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INSTITUTIONAL REVIEW BOARD

IRB Requires Revisions Prior to Review
To:



[PI]
From:


IRB 

Date: 


[Date]
Study Title:
[Title]


This memo provides notice that the IRB requires revision of your submission regarding the above-named study prior to IRB review.  The IRB process is designed to assure that the Board has a complete set of materials for review.  Prior to review by the IRB, submissions must meet minimum standards set by the IRB.
The information provided below describes how your IRB application materials will need to be modified to meet these standards. You may also be required to consult with an HSPP Analyst, who can provide guidance for your revisions.  If a consultation is required, it will be noted below and in the email communication you receive with this memo.
PI Action Items:

1. Review the information provided below about how your IRB submission will need to be modified to meet the IRB standards for review.
2. If a consultation with an HSPP Analyst is required below, please respond to the Analyst’s request for scheduling.
3. After required revisions are made, you will need to resubmit to:  irb@seattlechildrens.org
IRB Standards re Acceptance for Review:
 FORMCHECKBOX 

1.  All relevant questions are answered and issues addressed in submission forms.
Comment:  [Brief statement of issue with cite to relevant submission materials.]
 FORMCHECKBOX 
 2.  All research subject populations are addressed in submission forms.
Comment:


 FORMCHECKBOX 
 3.  Information regarding relevant waiver criteria is provided in submission forms.
Comment:


 FORMCHECKBOX 
 4.  Justification for the use of deception/withholding of complete information is provided if applicable.
Comment:


 FORMCHECKBOX 
 5.  Plan for data safety monitoring is provided if study poses any risks to participants.
Comment: 

 FORMCHECKBOX 
 6.  Information regarding the inclusion of special populations (per federal regulations) is provided in submission forms.
Comment: 

 FORMCHECKBOX 
 7.  Requested assent information is provided in submission forms.  
Comment: 

 FORMCHECKBOX 
 8.  Funding proposals (grants, subcontracts, etc.) are provided as required.

Comment: 

 FORMCHECKBOX 
 9.  Relevant HIPAA matters are addressed in submission forms.
Comment: 

 FORMCHECKBOX 
 10.  Relevant Supplements are provided with submission.
Comment: 

 FORMCHECKBOX 
 11.  All needed consent/assent/HIPAA forms provided with submission.
Comment:

 FORMCHECKBOX 
 12.  All required consent/assent/HIPAA form elements are included in submission.
Comment:

 FORMCHECKBOX 
 13.  All required attachments are included in submission.
Comment:

 FORMCHECKBOX 
 14.  Other.

Comment:

 FORMCHECKBOX 
 15.  Consultation with an HSPP Analyst:



 FORMCHECKBOX 

Is required prior to resubmission.  See information provided in corresponding email.


 FORMCHECKBOX 

Is not required prior to resubmission.  After required revisions are made, please 




resubmit to:  irb@seattlechildrens.org
