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This article is based on a presentation made on September 19, 2011 at a conference in Omaha, 

Nebraska entitled “The Use of Human Tissue and Public Trust:  The Chasm Between Science 

and Ethics” sponsored by the Creighton University Center for Health Policy and Ethics.  This 

conference was supported by a grant from the U.S. Department of Health and Human Services 

Office of Research Integrity. 

 

Abstract 

Human Biological Materials (HBM) come from individuals in a variety of circumstances.  The 

use of HBM for research purposes raises a host of difficult ethical questions.  The law is 

important in this arena because, in most cases, legal principles significantly influence the making 

of ethical choices.  Following a general overview of research regulation in the United States 

generally and a few comments on the relevance of international statements for this country, this 

article explores several specific legal issues, and their ethical implications, related to the 

obtaining and handling of HBM for research purposes, namely:  informed consent; privacy; and 

commercial or ownership (property) interests in HBM. The article concludes that, although the 

realistic liability risks are low, the law’s important role in characterizing the rights and 

responsibilities involved will be very influential in shaping the ways that the chasm between 

science and ethics is resolved within the context of the use of human tissue for research 

purposes.     
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Introduct ion 

 
 Increasingly, biomedical and behavioral researchers are conducting genetic research 

involving the use of human biological material (HBM).  The conduct of research using human 

beings (referred to interchangeably in this article as “human subjects,” “human participants,” or 

“patients”) generally, and entailing the use of HBM particularly, raises a broad collection of 

complex social issues that have received substantial attention during the past decade in the public 

and professional literature.  In identifying and analyzing the ethical challenges posed within the 

context of research with HBMs, attention to a legal approach should be one consequential 

component of the inquiry. 
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 The next section of this article comments on the importance of a legal approach to this 

subject.  This discussion is followed by an identification of the various sources of HBM, and 

then a general overview of American human subjects research regulation.  There subsequently 

ensue some comments on the [limited] relevance of international statements for practice in the 

United States.  Finally, this article explicates several specific legal issues, and their ethical 

implications, related to the obtaining and handling of HBM for research purposes  

 

Why a Legal Approach? 
 

 The Symposium in which this article is included focuses on the chasm between science 

and ethics regarding the use of HBMs in the biomedical and behavioral research context.  One 

might well ask whether the explication of a legal approach to this ethics-focused discussion adds 

any value. 

 

 Examining a legal approach does add value to this discussion because one primary 

function of the law is to establish certain boundaries or parameters that, in most cases, 

significantly influence which ethical and policy choices are made and carried out.  More 

particularly, the law may provide useful—albeit not necessarily complete—guidance regarding 

the basic issues of duty (What are we obligated to do?), power (If we want to act, do we have the 

authority to engage in that chosen action?), and limits (If we want to exercise authority to act, 

what constraints are there on our power to act?).  Within the broad boundaries set by the law’s 

delineation of duty, power, and limits, there is substantial opportunity and necessity for the 

implementation of ethical and policy discretion. 

 

 In the specific context of biomedical and behavioral research involving the use of human 

participants, the purpose of the law is neither to delay nor to expedite the research project, but 

rather to protect actual or potential human participants (Saver, 2010).  The fundamental ethical 

principles underlying the present elaborate legal apparatus overseeing the conduct of human 

subjects research in the United States (described below) are beneficence (a concern about 

participants’ well-being), autonomy (a concern about participants’ right to freely and 

knowledgeably choose whether or not to voluntarily participate in the research), and justice (a 

fair, equitable distribution of benefits and burdens).    

 

Sources of Human Biological Materia l (HBM)  
 

 Before proceeding to a discussion of the pertinent legal issues, it is useful to briefly lay 

out the most likely independent or overlapping scenarios that may result in the collection and 

retention of HBM.  Excess HBM may be left over and retained from a clinical procedure that 

was performed for diagnostic or treatment purposes.  Alternatively, HBM may be obtained just 

for use in an ongoing clinical research protocol.  Further, HBM might be obtained at one point in 

time in anticipation of its potential use in future, currently undefined, research protocols.  

Increasingly, HBM obtained for use either in a current or future research protocol or for a variety 

of other potential purposes (such as DNA retained for law enforcement purposes or sperm, ova, 

and embryos retained for reproductive purposes) is being stored in biobanks or tissue repositories 
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(Wolf, 2010).  These biobanks may provide HBM to researchers for use in their investigations 

either gratuitously or for a fee.    

