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Clinical Trial Agreements Toolkit 

Biospecimens 

 

Subject Results/Comments 

Explanation of General 
Importance from a 
Business Perspective 

Studies sometimes involve the collection of biological 
samples.  

 Biological samples may be collected for 
pharmacokinetic, pharmacogenomics, and 
biomarker testing purposes; and  

 Biological samples also may be collected for future, 
unspecified research purposes.  

Sponsors are concerned about limiting the use of 
biological samples collected under a Study because such 
samples also may contain the Study Drug, and therefore, 
proprietary information of the Sponsor.  

Sites are concerned about retaining their ability to use 
biological samples collected for patient care and for future 
research.  

Contract Language— 
Sample from Industry 
Sponsor’s Perspective 

“Biological Sample” means any biologic material of human 
origin including without limitation tissues, blood, plasma, 
urine, spinal fluid, or other fluids collected from a Study 
subject. Biological Samples shall be owned by Sponsor. 
Site shall handle, process, maintain, ship, move, receive, 
and store all Biological Samples in compliance with all 
specifications as set forth in the Protocol and in 
accordance with all applicable laws. Institution and PI may 
not use any Biological Sample other than as described in 
the Protocol.  

Unless otherwise specified in the Protocol, Sponsor will 
not provide the results of any research conducted with 
Biological Samples to the Site or Study Subjects.  

Contract Language—  
Sample from Site’s 
Perspective 

“Biological Sample” means any biologic material of human 
origin including without limitation tissues, blood, plasma, 
urine, spinal fluid, or other fluids collected from a Study 
subject(s). Biological Samples collected from a Study 
subject during the course of the Study and as required by 
the Protocol shall be owned by Sponsor (Protocol 
Samples), provided that Sponsor may only use Protocol 
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Samples as permitted by the informed consent form. 
Nothing herein shall be deemed to limit Site’s ability to 
use any Biological Samples for Site’s patient care 
purposes. 

Without limiting the foregoing, all Biological Samples 
collected during the course of the Study by the Site 
outside of the conduct of the Protocol (Institution 
Samples) shall remain the property of the Site and may be 
used by Site for any purpose.  

Site represents and warrants that Site and/or Principal 
Investigator will not seek to reverse engineer any 
proprietary information belonging to Sponsor from any 
Protocol Sample or Site Sample.  

Arguments Supporting 
Sponsor’s Position 

If a Protocol involves the collection of biological samples, 
the Sponsor has compensated the Site for the collection 
of the biological samples and therefore, such samples 
should be owned by the Sponsor. Biological samples are 
important to the Sponsor’s ability to test the effectiveness, 
safety, and utilization of its Study Drug. In addition, 
biological samples often contain proprietary information 
about the Sponsor’s Study Drug, and it is important that 
such proprietary information is not available to anyone 
other than the Sponsor. The Sponsor has invested heavily 
in the Study Drug and cannot allow access to the Study 
Drug outside of the controlled environment of a clinical 
trial. Sponsors will generally allow Sites latitude to use 
biological samples for clinical, patient care purposes, but 
will prohibit the Site from using the biological samples for 
research purposes. 

The Sponsor also may seek to limit a Site’s future 
research use of leftover samples originally collected for 
patient care purposes if those samples contain the Study 
Drug. The Sponsor may require that any invention 
resulting from research using those leftover tissue 
samples that relates to the Study Drug is owned by the 
Sponsor.   

Arguments Supporting 
Site’s Position 

If a Protocol involves the collection of biological samples, 
the Site should retain the right to utilize those samples for 
patient care purposes. The Site also will want to define 
boundaries between Protocol-required samples and any 
other samples taken from the patient, which should be 
owned by the Site. The Site should not be limited in its 
ability to utilize non-Protocol samples for research or 
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patient care purposes.  

Any language related to inventions resulting from Site 
samples should be narrowly tailored, enabling the 
Sponsor to have a claim to such inventions only when 
directly relating to the Study Drug. 

In addition, Sites have an interest in conducting future 
research on biological samples as part of a Site’s 
research mission and search of treatments for diseases. 

