
	Principal Investigator:
	

	E-mail address:


	

	Co-Investigator(s):


	

	Study Staff:


	

	Protocol #:


	

	Current Approval Period
	

	Protocol Title:
	

	Name of person completing checklist:
	

	Date self assessment  was completed:
	

	Sponsor:
	· Private Industry

· Government

· Internal/Department
	· Foundation

· Other:__________________

· None



	
	Grant/Contract Title________________________________

_________________________________________________

_________________________________________________

Grant/Contract #___________________________________

Funder:  _________________________________________



	Committee Review

(check all that apply)
	· CHRMS
· CHRBS
· IBC

	· PRC

· GCRC

· Other_________

	Check all that apply to the study being assessed:
	· Greater than minimal risk

· Research involving children

· International Research

· Research involving Prisoners

· Clinical Research
	· Research Involving Pregnant Women

· Research involving Cognitively Impaired Subjects


 Instructions:
This self-assessment can be used as an educational tool to identify the strengths and weaknesses in your research practices and to inform you of what elements and practices are required for compliance with regulations, guidelines and policies for the conduct of human subject research at UVM/FAHC.  If you should have any concerns about your research program after conducting the self-assessment, please contact the IRB or the Office of Clinical Trials Research for assistance and input.
Completion of this self-assessment may require the input of many individuals.  You may need to seek information and contributions from various study team members in the field and those maintaining your study files.  For example, in order to understand whether or not the currently employed consent process is being executed as it was approved by the IRB, you may need to spend some time interviewing those who are conducting the consent.

The worksheets located at the beginning of the self-assessment should be completed first.  There are three of them, the Continuing Review Worksheet, the Consent Process Worksheet and the Amendments Worksheet.  Take the time to review your study files in order to complete these forms correctly; it will help you to answer many of the questions in the self-assessment. 
There is a “comments” box for every assessment criterion as well.  This can be filled out with any information that you find helpful, but it should always be filled out if N/A (not applicable) is checked.  If N/A is checked, a brief explanation as to why this criterion is not applicable should be provided.  The “*” in the comments column indicates that you may continue lengthy comments in the following comments section.
Worksheets

Continuing Reviews - Worksheet

	Was this study required to have continuing review more than once a year?
	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 



	Event


	IRB Approval Expiration Date
	Date Submitted to IRB
	Date renewed by IRB

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Continuing Review
	
	
	

	Where there any lapses in time when the study’s IRB approval had expired, but the renewal had not yet been issued?
	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 


	If there were any lapses, were subjects enrolled during that time?
	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 


	Date(s) of Lapse(s):


	Number of Subjects enrolled:


Comments:

	

	

	

	

	

	

	

	

	

	

	

	

	


Consent Process – Worksheet

Randomly select 10 enrolled subjects and answer the following questions.

[Note CF = Consent Form and CP = Consent Process]

	
	Subject #
	If a CF is being used, is it the same as the version that was approved at the time of consent?
	Is there evidence of the CP in the subject’s file? 
See note below
	Was consent completed prior to all research-related procedures, including any data collection?

	1. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	2. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	3. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	4. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	5. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	6. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	7. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	8. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	9. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	10. 
	
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
   
	Yes  FORMCHECKBOX 
            No  FORMCHECKBOX 


	*Note: Good research practice should create a record of how the consent process is executed so that there is sufficient documentation that legally effective informed consent was obtained and so that the PI can assure that the CP is being executed as approved by the IRB.




Comments:

	

	

	

	

	

	

	

	

	

	

	

	

	


Amendments - Worksheet

	Have you ever made ANY changes to the approved study protocol in any way? (This includes changes to the study staff, the consent form, advertising materials, questionnaires or any other study tools?)
	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 



	PRIOR to implementing those changes, did you submit ALL of them to the IRB for approval as an amendment to the study?
	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 



	If there were ever any times when a change was made to the study protocol prior to seeking IRB approval, did you inform the IRB of the change or report it as a protocol deviation?