 

Overview  of Research Regulat ion in the United States 

 

General Provisions 
 

 Federal Department of Health and Human Services (DHHS) regulations governing the 

conduct of research using human participants in the United States, 45 Code of Federal 

Regulations Part 46, are based mainly on the recommendations of the National Commission for 

the Protection of Human Subjects in Biomedical and Behavioral Research (the Belmont 

Commission)) established by the 1974 National Research Act.  Additionally, a number of other 

federal agencies have adopted the DHHS regulations as a Common Rule to protect human 

participants in any research protocol for which that agency provides financial support.  Most 

American academic and health care institutions conducting human subjects research agree to 

adhere to the Common Rule for all of their research protocols regardless of the funding source 

for a specific study, as a condition of the institution receiving a Federalwide Assurance (FWA) 

from the DHHS Office of Human Research Protections (OHRP), www.hhs.gov/ohrp.  

 

 The regulations define “research” to which the Common Rule applies as the systematic 

collection and analysis of data from which generalizable conclusions may be drawn that may 

assist in improving the future care of presently unknown beneficiaries.  So delimited, research is 

distinguishable from diagnostic and therapeutic interventions (which are intended to directly 

benefit the person being intervened upon, rather than using that person primarily as a source of 

data with the possibility of some incidental or secondary direct benefit) or consultation 

(collecting data to benefit one specific client in terms of a specific need, rather than to benefit the 

larger public). 

 

  Prior to enrollment of any human participants, covered research projects must be 

reviewed and approved by an Institutional Review Board (IRB) recognized by OHRP.  Once 

approved initially, the research activity is then subject to continuing IRB oversight and at least 

annual formal review thereafter. 

 

 To approve (or renew the approval for) a research protocol involving human participants, 

an IRB must find that each of the following requirements is met: 

1. Physical and psychological risks to subjects are minimized. 

2. Physical and psychological risks to subjects are reasonable in relation to 

anticipated benefits to those subjects and to the importance of the general 

knowledge that might reasonably be expected to result. 

3. Selection of subjects is fair and equitable. 

4. Informed consent will be obtained, based on communication to potential 

participants or their decision making substitutes of at least the following 

informational items (basically consisting of a codification and expansion of 

the common law informed consent doctrine that was developed on a case-by-
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case basis in the diagnostic and therapeutic context (Faden and Beauchamp, 

1986)): 

A. reasons for the research, the protocol’s anticipated duration, and the 

specifics of any interventions that are part of the protocol; 

B. reasonably foreseeable risks and benefits of volunteering to 

participate and any reasonable alternatives to volunteering for the 

specific protocol; 

C. confidentiality provisions relating to the research project records;  

D. any remuneration and/or treatment available for research related 

injuries; 

E. the potential volunteer’s right to decline participation or to 

withdraw from participation at any time, without penalty or 

prejudice.     

5. Informed consent will be documented appropriately. 

 

On July 25, 2011, DHHS published an Advance Notice of Proposed Rulemaking 

(ANPRM), “Human Subjects Research Protections:  Enhancing Protections for Research 

Subjects and Reducing Burden, Delay, and Ambiguity for Investigators” (Department of Health 

and Human Services, 2011).  Public comments were sought on the following proposals: 

1. Providing uniform guidance on federal regulations 

2. Extending federal regulatory protections to all research conducted at United States 

institutions receiving funding from the Common Rule agencies, regardless of 

whether the particular research protocol in question was funded by a federal 

agency 

3. Implementing a systematic approach to collecting and analyzing data on 

unanticipated problems and adverse events across all trials 

4. Establishing mandatory data security and information protection standards for all 

studies involving identifiable or potentially identifiable data 

5. Updating the forms and processes used for informed consent, potentially using a 

standardized template 

6. Using a single institutional review board review for all domestic sites of multisite 

studies 

7. Revising the risk-based framework to more accurately calibrate the level of 

review to the level of risk 

 

Research involving the testing of investigational drugs or medical devices is regulated 

also by the federal Food and Drug Administration (FDA).  The Common Rule and the FDA 

regulations overlap a great deal (including requirements pertaining to IRB review), but are not 

totally identical. (21 Code of Federal Regulations Parts 50, 56, 312, and 812.) 

 

Human subjects research may be regulated concurrently by both the federal government 

and individual states.  A few states have enacted statutes or promulgated regulations providing 

safeguards for human research participants, some of them compelling prior review and 

continuing oversight beyond the federal Common Rule.  By contrast, some states have codified 

existing federal regulatory ambiguities concerning biobanking and genetic research (Drabiak-

Syed, 2009).  The specific content of the different state laws vary.  Also, a particular HBM 
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source might bring a private civil lawsuit against researchers and protocol sponsors for violating 

the common law tort standard of care (that is, for committing medical malpractice) in conducting 

research involving and harming that plaintiff. 