Sites must make sure that the informed consent process 
provides clear information on how biological specimens 
will be used. Given the potential for a subject’s perceived 
rights to their tissues, it is important to clearly indicate who 
will own the samples and explain how the samples will be 
used. This requires that Sites include language in CTAs to 
address the protection of biological samples based on the 
informed consent and applicable regulations and laws. 
The Site must maintain respect for the Subjects, which 
includes ensuring that use of biological samples not only 
promotes the science, but is done with the knowledge of 
the subject and with consideration of the subject’s 
autonomy. 

The Site also is required to be in compliance with laws 
and regulations, ethical principles, Site policies, and 
procedures regarding storage and maintenance of 
biological samples. 

Federal Laws and 
Directives 

FDA regulations 21 CFR 50, 56 and 21 CFR 812.3(p). 

State/Local Laws and 
Directives 

Each state may have laws that supplement federal law 
related to the use of biospecimens and genetic 
information. The legal landscape will continue to evolve as 
technology moves forward.  

Case Law Havasupai Tribe v. Arizona State University Board of 
Regents, 204 P.3d 1063 (Ariz. Ct. App. 2008) (holding 
that the Tribe’s claims related to the alleged misuse of 
blood samples for unauthorized research were not 
precluded by Arizona’s notice-of-claim statute).  

Washington University v. Catalona, 490 F.3d 667 (8th Cir. 
2007) (holding that neither a former university researcher 
nor any research participants had an ownership or 
proprietary interest in biological materials obtained from 
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participants during a research trial because these 
materials had been validly transferred to the university as 
inter vivos gifts). 

Greenberg v. Miami Children’s Hospital Research 
Institute, 246 F.Supp.2d 1064 (S.D. Fla. 2003) (holding 
that the plaintiffs who challenged the Institute’s plans to 
commercialize the results of its Canavan disease 
research “failed to allege sufficient facts” for all of their 
claims—including breach of informed consent, breach of 
fiduciary duty, fraudulent concealment, conversion, and 
misappropriation of trade secrets—except unjust 
enrichment).  

Cornyn v. Fifty-Two Members of the Schoppa Family, 70 
S.W.3d 895 (Tex. Ct. App. 2001) (holding that research 
participants who donated DNA samples, medical records, 
and brains of their family members may have standing to 
challenge a university’s decision to destroy the materials, 
which the court characterized as parts of a charitable 
trust, because of their potential reversionary interest in the 
materials).  

Moore v. Regents of University of California, 51 Cal. 3d 
120 (Cal. 1990) (holding that a physician who obtained 
and used a patient’s cells for lucrative medical research 
without the patient’s knowledge and permission may be 
liable for failure to obtain informed consent and a breach 
of fiduciary duty, but the physician will not be liable for 
conversion). 

International Laws and 
Directives 

European Union privacy laws are stricter than U.S. laws. 
The Council of Europe promulgated guidelines in 2002 for 
the use of stored tissues and informed consent. Lisa C. 
Edwards, Tissue Tug-of-War: A Comparison of 
International and U.S. Perspectives on the Regulation of 
Human Tissue Banks, 41 VAND. J. OF TRANSNAT’L L., 639 
(2008). 

Operational 
Considerations 

Institutions should be familiar with their pathology 
department’s practices with respect to maintaining, 
storing, and making leftover tissue samples available for 
research purposes. It may be necessary to add 
restrictions to the use of certain biological samples 
collected from subjects in a clinical trial.  

If biological samples are to be collected as part of the 
Protocol and stored at the Site, the Site should consider 
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whether storage fees are necessary and appropriate.   

Sponsors should consider the extent to which, and the 
length of time in which, the Sponsor’s Study Drug may 
exist in a biological sample.  

Other Important 
Information 

FAQs, Terms and Recommendations on Informed 
Consent and Research Use of Biospecimens, The 
Secretary’s Advisory Committee on Human Research 
Protections (SACHRP), July 20, 2011.  

The Clinical Laboratory Improvement Amendments set 
forth the conditions that laboratories must meet to be 
certified to perform testing on human specimens, 
including minimum retention periods for certain biological 
samples.  

 

 

 


