to authority in their own household to
direct the rearing of their children is basic in the structure of our society.” Ginsberg v. New
York, 390 U.S. 629, 639 (1968).
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alternatives.” Johnson v. City of Cincinnati, 310 F.3d 484, 504 (6th Cir. 2002).
Strict scrutiny requires the government to show that the challenged state
action is narrowly tailored to achieve a compelling public interest. Ondo v.
City of Cleveland, 795 F.3d 597, 608 (6th Cir. 2015). When strict scrutiny
applies, the government has the burden. See, e.g., Fisher v. Univ. of Tex. at
Austin, 570 U.S. 297, 308 (2013). A compelling interest is an interest “of the
highest order.” Wisconsin v. Yoder, 406 U.S. 205, 215 (1972). Once a
compelling interest is established, the government must further show that
“the means chosen to accomplish the government’s asserted purpose [are]
specifically and narrowly framed to accomplish that purpose.” Grutter v.

Bollinger, 539 U.S. 306, 333 (2003). Here, Defendants lack both a
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compelling interest and narrow tailoring.

OUTSIDE LEGAL COUNSERLC

B. There is no compelling interest.

Defendants cannot demonstrate a compelling governmental interest,
as the health of the tested infant is no longer at stake after his or her samples
have been fully vetted for life-threatening diseases. Kanuszewski, 927 F.3d
at 421; Exhibit OO, Shah Dep., p. 20. Once the newborn blood spots are
fully analyzed by screening, residual blood remains leftover in the form of
excess dried blood spots. Such long-term retention of these blood spots is

not directly related to or necessary for the screening of infants for potential
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diseases. As Professor Suter explains, “newborn screening initially began as
a population health endeavor but is rapidly becoming a resource for
population research.” Exhibit CC , p. 756. Many parents do not realize that
their child has been screened for various diseases, they are unaware of the
possibility that a blood sample from their newborn may be stored for
potentially long periods of time and possibly shared with others for uses
unrelated to individual screening purposes. Id. at 757. The biggest concern
is threats to autonomy, privacy, and confidentiality of medical information.?®

Because biobanking exceeds any possible needed use for genetic
disease flagging purposes, Defendants do not have a compelling

government interest in the retention and storage of blood spots for future
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unspecified uses by commercial or academic researchers. The test for a
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compelling interest is quite strict, and requires far more than speculations on
possible future evils. Mozert v. Hawkins Cnty. Bd. of Educ., 827 F.2d 1058,
1077 (6th Cir. 1987). To be compelling, “[o]nly the gravest abuses,
endangering paramount interests, give occasion for permissible limitation.”

Id. Specimen convenience through the sale of blood spots is not a compelling

25 See Exhibit CC , p. 779 (efforts should be made to inform parents about the
general nature of the permissible and impermissible uses of the samples as well as
security provisions else the public may not trust the state, believing, at best, that it has
been negligent in protecting against problematic uses of the samples or, at worst, that the
state may have malignant plans for such samples, which is why it has not set limits on
these future uses.)
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enough of a governmental interest when measured against the significant
encroachment upon personal liberty and autonomy. While undoubtedly
Defendants will assert a desire to vacuum up the remaining blood samples
once testing is completed, it is not a compelling one. A compelling state
interest must be more than a colorable interest, or an interest serving the
convenience of the State. Hudson v. Dennehy, 538 F. Supp. 2d 400, 410 (D.
Mass. 2008); Thomas v. Collins, 323 U.S. 516, 530 (1945). Biobanking
practices that result the non-consensual retention, storage, and use of bodily
material personal and deeply-private medical and genetic information/data
fails to be a sufficient interest. As for the Plaintiff-Parents of the two infants

born before May 2010 where consent was never even attempted to be
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obtained, such ongoing retention, storage, and available uses violates

OUTSIDE LEGAL COUNSERLC

substantive due process. For those five infants born after May 2010, the
consent obtained is insufficient to meet narrow tailoring.
C. Thereis no narrow tailoring.

Defendants also fail narrow tailoring. Narrow tailoring means that “the
means chosen are not substantially broader than necessary to achieve the
government's interest.” Ward v. Rock Against Racism, 491 U.S. 781, 800
(1989). Narrow tailoring requires when the government could adopt a

narrower regulation that would significantly reduce the negative impact on
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protected activity without substantially interfering with its legislative goals it
must do so.

Biobanking and post-testing retention and storage is a means
substantially broader than necessary to achieve the government’s interest of
screening infants for newborn metabolic abnormalities to flag potential
diseases. All medical screenings could be fully and completely accomplished
without the biobanking or post-screening uses and without any reduction of
effectiveness of disease detection for newborn screening. As such, the

addition of such fails narrow tailoring.