 

On December 15, 2011, the Presidential Commission for the Study of Bioethical Issues 

issued a report (2011) that assessed the present system for protecting human subjects enrolled in 

research studies both in the United States and abroad.  The central finding of the Commission 

was that the United States system for protecting human subjects provides “substantial 

protections” for the health, rights, and welfare of research subjects. 

 

    

  International Statements 
 

This article concentrates exclusively on the legal situation in the United States.   

Nevertheless, we may be able to learn helpful lessons by observing the regulatory regimes 

regarding use of HBM in research in force elsewhere in the world (Wright, Ploem, Sliwka, & 

Gevers, 2010).  It also is important to acknowledge the growing international consensus 

(Hansson, 2009) and the various international pronouncements touching on the benefits of 

biomedical research, the value of privacy, the subject’s right of self-determination, and the 

imperative to avoid or minimize harm.  Common themes in these statements are individual 

dignity, informed consent as a core requirement in both research and clinical contexts, concern 

about the psychosocial damage that might occur for some people that could be associated with 

research done with their stored HBM, and unease or even stronger negative feelings (especially 

in Europe) toward the idea of commercialism involving the sale of HBM or resulting products. 

 

These international statements often represent valuable assertions of ethical aspirations.  

However, these statements do not have the force of binding and enforceable law on, or within, 

the United States unless and until any particular provision has either been ratified by Congress 

and signed by the President or it has been included in a valid Presidential Executive Order. 

 

Research Regulat ion and HBM 

 

Should Research Involving HBM Be Regulated? 
 

A threshold issue is whether the Common Rule outlined above ought to be applied to 

research activities involving the use of HBM.  According to the document “Guidance on 

Research Involving Coded Private Information or Biological Specimens” published by OHRP on 

October 16, 2008, www.hhs.gov/ohrp/policy/cdebiol.html, if the source of HBM is not 

identifiable, then an activity is not “human subjects” research as delineated by 45 Code of 

Federal Regulations §46.102(f).  Additionally, HBM obtained by researchers, directly or through 

a broker, from cadavers would not trigger application of the laws pertaining to research 

involving HBM obtained from other sources, because (under the same regulatory definition) a 

cadaver is not considered a “human” subject for purposes of research regulation.  Moreover, 45 

Code of Federal Regulations §46.101(b)(4) exempts from the reach of the Common Rule 

“existing” (that is, previously collected) HBM.    



 

6 

 

 

By contrast, FDA regulations concerning the collection and use of HBM in current or 

future research protocols entailing the testing of investigational drugs or medical devices 

continue to fully apply to all HBM research protocols, without exception.  The inconsistency in 

regulatory requirements exists because the FDA’s definition of “human subject” differs from the 

definition employed in the Common Rule, with the FDA including in its definition the use of 

unidentified (as well as identified) HBM.  However, on April 25, 2006, the FDA published a 

guidance document indicating that it would not object to research done without IRB review or 

oversight on leftover HBM collected for routine clinical care that would otherwise have been 

discarded, as long as the HBM is not identified with a particular individual. 

(http://crpac.od.nih.gov/FinalFDAGuidanceonICforIVDDeviceStudieswithLeftoverSpecimensth

atAreNotIndividuallyIdentifiable.pdf.) 

 

Applicability of the Common Rule and the FDA regulations will always depend upon the 

specific facts regarding a specific research protocol.  Consequently, each institution that conducts 

or sponsors research should have policies in place that designate the individual or entity that is 

authorized to determine whether research involving coded private information or HBM 

constitutes “human subjects research.”  It should also be noted that the July 25, 2011 ANPRM 

referenced above 

 

asks for comment on a proposal to clarify procedures and enhance protections 

related to research with biospecimens.  In almost all cases, persons would have 

the right to allow or disallow the use of their biospecimens for research, 

regardless of whether the specimens were originally collected for research 

purposes or as part of clinical care.  Recognizing the huge benefits to be gained 

from such research, the ANPRM includes a suggestion that a standard, brief, and 

general form be used to obtain consent for the future open-ended use of 

biospecimens in research.  Further, such a form need not be signed each and every 

time a specimen is collected.  Rather, researchers or hospitals might ask 

participants to sign one form in which they agree to such future use of all 

specimens (existing or to be collected in the future).  (Emanuel & Menikoff, 2011, 

pp. 4-5 ) 

      

Informed Consent 
 

Why Informed Consent? 
 

