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Hi Carrie,
 
Is this type of relationship possible?   Their client is looking for
approximately 5,000 spots.
 
 
Dr.  Antonio E. Yancey
 
Assistant Vice President,
Research Administrative Operations
Director,
Michigan Neonatal Biobank
Office: (313) 577-1411
Fax: (313) 972-8027
antonioyancey@wayne.edu
 
From: Sophie Dahan [mailto:sophie.dahan@trans-hit.com] 
Sent: Wednesday, November 01, 2017 12:06 PM
To: Antonio Yancey
Subject: Trans-Hit Bio - Process, MSA and MTA
 
Hi Antonio,
 
Thank you for taking the time to speak to me today! I am very happy to have found the
samples that I am looking for for my Client at the Michigan Neonatal Biobank!
 
As discussed on the phone, Trans-Hit Bio (THB) (www.trans-hit.com) is a CRO that works on
behalf of academic and industrial partners that need high quality human biosamples for
Research & Development programs in in vitro diagnostics (IVD), biomarker validation, drug
discovery and development. The samples could be retrospective or prospective, depending on
the specific study. We facilitate direct interaction between biobank members in our network
and industrial partners. Our strict policy of transparent access to biospecimen sources ensures
that you are always informed about what the biospecimens you provide will be used for and
by whom. In addition, we always encourage our partners to properly acknowledge biobanks
and individual experts who contributed to the study advancement.
 
We currently have more than 70 biobank partners globally with whom we have signed a
Master Services Agreement (MSA) and to whom we send regular Client sample requests.
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Some of them are commercial biobanks and others are academic/hospital-based biobanks or
collection sites.
 
Below are the two agreement templates (in attachment) that will need to be reviewed please:
MSA – this agreement is signed between the Biobank and THB
MTA – this agreement is signed between the Biobank and the End-User, and witnessed by
THB
 
Please make your edits in Tracked Changes and send back to me.
 
For your information, the process of Sample Procurement at Trans-Hit Bio is the following:

1.        Pharma Client contacts Trans-Hit Bio (THB) for a samples
2.        THB contacts Partnered Biobanks (BB) to ask if they have samples that satisfy the sample request criteria
3.        BBs respond by providing:

a.        the number of samples available that meet all the criteria of the sample request
b.        the cost/sample
c.        the timeline for getting the samples ready for shipment to the client’s site

4.        THB adds a % margin on the BB cost
5.        THB asks Client if price and timeline is OK with them
6.        Client says yes, price and timeline are OK
7.        THB then sends a formal quote to the Client
8.        Client sends a PO for the sample order to THB
9.        Then THB sends a Work Order to the BB
10.     BB starts sample collection for the required number of samples that meet all sample request criteria
11.     BB informs THB that samples are ready to ship
12.     BB sends data manifest to THB to QC
13.     THB gives GO to BB to ship samples
14.     BB ships samples directly to Client’s facilities (with THB or Client FedEx account)
15.     BB provides Tracking Number of shipment to THB
16.     Client receives samples and QC’s samples
17.     Client informs THB that they have received samples in good shape
18.     THB informs BB that samples have been received by Client
19.     THB invoices Client
20.     Client pays THB
21.     BB invoices THB
22.     THB pays BB

 
If you have any questions at all, please feel free to call me (514-739-0670 X850) or e-mail me!
 
Kind regards,
-Sophie
 
 
Trans-Hit Bio will participate at the Precision Blood Cancer World R&D Summit
November 14-15, 2017 -  San-Francisco – USA

Sophie Dahan, PhD, PMP
Project Director

Trans-Hit Biomarkers Inc.
525 Cartier Blvd. West
Laval, QC, H7V 3S8
Canada
www.trans-hit.comOffice: +1 514 739 0670 ext. 850

Trans-Hit Biomarkers Inc.
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This message is private and should be considered confidential. If you have received this message in error, please notify us and remove it from your system.
Note that you must not copy, distribute or take any action in reliance on it. Any unauthorized use or disclosure of the contents of this message is not permitted and may be unlawful.

THBSTAFF Oct18-2017
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MASTER SERVICES AGREEMENT 
 

 
This Master Services Agreement (“MSA” or “Agreement”) is entered into and made effective as of the date of 
last signature below (“Effective Date”) by and between Trans-Hit Biomarkers Inc., located at 525 Cartier Blvd. 
West, Laval, QC, H7V 3S8 Canada, (hereinafter referred to as “Trans-Hit”), and <Biospecimen Provider>, with 
its principal place of business at: <address, city, postal code, country>, (hereinafter referred to as “<Name>” 
or the “Biospecimen Provider”). 
 
Trans-Hit and <Name> being hereinafter collectively referred to as the "Parties" and separately as a "Party". 
All terms to be defined in Article 1.   
 

 WHEREAS, Trans-Hit has experience sourcing banked or previously collected biospecimens 
(“Biospecimens”)  from institutions, biobanks including commercial biobanks, and clinical collaborators, or 
select sources to prospectively collect such Biospecimens, for companies and/or scientists performing 
research and development of biomarkers or therapeutic products (the “End User”). 
 
 WHEREAS, the Biospecimen Provider is active in the area of biobanking and has collected, or is able to 
prospectively collect, and supply these Biospecimens and associated clinical Data relating to the medical 
condition of the donors of the Biospecimens according to the specifictions (“Specifications”) submitted to the 
Biospecimen Provider by Trans-Hit from time to time. 
 
 WHEREAS, Trans-Hit acts on behalf of End Users who wish, from time to time, to obtain access to and 
utilize such Biospecimens to conduct their research and development activities, all in accordance with the 
terms and conditions set forth in this Agreement, and any subsequent Specifications, Quotes (“Quote”), and 
Work Orders (“Work Order”) subject to this Agreement. 
 
 
NOW, THEREFORE, in consideration of the mutual promises set forth below, and for other valuable 
consideration the receipt and sufficiency of which is hereby acknowledged, the Parties agree as follows: 

 

ARTICLE 1 – DEFINITIONS 

Biospecimen a human biological sample (for example, but not limited to, blood, serum, plasma, 
urine, Cerebral Spinal Fluid (“CSF”), bone marrow, tissue, biopsy) suitable for research 
or testing purposes.  

Data all and any associated data and clinical information relating to the Biospecimen, the 
donor and the medical condition of the donor of th   e Biospecimen. 

Biospecimen Provider an institution, organization, company, biobank, commercial biobank, or clinical 
professional that collects Biospecimens, and makes such Biospecimens available to 
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third parties for research purposes. The biospecimens may have been collected and 
stored, independently of any Specifications related to this Agreement (retrospective 
Biospecimens) or collected prospectively on the basis of Specifications and a Work 
Order or other written arrangement pursuant to this Agreement. A Biospecimen 
Provider can be a hospital, a single site or a network of hospitals or a commercial 
entity managing such network. 

Company a Company is defined as a legal entity and its Affiliates. “Affiliate” under this 
Agreement shall mean any legal entity which is directly or indirectly controlled by or 
under common control with the Company. “Control” means the ownership directly or 
indirectly of at least fifty percent (50%) of the capital stocks or the voting rights of 
such entity. 

End User a pharmaceutical, biotechnology, diagnostic, or other type of Company involved in 
research and development of pharmaceutical products or diagnostic tests.  

 
For the purpose of this Agreement the term End User shall be interpreted as the group 
of people (or department) with a shared research purpose or a shared location to 
which the individual who initiated the biospecimen request belongs. 
 
For the sake of clarity, if the company research activities are mainly conducted at a 
single site, or if the revenues of this company are mainly generated in the same 
therapeutic domain, the End User shall be the whole company. 
 
Most of the time, the End User is also the Sponsor of the study.   In some cases the 
Sponsor may delegate the performance of some of the research tasks to a contract 
research organisation (CRO) who will then be tasked to perform the research activities 
on behalf of and under contract and control of the Sponsor.  The identity of the CRO 
must be disclosed. 
 
If the End User is a CRO and is the requestor of the Biospecimens directly, the identity 
of the Sponsor who will be receiving the results and Data from the Research activities 
shall be disclosed. 
 

