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INVESTIGATOR SELF-ASSESSMENT CHECKLIST

Health Sciences and Biomedical Research

The purpose of the Investigator Self-Assessment Checklist is to determine that research is being conducted properly with adherence to Federal Regulations (45 CFR 46, 21 CFR 50, 21 CFR 312 or 812) and University of Utah IRB Policy for the protection of human participants. An IRB Administrator will be available to assist you and answer any questions you may have. 

This Self-Assessment is separated into sections appropriate for health sciences and biomedical studies.  Some sections may not be applicable to all studies.

GENERAL INFORMATION
	Principal Investigator:
	     

	Campus address/phone#:
	     

	Co-Investigator(s):
	     

	E-mail address/phone#:
	     

	Study Coordinator(s)
	     

	E-mail address/phone#:
	     

	Study Staff changes since last continuing review?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	If yes, was amendment submitted to IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

	Name of person completing checklist
	     

	IRB Protocol Number
	     

	Study Title
	     

	Institution/Department
	 FORMCHECKBOX 
 UofU

 FORMCHECKBOX 
 VAMC

 FORMCHECKBOX 
 PCMC

 FORMCHECKBOX 
 Shriners

	Date checklist completed
	     

	Sponsor/Name:      
	 FORMCHECKBOX 
 Industry 
 FORMCHECKBOX 
 Government 
 FORMCHECKBOX 
 Internal/Department

 FORMCHECKBOX 
 Foundation  
 FORMCHECKBOX 
 Other:       

	Date of IRB Initial Approval:
	     

	Total # Enrollment at this site
	#Approved:       
 
#Enrolled to date:      


*21 CFR 50.54.312
*ICH GCP (E6) 1.1 – 8.48
REGULATORY DOCUMENTATION
Every research study should maintain regulatory documentation on file in order to verify that regulatory requirements to conduct research are met.  Some studies require different regulatory documents, depending on the type of study and sponsor.  Review your regulatory documents and complete this section according to the requirements that apply to your study.

Some studies may choose to maintain regulatory documentation electronically or on paper.  In either case, documentation should be organized and accessible in such a way that an outside auditor could view and assess the documentation easily and securely without violating University or sponsor privacy, confidentiality, and data access requirements.

	
	Comments

If your answer indicates a problem, a need for clarification, or N/A, describe the problem below:

	1.1 Approved protocol on file? (Original and all revisions)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.2 Signed FDA 1572 (IND study only) (copy of the original and all revisions) on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.3 Signed FDA 1571 (PI is IND sponsor) (copy of the original and all revisions) on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.4 CVs of PI/Co-PI and all study staff on file? (updated within the past two years) Are they signed and dated?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.5 Is there a subject enrollment log?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.6 Is subject enrollment log complete?

# of subjects included? _______

# of subjects excluded? _______
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.7 Is there a staff signature log?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.8 Is staff signature log complete?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.9 Does the staff signature log include delegation of responsibility?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.10 Are all versions of the Investigator Brochure or Device Manual on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.11 Is there a package insert/product information on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.12 Are lab tests required?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	

	1.13 Is a copy of normal lab values on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.14 If not using hospital lab, is a copy of the lab certification on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	1.15 All correspondence to and from sponsor and/or FDA on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


	
	Comments

If your answer indicates a problem, a need for clarification, or N/A, describe the problem below:

	2.1 All correspondence (e.g. e-mails, submissions) to and from the IRB on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	IRB Initial Approval
	

	2.2 Initial IRB approval letter on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


	Continuing Review
	

	2.3 List the continuing reviews by approval date that have occurred since study initiation.
	LIST:      

	a. Is each IRB approved continuing review application and related correspondence on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	2.4 Was each renewal submitted on time?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	2.5 Was there any lapsed period(s) between approval date and expiration date?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	2.6 Was any subject enrolled during this lapsed period?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	a. If yes, was a protocol deviation submitted to IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


	Amendments
	
	
	
	

	2.1 # of Amendments?
	     