Did you seek an amendment after the change?
	YES

 FORMCHECKBOX 

 FORMCHECKBOX 


	NO

 FORMCHECKBOX 

 FORMCHECKBOX 



	Event


	Date Submitted to IRB
	IRB Actions
	Approved by IRB?

	Amendment Request
	
	
	 FORMCHECKBOX 


	Amendment Request
	
	
	 FORMCHECKBOX 


	Amendment Request
	
	
	 FORMCHECKBOX 


	Amendment Request
	
	
	 FORMCHECKBOX 


	Amendment Request
	
	
	 FORMCHECKBOX 


	Amendment Request
	
	
	 FORMCHECKBOX 


	Amendment Request
	
	
	 FORMCHECKBOX 


	At the current time, have any changes been made to your study protocol or to approved study tools without prior approval of the IRB?

If, so please submit a protocol deviation report and a protocol amendment form to request the change for  future use.
	YES

 FORMCHECKBOX 

	NO

 FORMCHECKBOX 



Comments:
	

	

	

	

	

	

	

	

	

	

	

	

	


IRB Required Approvals, Documentation & Notifications
It is the responsibility of the PI to obtain certain approvals before conducting any human subject research or before making any changes to previously approved research and to maintain specific documentation at the study site or other approved site(s). Additionally, it is the responsibility of the PI to provide prompt notification to the IRB of certain events.  In order to inform your answers, please complete the Continuing Review Worksheet and the Amendment Worksheet prior to responding to this section.
	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments* 
	References

	1. 
	Has IRB approval of the initial protocol application for this study been obtained? (Including research protocol and consent form)
Date of  Initial Review:_____________
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	21 CFR 56.109(a)&(d)

45 CFR 46.109(a)&(d)
ICH GCP 8.2.7

	2. 
	Is documentation of approval(s) in the study file?
Location:____________________

____________________________
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	
	21 CFR 56.115(a)(1)

45 CFR 46.115(a)(1)
ICH GCP 8.2.7

	3. 
	Was IRB approval obtained for the version of the consent form currently being used to consent subjects?
Is documentation of the approval in the study file?
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 56.109 (b)&(c)

45 CFR 46.109(b)&(c)
ICH GCP 4.8.1

ICH GCP 4.8.2

ICH GCP 8.2.7
ICH GCP 8.3.3


	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments* 
	References

	4. 
	In this study, will you access patient records?

If so, did you submit a HIPAA application?

Is documentation of the approval in the study file?

Date of HIPAA Authorization Approval:
________________________________
	Studies accessing patient data from a hospital, physician’s office or other provider MAY be covered by HIPAA.  Check HIPAA policy.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	45 CFR 164.501, 164.508, 164.512(i), 164.514(e), 164.528, 164.532 

	5. 
	Has IRB approval been obtained for all changes or amendments to the study design/procedures?

Is documentation of the approval(s) in the study file?


	See Amendment Worksheet.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 56.108(a)(3) &(4)

21 CFR 56.115(a)(1)
45 CFR 46.103(b)(4)(iii)

45 CFR 46.115(a)(1)

ICH GCP 3.3.7

	6. 
	Has IRB approval been obtained for all changes and amendments to any research tool?

Is documentation of the approval(s) in the study file?


	Includes recruitment flyers, recruitment letters, disclosure letters, surveys, medical records forms, response cards, etc.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 56.115(a)
21 CFR 108(a)(3)&(4)

45 CFR 46.103(b)(4)(iii)

45 CFR 46.115(a)

ICH GCP 3.3.7

	7. 
	Has IRB continuing review and approval been obtained on at least an annual basis?

Is documentation of the approval(s) in the study file?
	See Continuing Review Worksheet
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 56.109(f)

21 CFR 56.115(a)(3)

45 CFR 46.109(e)

45 CFR 46.115(a)(3)

ICH GCP 3.1.4

ICH GCP 8.3.3


	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	8. 
	When the study was up for continuing review, was there any lapsed period(s) between approval date(s)?
	See Continuing Review Worksheet
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	9. 
	Are copies of all IRB study-related correspondences present in the file?
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	21 CFR 56.115(a)(4)