MSA an MSA or Master Services Agreement is the contract between Trans-Hit and the End 
User and between Trans-Hit and the Biospecimen Provider in which the respective 
parties agree to most of the terms that will govern future transactions or future 
agreements. The MSA permits the parties to quickly negotiate future transactions or 
Agreements, because they can rely on the terms of the master agreement, so that the 
same terms need not be repetitively negotiated, and to negotiate only the deal-
specific terms. 

MTA An MTA or Material Transfer Agreement is a contract between the Biospecimen 
Provider and the End User, which grants the End User a licence to use the provided 
Biospecimens and defines the conditions for use and the rights and obligations of the 
Biospecimen Provider and the End User. 
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Quote a written offering of price and conditions for the delivery of specified services and/or 
products 

Specifications a detailed description of the number of Biospecimens, type(s) of Biospecimens, 
inclusion and exclusion criteria, processing, storage, and shipment requirements, 
associated data requirements and other requirements for a specific collection of 
Biospecimens. 

Sponsor A company or other entity that delegates certain research on the Biospecimens 
subject to this Agreement to a CRO.  

Work Order a written confirmation to acquire specified products and/or services, pursuant to this 
Agreement. 

 

ARTICLE 2 – OBLIGATIONS OF THE PARTIES 

2.1 Biospecimens to be Transferred 

a) From time to time during the Term of this Agreement, Trans-Hit, on behalf of an End-User, may request 
access to a specific collection of Biospecimens by submission to the Biospecimen Provider of the 
Specifications for such Biospecimens. 

b) The Biospecimen Provider shall notify Trans-Hit of the availability of Biospecimens that meet the 
Specifications, or its ability to prospectively collect the requested Biospecimens, and if the Biospecimen 
Provider can make such Biopecimens available, the Biospecimen Provider will provide in writing a Quote 
to Trans-Hit, detailing the cost of the services associated to the collection of such Biospecimens. 

c) Upon receipt of a Quote, Trans-Hit will inform the End User with a Quote in writing. Upon the End User’s 
acceptance of such Quote, Trans-Hit shall inform Biospecimen Provider of such acceptance through a Work 
Order or otherwise, in writing. 

d) The Biospecimen Provider will ensure that it will provide the Biospecimens and de-identified clinical Data 
in accordance with the terms of this Agreement, including, without limitation, the Specifications, the 
Quote, and any subsequent Work Orders issued under this Agreement.  

e) The Biospecimen Provider shall not provide any personal identifying information of the donors to the End 
User, unless specific  Institutional Review Board (“IRB”) approval is obtained. 

f) Unless otherwise agreed in writing, the Biospecimen Provider shall ensure that no single Biospecimen 
subject to this Agreement originates from more than one patient, and that no more than one Biospecimen 
from the same patient shall be provided to the End User hereunder. 

g) The Parties acknowledges that the transfer of Biospecimens is a highly sensitive matter, and therefore, the 
Biospecimen Provider warrants that the Biospecimens have been collected, processed, tracked, stored, 
de-identified and transported in a manner appropriate to ensure compliance with the the ethical 
regulations and guidelines established by the Declaration of Helsinki (2013) and any local regulations that 
may exist where the Biospecimen Provider operates. Trans-Hit confirms that any biospecimen provided to 
the End User pursuant to a Work Order will be collected, processed, tracked, stored, transported or 
shipped in compliance with applicable laws, regulations, rules, and the applicable Specifiations of the Work 
Order. 
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h) Prior to the supply of Biospecimens and Data  either i) an MTA will be established  between the 
Biospecimen Provider and the End User, or ii) two separate MTAs will be established between the 
Biospecimen Provider and Trans-Hit and between Trans-Hit and the End User. 

i) All financial terms (as defined in Article 6), including the reimbursement of fees related to the supply of 
Biospecimens established under this Agreement will be established by Trans-Hit and the Biospecimen 
Provider. Trans-Hit will be solely responsible for the reimbursement of any fees agreed upon with the 
Biospecimen Provider for supplying Biospecimens to the End User.  

j) Each Party represents that the terms of this Agreement are not inconsistent with other contractual and/or 
legal obligations it may have including, but not limited to, policies regarding the administration of grants 
and funded research. The Biospecimen Provider confirms that it has the legal right to provide the 
Biospecimens to the End User, that it is the sole owner of the Biospecimens, and that no third party, 
including any governmental body, has any claim or right to them. Further, Trans-Hit and the Biospecimen 
Provider confirm that they have obtained any permissions, consents or authorizations as required by law 
in order to provide Biospecimens to the End User. 

 

2.2 Use of Biospecimens 

To the Best of its capabilities, Trans-Hit shall ensure that 

a) The End User certifies that its scientists have the required knowledge and training to perform legal and 
ethical research with the requested Biospecimens.  The End User will confirm that it has adequate systems, 
procedures and trained personnel in place to oversee and perform the receipt, handling, storage, use and 
disposal of the Biospecimens.  

b) The End User accepts and understands his responsibility for adhering to its local/federal/state/regional 
regulations and laws regarding the use/storage/handling and disposal of both the Biopecimens and the 
accompanying Data.  In case the End User acquires the Biospecimens to perform research on behalf of a 
Sponsor, the End User will use commercially reasonable efforts to  ensure that the rights and the 
obligations described in this Agreement will be applied by the the Sponsor.  The identity of the Sponsor 
and any organisation performing research on behalf of a Sponsor must be disclosed to Trans-Hit and the 
Biospecimen Provider. 

c) The End User shall use the Biospecimens and associated Data only for research and development purposes 
as permitted by the applicable MTA(s) and this Agreement.  As set forth in the MTA(s), the End User shall 
not provide samples of any Biospecimens to any other party, with the exception of subcontracting specific 
research under the terms and conditions of this Agreement and applicable MTA(s), and shall take 
reasonable precautions to prevent third parties from gaining access to any Biospecimen or Data.  The End 
User shall have the right to distribute data and substances created by the End User through the use of the 
Biospecimens unless otherwise specified by the Biospecimen provider as specified in the MTA. 

d) The End User shall use the Biospecimens and associated Data in accordance with all applicable statutes, 
regulations and guidelines, including those related to research involving the transfer and use of 
Biospecimens.  The End User shall not attempt to establish the identities of the donors.  Under no 
circumstances may any Biospecimen be injected into a human or otherwise administered to any human 
subject.  The Biospecimen Provider agrees that the Biospecimens will be used by the End User for the 
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approved purpose in research and development activities including without limitation drug research and 
development, biomarker investigations, diagnostics development, assay development or product 
development. The Biospecimens may not be used in animals intended for food use. 

e)  The End User acknowledges and agrees that the Biospecimens may have unknown characteristics and 
may potentially carry infectious diseases. The End User agrees to use due prudence and care in the 
handling, storage, transportation and containment of the Biospecimens. The End User further agrees that 
the Biospecimen Provider shall bear no responsibility or liability for any death or personal injury that may 
occur as a result of the End User’s own use, or subsequent transfer, of Biospecimens. To the extent 
permitted by law, no Party accepts any liability for harm caused to the other Party's employees, or others 
who handle the Biospecimens on behalf of any of the Parties, by exposure to or handling of the 
Biospecimens. The Biospecimen Provider makes no representations and extends no warranties of any 
kind, either expressed or implied, with respect to the Biospecimens including warranties of 
merchantability or fitness for a particular purpose or that the use of the Biospecimens will not infringe any 
patent, copyright, trademark, or other property rights. The End User expressly acknowledges and agrees 
that possession and/or any use of the Biospecimens by the End User is at its sole and own risk. Trans-Hit 
and the End User agree that personnel who will handle Biospecimens on behalf of Trans-Hit and/or the 
End User will be aware of the potential for infectious agents, will be instructed to utilize all universal 
precautions and will comply with applicable laws and regulations governing the handling of biohazards 
and Biospecimens. 

