Elements of Consent for Medical Sequencing Projects

Purpose and procedures:
•
Medical Sequencing Project (MSP) sponsored by NHGRI to look at genes/ variation associated with disease X

•
Will obtain blood/cheek cells for sequencing from dozens/hundreds of people 
affected with disease X-may compare to genetic make-up of those without disease
•
Will collect personal, family, and medical information from those individuals

•
Will remove your name and other widely used identifying information from your DNA and medical information and give them a code.

•
Will place the coded sequence information in a database on the Internet so that researchers around the world can use it to study disease X and maybe other diseases
•
Will place coded health/medical/family information into a protected database that will only be used by researchers who have approval from NIH data access committee
•
Samples/data will be used indefinitely—for research broad uses suggested rather than limit to single disease or group of diseases.

Benefits

•
No personal benefit likely

•
May benefit from knowing that you contributed to research about disease X

•
If commercial product develops, you should not expect to share

Risks
•
Risks of blood draw

•
Most risks psychosocial, but can be reduced by protecting identity

•
If identity becomes known, may cause anxiety, stigmatization, discrimination for you (although if the participant already has a disease/is disabled, this might be less of an issue)

•
Family members might also have some risk, but theirs is even less than 

participant’s
Results 
•
Will/Will Not return research results to you?  Need to debate up front and decide protocol for returning results—which is clearly desired by many

Alternatives
•
Don’t have to participate, will not affect care

Confidentiality
•
Discuss coding of information, what will be done to protect their identity, 


especially as it relates to public access

•
Discuss database protections

•
Discuss Certificate of Confidentiality

•
HIPAA language

Costs/Compensation
•
No costs/compensation

•
Injury discussion

Contact person
Voluntariness and Withdrawal
•
Is voluntary

•
Can’t over promise withdrawal
•
Need to discuss to what point withdrawal will be possible, once in public domain, 

will not be possible
