
From: Brown  Sheila (OGCP)
To:
Subject: RE: Informed Consent Form (ICF) questions please
Date: Thursday, November 09, 2017 2:27:00 PM
Attachments:

Dear ,
The response below is from Q.8 for FDA’s guidance, In Vitro Diagnostic Device Studies – Frequently Asked Questions, which can be found at
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM071230.pdf

If the original informed consent document contains a statement that excess specimen(s) will be stored for future use in specified types of
studies and the new study meets the criteria stated in that consent document, it is possible that no further consent is necessary. This
assumes that the original informed consent document contains all of the other essential elements, including notice to the subject that FDA
may review their files and an explanation of the purposes and benefits of the research. (See 21 CFR 50.25.) We recommend sponsors and
investigators consult with the IRB regarding the need for a new informed consent process in such a case. The IRB decision should include
consideration of any state and/or local requirements regarding informed consent and patient rights. If new testing could expose the subject
to previously unanticipated risks (e.g., privacy concerns for the subject and/or his family related to testing for a genetic marker), a new
consent may be needed. In addition, if the original informed consent did not address future research use at all, or did not cover the type of
study now under consideration, it is likely a new consent will be needed.

 
Although the above information is specific to IVDs, the information regarding informed consent for the future use of specimens is appropriate
for both drug and device studies.
 
Specific to drug studies, 21 CFR 312.57(d) states: A sponsor shall retain reserve samples of any test article and reference standard identified
in, and used in any of the bioequivalence or bioavailability studies described in, §320.38 or §320.63 of this chapter, and release the reserve
samples to FDA upon request, in accordance with, and for the period specified in §320.38. 21 CFR 312 can be found at
https://www.ecfr.gov/cgi-bin/text-idx?SID=9e223cf11b85e36668202e5367e5ec98&mc=true&node=pt21.5.312&rgn=div5
 
21 CFR 320 discusses bioavailability and bioequivalence requirements. It can be found at https://www.ecfr.gov/cgi-bin/text-idx?
SID=ea6638f03dfa2ebd2808805c18a944b7&mc=true&node=pt21.5.320&rgn=div5
 
FDA has several guidance documents that may be helpful:
 

1. Handling and Retention of BA and BE Testing Samples https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-
gen/documents/document/ucm072869.pdf

 
2. E18 Genomic Sampling and Management of Genomic Data (note: this is an ICH document that is recognized by FDA)

https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-gen/documents/document/ucm504556.pdf
3. E15 Definitions for Genomic Biomarkers, Pharmacogenomics, Pharmacogenetics, Genomic Data and Sample Coding Categories

(note: this is an ICH document that is recognized by FDA)
https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-gen/documents/document/ucm073162.pdf

 
4. Pharmacogenomic Data Submissions https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-

gen/documents/document/ucm079849.pdf
 

5. Attachment to Guidance on Pharmacogenomic Data Submissions https://www.fda.gov/ucm/groups/fdagov-
public/documents/document/ucm079851.pdf
 

CDER’s Manual of Policies and Procedures (MAPP)  5100.5,
 An Integrated Genomics, Pharmacometrics, and Clinical Pharmacology Review Process, may also be helpful. It can be found at
https://www.fda.gov/downloads/aboutfda/centersoffices/officeofmedicalproductsandtobacco/cder/manualofpoliciesprocedures/ucm215862.pdf  
 
FDA has a pharmacogenomics group that can help with specific questions. Information about this group and how to contact them can be
found at https://www.fda.gov/drugs/scienceresearch/ucm572617.htm
 
 
I hope this information is helpful to you. If you need further assistance, please feel free to contact the GCP mailbox at
gcp.questions@fda.hhs.gov .
 
Best regards,
 
Sheila
 
Sheila Brown, RN, MS
Policy Analyst
 
Office of Special Medical Programs
Office of Good Clinical Practice (OGCP)
U.S. Food and Drug Administration
Tel: 301-796-6563
sheila.brown@fda.hhs.gov
 



        
 
This communication does not constitute a written advisory opinion under Title 21 CFR 10.85, but rather is an informal communication under Title 21 CFR 10.85(k), which
represents the best judgment of the employee providing it. This information does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or
commit the agency to the views expressed.
 
 
From:  
Sent: Monday, November 06, 2017 2:26 PM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: RE: Informed Consent Form (ICF) questions please
 
Hello,
 
No just in general is all we need to know. Just need to know if there is a rule around storing samples (blood, tissue, etc) for future use
within an ICF or is it always the patient’s option to opt out of storage for future use unless it is a requirement for the study itself.
 
Thank you,  
 
Warm regards,
 

 

 
From: OC GCP Questions [mailto:gcp questions@fda.hhs gov] 
Sent: Monday, November 6, 2017 12:04 PM
To
Subject: Informed Consent Form (ICF) questions please
 
Good afternoon –
 
Are you referring to the July 2017 Guidance regarding waiver of informed consent?
 
Thank you!
 
OGCP Group
 

From:  
Sent: Monday, November 06, 2017 11:36 AM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: Informed Consent Form (ICF) questions please
 
Hello,
 
I was just reviewing the Informed Consent Information Sheet and have a couple questions please as I am not finding.
 
Just in general and not specific to any particular drug or study, are there rules around storing samples for future use? Can patients
opt in or out on that within the ICF or is it a requirement as part of clinical studies to store samples for future use? Does it depend on
the type of study or maybe requirements come for the facility / specimen bank?
 
Are there rules around genomic testing in clinical studies/trials?
 
I have searched as much as I think I can and could not find that there were any rules but need to verify that for language to use in our
ICF’s moving forward, when applicable. What I found by suggestions of others is that it is the patient’s choice to make. Please verify.
 
Thank you very much in advance for helping to answer these questions.
 
Warm regards,
 

 

 
 




