
Broad Consent 



Consent Options
No consent: don’t inform, don’t obtain consent
Disclosure: inform, but don’t obtain consent
Presumed/hypothetical: assume donors/donor consent
Opt out: donor can object to research use
Blanket: no limits on future research
Broad: wide range of future research with specified limits
Checklist: donors choose which types of studies allowed
Tiered: donors choose type of consent (e.g. broad, checklist)
Study specific: consent for each study when it is proposed
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Broad Consent

Issues:
1. Initial Consent
2. Oversight and approval for future use
3. Communication with donors
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Recommended Informed Consent Language for Data Sharing
Here are two model statements investigators may use in informed consents to
describe protection of confidentiality that also allows data sharing.

Sample 1. Study staff will protect your personal information closely so no one will be 
able to connect your responses and any other information that identifies you.  
Federal or state laws may require us to show information  to university or 
government  officials  (or sponsors), who are responsible for monitoring the safety 
of this study. Directly identifying information (e.g. names, addresses) will be
safeguarded and maintained under controlled conditions. You will not be identified in
any publication from this study.

Sample 2. The information in this study will be used only for research purposes and
in ways that will not reveal who you are. Federal or state laws may require us to
show information to university or government officials (or sponsors) who are responsi
ble for monitoring the safety of this study. You will not be identified in any publication
from this study.
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Recommended Informed Consent Language for Data Sharing



Informed Consent for Data Sharing
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Informed Consent for Data Sharing



Informed Consent for Use of Data



PIS – Broad Consent 
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PIS / ICF – Broad Consent
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PIS / ICF – Broad Consent
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Data Sharing in PIS

XXX                                             

XXX                                             

XXX                                             

XXX                                             

XXX                                             



Data Sharing in PIS
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Discussion ….

• Broad consent process for archiving and using of: 
• Leftover specimen  
• Collected data

• MTA  or DTA for collected data?  By IRB or Univ?

• Other comments on informed consent process
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