2.3 Delivery and Acceptance of Biospecimens 

a) Delivery  The Biospecimen Provider shall deliver the Biospecimens in accordance with the Specifications, 
conditions, and quality requirements specified in the Work Order, on the dates specified in the delivery 
schedules attached to such Work Order.  Delivery of the Biospecimens is either from the Biospecimen 
Provider directly to the End User or from Biospecimen Provider to Trans-Hit who will then forward the 
Biospecimens on to the End User. 

b) Acceptance  The End User shall have thirty (30) calendar days after receipt of any Biospecimen to provide 
written notice to Trans-Hit and the Biospecimen Provider of any failure of the Biospecimen to meet the 
Specifications (the “Rejection Notice”).  The Rejection Notice shall include  i) the date of receipt, (ii) a 
description of the specific Biospecimen(s) being rejected, and (iii) a statement of the reason(s) for such 
rejection. The Rejection Notice must be in writing and can be in the form of a letter, fax or email.  If such 
notice is not delivered within the specified period of time, any such Biospecimens will be deemed 
accepted. If the End User rejects any Biospecimens for non-conformance and this rejection is not a result 
of mishandling by the End User, the Biospecimen Provider shall replace the rejected Biospecimens with 
Biospecimens that conform to the Specifications within an agreed upon time frame. At the Biospecimen 
Provider’s request, the End User shall ship the rejected Biospecimens to the Biospecimen Provider, and 
the Biospecimen Provider and Trans-Hit shall have a reasonable opportunity to inspect, test, or analyze 
any rejected Biospecimens. Any inspection, testing and analysis shall not eliminate or delay Biospecimen 
Provider’s obligation to replace rejected Biospecimens with Biospecimens conforming to the 
Specifications. If the Biospecimen Provider is unable to replace rejected Biospecimens, Trans-Hit shall be 
entitled to obtain a refund or credit for any payment made by Trans-Hit for such rejected Biospecimens 
within 30 days of receipt by Trans-Hit of a notification from the Biospecimen Provider that the rejected 
Biospecimens cannot be replaced. Trans-Hit or the End User shall have no obligation to the Biospecimen 
Provider for any rejected Biospecimens.  

1:18-cv-10472-TLL-PTM    Doc # 26-19    Filed 04/30/18    Pg 8 of 26    Pg ID 435



 

Master Services Agreement  <Month dd, yyyy>  - Trans-Hit – <Biospecimen Provider> Initials Trans-Hit_____ 

THB MSA BB, NOV  2016 v.1.7 CONFIDENTIAL  Initials Biospecimen Provider_____ 

 6 

 

2.4 Compliance and Quality 

a) Compliance with Laws; Ethical Approval  Biospecimen Provider warrants that it has complied, or will 
comply in case of prospective collection of Biospecimens pursuant to this Agreement, with any 
requirements of an IRB, independent ethics committee, or equivalent authorities in connection with the 
collection of the Biospecimens, and with all applicable international and national (including 
provincial/state and local) laws, rules, regulations, ethical standards, including applicable privacy and 
patient confidentiality laws (collectively, “Regulations”). If collection of the Biospecimens was subject to 
informed consent and/or local authorization (e.g. Health Insurance Portability and Accountability Act 
(“HIPAA”),), the Biospecimen Provider warrants that it has ensured that the scope of such informed 
consent and/or authorization is consistent with the supply of the Biospecimens to the End User pursuant 
to this Agreement. 
 

b) Records and Reports  The Biospecimen Provider has created and will maintain, or in the case of prospective 
collection will create, maintain and make available to the End User if so requested, reproducible records 
and documents pertaining to the collection, handling, storage, and transport of the Biospecimens as 
required by applicable laws and regulations, including without limitation, IRB or ethics approvals or 
waivers, approved informed consent templates, and other applicable authorizations, and will maintain 
those records for a reasonable period of time or longer if initially required by the End User.  

Where the End User indicates that Biospecimens are to be used in a study as part of a Food and Drug 
Administration (“FDA”) (or similar regulatory) submission, the End User reserves the right to reasonably 
request when placing a Work Order that the records pertaining to the Biospecimens be maintained for 
the period of time as required by the Regulatory bodies or longer should circumstances arise warranting 
such retention.   The Biospecimen Provider will notify Trans-Hit and the End User if it no longer intends to 
maintain the records at least one month prior to its intention to destroy the records allowing the End User 
time to request the retention of the records for a longer period. In that case the End User shall reimburse 
the Biospecimen Provider for related costs.  The Biospecimen Provider shall not destroy records until the 
earlier of (i) the date it has received approval in writing from Trans-Hit or the End User, agreeing to the 
destruction, or (ii) the expiration of such one (1) month period without receipt of written notice of 
objection from Trans-Hit or the End User; 

c) Access  The Biospecimen Provider shall, at the requestor’s reasonable request and cost, allow an 
inspection of its facilities and/or documentation associated with the procurement of the Biospecimens 
(including donor Data and donor consents and other documents maintained in connection with the 
Specifications in the Work Order from the End User, using an auditor acceptable to both the Biopecimen 
Provider and the End User In the case of Biospecimens being provided for regulatory submissions, the 
Biospecimen Provider shall also allow access to regulatory authorities to audit records and facilities. (See 
also Article 2.4, b) above). 

 

ARTICLE 3 – CONFIDENTIALITY 

a) During the term of this Agreement and for XXXX (xx) years thereafter, each Party and its Affiliates 
(“Receiving Party”) shall maintain as confidential and shall not disclose, copy, nor use for purposes other 
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than the performance of this Agreement, any information disclosed by the other Party or its Affiliates 
(“Disclosing Party”) which relates to the Disclosing Party’s business affairs, financial data, pricing, studies, 
economic information, systems, plans, procedures, operations, techniques, technology, patent 
applications, trade secrets, know-how, inventions, technical data or specifications, testing methods, 
research and development activities, clinical studies (including, without limitation, information related to 
the participants of such studies), marketing strategies inventions, discoveries, data compilations, 
processes, programs, marketing and selling, business plans, budgets, unpublished financial statements, 
licenses, prices, costs, suppliers, information regarding the skills and compensation of employees, 
subcontractors or consultants or other confidential or proprietary information (“Confidential 
Information”). Confidential Information shall also include the existence and content of this Agreement. 
The Receiving Party agrees to protect the Disclosing Party’s Confidential Information with no less than a 
reasonable standard of care, and to prevent the unauthorized, negligent, or inadvertent use, disclosure, 
or publication thereof. 

b) No publication or communication relating to this Agreement, in written or oral form, shall be made by 
Trans-Hit and/or any End User, without prior written consent from the Biospecimen Provider, except that 
they may disclose such terms as required by law or to their third party attorneys or accountants. 

c) However, these obligations shall not apply to part or all of the Confidential Information for which the 
Receiving Party may prove by contemporaneous substantiating evidence that: 

i. it was already lawfully in the Receiving Party’s or its Affiliates’ possession, free of any restriction as to 
its use or disclosure prior to disclosure by the Disclosing Party; or 

ii. it was public knowledge at the time of disclosure herein or which thereafter becomes public 
knowledge through no omission or violation by the Receiving Party regarding its obligations pursuant 
to the present Agreement; or 

iii. it becomes available to the Receiving Party from an independent third party not bound by an 
obligation of confidentiality to the Disclosing Party with respect to such Confidential Information; or 

iv. it is, at any time, developed by Receiving Party independently from the Agreement and the 
Confidential Information; or 

v. the Receiving Party is required to disclose in order to comply with any applicable law, binding decision 
of a competent court or governmental order, provided that the Receiving Party notifies the Disclosing 
Party prior to any disclosure, and within the limits of such law, decision or order. 

ARTICLE 4 – NON-CIRCUMVENTION 

Explanation of this article: This is an article that protects the Trans-Hit Bio business model of acting as a facilator between 
an End User and a Biobank. 
 
The non-circumvention clause applies only to End-Users/Clients that the Biobank has NEVER worked with/provided 
samples for in the past. It does not apply to End-User/Clients that the Biobank already works with nor does it prevent the 
Biobank to seek out new End Users/Clients.  
 
Practically speaking, it states that if Trans-Hit Bio presents End User ‘A’ to Biobank ‘B’ to obtain samples, and if Biobank 
‘B’ has never worked with End User ‘A’ in the past, then an MTA is signed between End User ‘A’ and Biobank ‘B’ with Trans-
Hit Bio as witness, and all subsequent orders from End User ‘A’ to Biobank ‘B’ will need to go through Trans-Hit Bio for the 
duration of the MTA (usually stipulated to last 3 years). 
 
If you have any questions about this article, please let us know. 
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THB stipulates that the Biospecimen Provider shall not solicit or/and contract for another collaboration with a 
specific End User (as defined in the Article 1 Definitions above) introduced by THB to the Biospecimen 
Provider during the period of this agreement whether or not discussions between the End User and the 
Biospecimen Provider lead to the initiation of a study.    Furthermore, in case the present agreement is 
terminated, this  non-circumvent stipulation should remain in place for two (2) years following the end of any 
collaborative study signed under an MTA with that specific End User. 

