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The March/April 2008 “Legal 
Corner” discussed tissue bank 
creation, control, and owner-

ship issues, as well as the potential 
value of a tissue bank to research 
scientists. In this column, we review 
regulations that govern tissue use and 
provide some practical recommen-
dations for evaluating a request to 
access tissue in your control. 

Regulations Potentially 
Governing Tissue Use
Unfortunately, no single set of regu-
lations apply when a researcher seeks 
access to tissue. Access to, and the use 
of, tissue is governed by a combina-
tion of federal research laws, guid-
ance documents and also the privacy 
provisions of the Health Insurance 
Portability and Accountability Act of 
1996 (HIPAA). 

The Common Rule. The Com-
mon Rule protects the rights and 
welfare of human subjects involved 
in research that is conducted or 
supported by the Department of 
Health and Human Services.1 The 
Common Rule is the source of 
requirements for institutional review 
board (IRB) review and informed 
consent in connection with clinical 

research. Certain types of research 
are exempt from coverage under the 
Common Rule, including “research 
involving the study of existing data, 
documents, records and pathological 
specimens if these sources are pub-
licly available or if the information is 
recorded by the investigator in such 
a manner that subjects cannot be 
identified, directly or through iden-
tifiers linked to the subjects.”2 If a 
proposed tissue use meets the exemp-
tion criteria, no informed consent 
or IRB approval is required. Federal 
guidance confirms this analysis and 
provides additional information for 
researchers covered under these regu-
lations (for more information go to: 
www.hhs.gov/ohrp/humansubjects/
guidance/cdebiol.pdf). 

Food and Drug Administration 
(FDA) Regulation. FDA research 
regulations apply to research that will 
result in a submission for marketing 
approval to the FDA (drug or device 
research). FDA rules are very similar 
to the Common Rule and include 
IRB review and informed consent 
requirements. However, key differ-
ences do exist. One difference is the 
agency’s approach to regulating tissue 
use. FDA regulations do not contain 

an exemption for de-identified tissue 
use. Rather, the FDA has announced 
that it would exercise “enforcement 
discretion,” or that it would not 
object to the use of de-identified 
remnant tissue specimens under some 
circumstances (For more information 
go to: www.fda.gov/cdrh/oivd/guid-
ance/1588.html). 

Specifically, the FDA will not 
object to the use of tissue specimens 
that were collected for routine clinical 
care or analysis in investigations that 
meet the criteria for exemption from 
the Investigational Device Exemp-
tions (IDE) regulation at 21 CFR 
812.2(c)(3), as long as subject privacy 
is protected by using only specimens 
that are not individually identifiable. 
The guidance also applies to speci-
mens collected from other, unrelated 
clinical research, as long as the speci-
mens are not individually identifiable. 

HIPAA. Although this law does 
not govern research or the use of 
blood or tissue samples, it does con-
trol the use of patient information 
that is associated with blood or tissue. 
Therefore, HIPAA compliance is an 
important consideration in the evalu-
ation of any proposal to use tissue. 

Interestingly, HIPAA does permit 
the creation of a research database or 
research repository.3 HIPAA does 
not, however, permit patients to 
authorize the use of their information 
for unspecified future research pur-
poses. Thus, the creation of a data-
base or research repository and the 
subsequent use of that repository are 
viewed as two separate activities—
each potentially requiring authori-
zation from the subject. The initial 
authorization would be for the cre-
ation of a tissue bank and/or reposi-
tory of patient information. Any 
future authorizations would have to 
be specific to the proposed tissue use. 
And as discussed above, the need to 
access identifiable patient informa-
tion will trigger FDA research rules 
or Common Rule requirements, so 
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an IRB-approved consent document 
will likely be needed along with a 
valid authorization. 

Access to Your Tissue Bank
So what do you do if a researcher 
seeks access to a bank of tissue in 
your control? First, if the bank con-
tains remnants of tissue that were 
collected for clinical use, you should 
review any treatment consent forms 
that may have discussed the possibil-
ity of future tissue use. It would be 
helpful to know, for example, if any 
patients expressly refused permission 
for their tissue to be used other than 
in connection with treatment. Even 
though courts generally recognize 
that patients do not have the right 
to control tissue excised from their 
bodies, it would be inappropriate to 
use the tissue after a consent form 
represented to a patient that he or she 
had the ability to control such future 
use. Similarly, you should review any 
research consent forms associated 
with a repository of tissues collected 
for a specific research project. 

Next, you should evaluate any 
proposed use of patient information. 

If identifiable patient information is 
being requested along with tissue, 
either Common Rule or FDA rules 
will apply and confirming compli-
ance with applicable requirements—
including IRB review and informed 
consent—will be important. 

Finally, you will need to ensure 
that any authorization required 
under HIPAA is in place or that the 
person seeking access to the tissue 
can demonstrate that authorization 
requirements have been waived in 
accordance with the law. Note that 
it is possible for a proposed tissue 
use to fall outside of FDA, Com-
mon Rule and HIPAA regulations. 
In such a case, the transaction may 
constitute a simple biological materi-
als transfer. If you find yourself in 
such a situation—and first be very 
careful to confirm that other regula-
tions do not apply—make sure that 
any transfer is consistent with your 
organizational policy. For example, 
your program may require form 
agreements to accompany tissue or 
institutional policies for recouping 
the costs of preparing and shipping 
the tissue. 

The patchwork of regulations 
and guidance on the use of banked 
tissue can make the analysis of any 
proposed tissue use seem daunting. 
However, the government’s goal is 
to facilitate research and improve 
patient care. If you are diligent 
about reviewing the regulations 
applicable to your situation, and 
obtain guidance from legal counsel 
with expertise in this area of the 
law, you may find that the path to 
compliance is more straightforward 
than you think. 

Dianne J. Bourque, Esq., and 
Daria Niewenhous, Esq., are with 
the Boston, Mass., office of Mintz, 
Levin, Cohn, Ferris, Glovsky, and 
Popeo, P.C.

References
145 C.F.R.§ 46. Note that most insti-
tutions apply Common Rule pro-
tections to human subject research 
regardless of whether or not it is con-
ducted or supported by the Depart-
ment of Health and Human Services.
245 C.F.R. § 46.101(b)(4).
345 C.F.R. § 164.508(c)(1)(v).

Ad for page 11:
1/2 page 

Oncology Management  
Consulting Group 
PU P 51, Sept/Oct

How Do Our Clients Measure SUCCESS?

215-766-1280
www.oncologymgmt.com

solutions@oncologymgmt.com

Strategy • Alignment • Facilities
Finance • Operations • Reimbursement

“…with your assistance our operational efficiency has done a 
complete 180 degree turn…our staff and patients are ecstatic!”

“…we have become the dominant 
provider in our market…”

“Competitive advantage required a new physician/hospital alignment 
(and both sides are thrilled!) and expert planning for a new, state of 
the art cancer center”

“optimizing our financial performance was imperative 
to remain viable for the long term”

 “…your innovative strategic recommendations have translated 
to an exceedingly positive future for us…thank you!”