D. Sufficient consen t could be obtained.

A narrower alternative Defendants could also obtain needed samples
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by tailoring its program by simply asking for and receiving sufficient informed
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parental consent at a far more appropriate pre-natal timeframe. The current
practice fails to obtain such legally sufficient consent.?® It is undisputed that
constitutional rights can be waived by consent. However, not “any ole”
consent will do. Courts must “indulge every reasonable presumption against
waiver of fundamental constitutional rights.” Johnson v. Zerbst, 304 U.S.

458, 464 (1938). Consent must be voluntary, knowingly, and intelligently

26 As for the parents of the remaining five infants, Defendants will argue that their
substantive due process rights were waived by consent using the five consent cards. The
narrow tailoring analysis equally presents why this alleged obtained of consent fails.
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obtained and confirmed by “clear and compelling” evidence of the same.
Curtis Publ’'g Co. v. Butts, 388 U.S. 130, 145 (1967). There is no such thing
as presumed acquiescence in the loss of fundamental rights. Ohio Bell Tel.
Co. v. Public Utilities Comm’n, 301 U.S. 292, 307 (1937).

E.  Proper sufficient consent was not secured.

While there are differences in the overlap of the Curtis standard of
constitutional waiver versus medical informed consent, neither standard has
been met by Defendants in obtaining sufficient informed consent from
parents for post-testing biobanking.

First, parents traditionally are not given enough information about the

post-testing retention, storage, and uses of blood and deeply-private medical
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and genetic information to make a sufficiently informed choice. The Parent-
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Plaintiffs aver this. Exhibits X, Y, Z. The Eisenhauer study confirms the
same. Exhibit AA. There was no disclosure of what constitutes “medical
research” or “health research.” There is no mention that the samples are sold
for monies. There is no mention that for-profit companies have access. There
IS no mention of how samples can be selected based on data like zip code,
age, gender, or more, which when combined with other data, can reveal the
identity of the person from their sample. And there is no mention that even if

a parent declines to participate in nebulous “medical research” or “health
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research,” Defendants nevertheless retain the blood samples indefinitely at
two different sites.?’

Defendants will undoubtedly suggest that there are printed pamphlets.
None of the parents received them. Exhibit X, 94; Exhibit Y, 74, and
Exhibit Z , 4. This is not remarkable or suspicious because the State’s own
Commission even acknowledged informational booklets describing newborn
screening are not always available to parents. Exhibit A, p. 3 6. Plaintiffs
would suggest that a lack of brochures is the norm rather than the exception.

Second, the consent sought is not “intelligently” obtained when moms
are asked to “sign a form” in the immediate aftermath of the painful and body-

damaging agony of childbirth. See Exhibit V (describing postpartum status
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of mothers); see also Exhibit X, §14; Exhibit Y, 14; Exhibit Z, §12. When
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dads are asked (though rarely), they too are in the “fog of war.” If Defendants
truly cared about true informed parental consent, seeking consent for
retention of blood samples for research would be done in the prenatal period,

l.e. the months and weeks (or even hours if women do not receive prenatal

2 No one has been able to explain why Defendants, when presented with a
decision of a parent not to participate in any “medical research” or “health research” that
the State still keeps one of the infant’'s blood spot in the Lansing warehouse and the
others at the Biobank. If the sample cannot be used for “medical research” or “health
research,” for what possible reason are the samples nonetheless retained? In all
likelihood, the selection of not to participate in “medical research” or “health research” is
illusory.
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care) before the start of active childbirth. Exhibit X,  14; Exhibit Y, 14;
Exhibit Z, 112; see also Exhibit CC, p. 782. Defendants have long had time,
pre-birth, to undertake an informed “ask” long before a parent is at her (or
his) mentally weakest and physical most exhausted point and while in an
ineffectual state of mind to make such a key decision. Such select time is
likely to intentionally prevent probing questions, then or later.28 Id.

Third, the forms themselves lack sufficient disclosure or explanation
about the biobanking program or the post-screening long-term storage,
retention, or uses of their children’s blood spots. Again, Parent-Plaintiffs aver
this; Dr. Eisenhauer confirms the same. Exhibit X, 9923, 39; Exhibit Y,

1923, 39; Exhibit Z, 122, 37; Exhibit AA. The pre-2017 forms merely seek
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consent for “medical” or “health” research. There is no mention of who is
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doing the health or medical research (with no mention of third parties, for-
profit and others), or of the Biobank. There is no mention of the significant
revenue stream of several million dollars or of development (or future plans
to develop) sellable products for academic and commercial researchers.
There is no discussion of risks or alternatives, especially by inadvertent

mistakes of government employees (Exhibit W) or the existence of public

28 Remember, after that signature, Defendants never seek consent from parents
ever again.
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data that cause privacy evisceration due to genetic linking. See e.g. Exhibit
QQ. Defendants long undervalue that “any loss of [genetic] privacy cannot
be reversed.” Id., p. 3. Most critically, there is no disclosure of indefinite
retention of private medical data within government databases.

