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Thomas Jefferson University IRB

Genetic Research

Federal guidelines require that investigators engaged in clinical genetic research address specific issues regarding human genetic research. Genetic research is comprised of four stages: (1) pedigree studies, (2) positional cloning studies, (3) DNA diagnostic studies, and (4) gene therapy research.  Unlike the risks presented by biomedical research, the primary risk of the first three types of research are risk of social and psychological harm, rather than physical harm.  Genetic studies that generate information about subjects' personal health risks can provoke anxiety, confusion, damage to familial relationships and compromise the subjects' insurability and employment opportunities.  Different concerns may exist for each stage of genetic research and for tissue collected for genetic research under a variety of circumstances.

Form must be typed

PROJECT  TITLE:__________________________________________________
_________________________________________________________________ 

PRINCIPAL 

INVESTIGATOR: ___________________________________________________

DEPARTMENT: ________________________ DIVISION___________________

TELEPHONE:__________________________ FAX: _______________________

MAILING ADDRESS:________________________________________________
Please respond to the following concerns as they relate to your protocol.  Attach responses on a separate page if necessary.
1.
Is your laboratory certified as a BL 2 facility
Yes ______
No  ______ 

If No, contact the Institutional Research Biosafety Officer at 

215-503-7422 to arrange an inspection for certification.

2.
Does your protocol involve the use of discarded/stored human biological specimens (tissue, tumor, blood CSF) for genetic research? This applies to already stored tissue (pathology specimens) and/or discarded

Clinical samples to be obtained in the future.      ( yes       ( no

If yes, complete question a-g below; otherwise skip to question 2.

a.      Description of samples requested:__________________________

      b.      Request is for:   ( Discarded/stored samples which already exist/are




                      currently stored (retrospective)



( Discarded/stored samples to be obtained in the future (prospective)

( Discarded/stored samples obtained during a clinically indicated procedure

( Stored samples previously obtained for other research protocols

If they are stored research samples, was informed consent initially obtained?

( yes
( no           ( do not know

If consent was obtained, what was the subject's understanding of what the samples would be used for? ___________________________________________________

c.   Number of samples desired:_________________________________________

d. Estimated duration of sample collection period___________________________

e. Where will the samples be obtained?  If discarded tissue needs to be taken directly from the operating room or procedure room, please specify why it cannot be obtained from pathology__________________________________ ________________________________________________________

f. Will identifying information be recorded or linked to identifiers maintained?

 ( yes  ( no   If yes, what information will be maintained? (  name  (  medical record number

g
 Informed consent: Informed consent must be obtained for any prospective/retrospective collection of biological specimens that would normally be discarded if it were to be used for genetic research purposes.  In some limited circumstance when the research only involves the analysis of retrospectively stored/existing specimens or the use of the specimen anonymously a waiver of informed consent may be considered. The definition of anonymous means that there is no way to go back and identify the subject once the tissue is obtained by the investigator.  To request a waiver of consent, the following conditions need to be justified.  If a waiver is not requested, please submit a copy of a proposed informed consent.

(
Please check here if you are requesting a waiver of consent.  You will need to respond to the following:

·
Why does this proposed use of tissue present no more than minimal risk?
·
Why is it not practical to conduct the research without an informed consent waiver?

·
Please address how waiving informed consent will not adversely affect the subject's rights or welfare.

·
Specify how pertinent information will be, provided to subjects if appropriate at a later date.

After you have answered question a-g, please complete questions 2 through 10 as applicable.
3.
Using the stages classified on the previous page (1st paragraph), what stage is this genetic research?______________________

4.
What are your plans for disclosure of information, including interim or inconclusive research results to the subjects?  What information are subjects entitled to receive at what point in the research?  If information is given to subjects, who will be responsible for disseminating the information?  What supports is available to the subject after they receive the information (i.e. genetic counseling)'?

5.
If family members are to be studied, will family members be protected against disclosure of medical or other personal information about themselves to other family members?  Will they be given the option to not receive information about themselves?

6.
Is there the possibility that incidental findings may be made (i.e. paternity, diseases or conditions other than the one under study)?  If so what will be done with this information?

7.
Will the data be protected from third parties, such as employers and insurance companies?  If so, how will confidentiality be maintained?

8.
Will research findings be disclosed to the subjects’ physicians) for clinical use?  If so this needs to addressed within the consent process.

9.
Are there psychological and or social risks associated with the research and the results obtained?  If so what are they and what steps will be taken to minimize or eliminate these risks?

10.
If family members are included in the research, how will they be contacted?  Are there confidentiality issues (family members may not know an individual is sick or has a specific condition)?  Does the proposed strategy for recruiting subjects sufficiently protect prospective subjects from the possibility of coercion or undue influence?

11.
Will collected biological specimens (blood, tissue, DNA) be stored for future research, maintained in a repository or be used to establish a DNA bank?  If so,

·
Where will the tissue be stored?  Specify the location within or outside of the institution

·
What is the purpose of storing the tissue?

·
Will identifying information (or links to identifiers) be maintained with the tissue)

·
Who will have control for distributing the tissue?

·
Would a subject be re-contacted and given information derived from the banked specimens?  If so, under what circumstances?

·
Are subjects able to withdraw tissue or ask that identifying information be removed?

·
Please describe what types of research you would anticipate using this specimen for in the future.

Informed consent requirements:

The informed consent must address the following issues as they relate to your protocol:

·
What information will be provided to subjects and when?

·
Can subjects chose not to receive results?

·
Will clinically relevant information be disseminated?  If so, under what circumstances and by whom?

·
What are the implications of the findings?

·
What support services are available, and the costs of support services?

·
What are the methods to insure confidentiality or can confidentiality not be promised?

·

What are the psychological and social risks including privacy, stigmatization of an individual or a community/social group, confidentiality, insurability, employability ?


·      
Are there possibilities of incidental finding (i.e. non-paternity)?  What happens to this information?

·
Will tissue be stored for future research?  Where?  Identifiers?  If so, who has access to stored tissue?  Does a subject have the ability to request to have sample removed from storage?


