IRB # 


SUNY Upstate Medical University

Research Administration

Quality Assessment & Improvement Program Study Site Visit
Date of Audit:__________________

IRB #                  Principle Investigator:  
Study Title:  

General Interview with PI and Study Team:

Summary of Protocol:

1.  How is the protocol implemented?  (Overview)  Is there randomization?  (how?)
Recruitment Procedures:
2.  How are potential subjects recruited?  (clinics, ads, posters, web)
3.  Are all recruitment methods approved by the IRB?

Informed Consent Process: (explain the consent process)
4. Who obtains consent?  

5.  Are they listed as team members?  

6.  When is consent obtained?  (Before all study procedures, including screening?)
7.   How do you ensure that a copy of the signed consent form is given to subject?  (Is this indicated in the chart/CRF?)
8.  Do you provide a copy of the Upstate Notice of Privacy Practices to subjects?
9.   Is the consent process and signing noted in other study documentation? 
(Best practice-it protects investigator in case the consent document is lost)

10.  Have you had any non-English speakers?  How are they consented?

The Study Team:
11.   Are all members listed on the protocol?

12.   Who does which procedures?


a. Data analysis:


b. Tissue analysis:


c. Record keeping:


d. Obtaining consent:

13.  How does the PI ensure that all on the study team are fully aware of the protocol    details and any changes to the protocol? 

14.  How do you ensure that all AE reports are reviewed by the PI?  (Initialed/dated?)

Drug/Device Storage (if applicable):

15. Who is responsible for drug/device storage?  (pharmacy, PI/study team, other______)

16.  Is there a drug/device storage log?  Is it up-to-date?

17.  Are storage criteria being observed appropriately?

Confidentiality:
18.  Are there individual study records or case report forms?
Yes           No

19.  How is identifiable subject information safeguarded?  

20.  Does anyone ever take or carry identifiable subject information off-site? (takes charts       home in hardcopy or electronic form via laptop, jump drive, PDA) 

21.  Where are consent forms and other study related materials kept?  



How are they secured?

Eligibility Criteria:

22.  Who determines subject eligibility?

23.  How is eligibility criteria assessed?
24.  How is eligibility documented? (checklist, progress note, etc.)
	Eligibility Criteria

	Inclusion:

	

	

	

	

	

	Exclusion:

	

	

	

	

	


Records Review:

IRB Records:
1.  Are all approved protocol versions on file? 
           Is the current approved protocol on file?  (Version # and date:________________)
2.  Are all approved versions of the consent form on file?

          Is the current approved, IRB-stamped consent form on file?  (Expires:__________)
3.  Is the current Investigator’s Brochure on file?   Y    N    N/A     Dated_____________)
4.  Is the initial IRB approval letter on file?  (dated:__________)
5.  Are all continuing review approval letters on file?  (dates: ______________________

 






              _______________________
6.  Have there been any lapses in approval periods?


If yes, did any research activities occur during the lapse?

7.  Do all amendments and AE reports match those in the IRB record?

8.  Are there DSMB reports?  Are they on file with the IRB?

9.  Are logs kept (enrollment, monitoring, screening, etc.)?  Are they complete?

10.  Is this an FDA regulated drug or device study?      (If yes, complete Appendix A)
Subject Records:   (number of subjects enrolled since inception_________)

1.  Is there a comprehensive dated list (enrollment log) of subjects?     Y     N
2.  Does the number of subjects enrolled exceed the number approved by the IRB:_____
3.  Is there a properly executed consent form for each subject?    Y     N
4.  If reconsenting was necessary, was the subject reconsented appropriately?

5.  Do source documents match the subject files?

6.  How are mistakes handled in the record?  (initialed, dated, single line cross-outs)?

Subject Records Review
	Subject initials:
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10

	
	
	
	
	
	
	
	
	
	
	

	Consent Date:
	
	
	
	
	
	
	
	
	
	

	Consent Form: subject signed and dated
	
	
	
	
	
	
	
	
	
	

	Consent form: person obtaining consent signed and dated
	
	
	
	
	
	
	
	
	
	

	Consent Form: witness signed and dated
	
	
	
	
	
	
	
	
	
	

	Consent Form: Assent signed and dated (if minor)
	
	
	
	
	
	
	
	
	
	

	Indication subject received copy of signed consent
	
	
	
	
	
	
	
	
	
	

	 Correct IRB-stamped consent form version used?

	
	
	
	
	
	
	
	
	
	

	Eligibility Criteria Met?
	
	
	
	
	
	
	
	
	
	

	Medical History and Physical Exam documented 

(if applicable) 
	
	
	
	
	
	
	
	
	
	


Subject Records Review
	Subject initials:
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10

	
	
	
	
	
	
	
	
	
	
	

	Consent Date:
	
	
	
	
	
	
	
	
	
	

	Consent Form: subject signed and dated
	
	
	
	
	
	
	
	
	
	

	Consent form: person obtaining consent signed and dated
	
	
	
	
	
	
	
	
	
	

	Consent Form: witness signed and dated
	
	
	
	
	
	
	
	
	
	

	Consent Form: Assent signed and dated (if minor)
	
	
	
	
	
	
	
	
	
	

	Indication subject received copy of signed consent
	
	
	
	
	
	
	
	
	
	

	 Correct IRB-stamped consent form version used?


	
	
	
	
	
	
	
	
	
	

	Eligibility Criteria Met?
	
	
	
	
	
	
	
	
	
	

	Medical History and Physical Exam documented 

(if applicable) 
	
	
	
	
	
	
	
	
	
	


Notes:
Follow-up visit needed?  _______________
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