 
This restriction does NOT apply if the Biospecimen Provider already conducted studies of any kind with the 
End User and where evidence of such studies can be provided. 

 This restriction also does NOT apply to collaborative studies and/or projects involving work other than the 
Supply of Biospecimens.   As an example and for the avoidance of doubt, the Biospecimen Provider may accept 
to take part in a drug clinical trial with the End User where other processes and activities are required over 
and above the provision of Biospecimens and the processes this entails.  

ARTICLE 5 - INTELLECTUAL PROPERTY RIGHTS 

a) All information, data, and results generated by the End User on the basis of the Biospecimens and Data 
that are provided hereunder and delivered to the End User by Trans-Hit and/or the Biospecimen Provider 
during the course of this Agreement, whether patentable or not, will be the sole and exclusive property of 
the End User or its designees. The End User or its designees will be the sole and exclusive owner of all 
rights, title and interest in and to any inventions, information, data, results, know-how, trade secrets, 
technical knowledge or any other intellectual property that the End User may make, conceive, discover or 
reduce to practice utilizing the Biospecimens in its research activities.  The End User is free to file patent 
application(s) claiming inventions made by the End User through the use of the Biospecimens and Data 
provided. 

b) The End User shall have the rights to publish, present, or use any final data derived from the use of the 
Biospecimens and accompanying Data. If possible, the End User will acknowledge the Biospecimen 
Provider and Trans-Hit in all publications reporting the results generated through the use of the 
Biospecimens, but will not compromise the privacy and confidentiality of the donors. 

ARTICLE 6 – FINANCIAL COMPENSATION 

a) Compensation Fees  The Parties agree that all fees paid are solely for services related to organizing and 
preparing the Biospecimens and not for the purchase of Biospecimens. While the Biospecimens will be 
supplied free of charge, Trans-Hit agrees to reimburse the Biospecimen Provider for the costs relating to 
the selection of the biospecimens and the Biospecimen Provider’s costs relating to the Biospecimens, 
including selecting samples, consenting donors, obtaining Biospecimens from donors, collecting clinical 
data from donors, processing Biospecimens, providing the de-identified clinical Data, handling fees and 
any applicable taxes for the Biospecimens.  For clarity, the fees set forth in a Quote or Work Order under 
this Agreement shall constitute full and complete compensation for all services and deliverables by the 
Biospecimen Provider and Trans-Hit shall not be obligated to provide any other payment to the 
Biospecimen Provider. 
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b) Payment Terms  Trans-Hit shall pay the Biospecimen Provider for each accepted Quote or Work Order in 
accordance with the specified fee and payment schedule, within forty five (45) days of receipt of an invoice 
by Trans-Hit. 

c) Trans-Hit will pay all quoted and pre-approved pass-through costs associated with shipment preparation, 
export, shipping, and delivery of international and domestic shipments, as well as other reasonable and 
pre-approved pass-through costs, as specified on each invoice. 

d) Prospective collection  Trans-Hit has the right to terminate a prospective collection project at any time, by 
sending a notification in writing to the Biospecimen Provider. In case of early termination of a prospective 
collection project Trans-Hit shall be responsible for any costs incurred up to the date of receipt of the 
notice of termination, including study setup fees, study-specific purchased items, and costs for the 
collection and processing of any Biospecimen (this includes non-cancellable Biospecimens that have not 
yet been delivered to Trans-Hit or the End User). 

ARTICLE 7 - TERM AND TERMINATION 

a) Term  Unless earlier terminated as set forth herein, this Agreement shall be effective from the Effective 
Date and for a period of three (3) year thereafter. It shall automatically renew for additional, successive 
one (1) year periods unless either Party provides notice in writing of its intent not to renew at least thirty 
(30) days prior to expiration. 

b) Termination by either Party for Cause  In the event that either Party shall breach any provision set forth in 
this Agreement and any such breach is not remedied within thirty (30) business days after written notice 
to the breaching Party specifying the nature of the breach, then the non-breaching Party shall have the 
right to terminate this Agreement upon written notice to the breaching Party. 

c) Termination without Cause  Either Party may terminate this Agreement at any time, without cause and 
without penalty, by giving the other Party not less than sixty (60) days prior written notice; provided, 
however, that such termination shall not be effective until work under all outstanding Work Orders is 
completed or such Work Orders have been terminated in accordance with their terms. 

d) Consequences of Termination and Expiration  The rights and obligations of the Parties under Sections 2, , 
4, 5, 6 (d), 9 and 10 shall survive any expiration or termination of this Agreement.  The rights and 
obligations of the Parties under Article 3 shall survive any expiration or termination of this Agreement 
unless termination is by the End User’s or Trans-Hit’s breach of this Agreement. 

ARTICLE 8 - REPRESENTATIONS AND WARRANTIES 

a) Compliance With Laws  The Biospecimen Provider warrants that its facilities, practices and products are in 
full compliance with local laws, directives, and other applicable jurisdictional regulations, including safety 
standards, export controls and transportation laws. 

b) Each Party warrants that neither it nor any of its directors, officers or owners, and to the best of its 
knowledge, its employees and agents, have been convicted of a criminal offense related to healthcare, 
debarred, suspended, declared ineligible, or excluded from participating with any plan or program that 
provides health benefits, whether directly through insurance or otherwise, which is funded directly, in 
whole or in part, by the government or any regional or local health care program. This shall be an ongoing 
representation and warranty during the term of this Agreement, and Each Party shall immediately notify 
the other Party of any change in the status of the representations set forth in this section. Either Party 
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receiving notice of a change in the status of the representations under this section may, upon written 
notice, terminate this Agreement immediately upon the occurrence or notification of any of the above. 

 

ARTICLE 9 - LIABILITY 

a) Trans-Hit will not be liable to the Biospecimen Provider for any loss, claim or demand made by the 
Biospecimen Provider, or made against the Biospecimen Provider by any other party, due to or arising 
from the use of the Biospecimens, except to the extent permitted by law when caused by the gross 
negligence or willful misconduct of Trans-Hit under this Agreement. It is the understanding of both Parties 
that the Biospecimen Provider will maintain all responsibility for the quality and provision of collected 
Biospecimens. 

b) The Biospecimen Provider shall protect, defend, indemnify, and hold Trans-Hit and its Affiliates and each 
of their respective directors, officers, employees, and agents, and their respective successors and 
permitted assignees harmless from and against any and all claims, actions, causes of action, liabilities, 
losses, costs, expenses, or damages, including reasonable attorneys’ fees, which directly or indirectly arise 
out of or relate to the Biospecimen Provider’s, its agents’ or its subcontractors’ (i) breach of any of its 
representations, warranties, covenants, agreements, or obligations set forth in this Agreement; (ii) 
negligence, recklessness, or willful misconduct; or (iii) violation of applicable laws, rules, regulations, 
guidances and industry guidelines. 

c) Trans-Hit shall protect, defend, indemnify, and hold the Biospecimen Provider and each of their respective 
directors, officers, employees, and agents, and their respective successors and permitted assignees 
harmless from and against any and all claims, actions, causes of action, liabilities, losses, costs, expenses, 
or damages, including reasonable attorneys’ fees, which directly or indirectly arise out of or relate to the 
Trans-Hit, its agents’ or its subcontractors’ (i) breach of any of its representations, warranties, covenants, 
agreements, or obligations set forth in this Agreement; (ii) negligence, recklessness, or willful misconduct; 
or (iii) violation of applicable laws, rules, regulations, guidances and industry guidelines. 

d) In no event will either Party be liable to the other Party for any lost profits, lost savings or incidental, 
indirect, special or consequential damages, arising out of, or in connection with a breach of this 
Agreement, even if advised of the possibility of such damages whether based on breach of contract, tort 
(including negligence) or any other theory upon which one Party may seek remedies against the other. 