 Whether or not particular federal regulations apply to research protocols involving the 

use of stored HBM, the ethical principle of respect for autonomy—which is closely connected to 

an individual’s interest in bodily integrity and exercise of liberty and privacy rights—requires 

consideration of the legal doctrine of informed consent in this setting, regarding both the original 

obtaining of the HBM from the source and its storage and use in research studies.  One reason 

informed consent is implicated is that the conduct of research using HBM entails certain risks of 

harm to the individual sources of the HBM used.  Direct harms to the HBM source include the 

potential compromise of one’s privacy and the misuse of personally identifiable genetic 
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information by insurers, employers, or others to discriminate improperly against the source of the 

HBM, despite provisions in the 2008 Genetic Information Nondiscrimination Act (GINA), 

Public Law 110-233, that expressly forbids such discrimination. 

 

 Apart from specific harms that could directly jeopardize a source of HBM because of the 

use of that HBM in research investigations, there are dignitary (as opposed to physical or 

financial) reasons that an individual source might care about—and therefore might want to retain 

a high degree of control over—the research uses of his or her own HBM (Drabiak-Syed, 2010).  

These reasons might apply not just to the individual source of the HBM, but additionally to an 

ethnic or cultural group of which the source is a member.  For example, concerns might surface 

about the potential emotional or cultural meaning of some kinds of genetic information for the 

community to which one belongs (for example, studies of the genetics of sickle cell anemia 

among African-Americans or Tay-Sachs disease among Ashkenazi Jews).  Some types of 

research protocols might offend some persons (if they eventually learn about their existence), 

even if individual HBM sources’ privacy is not breached.   

 

Recent studies have tried to link genetics to race or ethnic groups, thus creating 

the possibility that some groups will become known as a greater insurance risk, 

less healthy, or more expensive to treat.  Research studying the genetic causes of 

mental illness, alcoholism, or criminal propensities are other examples of such 

studies.  In 2006, a researcher made the controversial claim that he had discovered 

a “warrior” gene in the Maori Tribe, which allegedly makes them more 

aggressive, more violent, and more likely to be criminals.  The Maori and others 

protested this claim as stigmatizing and scientifically questionable. (Burger, 2009, 

p. 72)   

 

Other individuals might be morally upset by the notion of investigators, drug companies, 

or other players in the biotechnology industry making large financial profits in the future from 

research involving HBM.  In sum, “[I]n current practice, the only moment when a person is 

really able to make a choice about participating in clinical research is when they sign the IC 

form.  At this moment, the balance of power between overall research goals and individual 

interests should find equilibrium.” (Mascalzoni, Hicks, Pramstaller, & Wjst, 2008, p. 1302)  

Put differently:  

 

[a]lthough participant consent to donate tissue and information to biobanks is 

likely to fall short of the robust requirements of a fully informed act of self-

determination,…it should not be dismissed as lacking moral value…The process 

of giving consent was valued by participants as a valued act, which encompassed 

a declaration of their role in society as a person who contributed and cared for 

others.  Seen in this light, …participants saw the giving of consent as a valued act 

of self-determination.  (Allen & McNamara, 2011, p. 165)  

 

Parameters of Informed Consent 
 

 The specific parameters of legally required informed consent for the use of HBM in 

research are shaped by two factors.  First, what were the circumstances (the when and how) 
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under which the HBM was obtained from a particular source?  Second, to what degree is the 

source’s privacy protected by the manner in which particular HBM can or cannot be identified as 

coming from a specific source?  Let us consider several scenarios. 

 

 If a person is having some tissue removed (with that person’s informed consent) as part 

of a diagnostic intervention or treatment and is requested to permit a portion of that tissue to also 

be available for use in a related ongoing genetic study, legally sufficient permission for the extra 

research use would require that the investigator clarify for the participant whether the genetic 

research study is an essential component of the therapeutic treatment plan or, alternatively, is a 

completely separate project.  Only in the former situation (the investigation as integral part of the 

treatment protocol) may the investigator properly condition access to the treatment protocol on 

the participant’s acquiescence with his or her tissue being included for analysis in the research 

study.  By contrast, if the genetic study is a separate project, the person who is the source of the 

tissue may refuse to have it used for research, without giving up the opportunity to participate in 

the treatment protocol. 

 

 Whether or not it is yoked to current patient treatment, the details of a present research 

project can be described to a prospective HBM source with enough precision to support a 

meaningful informed consent process.  By contrast, it is, at the least, hard for a research subject 

to give legally and ethically valid prospective consent to the use of his or her HBM in a potential 

future research protocol whose details cannot now be explained.  This is true regardless of 

whether the HBM is excess tissue obtained from a patient during the course of treatment or it is 

requested from a volunteer purely so that it can be placed and stored in a biobank for use in a 

possible future research protocol.   