When more information began to be provided on the forms starting in
2017, parents begin deciding against such activities. However, they still fail
to sufficiently understand—Iikely due to the time of when consent is sought—
that samples were nevertheless being indefinitely retained by Defendants.
Even with more (but still insufficient amounts) of information, parents
become leery of what they do not understand will happen to their children’s

blood spots containing deeply private medical and genetic information when
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sought be used for undisclosed research unrelated to the purposes for which

OUTSIDE LEGAL COUNSERLC

the blood is originally to be drawn. Exhibit Z (attachments). And most
problematic, there is no legal protection that such directives are even being
honored. This opt-in/pull-out process does not exist under the statute or by
promulgated administrative rules, but rather merely a voluntary internal self-
agreement among the Defendants.

In short, the consent process utilized here in constitutionally deficient.
It is nothing more than consent by stealth or subterfuge which is no consent

at all. Gouled v. United States, 255 U.S. 298, 305-306 (1921).
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F.  Conclusion
Governmental interest as to the retention, storage, and use of bodily
material containing personal and deeply-private medical and genetic
information/data is unneeded to conduct newborn screening and thusly is not
compelling. It is also not undertaken in a narrowly tailored way to overcome
Plaintiff-Parents’ fundamental right to make medical decisions on behalf of
their children. Substantive due process has been violated.

II. Remedies (Further Briefing Needed)

“Federal courts must [] ensure that state officers meet their obligations
under federal law.” Price v. Medicaid Director, 838 F.3d 739, 746 (6th Cir.

2016). “[A] federal court may, without violating the Eleventh Amendment,
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ISssue a prospective injunction against a state officer to end a continuing
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violation of federal law.” Id. at 746-747 (citing Ex parte Young, 209 U.S. 123,
159 (1908)). Plaintiffs have asked for different types of remedies under the
guise of declaratory and injunctive relief. First Am. Compl., 1118.
Declaratory relief is a proper remedy under Section 1983. 42 U.S.C. §
1983. This Court “may declare the rights and other legal relations of any
interested party” via a declaratory judgment. 28 U.S.C. § 2201(a). “Any such
declaration shall have the force and effect of a final judgment or decree and

shall be reviewable as such.” Id. Injunctive relief is available too. A party is
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entitled to a permanent injunction if it can establish that it suffered a
constitutional violation and will suffer continuing irreparable injury for which
there is no adequate remedy at law. Women’s Medical Professional Corp. v.
Baird, 438 F.3d 595, 602 (6th Cir. 2006).

With these broad strokes of available remedies presented, there are
numerous legal paths this Court can take to fashion an appropriate remedy
for the violations of Plaintiffs’ constitutional rights. Plaintiffs propose that,
given the complexity of the issues on constitutionality, that the current motion
be focused on that and leave the question of an appropriate remedy until
after this Court decides this motion.

RELIEF REQUESTED
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Based upon the foregoing, the Court is requested to grant summary
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judgment in favor of Plaintiffs and direct the parties to submit further briefing
as the appropriate remedies for these constitutional violations.
Date: February 22, 2021 RESPECTFULLY SUBMITTED:

/s/ Philip L. Ellison

OUTSIDE LEGAL COUNSEL PLC
PHILIP L. ELLISON (P74117)

PO Box 107

Hemlock, M| 48626

(989) 642-0055
pellison@olcplc.com

Attorney for Plaintiffs
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CERTIFICATE OF SERVICE
I, the undersigned attorney of record, hereby certify that on the date
stated below, | electronically filed the foregoing with the Clerk of the Court
using the ECF system which will send naotification of such filing to all counsel
or parties of record.
Date: February 22, 2021 RESPECTFULLY SUBMITTED:

/s/ Philip L. Ellison

OUTSIDE LEGAL COUNSEL PLC

PHILIP L. ELLISON (P74117)

PO Box 107

Hemlock, M| 48626

(989) 642-0055
pellison@olcplc.com

Attorney for Plaintiffs

OUTSIDE LEGAL COUNSERLC
www.olcplc.com
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