ARTICLE 10 - MISCELLANEOUS 

a) Relationship  In connection with this Agreement, each Party is an independent contractor and nothing in 
this Agreement shall be construed as creating any partnership, master-servant, employer-employee, joint 
venture, joint enterprise or agency relationship between the Parties. Neither Party has any authority under 
this Agreement to enter into agreements of any kind on behalf of the other, or to bind or obligate the 
other in any manner to any third party. Neither Party, nor the employees of such Party, will for any purpose 
be deemed to be ostensible or apparent agent or servant of the other Party. 

b) Insurance  During the Term of this Agreement, both Parties will secure and maintain a comprehensive 
insurance policy covering its respective liability under this Agreement and shall provide certifications of 
insurance evidencing such coverage upon request of the other Party. Such coverage shall extend beyond 
the Term for a period of time sufficient to provide coverage for the indemnity obligations stated herein.  
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This insurance policy  shall cover its directors, trustees, officers, and employees providing services 
hereunder.  Each Party further agrees to provide written evidence of such insurance (including certificates 
of insurance or other evidence providing reasonable assurances) to the other Party within seven (7) 
business days following receipt of written request by such Party. 

c) Entire Agreement  This Agreement constitutes the entire agreement and understanding of the Parties, and 
supersedes all prior communications, representations, agreements, understanding or arrangements 
either oral or written relating to the subject matter of this Agreement. No agreement or understanding 
varying or extending this Agreement shall be binding upon either Party hereto unless agreed to in writing 
as an amendment to this Agreement, signed by authorized officers or representatives of the respective 
Parties. If any provision of this Agreement is in conflict with the terms of a Work Order, the provisions of 
this Agreement shall govern. 

d) Amendment  This Agreement may not be amended without the written consent of both Parties hereto. 

e) Waiver  No provision of this Agreement may be waived except in writing by both Parties hereto. No failure 
or delay by either Party hereto in exercising any right or remedy hereunder or under applicable law will 
operate as a waiver thereof, or a waiver of a particular right or waiver of any right or remedy on any 
subsequent occasion. 

f) Force Majeure  Neither Party will be responsible for any failure or delay in performance of this Agreement 
if the failure or delay is due to an event beyond the reasonable control and without the fault or negligence 
of the Party seeking to excuse performance, including without limitation, acts of God, acts of terrorism, 
war, labor disputes and strikes, fire, flood, riot, and unforeseen delays in third-party provided 
transportation or communications (a "Force Majeure Event").  Any Party seeking to excuse or delay 
performance due to a Force Majeure Event under this Section will provide detailed written notice to the 
other Party of the nature and anticipated duration of the delay.  A Party claiming the benefit of a Force 
Majeure Event shall use reasonable efforts to avoid or overcome the causes affecting performance and 
diligently fulfill all outstanding obligations within thirty (30) days.  In the event that any such Force Majeure 
Event continues for in excess of sixty (60) days, either Party shall have the right to terminate this 
Agreement upon thirty (30) days notice to the other Party, provided that, if the Force Majeure Event ceases 
within such thirty (30) day period, this Agreement shall remain in full force and effect upon prior written 
notice to the other Party. 

g) Severability  Should any term of this Agreement be declared void or unenforceable by any court or 
arbitrator having jurisdiction hereof, such declaration will have no effect on the remaining terms of the 
Agreement. 

h) Assignment  Neither Party shall transfer or assign to a third party or sub-contract all or part of the 
Agreement without the other Party’s prior written consent. 

i) Counterparts  This Agreement may be executed in one or more counterparts, all of which shall be 
considered one and the same agreement, and shall become effective when one or more such counterparts 
have been signed by each of the Parties and delivered to the other Party. Facsimile signatures or signatures 
transmitted by email in PDF format shall be accepted as original signatures. 

j) Notices  Except for technical correspondence which can be sent by electronic mail, any notice required or 
permitted to be given under the present Agreement shall be deemed to have been sufficiently given if 
mailed by any rapid courier, or sent by facsimile, addressed to the Party to be notified, at its address stated 
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herein below and shall be deemed to have been served on the day of delivery in the case of facsimile and 
one (1) business day after dispatch in the case of rapid courier. 

 
To Biospecimen Provider: Attn: <Contact Person Name> 

<Company Name> 
<Address> 
<Postal code>  <City> 
<Country> 
Phone: +<phone #> 
Fax: +<fax #> 
Email: <email> 

 
To Trans-Hit:  Attn: Pascal Puchois 

Trans-Hit Biomarkers, Inc. 
525 Cartier Blvd. West 
Laval, QC, H7V 3S8 
Canada 
Phone:  +1 514 739 0670 
Fax:  +1 514 739 0670 
Email: pascal.puchois@trans-hit.com 

 
 

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed by their duly authorized 
representatives, as evidenced by the signatures below: 
 
 

 

Trans-Hit Biomarkers, Inc. 
 
 
 
________________________________ 
 
By: Pascal Puchois 

Title: CEO 

Date:  

<Biospecimen Provider> 
 
 
 
____________________________________ 
 
By: _____________________________ 

Title: _____________________________ 

Date: _____________________________ 
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MATERIAL TRANSFER AGREEMENT 
 

 
 
This Material Transfer Agreement (“MTA” or “Agreement”) is entered into and made effective as of the 
date of last signature below (“Effective Date”) by and between <End User> with a principal place of 
business at <address, city, postal code, country> (hereinafter referred to as “<Name>” or the “End User”), 
and <Biospecimen Provider>, with its registered address at <address, city, postal code, country> 
(hereinafter referred to as “<Name>” or the “Biospecimen Provider”). 
 
<End User Name> and <Biospecimen Provider Name> being hereinafter collectively referred to as the 
"Parties" and separately as a "Party".  All terms to be defined in Article 1.   
 
 WHEREAS, the End User is a <type, e.g. diagnostics> company that <activities>, and requires the 
collection and delivery of biospecimens (“Biospecimens”) for its own biomedical research purposes; 
 
 WHEREAS, the Biospecimen Provider has access to certain Biospecimens in the course of its 
activities from hospitals and/or other facilities  and is willing to provide such Biospecimens to the End User 
according to the terms and conditions of this Agreement; 
 
 WHEREAS, the Biospecimen Provider has been retained by Trans-Hit Biomarkers Inc.  (hereinafter 
referred to as “Trans-Hit”), to procure certain Biospecimens and associated clinical data (“Data”) on behalf 
of the End User, in accordance with the terms and conditions of this Agreement; 
 
  WHEREAS, the End User has signed a Master Service Agreement (“MSA”) with Trans-Hit in order 
to obtain from time to time access to Biospecimens and the Biospecimen Provider has also signed an MSA 
with Trans-Hit agreeing to provide access to such Biospecimens; 

 WHEREAS, the End User and the Biospecimen Provider have each acknowledged through their 
respective MSA, signed with Trans-Hit that all financial terms, including compensation and fees related to 
the supply of Biospecimens under the present MTA will be established by Trans-Hit and the Biospecimen 
Provider, and that Trans-Hit will be solely responsible for the payment of any compensation or fees agreed 
upon with the Biospecimen Provider for supplying Biospecimens to the End User; 
 
 WHEREAS, the Parties agree that this MTA will cover present and future provisions of 
Biospecimens to the End User for the duration of the Agreement.  Each such transaction shall be processed 
via a work order (“Work Order”) from the End User to Trans-Hit, the Specifications and requirements of 
which shall be communicated to the Biospecimen Provider via a separate Work Order from Trans-Hit to 
the Biospecimen Provider.  Each Work Order including the Specifications and requirements will be based 
on a formal quote (“Quote”) and will be confirmed in writing (e.g. email) by the receiver of the Work 
Order, i.e. Trans-Hit and the Biospecimen Provider respectively. 
 
NOW, THEREFORE, intending to be legally bound by the terms hereof, the End User and the Biospecimen 
Provider agree as follows: 
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ARTICLE 1 – DEFINITIONS 

Biospecimen a human biological sample (for example, but not limited to, blood, serum, plasma, 
urine, Cerebral Spinal Fluid (“CSF”), bone marrow, tissue, biopsy) suitable for 
research or testing purposes. 

Data all and any associated data and clinical information relating to the Biospecimen, 
the donor and the medical condition of the donor of the Biospecimen. 

Biospecimen Provider an institution, organization, company, biobank, commercial biobank, or clinical 
professional that collects Biospecimens, and makes such Biospecimens available 
to third parties for research purposes. The Biospecimens may have been collected 
and stored, independently of any Specifications related to this Agreement 
(retrospective Biospecimens) or collected prospectively on the basis of 
Specifications and a Work Order or other written arrangement pursuant to this 
Agreement. A Biospecimen Provider can be a hospital, a single site or a network 
of hospitals or a commercial entity managing such network. 