 

 In an analogous vein, some investigators may wish to conduct retrospective studies using 

HBM that was obtained and archived long ago, originally for non-research purposes.  The only 

way to obtain true informed consent in this kind of situation would be for the current 

investigators to somehow go back and locate the individuals who were the sources of the HBM 

(and who by this time may be dead, mentally incapacitated, without an ascertainable address, or 

otherwise unavailable to consent to research participation), explain the current research protocol 

to those individuals, and secure their informed consent for research participation based on the 

information provided to them.      

 

Alternative Consent Processes   
                                                                                                    

As a practical matter, IRBs ordinarily (but not universally) permit investigators to ask 

patients who are undergoing treatment to provide a generic or “blanket” consent for the present 

banking of tissue, but premised clearly on the condition that use of the tissue in any particular 

future research protocols would require another, supplementary permission of the patient, 

founded on specific information about that particular study at that later point in time (Drabiak-

Syed, 2009; Harry, 2009).  Many researchers have argued for acceptance of one blanket consent 

by itself (without the need to secure a subsequent, specific supplementary consent from the HBM 

source), obtained at the time that the HBM is initially taken from its source.  Their argument is 

that the need to go back to every individual to obtain explicit consent for each subsequent 

investigation undertaken with the initial HBM would significantly hamper or even prevent the 
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conduct of potentially valuable research.  For researchers, the idea of blanket consent carries a 

great deal of practical appeal in terms of saving time, reducing administrative burden, and 

avoiding confrontations with IRBs, risk managers, bioethicists, and patients and their families 

about the details of planned HBM use.  In the concurring view of one leading legal commentator, 

“As long as the potential research subjects are clearly apprised of the range of possible future 

uses of their sample, they should be permitted to give one-time blanket consent to such uses” 

(Rothstein, 2005, pp. 92-93).   

 

Another approach would go even further, by not requiring even blanket consent.  Under 

this view, implied consent to future research use takes place whenever HBM is taken as part of a 

diagnostic or therapeutic procedure to which the patient gave express consent, since the patient 

has effectively abandoned the excess HBM that would be thrown out anyway. 

  

One hybrid or compromise approach would be to encourage people to execute advance 

directives agreeing to have their HBM used in subsequent, presently unforeseen research 

protocols that meet certain broad conditions.  In this model, a potential HBM source could order 

or reject (by tailoring an advance directive) from a menu of possible types of future research 

involving HBM (for example, research on Alzheimer’s disease versus research on 

contraception).        

 

Informed Consent Disclosures 
 
 Whatever consent process is followed, the informational component of “informed 

consent” requires that the researcher disclose to the potential source of HBM material facts—

facts that might make a difference in the decision of a reasonable, normal person—about the 

risks involved in allowing the use of the source’s HBM for research purposes.  As explained by 

one set of authors: 

 

While it remains untenable to fully anticipate the specifics of future use, it is 

critical to inform prospective participants about the potential for future use, track 

consent information to ensure appropriate use, and adopt standards that address 

when and how results should be communicated back to the participant.  

Developing and providing standardized informed consent templates with modular 

provisions for specific human specimens and data allows investigators to adapt 

the template and establishes common approaches to issues such as future use. 

(Ginsburg, Burke, & Febbo, 2008, p. 1360)    

 

Specifically, the potential HBM source must be adequately warned about the potential for 

a compromise of the source’s privacy and discriminatory misuse of the individual’s personal 

genetic information by insurers, employers, educators, or others. Additional informational 

disclosures necessary to assure the validity of a source’s consent would include the following:  

the reason(s) for collecting the HBM (namely, to conduct research as opposed to therapy); the 

intervention or collection procedure to be used; the expected duration of the research; any 

financial costs to the source associated with research participation; any financial incentives of the 

HBM collectors and researchers, financial conflicts of interest, and the HBM source’s lack of 

any ownership interest in the HBM or protects derived from it; how the research results will be 
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used (for example, possible commercial applications); confidentiality provisions; provisions, if 

any, for compensating parties who are injured during research participation; and alternatives to 

participating in research, including the participant’s right to refuse, as well as the right to 

withdraw from on ongoing research protocol at any time without any penalty. 