45 CFR 46.115(a)(4)
ICH GCP 4.9.4

	10. 
	Are copies of all required research staff Human Subjects Protections training certificates on file?


	Training must be completed for all investigators, persons obtaining consent and key personnel.
	 FORMCHECKBOX 


	 FORMCHECKBOX 


	 FORMCHECKBOX 


	
	21 CFR 56.111(a)(7)
45 CFR 46.111(a)(7)

	11. 
	Were all protocol deviations reported to the IRB?
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	21 CFR 56.108(a)(3) and (4)

45 CFR 46.103(b)(4)(iii)

ICH GCP 3.3.8
ICH GCP 4.5.2


*Comments:

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	


Consent Process

It is the responsibility of the PI to ensure that all federal and state regulations have been met through the informed consent process, and that informed consent itself has been properly obtained from the subject or the subject’s legal representative.  Documentation of the informed consent process is required to establish that the subject was accurately and adequately informed and that no study-related procedures were initiated prior to obtaining informed consent. In order to inform your answers, please complete the Consent Form Worksheet prior to responding to this section. 

	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	12. 
	Did this study use a consent form?

Does it use oral consent only?

Was child assent used?

Was there proxy consent?

Did the IRB approve the consent process being implemented by the study team?
	Assent is for children and other’s who don’t have the capacity to consent.
A proxy consent is consent by the subject’s legally authorized representative for those lacking capacity to consent.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	
	21 CFR 50.20

21 CFR 50.27

21 CFR 50.54-50.55

21 CFR 56.109(b)(c)

45 CFR 109(b)(c)

45 CFR 46.116-46.117
45 CFR 46.408-46.409

	13. 
	Did this study have approval from the IRB to waive or alter the informed consent process?
	Only the IRB can grant informed consent waivers.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	21 CFR 56.109(c)
45 CFR 46.116(c)(d), 45 CFR 46.117(c)

	14. 
	Was only a n IRB-approved consent form used to consent each subject?

Is the consent form/process currently being used to enroll subjects the correct and current version?

	Compare to most recently approved consent form.
	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 


	
	21 CFR 50.27
45 CFR 46.116-46.117


	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments* 
	References

	15. 
	Are the required elements of informed consent present in the consent form or the consent process?

1. Introduction to research project

· Statement that study involves research 

· Explanation of  purpose 

· Expected duration of participation

· Description of procedures 

· Identification of procedures which are experimental 

2. Description of foreseeable risks or discomforts

3. Description of anticipated benefits 

4. Disclosure of alternatives
5. Description of extent to which confidentiality will be maintained 
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 50.25(a)
45 CFR 46.116(a)



	16. 
	6. If more than minimal risk, explanation of what compensation or treatments are available if injury occurs 

7. Whom to contact for questions about 

· The research 

· The subject’s rights if research-related injury occurs  

8. Statements that: 

· Participation is voluntary 

· Refusal to participate will not result in any penalty or loss of benefits 

· Subject may withdraw at any time without penalty or loss of benefits
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 50.25(a)

45 CFR 46.116(a)



	17. 
	When necessary, are the additional elements of informed consent present in the consent form or the consent process?

1. Statement that procedure may involve unforeseeable risks 

2. Reasons participation may be stopped by the investigator without the subject’s consent 

3. Additional costs for participation 

4. Consequences of subject’s withdrawal and procedures for orderly termination 

5. Statement that significant new findings which relate to the subject’s willingness to participate will be provided 

6. Approximate number of subjects 
	The IRB may require some or all of the elements to be included in your consent process/form.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	21 CFR 50.25(b)
45 CFR 46.116(b)




	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments* 
	References

	18. 
	For each subject, was informed consent obtained prior to initiating any research procedures, including any and all data collection?
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	21 CFR 50.20
45 CFR 46.116

ICH GCP 2.9

ICH GCP 4.8.8


	19. 
	Was each consent form signed and dated by the subject (or subject’s legally authorized representative) and the individual consenting the subject?
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	21 CFR 50.27(a)

45 CFR 46.117

ICH GCP 4.8.8

	20. 
	Is there evidence of the informed consent process in the study files? (is there documentation of each subject’s consent to participate?)