Company a Company is defined as a legal entity and its Affiliates. “Affiliate” under this 
Agreement shall mean any legal entity which is directly or indirectly controlled by 
or under common control with the Company. “Control” means the ownership 
directly or indirectly of at least fifty percent (50%) of the capital stocks or the 
voting rights of such entity. 

End User a pharmaceutical, biotechnology, diagnostic, or other type of Company involved 
in research and development of pharmaceutical products or diagnostic tests.  

 
For the purpose of this Agreement the term End User shall be interpreted as the 
group of people (or department) with a shared research purpose or a shared 
location to which the individual who initiated the biospecimen request belongs. 
For the sake of clarity, if the company research activities are mainly conducted at 
a single site, or if the revenues of this company are mainly generated in the same 
therapeutic domain, the End User shall be the whole company. 
 
Most of the time, the End User is also the Sponsor of the study.   In some cases 
the Sponsor may delegate the performance of some of the research tasks to a 
contract research organisation (CRO) who will then be tasked to perform the 
research activities on behalf of and under contract and control of the 
Sponsor.  The identity of the CRO must be disclosed. 
 
If the End User is a CRO and is the requestor of the Biospecimens directly, the 
identity of the Sponsor who will be receiving the results and Data from the 
Research activities shall be disclosed. 

 

 MSA an MSA or Master Services Agreement is the contract between Trans-Hit and the 
End User and between Trans-Hit and the Biospecimen Provider in which the 
respective parties agree to most of the terms that will govern future transactions 
or future agreements. The MSA permits the parties to quickly negotiate future 
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transactions or agreements, because they can rely on the terms of the master 
agreement, so that the same terms need not be repetitively negotiated, and to 
negotiate only the deal-specific terms.  

MTA an MTA or Material Transfer Agreement is a contract between the Biospecimen 
Provider and the End User, which grants the End User a licence to use the 
provided Biospecimens and defines the conditions for use and the rights and 
obligations of the Biospecimen Provider and the End User.  The MTA will also be 
referred to as “Agreement” in this document. 

Quote a written offering of price and conditions for the delivery of specified services 
and/or products 

Specifications a detailed description of the number of Biospecimen(s), type(s) of 
Biospecimen(s), inclusion and exclusion criteria, processing, storage, and 
shipment requirements, associated Data requirements and other requirements 
for a specific collection of Biospecimens. 

Sponsor a company or other entity that delegates certain research on the Biospecimens 
subject to this Agreement to a CRO.  

Work Order a written confirmation to acquire specified products and/or services, pursuant to 
this Agreement. 

 
 
ARTICLE 2 – BIOSPECIMENS TO BE TRANSFERRED 

a. During the term of this Agreement and pursuant to the terms and conditions set forth herein, the 
Biospecimen Provider agrees to use its best efforts to supply the End User with Biospecimens as 
described under Specifications in the Work Order from the End User to Trans-Hit and the subsequent 
Work Order from Trans-Hit to the Biospecimen Provider.  Quotes and Work Orders will refer to this 
MTA (with the date of signature) and any current MSAs signed between the Parties and Trans-Hit.   

b. Delivery of the Biospecimens is either from the Biospecimen Provider directly to the End User or from 
the Biospecimen Provider to Trans-Hit who will then forward the Biospecimens on to the End User. 

c. The End User shall have thirty (30) calendar days after receipt of any Biospecimen to provide written 
notice to Trans-Hit and the Biospecimen Provider of any failure of the Biospecimen to meet the 
Specifications.  This can be done via an email to Trans-Hit and shall include (i) the date of receipt, (ii) 
a description of the specific Biospecimen(s) being rejected, and (iii) a statement of the reason(s) for 
such rejection. If notification of non-conformance of the Biospecimens is not received within the 
specified period of time, any such Biospecimens will be deemed accepted. If the End User rejects any 
Biospecimens and this rejection is not a result of mishandling by the End User, the Biospecimen 
Provider and Trans-Hit shall make reasonable efforts to replace the rejected Biospecimens with 
Biospecimens that conform to the Specifications within a reasonable time. At the Biospecimen 
Provider’s request, the End User shall ship the rejected Biospecimens to the Biospecimen Provider, 
and Biospecimen Provider and Trans-Hit shall have a reasonable opportunity to inspect, test, or 
analyze any rejected Biospecimens. Any inspection, testing and analysis shall not eliminate or delay 
the Biospecimen Provider’s obligation to replace rejected Biospecimens with Biospecimens 
conforming to the Specifications. If the Biospecimen Provider is unable to replace rejected 
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Biospecimens, Trans-Hit shall be entitled to obtain a refund of or credit for any payment made by 
Trans-Hit for such rejected Biospecimens within 30 days of receipt by the End User of a notification 
from Trans-Hit that the rejected Biospecimens cannot be replaced. Trans-Hit or the End User shall 
have no obligation to the Biospecimen Provider for any rejected Biospecimens.  

d. Should the Biospecimen Provider be unable to supply the End User with the quantities of 
Biospecimens specified in the Work Order, then Trans-Hit and the Biospecimen Provider undertake to 
notify the End User of the same with no delay and to take all necessary actions in consultation with 
the End User to ensure proper continuation of their obligations hereunder, provided however, that 
should the Parties fail to reach an agreement acceptable to both Parties, then the End User may 
terminate the Agreement upon a written notice to Trans-Hit.   Trans-Hit on its part will terminate the 
Agreement with the Biospecimen Provider. 

e. In the unlikely event a donor withdraws consent for his/her Biospecimen to be used, the Biospecimen 
Provider shall notify Trans-Hit who will notify the End User immediately.  To the extent possible, the 
Biospecimen will be withdrawn from the study and either returned or destroyed immediately.   The 
Biospecimen Provider agrees to replace the Biospecimen as soon as possible.  If no suitable 
Biospecimen can be provided within a reasonable period of time, the Biospecimen Provider shall 
reimburse Trans-Hit for the loss of the Biospecimen and Trans-Hit in turn shall credit the End User as 
per article 3. 

f. The End User acknowledges and agrees that the Biospecimen may have unknown characteristics and 
may potentially carry infectious diseases. The End User agrees to use due prudence and care in the 
handling, storage, transportation and containment of the Biospecimens. The End User further agrees 
that the Biospecimen Provider shall bear no responsibility or liability for any death or personal injury 

that may occur as a result of its own use, or subsequent transfer, of Biospecimens. The End User 
expressly acknowledges and agrees that possession and/or any use of the Biospecimens by the End 
User is at its sole and own risk. Trans-Hit and the End User agree that personnel who will handle 
Biospecimens on behalf of Trans-Hit and/or the End User will be aware of the potential for infectious 
agents, will be instructed to utilize all universal precautions and will comply with applicable laws and 
regulations governing the handling of biohazards and Biospecimens. 

To the extent permitted by law, no Party accepts any liability for harm caused to the other Party's 
employees, or others who handle the Biospecimens, by exposure to or handling of the Biospecimens.  

g. The Biospecimen Provider makes no representations and extends no warranties of any kind, either 
expressed or implied, with respect to the Biospecimens including warranties of merchantability or 
fitness for a particular purpose or that the use of the Biospecimens will not infringe any patent, 
copyright, trademark, or other property rights.  

 

ARTICLE 3 – BIOSPECIMEN IDENTIFICATION 

No Biospecimens provided to the End User by the Biospecimen Provider shall include any donor identifiers 
or such other information as may enable the End User to associate the Biospecimen with a named 
individual.  All clinical Data on the donors, supplied to the End User regarding the Biospecimens shall be 
in the English language unless the End User and the Biospecimen Provider agree in advance a different 
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language can/should be used. Information regarding procedures for collecting preserving and/or 
transporting the Biospecimens shall be in the English language, to the extent possible. 

 

ARTICLE 4 – PAYMENTS 

Upon delivery of the Biospecimens in accordance herewith: 

a) The End User will pay Trans-Hit any and all payments according to the terms described in the MSA 
and any other detailed financial agreements specified on the Work Order between Trans-Hit and the 
End User and/or as set forth in the formal Quote preceding the specific Work Orders pursuant to the 
signed MSA.   

b) Trans-Hit will pay the Biospecimen Provider any and all payments according to the terms described in 
the MSA between Trans-Hit and the Biospecimen Provider and/or as set forth in specific Work Orders 
pursuant to the signed MSA. 

