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UNIVERSITY OF CALIFORNIA, DAVIS


BERKELEY   ●   DAVIS   ●   IRVINE   ●   LOS ANGELES   ●   MERCED   ●   RIVERSIDE   ●   SAN DIEGO   ●   SAN FRANCISCO                                                          ●   SANTA BARBARA   ●   SANTA CRUZ

[Insert Dept]
[Insert Dept’s Address]
[Insert Today’s Date] 
IRB ID#: [Insert IRB Number]
Title: [Insert Protocol Title]
PI: [Insert PI’s Name]
Response to IRB Letter dated [Insert Date of IRB’s Letter]: 
Dear IRB Committee Members:

Thank you for the IRB’s thorough review of the response related to the protocol submission. 

Responses to your reviews are as follows:

1. [Insert IRB’s reason for requested revision as stated on the determination letter verbatim] 
E.g. Consent Form Main, page 3, paragraph 2; subjects are randomly assigned to one of two study groups, yet they have a “one in four chance of being given each treatment.” Please clarify.

Response: 
[Insert your response.]

E.g. Clarification that there is a one in four chance of being given each treatment or clarify that this was an error and has since been corrected on the revised consent form.
2. [Insert IRB’s reason for requested revision as stated on the determination letter verbatim] 

E.g. Consent Form Main, page 11, paragraph 4 (Risks related to genetic studies); “There is a slight risk for accidental disclosure of genetic information outside of this study…. The genetic information will only be related to kidneys and drug clearance.” This may mislead subjects concerning possible tissue banking for genetic studies, which according to the protocol would involve the entire genome. Please clarify that there may be a risk for disclosure of the subjects’ entire genome if they consent to sample banking, or in any other situation where this may apply, if any.
Response: 
[Insert your response]

E.g. The consent form has been revised to provide clarification that there may be a risk for disclosure of the subject’s entire genome if they consent to sample banking, or in any other situation.
Sincerely,

Electronically signed
[Insert PI’s Name]

[Insert PI’s Title]
[Insert PI’s Dept]
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