 

 Regarding informed consent, the American Medical Association (1990) provides in its 

Code of Medical Ethics, among other things: 

 

Physicians contemplating the commercial use of human tissue should abide by the 

following guidelines:  (1) Informed consent must be obtained from patients for the 

use of organs or tissues in clinical research; (2) Potential commercial applications 

must be disclosed to the patient before a profit is realized on products developed 

from biological materials; and (3) human tissue and its products may not be used 

for commercial purposes without the informed consent of the patient who 

provided the original cellular material. 

 

In a number of other contexts, courts and legal commentators have shown deference to 

AMA Code provisions in enunciating legal rulings or recommendations (Alper, 2009; 

Rodwin, 2011).   

 

 

 

Refusing Research Participation      
 

There are several reasons that someone might decline to participate in a genetic study 

through the provision of his or her HBM.  These reasons might include:  concerns about personal 

risks such as discrimination in employment, insurance, or educational opportunities; concerns 

about the potential meaning of some types of genetic information for the community to which 

one belongs—in other words, cultural objections or the fear of social stigmatization; ethical or 

political objections to the nature of future studies; a belief that one’s identity or character is 

communicated by one’s HBM; political or philosophical objections to others possibly profiting 

from the use of the source’s HBM; religious objections; and a general distrust of medicine and/or 

research.  

 

Privacy 
 
 When we consider the privacy interests of the individual who is the source of HBM, we 

must take account that there are four basic ways in which HBM may be maintained.  First, HBM 

may be “Identified,” in the sense that the HBM and resulting data remain linked to the particular 

person from whom the HBM was obtained.  “Identifiable” HBM and resulting data can be 

unlinked from the source but the linkage can be restored through access to a key or code.  “De-

identified” HBM and resulting data can be unlinked from the source, with the key or code to re-

link available only to an intermediary and not to the investigator.  Finally, “Unidentified” HBM 

is collected anonymously from the source and, hence, cannot ever be connected to that person. 
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 This categorization engenders at least a couple of questions.  First, should the specific 

informed consent process that we legally and ethically require for participation in a research 

protocol vary depending upon the extent of the privacy protection afforded the HBM involved?  

Moreover, does the unlinking of HBM and the source’s individual medical record decrease the 

scientific research value of the HBM?  

 

 The federal standards for Privacy of Individually Identifiable Health Information (the 

Privacy Rule) promulgated under the authority of the Health Insurance Portability and 

Accountability Act (HIPAA) are important in this context.  The Privacy Rule requires specific 

(not blanket) written consent from a patient before anyone else may use or disclose protected 

health information (PHI) about that person for nonroutine purposes such as research.  PHI is 

defined as any “individually identifiable health information” transmitted or maintained by a 

“covered entity” such as a health care provider, health insurance plan, or data processing firm.  

Under the Privacy Rule, biobanks are not “covered entities” unless they also engage in 

diagnosing and treating patients.  HIPAA applicability is triggered by a health care provider 

sending HBM to a biobank for storage, but not by the recipient’s act in maintaining the 

repository. 

 

 Additionally, the Privacy Rule is relevant only to a covered entity that attaches medical 

information containing explicit patient identifiers to the HBM that it is sending to a biobank.  

De-identified (including anonymously collected) data is not classified as PHI and therefore does 

not trigger HIPAA.  According to the DHHS (DHHS 2008): 

 

   In general, OHRP considers private information or specimens to be individually 

identifiable as defined at 45 CFR 46.102(f) when they can be linked to specific 

individuals by the investigator(s) either directly or indirectly through coding systems. 

 Conversely, OHRP considers private information or specimens not to be 

individually identifiable when they cannot be linked to specific individuals by the 

investigator(s) either directly or indirectly through coding systems. For example, 

OHRP does not consider research involving only coded private information or 

specimens to involve human subjects as defined under 45 CFR 46.102(f) if the 

following conditions are both met:  

1. the private information or specimens were not collected specifically for the 

currently proposed research project through an interaction or intervention with living 

individuals; and 

2. the investigator(s) cannot readily ascertain the identity of the individual(s) to 

whom the coded private information or specimens pertain because, for example: 

a.  the investigators and the holder of the key enter into an agreement 

prohibiting the release of the key to the investigators under any 

circumstances, until the individuals are deceased (note that the HHS 

regulations do not require the IRB to review and approve this agreement); 

b. there are IRB-approved written policies and operating procedures for a 

repository or data management center that prohibit the release of the key 
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to the investigators under any circumstances, until the individuals are 

deceased; or 

c. there are other legal requirements prohibiting the release of the key to the 

investigators, until the individuals are deceased. 

