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Application for Human Subjects’ Research

Part E: Genetic Research

Please answer the following questions if your protocol involves genetic research.

1. Does your protocol involve the use of discarded/stored human biological specimens (tissue, tumor, blood) for genetic research? This applies to already stored tissue and/or discarded clinical samples to be obtained in the future, not samples obtained specifically for this research protocol. 
     FORMCHECKBOX 
 Yes (Complete a-f below and questions 2-8.)
     FORMCHECKBOX 
 No (Go directly to questions 2-8.)
a. Describe the requested samples.      
b. Request is for:

                  FORMCHECKBOX 
 Discarded/stored samples which already exist/are current stored (retrospective)

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

                  FORMCHECKBOX 
 Discarded/stored samples obtained during a clinically indicated procedure

                  FORMCHECKBOX 
 Stored samples previously obtained for other research protocols

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

                  FORMCHECKBOX 
 Yes

                       What was the subject’s understanding of what the samples would be used for?      
                  FORMCHECKBOX 
 No

c. How many samples are desired?

d. How long is the estimated duration of the sample collection period?

e. From where will the samples be obtained?

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

                  FORMCHECKBOX 
 Yes

                       What information will be maintained?      
                  FORMCHECKBOX 
 No

2. 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 the information themselves?

3. 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?

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

5. 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?

6. 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?

7. Will collected biological specimens (blood, tissue, DNA) be stored for future research, maintained in a repository or be used to establish a DNA cell line?

     FORMCHECKBOX 
 Yes
          Where will the specimen be stored?      
          What is the purpose of storing the specimen?

          Will identifying information (or links to identifiers) be maintained with the specimen?
          Who will have control for distributing the specimen?

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

          Are subjects able to withdraw their specimens or ask that identifying information be removed?

          Please describe the research you would anticipate using this specimen for in the future.

         When will the samples be destroyed?      
     FORMCHECKBOX 
 No
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