Such payments made by the End User constitute full payment and are solely for services related to locating 
the End User’s required Biospecimens, providing advice on the requirements where necessary, liaising on 
the End User’s behalf with the Biospecimen Provider(s), organizing, preparing and managing the shipment 
of the Biospecimens. 

• The End User shall have no other payment obligations towards the Biospecimen Provider either under 
this MTA or in connection with the Biospecimens. 

• Trans-Hit shall have no other payment obligations towards the Biospecimen Provider, either under 
this MTA or in connection with the Biospecimens. 

 

ARTICLE 5 – REPRESENTATIONS AND WARRANTS 

a) With respect to each Biospecimen supplied to the End User pursuant to this Agreement, the 
Biospecimen Provider represents and warrants that, to the best of its current knowledge: 

i it has complied, or will comply in the case of prospective collection of Biospecimens pursuant to 
this Agreement, with any requirements of an Institutional Review Board, independent ethics 
committee, or equivalent authorities (“IRB”) in connection with the collection of the 
Biospecimens, and with all applicable international and national (including provincial/state and 
local) laws, rules, regulations, ethical standards, including applicable privacy and patient 
confidentiality laws (collectively, “Regulations”). If collection of the Biospecimens was subject to 
informed consent and/or Health Insurance Portability and Accountability Act (“HIPAA”) 
authorization or local equivalent privacy laws, the Biospecimen Provider warrants that it has 
ensured that the scope of such informed consent and/or authorization is consistent with the 
supply of the Biospecimens to the End User pursuant to this Agreement; 

ii in the event that the Biospecimen Provider offers anonymous or anonymised diagnostic remnants 
to the End User where no informed consent has been or can be obtained from the donors the 
Biospecimen Provider warrants that it complies with all national and local regulations pertaining 
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to the use of such unconsented Biospecimens and that where applicable it has sought and 
received IRB permission for the use of such unconsented Biospecimens in research; 

iii the Biospecimen Provider has developed and follows documented policies and procedures to 
ensure the protection of the autonomy and confidentiality of the human subjects from whom the 
Biospecimens were collected, and compliance with the Regulations. Such policies and procedures 
include, without limitation, policies and procedures for IRB approval or waiver of human subjects’ 
informed consent, Biospecimen collection, processing, storage and dissemination, shipment, de-
identification of Biospecimens, security, quality assurance and quality control, validation, 
inventory, tracking, and disposition.  

iv the Biospecimens were procured according to these procedures, which procedures include the 
unrestricted donation of the Biospecimen by or on behalf of the donor/patient from whom the 
Biospecimen has been obtained; the donors have been made aware that their Biospecimens and 
accompanying Data may lead to commercial products to which they and/or their relatives will 
have no commercial rights whatsoever; 

v no payments were made or other inducement given to any donor/patient to procure the 
Biospecimen, other than reimbursement for reasonable expenses incurred in connection with the 
collection of the Biospecimen and in line with any necessary IRB approvals; 

vi the Biospecimen Provider has created and will maintain, or in the case of prospective collection 
will create and will maintain, and make available to the  End User, if so requested, reproducible 
records and documents pertaining to the collection, handling, storage, and transport of the 
Biospecimens as required by applicable laws and Regulations, including without limitation, IRB 
approvals or waivers, approved informed consent templates, and other applicable authorizations, 
and will maintain those records for a reasonable period of time or longer if initially required by 
the End User.  

Where the End User indicates that specimens are to be used in a study as part of a Food and Drug 
Administration (“FDA”) (or similar regulatory) submission, the End User reserves the right to 
reasonably request when placing a Work Order that the records pertaining to the Biospecimens 
be maintained for the period of time as required by the regulatory bodies or longer should 
circumstances arise warranting such retention.   The Biospecimen Provider will notify Trans-Hit 
and the End User if it no longer intends to maintain the records at least one month prior to its 
intention to destroy the records allowing the End User time to request the retention of the records 
for a longer period. In that case the End User shall reimburse the Biospecimen Provider for related 
costs.  The Biospecimen Provider shall not destroy records until the earlier of (i) the date it has 
received approval in writing from Trans-Hit or the End User, agreeing to the destruction, or (ii) the 
expiration of such one (1) month period without receipt of written notice of objection from Trans-
Hit or the End User; 

vii the Biospecimen Provider warrants that the procurement of the Biospecimens  and provision 
thereof to the End User, wherever the End User  is located, in the same country or another 
country, is in compliance with all applicable Regulations of the country of origin; 
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viii the Biospecimen Provider is permitted to deliver the Biospecimens to the End User for research 
purposes (including research which might lead to the discovery or development of medical or 
diagnostic products or information having commercial value); 

ix the End User is receiving the Biospecimens from the Biospecimen Provider free and clear of any 
restrictions (unless otherwise specified) upon, or claim of interest in, the use thereof; and 

x the Biospecimen Provider’s facilities, practices and products are in full compliance with local laws, 
directives, and other applicable jurisdictional regulations, including safety standards, export 
controls and transportation laws. 

b) With respect to each Biospecimen received by the End User from the Biospecimen Provider pursuant 
to this Agreement, the End User represents and warrants that: 

i. its scientists have the required knowledge and training to perform legal and ethical research with 
the requested Biospecimens.  The End User confirms that it has adequate facilities, systems, 
procedures and trained personnel in place to oversee and perform the receipt, handling, storage, 
use and disposal of the Biospecimens, in compliance with all national and local regulations 
pertaining to the use of Biospecimens. 

ii. it shall use the Biospecimens only for research and development purposes as permitted by this 
Agreement and the MSA signed between the End User and Trans-Hit. The End User shall not 
provide samples of any Biospecimen to any unauthorised party and shall take reasonable 
precautions to prevent unauthorised parties from gaining access to any Biospecimen and related 
information. 

iii. the End User shall have the right, without restriction, to distribute data and substances created 
by the End User through the use of the Biospecimens unless otherwise specified; 

iv. the End User accepts and understands his responsibility for adhering to all applicable statutes 
(international, national, local, federal, state, regional), laws, regulations and guidelines, including 
those related to research and the use, storage, transportation, handling and disposal of both the 
Biospecimens and accompanying Data;   

v. the End User shall not attempt to contact donors directly or to establish their identities; 

vi. under no circumstances may any Biospecimen or its derivatives be injected into a human or 
otherwise administered to any human subject. The Biospecimens will be used by the End User in 
research and development activities including without limitation drug research and development, 
biomarker investigations, diagnostics development, assay development or product development. 
The Biospecimens may not be used in animals intended for food use; 

ARTICLE 6 – USE AND TRANSFER 

a) The End User shall not transfer the Biospecimens and/or accompanying Data to another party unless 
that party is a direct collaborator of the End User, carrying out research on behalf of the End User as 
part of the research project for which Biospecimens and Data have been acquired.   Collaborators 
and/or subcontractors who will be handling the Biospecimens at any point within the project for the 
End User should be identified in the Work Order or through any other written communication 
regarding the project with Trans-Hit and the Biospecimen Provider.  No payment may be received by 
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the End User for the use of the Biospecimens and the Biospecimens may not be used for any purpose 
other than the research project and on behalf of the End User.  The End User will retain overall 
responsibility for the use/storage/handling and disposal of any Biospecimens or part thereof and 
accompanying Data in compliance with the applicable Regulations; and ensure that any direct 
collaborator holds to the same conditions and rules that are applicable to the End User as set out in 
this Agreement;  

b) The End User shall take reasonable precautions to prevent any other unauthorized third parties, not 
directly involved in the research of the End User from gaining access to any Biospecimen and related 
information; 

c) The End User reserves all rights to publish, present, or use any final data derived from the use of the 
Biospecimens. In case of scientific publication (e.g. journal article, poster, conference presentation), 
the End User will acknowledge the Biospecimen Provider when reporting the results generated 
through the use of the Biospecimens.   

 

ARTICLE 7 – INSPECTION RIGHTS 

The Biospecimen Provider shall, at the End User’s reasonable request and cost, allow an inspection of its 
facilities and/or documentation associated with the procurement of the Biospecimens (including donor 
Data and donor consents and other documents maintained in connection with the Specifications in the 
Work Order from the End User, using an auditor acceptable to both the Biospecimen Provider and the 
End User.   
 

