WRAMC Policy for Protocols Involving Banking of Samples for Genetic Research

These guidelines are prepared in support of existing regulations for the Research Use of Human Pathological and Diagnostic Specimens, WRAMC Memo 02-14, and Human Biological Specimen Banking, WRAMC Pam 40-112.

The purpose of these guidelines is to give specific detail regarding information to be given to human 

subjects donating specimens for use in genetic research. This information should be included in the 

application for research and the written consent form document.

Definition of Genetic Research:

The analysis of human DNA, RNA, chromosomes, proteins, and certain metabolites in order to detect heritable disease‑related genotypes, mutations, phenotypes, or karyotypes.

Examples of these genetic studies include: predicting risk of disease, identifying carriers establishing prenatal and clinical diagnosis or prognosis, monitoring, and screening both prenatally and in newborns. 
[From the Task Force on Genetic Testing, NIH‑DOE Working Group on Ethical, legal and Social Implication of Human Genome Research, Sept 1997 at www.genome.gov/10001733].

Requirements for the Informed Consent of Subjects:

1. Purpose of Study


Inform subjects that the sample they provide will be used for genetic research.

2. Storage:

(a) Inform subjects how long sample will be stored.


(b) Inform subjects where the sample will be stored.


(c) Inform subjects how the samples will be safeguarded.


(d) Inform subjects who would be the point of contact if retrieval of sample becomes necessary.

3. Subject Access to Genetic Information

(a) Inform the subjects what information regarding the results of the study that they will

          
receive (will this be individualized results or general summary results?).





(b) If results will not be provided to the patient state this and explain why.





(c) If results are to be disclosed,

          
‑indicate at what point in the research that the findings will be disclosed.

         
‑describe who will be responsible for disseminating the information.

          
‑describe what supports are available after the subject is provided this information

          
(genetic counseling etc.)?





(d) Describe plans to handle incidental findings (paternity, disease or conditions other than

         
the one under study).

4. Secondary Use

(a) Inform subjects if subsequent investigators may be given access to samples.



(b) If subsequent investigators will be given access to the samples, inform the subject






whether the sample will be provided with or without identifiers.




  (c) Give subjects the option of consenting now to a future second use.




  (d) Disclose plans for future re‑contact of the subjects.




  (e) Describe plans for deciding priorities for future research projects involving this tissue.



    (f) Describe a plan outlining who will control the decision regarding the use of these

 

     samples by other researchers.

5. Risks

(a) Inform the subject of any of the following applicable potential social risks that could be

         
 associated with learning the results of the research or a breach of confidentiality:

        
Potential impact on insurability

       
Potential impact on employability

        
Potential impact on reproduction plans

       
Potential impact‑on family relationships

        
Potential impact on immigration status

        
Potential for paternity suits

        

Potential for social stigmatization


(b) Inform the subject of any of the following applicable potential psychological risks that 

          
could be associated with learning the results of the research or a breach of confidentiality:

            Potential impact of learning results.

            Potential impact if no effective therapy exists.

            Potential impact as psychological stress for family members.


(c) Inform the subject of any of the following applicable potential physical risks that could 

            be associated with a breach of confidentiality.

6. Confidentiality Issues

(a) Inform the subjects whether patient identifiers will be maintained with the samples.


(b) If identifiers will be maintained, describe what identifiers will be maintained and detail a plan to keep research results and clinical identity separate.



(c) Describe plans for physical security of data and sample.


(d) Inform the subject about the limits of confidentiality (who will have access to the research


results and under what circumstances). This should include the plan regarding access to the data by the subjects family, third party payers, employers and the subjects physician.

7. Costs to Subject


Describe to the subject the cost of genetic counseling or psycho/social counseling that may be



 required if  the results are disclosed.

8. Significant New Findings


Disclose the plan regarding willingness to inform subjects if, in the future, the research results are accepted to have clinical relevance.

9. Withdrawal from Research

(a)  Inform the subject that they have the right to withdrawal and have the sample destroyed at any 


 time.

(b) Inform the subject that they have the right to have identifiers removed without destroying the                     



sample.

(c) Provide instructions regarding how to withdraw from the study or how to have identifiers     

      removed.

10.  Excess Tissue Protocols

(a) Inform the subjects that tissue removed from their body will be sent to pathology for diagnosis 




as established by hospital regulations.

(b) Include information regarding how it will be verified that surgically removed tissue is indeed 

excess.

11. Family Members

(a) If family members are involved in the research protocol, describe how each subject will be 

protected against disclosure of medical or other personal information about themselves to other family members?


(b) If family members are involved in the research protocol, describe how individual

subjects will be given the option not to receive information about themselves

12. Commercial Interest

(a) Inform the subject about anyone having a commercial interest in the research (investigator, 

pharmaceutical or biotechnical company sponsor, or government agency).

(b) Inform the subject that the samples they provide may have some commercial value describe any financial benefit they may expect.
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