	
	
	
	

	Amendments
	Date submitted
	Date approved
	What amended?
	IRB approved amendment

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	Deviations & Other IRB Notifications
	
	
	
	

	2.8       # of protocol deviations reported to IRB? 
	     
	
	

	Deviations
	Date submitted
	Date approved
	Violations/Deviation?
	IRB acknowledgement on file

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


	2.9 Any sponsor-approved protocol deviations?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     

	b. If yes, have they been reported to the IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


	If “N/A” or “NO” is marked for any documents, please explain here: 

     


3.  ADVERSE EVENT (AE) REPORTING
	3.1 Adverse Events reported to the IRB since last continuing review:
	     
	
	

	Event date
	Report Date
	Approval Date
	Comments:

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	3.2     Any adverse events not 

           reported to the IRB since 

           last continuing review?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	Reason(s) for not reporting :

 FORMCHECKBOX 
 Omission

 FORMCHECKBOX 
 Expected and/or Unrelated events

 FORMCHECKBOX 
 Other:      

	3.3    Any off-site SAE/AE’s 

          (safety reports) since last 

          continuing review?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	Comments

     


	a. If yes, have they been 

    reported to the IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	


4.
INFORMED CONSENT PROCESS

	
	Comments:

	4.1     How many versions* of the consent/assent form are there?
	     

	4.2     Provide the approval and expiration date for each version of the consent/assent form:
	Approval date
	Expiration date

	
	
	

	4.3     Are all original copies of the IRB approved consent form on file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	Comments:

	
	
	     



* Every consent form approved since the original submission results in a new version.  Version does not refer to the number of consent forms being used at a given time, such as a consent form for each type of study population (e.g. healthy volunteers, adult subjects, minors). 

Randomly choose 5 subject files for inspection.  Using these subjects files complete the information below.  Add additional space as necessary to accommodate the number of chosen subject files.

	4.4     Subject study # on file
	Subject

signed
	Parent / Guardian L.A.R.
	Date signed
	Version signed

Use approval date
	Name of PI/Study

Rep signed
	Date signed
	Investigator Signature
	Date signed

	Subject #1:
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     

	Subject #2:
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     

	Subject #3:
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     

	Subject #4:
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     

	Subject #5:
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     
	     
	     
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     


	
	Comments:

	4.5       Were any invalid consent forms 

used?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	4.6       If yes, was a protocol deviation 

submitted to IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	4.7       Did each subject sign his/her

own consent form?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	4.8       Did each subject date his/her 

own consent form?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	4.9       Did each subject receive a copy 

of the signed consent form?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


	a. Is subject’s receipt of a copy 

of the signed consent form 

documented?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     



5. SUBJECT SELECTION CRITERIA

Review the study files for the subjects you have chosen for inspection and complete the following.  Add additional space as necessary to accommodate the number of chosen subjects.

	5.1       Is there an 
inclusion/exclusion 

criteria checklist?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	Comments:

	
	
	     

	5.2       Does each record indicate whether

the subject was included/excluded 

appropriately?
	

	Subject #1
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #2
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #3
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #4
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #5
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	5.3       If NO, was a protocol 

deviation submitted to 

the IRB?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	5.4       Does the inclusion/exclusion criteria 
checklist for each subject include 
dated signature/initials of the person 

obtaining the information?
	

	Subject #1
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #2
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #3
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #4
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #5
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


	Please use this space to explain any discrepancies found in the Subject Selection Criteria section:

     


6.
CASE REPORT FORM (CRF)/SOURCE DOCUMENTS    

Review CRF documentation for the subjects you have chosen for inspection and complete the following.  Add additional space as necessary to accommodate the number of chosen subjects.

	
	Comments:

	6.1       Is there a CRF and/or 

source documents?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	6.2       Are all protocol-required parameters 

captured in the CRF/source 

documents for each subject?
	

	Subject #1
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #2
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #3
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #4
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #5
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	6.3       Does the source documentation for 

each subject include dated 

signature/initials of the person 

obtaining the information for each 

subject?
	

