UCLA Office of the Human Research Protection Program (OHRPP)

Quality Improvement (QI) On-Site Subject Record Review Form

IRB Protocol #

Date of Review:

Subject ID #

	A. Protocol Implementation
	Comments

	1. Subject recruitment: Screening/enrollment process and records:

a) Was informed consent obtained from the subject prior to the start of any study procedures including screening procedures to determine eligibility? 

b)
 Was the subject recruited per the IRB approved protocol?


	a) [   ] N/A    [   ] Yes  [  ] No 

Comments:

b) [   ] N/A    [   ] Yes  [  ] No 

Comments:



	c) Are the enrollment criteria documented and eligibility confirmed?
	c) [   ] N/A    [   ] Yes  [  ] No 

Comments:


	Protocol adherence:

1. Documentation and study visits:

a) Do reviewed CRFs/source documents demonstrate adherence to the IRB approved protocol?
	a) [   ] N/A    [   ] Yes  [  ] No  

Comments:



	b) Were the subject visits conducted in the timeframe required in the protocol?


	b) [   ] N/A    [   ] Yes  [  ] No

Comments:



	c) Were all tests/procedures performed and documented according to the protocol?

d) Are subject payments made in accordance with the IRB approved amounts and payment schedule?


	c) [   ] N/A    [   ] Yes  [  ] No

Comments:

d) [   ] N/A    [   ] Yes  [  ] No

Comments:




	B. Drug/Device Accountability
	Comments

	1. Drug/Device adherence:

a) Is there documentation of drug/biologic/device use for the subject?

b) Was the drug/biologic/device dispensed according to the IRB approved protocol?


	a) [   ] N/A    [   ] Yes  [  ] No

Comments:

b) [   ] N/A    [   ] Yes  [  ] No

Comments: 




	C. HIPAA
	Comments

	1.Confidentiality:

a) If data are created, modified, maintained retrieved or transmitted in electronic records, is 

subject confidentiality maintained?
	a) [   ] N/A    [   ] Yes  [  ] No

Comments:




	D. Adverse Events
	Comments

	1. AEs/SAEs:
a) Are all internal AEs, SAEs documented and reported to the IRB and sponsor as described in the IRB approved protocol and IRB policy?

b) How many AEs and/or SAEs did the subject experience?
	a) [   ] N/A    [   ] Yes  [  ] No

Comments:

b) [   ] N/A    Number:

Comments:




	E. Unanticipated  Problems
	Comments

	1. Documentation and Reporting:

a) Have there been any unanticipated problems involving the subject? 

b) Were the unanticipated problems documented and reported to the IRB and sponsor?


	a) [   ] N/A    [   ] Yes  [  ] No

Comments:

b) [   ] N/A    [   ] Yes  [  ] No

Comments:




	F. Protocol Deviations and Violations
	Comments

	1.  Documentation and Reporting:

a) Have there been any protocol deviations or violations?

b) Are all protocol deviations and/or violations documented and reported to the IRB and sponsor?


	a) [   ] N/A    [   ] Yes  [  ] No

Comments:

b) [   ] N/A    [   ] Yes  [  ] No

Comments:
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