Previously Collected Human Biological Materials/Data Amendment

(To Add a Sample/Data Set to an Approved NHGRI Protocol)

Sample/data sets may be exempt from IRB review if the samples/data are unidentified or have had links to identifying information removed.  For exemption forms and further information see http://ohsr.od.nih.gov/info/info.html (Form 1). Samples/data with identifying information or codes linking them to patient information must be reviewed by the NHGRI IRB.  This form is based on the 1999 NBAC Report “Research Involving Human Biological Materials: Ethical Issues and Policy Guidance” at http://bioethics.gov.  

This form was created to help investigators assemble information that the IRB will find useful in its deliberations.  At this time there are no absolute criteria to define a threshold for accepting previously collected samples for new research projects. The IRB will evaluate each request as a separate case with its own circumstances.

Protocol Title: 





Protocol Number:



Principal Investigator:

Protocol Precis (from NHGRI protocol under which samples/data will be studied):

Collaborating Site (Investigator Name, Institution, Country):
1. FWA number for collaborating institution : _______________

2. Sample/Data Set

Expected number of samples:

Population:

Diagnosis:

Tissue/data type (e.g., blood, electronic file):

Approximate dates of sample/data collection (e.g., “1940-1960,” or “1997-1999”):

Samples/data identified by:
_____Personal identifier (name, SS#, MR#)






_____Code/Link

Originally collected for:
_____Research


_____Clinical 

3.   If sample/data set was derived under a research protocol, describe (including purpose of study and originally stated plans, if any, for storage and future use of samples).  (Include notification of local institutional approval, if available.)
4.   Are individual results going to be provided back to the collaborating institution?  Has the IRB or Ethics Committee at the collaborator’s institution approved a research protocol using this sample/data set? (If individual results will be provided to the collaborating institution, a current, dated notification of local institutional approval/exemption is necessary.)

5.   Informed consent provisions

A. Was consent for use in research obtained from the individuals whose samples/data are stored? (A copy of the consent form(s) used to obtain the samples/data is required.)

B. Are you requesting the NHGRI IRB to approve a consent procedure that alters or waives some or all of the required elements of consent? 

i. If so, describe alternative approaches (such as substituting different sample sets obtained with consent, permanently removing identifying links on samples, or using samples from deceased persons only) that have been considered and that would not require an alteration or waiver of consent.  Explain why those approaches are not being used.

ii. Describe any “impracticability” of obtaining consent.  (This consideration may apply to samples/data collected prior to 2000, but must be fully explained for collections in 2000 or later without consent for the proposed research.)

iii. Describe plans for developing consent for future sample/data collection at this site.

6. Minimizing risks to research participants associated with use of samples/data 

A. Confidentiality protections:

i. Describe any clinical/demographic information (such as age, ethnicity, sex, diagnosis, stage, treatments) that will be included.

ii. How might this information make specific individuals or families identifiable?

iii. Coding of data: 

a. Will research data be coded?

b. How will access to the “key” for the code be limited? Describe security measures (such as password-protected database, locked drawer, other).  

c. List names or positions of persons with access to key.

iv. Publishing pedigrees:

a. Will pedigrees be published?

b. Describe measures to minimize the chance of identifying specific families.

v. Will personally identifiable information be released to third parties?

B. Will any results be provided to participants or their health care providers? Explain.

C. Will samples/data be stored for future use?

D. Describe what will be done with samples/data upon completion of this study. Will samples/data be destroyed?  (Further IRB review may be needed for additional uses.)
7. Impact on rights and welfare 

A. Is state or federal statute or customary practice violated by the collection or use of these samples/data?

B. Are politically, culturally or economically significant traits involved?

C. Might the welfare of the participants’ community be adversely affected?
Attach the following documents, as applicable:

· Current, dated approval letter from collaborating investigator’s IRB.

· Original consent forms used by participants when samples/data were obtained.

· Agreement letter from collaborating investigator to NHGRI investigator (suggested template follows).

Suggested Template for Agreement Letter

(to be written on letterhead of Collaborating Institution)

Dear [NHGRI PI]:

At your request and the request of the IRB of the National Human Genome Research Institute (NHGRI), we agree to the following points to allow for the proposed research using this collection of samples from human subjects:

To protect confidentiality, the samples and research data sent to the NHGRI will be coded. Access to the code to link samples to personally identifiable information will be secured by means of [insert specific plan to be used, such as locked drawer or password protected database] and will be limited to the following people [list names and/or positions].

While general information may be shared in aggregate with subjects who donated these samples, no specific individual data or result arising from work at NHGRI will be reported back to any individual or family.

For the prospective collection of clinical samples to be used in future research, a consent form will be (or has been) developed [enclose if available].

________________________


_______

Collaborating Investigator


Date

Version 7/14/06