 

    Even if the privacy of the potential source of HBM is maximally protected, the informed 

consent process should at the least include disclosures about the following:  the reasons for 

collecting the HBM; the collection procedure; the financial incentives of those involved in the 

HBM collection and research (see additional discussion below); and how the participants intend 

to use the data derived from research with the HBM.  The particular details of informed consent 

vary according to individual state law.  For example, Nebraska Administrative Rules & 

Regulations Title 181, Chapter 5, Attachment C requires a consent document executed by the 

HBM source that declares: 

 

After a full discussion of the risks, benefits, and alternatives [relating to predictive 

genetic testing], I agree to be tested…For a short time after testing, the lab will 

keep any remaining sample in case the test must be repeated.  After that, the lab 

may destroy the sample, or it may remove all identifying information and use the 

sample for research.  Two additional options are storage of the sample for your 

future use (for a fee), or participation in research as an identified subject. 

 

The potential Nebraska HBM source must then select one of the following options:  “I want my 

sample to be stored for my future use.  I will be charged for this” or “I am willing to be contacted 

if research options are available, and I will decide whether to participate.”    

 

Commercial or Ow nership (Property) Interests in HBMs  

 

A General Absence of Property Rights 
 

 Investigators and biobank owners ordinarily have a proprietary (that is, a commercial, 

ownership, or property) interest in products that may be developed as a result of the research 

being conducted with the use of HBM.  By contrast, the person who is the source of the HBM 

with potential commercial value has an autonomy (or liberty) right to decide whether an HBM 

may be taken and stored in the first place, but he or she has no legally enforceable ownership or 

property interest in the HBM itself or in the profits from any commercially valuable products 

developed out of the research conducted with the HBM.  The right to control the use of the HBM 

and the release of information about the source of the HBM does not translate into an ownership 

interest in the commercial value of research products derived from the HBM. (Moore v. Regents 

of University of California, 1990; Greenberg v. Miami Children’s Hospital Research Institute, 

2003)   

 

Thus, the owner of the HBM is the entity (ordinarily a research institution) to which the 

source originally made the “gift” or “donation.”  Once the “donation” has been made, the source 

cannot subsequently decide to transfer the HBM to somewhere else (Washington University v. 
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Catalona, 2007).  All of the HBM source’s rights are concentrated in the initial informed consent 

process and the applicable privacy protections.  

 

As summarized by one author: 

 

[W]e can draw the following conclusions about the current state of the 

law…Property law does apply to human tissue:  only while it is in our bodies, it is 

our property.  What property rights we retain in tissue samples (other than blood, 

sperm or eggs) after they have been removed from the body depends upon the 

circumstances.  By intentionally and voluntarily providing samples for research, 

we transfer ownership in the form of a gift, and if we have not very explicitly 

placed conditions on acceptance of the sample, it is an unconditional gift.  

Consequently, when the donor takes possession of the gift (the sample), it 

becomes his or her property. (Roche, 2010, p. 206)     

 

 The September 7, 2011 Federal Register contains a Draft Guidance on Exculpatory 

Language in Informed Consent that was released jointly by the OHRP and the FDA on August 

19, 2011.  According to this Draft Guidance: 

 

[A] subject’s waiver of any [property] rights he or she may have with respect to a 

biospecimen obtained by investigators for research purposes would not be 

exculpatory because it does not have the effect of freeing the investigator, 

sponsor, institution, or others involved in the research from malpractice, 

negligence, blame, fault, or guilt.  Accordingly, including such waiver language in 

an informed consent document would be permissible under 45 CFR 46.116 and 

21 CFR 50.20.   

 

Should Property Rights Be Recognized? 
 

Many are offended by the legal system’s failure to recognize an ownership interest on the 

part of the source of HBM that is used in research that turns out ultimately to be financially 

profitable (Skloot, 2010).  As argued by one commentator: 

 

 Denying individuals property rights in the cells of their body is … a 

remarkably paternalistic approach to protecting individuals from coercion, 

particularly in light of the fact that we seem to grant property rights in those cells 

to research labs.  The law, in essence, would be saying:  “You have no property 

rights in the cells of your body when they are outside your body because we must 

protect you from economic exploitation, but we are perfectly comfortable letting 

biotechnology companies and research labs profit from the transfer of such sales.” 