In the case of Biospecimens being provided for regulatory submissions, the Biospecimen Provider shall 
also allow access to regulatory authorities to audit records and facilities. (See also Article 4, a. vi) 

 

ARTICLE 8 – INTELLECTUAL PROPERTY RIGHTS 

All information, data, and results generated by the End User on the basis of the Biospecimens that are 
provided hereunder and delivered to the End User by Trans-Hit and/or the Biospecimen Provider during 
the course of this Agreement, whether patentable or not, will be the sole and exclusive property of the 
End User or its designees. The End User or its designees will be the sole and exclusive owner of all rights, 
title and interest in and to any inventions, information, data, results, know-how, trade secrets, technical 
knowledge or any other intellectual property that the End User may make, conceive, discover or reduce 
to practice utilizing the Biospecimens in its research activities.  The End User is free to file patent 
application(s) claiming inventions made by the End User through the use of the Biospecimens provided. 

 

ARTICLE 9 – LIABILITY 

a) Except to the extent prohibited by law, the End User assumes all liability for damages which may arise 
from its use, storage or disposal of the Biospecimens. The Biospecimen Provider will not be liable to 
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the End User for any loss, claim or demand made by the End User, or made against the End User by 
any other party, due to or arising from the use of the Biospecimens by the End User, except to the 
extent permitted by law when caused by the gross negligence or willful misconduct of the 
Biospecimen Provider. It is the understanding of both Parties that the Biospecimen Provider will 
maintain all responsibility for meeting the Specifications and for the quality, legal compliance and 
provision of collected Biospecimens.  

b) The End User shall protect, defend, indemnify, and hold the Biospecimen Provider and their Affiliates 
and each of their respective directors, officers, employees, and agents, and their respective successors 
and permitted assignees harmless from and against any and all claims, actions, causes of action, 
liabilities, losses, costs, expenses, or damages, including reasonable attorneys’ fees, which directly or 
indirectly arise out of or relate to the End User’s, its agents’ or its subcontractors’ (i) breach of any of 
its representations, warranties, covenants, agreements, or obligations set forth in this Agreement; (ii) 
negligence, recklessness, or willful misconduct; or (iii) violation of applicable laws, rules, regulations, 
guidances and industry guidelines. 

c) The Biospecimen Provider shall protect, defend, indemnify, and hold the End User and their Affiliates 
and each of their respective directors, officers, employees, and agents, and their respective successors 
and permitted assignees harmless from and against any and all claims, actions, causes of action, 
liabilities, losses, costs, expenses, or damages, including reasonable attorneys’ fees, which directly or 
indirectly arise out of or relate to the Biospecimen Provider’s, its agents’ or its subcontractors’ (i) 
breach of any of its representations, warranties, covenants, agreements, or obligations set forth in 
this Agreement; (ii) negligence, recklessness, or willful misconduct; or (iii) violation of applicable laws, 
rules, regulations, guidances and industry guidelines. 

d) In no event will either Party be liable to the other Party for any lost profits, lost savings or incidental, 
indirect, special or consequential damages, arising out of, or in connection with a breach of this 
Agreement, even if advised of the possibility of such damages. 

 

ARTICLE 10 – TERM AND TERMINATION 

a) Term  Unless terminated earlier as set forth herein, this Agreement shall be effective from the 
Effective Date and for a period of three (3) years thereafter. It shall automatically renew for additional, 
successive one (1) year periods unless either Party provides notice in writing of its intent not to renew 
at least thirty (30) days prior to expiration. 

b) Termination by either Party for Cause  In the event that either Party shall breach any provision set 
forth in this Agreement and any such breach is not remedied within thirty (30) business days after 
written notice to the breaching Party specifying the nature of the breach, then the non-breaching 
Party shall have the right to terminate this Agreement upon written notice to the breaching Party.  

c) Termination without Cause  Either Party may terminate this Agreement at any time, without cause 
and without penalty, by giving the other Party not less than thirty (30) days prior written notice; 
provided, however, that such termination shall not be effective until work under all outstanding Work 
Orders is completed or such Work Orders have been terminated in accordance with their terms. 
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d) Consequences of Termination and Expiration  Upon termination of this Agreement for any reason 
other than an unremedied breach by Trans-Hit, the End User shall pay Trans-Hit all direct fees for all 
viable Biospecimens received through the termination date.  The rights and obligations of the Parties 
under Sections  5, 6, 7, 8, 9, 10 and 11 shall survive any expiration or termination of this Agreement. 

 

ARTICLE 11 – CONFIDENTIALITY 

Each Party and its Affiliates (“Receiving Party”) shall maintain as confidential and shall not disclose, 
copy, nor use for purposes other than the performance of this Agreement, any information disclosed 
by the other Party or its Affiliates (“Disclosing Party”) which relates to the Disclosing Party’s business 
affairs, financial data, pricing, studies, economic information, systems, plans, procedures, operations, 
techniques, technology, patent applications, trade secrets, know-how, inventions, technical data or 
specifications, testing methods, research and development activities, clinical studies (including, 
without limitation, information related to the participants of such studies), marketing strategies, 
inventions, discoveries, data compilations, processes, programs, sales, business plans, unpublished 
financial statements, licenses, budgets, costs, suppliers, information regarding the skills and 
compensation of employees, subcontractors or consultants or other confidential or proprietary 
information (“Confidential Information”). The Receiving Party agrees to protect the Disclosing Party’s 
Confidential Information with no less than a reasonable standard of care, and to prevent the 
unauthorized, negligent, or inadvertent use, disclosure, or publication thereof.  

 

ARTICLE 12 – MISCELLANEOUS 

a) Relationship  In connection with this Agreement, each Party is an independent contractor and nothing 
in this Agreement shall be construed as creating any partnership, master-servant, employer-
employee, joint venture, joint enterprise or agency relationship between the Parties. Neither Party 
has any authority under this Agreement to enter into agreements of any kind on behalf of the other, 
or to bind or obligate the other in any manner to any third party.  Neither Party, nor the employees 
of such Party, will for any purpose be deemed to be ostensible or apparent agent or servant of the 
other Party. 

b) Entire Agreement This Agreement contains the entire agreement and understanding of the Parties, 
and supersedes all prior communications, representations, agreements, understanding or 
arrangements either oral or written relating to the subject matter of this Agreement. No agreement 
or understanding varying or extending this Agreement shall be binding upon either Party hereto 
unless agreed to in writing as an amendment to this Agreement, signed by authorized officers or 
representatives of the respective Parties. If any provision of this Agreement is in conflict with the 
terms of a Work Order, the provisions of the Work Order shall govern. 

c) Amendment This Agreement may not be amended without the written consent of both Parties 
hereto. 

d) Waiver  No provision of this Agreement may be waived except in writing by both Parties hereto. No 
failure or delay by either Party hereto in exercising any right or remedy hereunder or under applicable 
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law will operate as a waiver thereof, or a waiver of a particular right or waiver of any right or remedy 
on any subsequent occasion. 

e) Assignment  Neither Party shall transfer or assign to a third party or sub-contract all or part of the 
Agreement without obtaining the other Party’s prior written consent. 

f) Severability  Should any term of this Agreement be declared void or unenforceable by any court or 
arbitrator having jurisdiction hereof, such declaration will have no effect on the remaining terms of 
the Agreement. 

g) Counterparts  This Agreement may be executed in one or more counterparts, all of which shall be 
considered one and the same agreement, and shall become effective when one or more such 
counterparts have been signed by each of the Parties and delivered to the other Party. Facsimile 
signatures or signatures transmitted by email in PDF format shall be accepted as original signatures. 

 

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed by their duly 
authorized representatives, as evidenced by the signatures below: 

 

Witnessed by:  

  

End User 

 
 
 
__________________________________ 
 
By:  ___________________________  

Title:  ___________________________  

Date:  ___________________________  

Biospecimen Provider 

 
 
 
____________________________________ 
 
By:  ______________________________  

Title:  ______________________________  

Date:  ______________________________  

Trans-Hit Biomarkers Inc. 

 
 
__________________________________ 
 
By: Pascal Puchois 

Title: CEO 

Date: ___________________________ 
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