	Subject #1
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #2
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #3
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #4
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	Subject #5
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	6.4       Are changes/cross-outs 

(if any) routinely

initialed and dated in

subject file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


	If “NO” to any of the above, please explain:

     


7.  SUBJECT RECRUITMENT PROCEDURES

	
	Comments:

	7.1       Are recruitment methods stated 

in the protocol?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	7.2       How are potential subjects 

identified?
	 FORMCHECKBOX 
 Medial Record Review

 FORMCHECKBOX 
 Clinic/outpatient

 FORMCHECKBOX 
 Database

 FORMCHECKBOX 
 Recruitment materials

 FORMCHECKBOX 
 Other:       
 FORMCHECKBOX 
 N/A
	     

	7.3       Who makes initial contact with 

potential subjects?
	 FORMCHECKBOX 
 PI

 FORMCHECKBOX 
 Co-investigator

 FORMCHECKBOX 
 Study Staff

 FORMCHECKBOX 
 PCP

 FORMCHECKBOX 
 Other:       
 FORMCHECKBOX 
 N/A
	     

	7.4       How is initial contact made?
	 FORMCHECKBOX 
 Phone call

 FORMCHECKBOX 
 In person

 FORMCHECKBOX 
 Letter

 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 
 N/A
	     

	7.5       If recruitment materials are 

used, specify: (check all that 

apply)
	 FORMCHECKBOX 
 Advertisements (posted)

 FORMCHECKBOX 
 Flyers

 FORMCHECKBOX 
 Web posting

 FORMCHECKBOX 
 Letters

 FORMCHECKBOX 
 Other:      
 FORMCHECKBOX 
 N/A
	     

	7.6       Approved recruitment materials 

(original and all revisions) on 

file?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	7.7       Changes to recruitment materials 

since last continuing review?

	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	a. If yes, was amendment 

    submitted to IRB?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


	Please use this space to explain any response in these sections:

     


8.
DRUG/DEVICE DISPENSING ACCOUNTABILITY

If this is a drug/device study, complete the following:

	
	Comments:

	8.1       Is there a dispensing log?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     

	8.2       Who is responsible for 

shipping/receiving?
	 FORMCHECKBOX 
 PI

 FORMCHECKBOX 
 Pharmacy

 FORMCHECKBOX 
 Other

 FORMCHECKBOX 
 N/A
	     

	8.3      Is there a shipping receipt?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A
	     


8.4 
 FORMCHECKBOX 
 Check here if this section is N/A and indicate why:


 FORMCHECKBOX 
 Observational study


 FORMCHECKBOX 
 Device on loan from sponsor


 FORMCHECKBOX 
 Other (specify):      
	If NO to any of the above, please explain:

     


9.  RECORD KEEPING

	
	Comments:

	9.1       Do you keep a binder/folder of regulatory 

documents? (e.g. items listed in section 1 of checklist)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     

	9.2       Do you keep a binder/folder of IRB 
correspondence? (e.g. items listed in section 2 of 
checklist)
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     

	9.3       Do you keep a study file for each subject?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	     


10.  ALLOCATION OF RESPONSIBILITIES

	
	Comments:

	10.1       Who prepares IRB study, 

amendments, renewal reports?
	 FORMCHECKBOX 
 PI

 FORMCHECKBOX 
 Co-PI

 FORMCHECKBOX 
 Coordinator

 FORMCHECKBOX 
 Other
	     

	10.2      Who prepares SAE/AE reports?


	 FORMCHECKBOX 
 PI

 FORMCHECKBOX 
 Co-PI

 FORMCHECKBOX 
 Coordinator

 FORMCHECKBOX 
 Other
	     

	10.3      Of the subjects chosen, how many 

consent forms reviewed are signed by:
	PI: 
	     
	

	
	Co-PI: 
	     
	

	
	Coordinator: 
	     
	

	
	Other: 
	     
	


	If necessary, use this space to explain any response to this section:
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