Reviewer Checklist: Genetic Testing
All of the following should be “yes”.   If not, please list criteria that have not been met.
1. Description of biological specimen (blood or tissue) to be collected.  Y/N

Sample normally discarded or being taken for research purposes? “Normal” tissues taken for comparison? 
Is the laboratory that will perform testing on this sample CLIA certified (results relevant if not?)  When/where?
2. Basic description of known disease categories to be studied.  Y/N  
3. PI anticipates future uses and describes what is known.  Y/N/NA
4. Description of whether specific results (from current or future studies) will be given to participants/family/health care providers.  Y/N 
5. Guideline established for disclosure of info, including interim or inconclusive research results to the participant.  Y/N/NA

6. Appropriate genetic counseling provided or a description of how to obtain described.  Y/N/NA
7. Research risks: Description of likelihood and seriousness of harms and how safeguards for the rights and welfare of participants will be maximized. Y/N
Physical harm (donation) 
Psychological harms (misunderstanding, anxiety, self esteem, depression, stress)
Risks to family relationships (related to determination of genetic/disease status, parentage, adoption); loss of social support
Discrimination/stigmatization (religious concerns, insurance, employment)—GINA
8. Description of whether identifiers are attached to samples/data, the samples/data are coded, or no identifiers collected (unlinked). Y/N
9. Description of whether clinical/demographic information will be included in the research records. Y/N
10. Description of investigators plan to publish this data provided.  Y/N/NA  
11. Included description of security measures to protect the data/specimens.  Y/N

12. Description of when data/specimens will be destroyed.  Y/N

13. Description of any additional features to protect confidentiality (Certificate of Confidentiality, etc). Y/N/NA

14. Description of how participants are directed to withdraw the use of their data/specimens in the future.  Y/N

If participant withdraws, will tissue/samples be destroyed? If not, participants aware? 

15. Description of the rights participants retain and the rights they must give up regarding control over what can be done with samples. Y/N
16. Description of costs associated with participation. Y/N
17. Description of sample storage procedures/conditions? Y/N
If any of the following 6 points are marked “yes”, the conditions below each should be assessed and the committee should discuss.

1. Genetic testing could predict the development of a disease.  Y/N, If yes,
· Appropriate counseling and follow-up should be provided/described.

2. Cell lines created.  Y/N, if yes,

· Statement regarding any potential financial gains now or in future. 

3. Research involves collecting samples/data on participant’s family members.  Y/N; If yes, 

· Appropriate recruitment strategies for family member participants described.
· Description of consent process (and HIPAA Authorization process, if needed) for family members prior to use of the data. 

· Description of how family members are protected against disclosure of info about themselves to other family members.

· Describe whether the sample will be taken from the participant if family members decline.
4. Pedigrees published.  Y/N 

· If yes, include description of measures to minimize the chance of identifying specific families. 

5. Personally identifiable information released to third parties.  Y/N, If yes,
· Description of who will receive and with what justification and whether all parties donating samples will be aware and have agreed.
6. Will data/samples be shared with other researchers? Y/N,  If yes:

· Identification of other researchers and their facilities/institutions. 

· Description of policies/procedures in place to control access to data (investigator/research committee review requests) and whether shared data/samples will be deidentified, coded, anonymous. If investigators plan to share identifiable data, they should require recipients to produce proof of IRB review for use.
· Description of whether it is open access to data. (Will any data be placed on a public website? If yes, what data?  Are the investigators proposing to consent individuals to open release, if so, how to protect family members from harm secondary to release of their relatives genomic data? How will they maintain confidentiality of genomic data?  Will they be informed about the potential risks of reidentification and the investigators plans to minimize those risks?  Will they be able to understand the risks of reidentification?)
· Description of required data security measures recipients must put in place or any type of data/material use agreement. 
· Description of whether recipients will be prohibited from transferring data to third parties and from attempting to identify individuals.
· Description of how data allowed to be used (only for a specific project/medical conditions or many different types). 

· Participants should be informed about policies and procedures for controlling access to and sharing their data.
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