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What��is��a��Regulatory��Binder?
�yPaperwork��required��to��keep��updated��on��

studies��where��patients��are��being��
consented��or��animals��used��for��research.

�yCan��be��contained��within ��paper��or��
electronic��format.

�yExamples:����IRB��documentation,��training ��
of��staff,��etc…….
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Why��Bother?
�yIRB��requirement.����If ��audited—need��

this��information ��to��be��organized��and��
accessible.

�yExcellent��way��to��organize��study,��
reports,��procedures,��consents��etc.

Binder:����Table
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Delegation��of��Responsibility,��CREC,��
COI,��UH��Credentials��Log
Print 
Name

Signature Title Respo
nsibilit
ies
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3.����Screening��&��Enrollment
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6.����Investigatory,��IRB��Brochures
�yIRB��approved��study��

brochures/Information ��sheets

7.����Laboratory��Certification

• Certification ��forms

• Normal��lab��values��for��each��lab

�yG ��
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Department What to maintain How How long 
 
 

DHHS (Department 
of Health and 



 
 
 
 
 
 
 

ICH GCP 
 

GCP E6 
4.9.5, 

5.5.11 and 
5.5.12 

 
�x Trial documents as specified in 

Essential Documents for the 
Conduct of a Clinical Trial and 
as required by applicable 
regulatory requirement (s). 

 
�x Recorded, handled, and stored in a way 

that allows accurate reporting, 
interpretation, and verification 

 
�x Should take measures to prevent accidental or 

premature destruction of these documents 
�x 2 years after last approval of marketing application and 

until there are no pending or contemplated marketing 
applications 

OR 
�x At least 2 years have elapsed since the formal 

discontinuation of clinical development of 
investigational product 

�x Retained longer if required by applicable regulatory 



 
 
 
 
 
 
 

UHCMC IRB 

 
�x Records associated with a 
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