(Feldman, 2011, p. 1385) 

 

One obvious response to the situation described would be to permit the sharing of 

financial profits with the source of the HBM leading to those profits.  The AMA Code of 

Medical Ethics (1990) includes a guideline stating that “Profits from the commercial use of 

human tissue and its products may be shared with patients, in accordance with lawful contractual 
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agreements.”  In a stronger vein would be the enactment of legislation recognizing a personal 

property interest in the HBM source and a corresponding right to share in (or to own exclusively) 

any financial gain derived from research using the HBM (Rowe, 2009; Gitter, 2004).  Genetic 

Bills of Rights recognizing that HBM has a “fair market value” and therefore assigning property 

rights to the sources of that HBM were introduced in 2011 in the states of Massachusetts and 

Vermont (Gardner, 2011).         

 

 A proposed property right owned by the source of the involved HBM inspires several 

significant concerns.  First, permitting commercial trade in HBM would likely encounter 

resistance in the face of strong international sentiment against the buying and selling for money 

of human body parts (Kluge, 2008).  Second, if one may legally barter with an investigator 

regarding the disposition of his or her HBM in the research context, does that mean that the 

person is allowed to sell, use, trade, destroy, or give away the whole body or any of its parts for 

any purpose at all?  Once a property interest is recognized, it would become much more difficult 

for the state to justify restricting the individual’s freedom to contract about something that he or 

she personally owns.   

 

 In addition, if one is deemed to own his or her body, would that person’s heirs inherit the 

right to the body when the individual die, just as they inherit the deceased’s money and other 

tangible assets today?  If so, could the heirs demand—presumably, rather disruptively in most 

cases—the return of the person’s HBM from a researcher or a biobank?  This would be a large 

departure from the status quo, under which every state (adopting a version of the Uniform 

Anatomical Gift Act) permits families to donate a deceased relative’s organs for transplantation 

purposes and every jurisdiction recognizes a family’s interest in the proper, respectful treatment 

and disposition of the deceased’s body, but none recognize a property or ownership right to 

profit from the commercial value of a deceased’s body. 

 

 There are a few reasonable alternatives to codifying a straight property rights approach 

regarding HBM.  One possibility might be enactment of federal regulation (which would pre-

empt any inconsistent state laws) permitting and regulating the buying and selling of HBM for 

research purposes, thus treating HBM as a commodity or commercial property but explicitly 

restricting that legal status to research situations.  If challenged, Congress would need to justify 

its differential treatment of the HMB’s source in the research context, as opposed to the legal 

treatment of HBM sources in other spheres of activity in which the source’s property interests 

would remain unrecognized. 

 

 A somewhat different approach would 

 

recognize a limited right to control how the information contained within one’s 

cells is used.  This approach adopts the contours of American intellectual 

property.  In particular, a rights regime adapted from copyright appears to capture 

many of the needs and interests to be protected in research involving human 

tissue.  Unlike tangible property, copyright cannot be lost through unconscious 

abandonment during its statutory period.  Moreover, copyright attaches even to 

unpublished (i.e., undisclosed) works.  Personal genetic information protected by 

a copyright-like informational privacy right would thus be unavailable for 
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unauthorized use no matter how or from where it was obtained. (Ram, 2009, pp. 

141-142 )  

 

 Another approach meriting consideration might be the creation of community trusts 

(based on a consortium of medical institutions, researchers, and potential sources of HBM) that 

would exercise ownership rights regarding HBM, with corresponding trust or fiduciary duties to 

administer biobanks in a fashion that maximizes benefit to the general public.  This concept of 

assigning ownership rights to a public or communal trust may not be warmly received in a 

society with a strong history of respect for private property ownership. 

 

Conclusion     
 

 The use of HBM in biomedical and behavioral research protocols is a culturally, 

personally, and emotionally sensitive area that engenders a broad panoply of legal, as well as 

ethical, questions and concerns.  Further progress in the diagnosis and treatment of complex 

medical conditions will rely increasingly on the continued conduct of genetic research involving 

use of HBM.  To sustain and expand this kind of research in the future, however, public trust and 

credibility must be continually fostered by the research community.  The “third party” to 

research—the public—cannot be safely ignored (Javitt, 2010).   

 

“The likelihood that a patient will make claims against researchers who are using tissues 

that would normally be discarded is probably low.  However, as studies on genetic material 

become more prevalent, the frequency of lawsuits may increase.” (Allen, Powers, Gronowski, & 

Gronowski, 2010, p. 1682)  Regardless of the magnitude of legal liability risks in this arena, the 

law has a fundamental role to play; how society, through its legal instruments, categorizes the 

sometimes complementary and sometimes conflicting rights (autonomy/liberty, privacy, 

property, or contract) of the respective actors in the field of genetic clinical research utilizing 

HBM will no doubt make a large difference in shaping tomorrow’s research enterprise and the 

medical practice it enables.   
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