For each subject, is there documentation that the subject (or the subject’s legally authorized representative} was provided a copy of the consent form?
	In addition to the original signed consent document there should be documentation of the consent process in the subject’s research records.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 50.27(a)

45 CFR 46.117(a)(b)

ICH GCP 4.8.11



	21. 
	Did each subject receive a copy of the consent form?


	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 50.27(a)

45 CFR 46.117(a)(b)

ICH GCP 4.8.11


*Comments:

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	


Conflict of Interest 

It is the responsibility of the PI to declare all potential and actual conflicts of interest that may affect the rights and welfare of human subjects.
	#
	Assessment Criteria
	Assistance
	True
	False
	N/A
	Comments*
	References

	22. 
	Investigator does not concurrently receive compensation (honoraria/ consulting fees) from sponsor.
	Conflicts must be recorded at least annually via the continuing review form.
	
	
	
	
	21 CFR 54

21 CFR 312.64(d)

	23. 
	Investigator does not have significant investment in, or serve in a decision-making capacity, for the sponsor of study.
	
	
	
	
	
	


*Comments:

	

	

	

	

	

	

	

	

	

	


Protocol Adherence

 It is the responsibility of the PI to conduct the approved research as it was approved by the IRB.  The IRB takes all elements of the study design into careful consideration when conducting an ethical review.  ANY changes to study protocol without IRB approval is noncompliance which may require federal and institutional reporting.
	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	24. 
	Study Population:

Are the subjects being recruited as approved by the IRB?
	Interview study staff and confirm their methods with those approved.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	ICH GCP 4.5.2

ICH GCP 4.5.3

	25. 
	Recruitment:

Are the recruitment techniques being used the same as those approved by the CHR in the most recent version of your protocol?

Are you using only IRB-approved advertisements and recruitment materials?
	Interview study staff and confirm their methods with those approved.


	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 


	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	ICH GCP 4.5.2

ICH GCP 4.5.3

	26. 
	Screening:

Is there a screening log or other mechanism to monitor screening procedures?

Were screening criteria implemented as written in the protocol?
	Interview study staff and confirm their methods with those approved.

Review screening logs/documentation.
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	ICH GCP 4.5.2

ICH GCP 4.5.3 
ICH GCP 8.3.20 

	27. 
	Inclusion/Exclusion Criteria (Eligibility):

Are eligibility requirements for the enrollment of subjects being executed as approved by the IRB?
Have any subjects been enrolled who do not meet the inclusion requirements?


	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	ICH GCP 4.5.2

ICH GCP 4.5.3

	28. 
	Number of subjects enrolled:

How many subjects were approved to be enrolled? __________

How many subjects have been enrolled to this date? __________


	Number of women enrolled __________

Number of men enrolled __________


	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	29. 
	Study Procedures:

Currently, is the study being conducted as it was approved by the IRB?

Is the data being collected the same information that was approved to be collected in the IRB application?

Is the identifiable information of subjects being maintained as approved?
	Interview study staff and confirm their methods with those approved.


	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	ICH GCP 4.5.1

ICH GCP 4.5.2

ICH GCP 8.2.7

ICH GCP 8.3.3

	30. 
	Study Tools/ Instruments::

Are the study tools (surveys, questionnaires, etc.) being used as approved by the IRB?
Have any changes been made to the study tools?

Were the changes submitted to the IRB as an amendment prior to implementing the changes?
	Compare with approved tools.

The conduct of research may reveal deficiencies in tools and adjustments need to be made.  
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	ICH GCP 4.5.1

ICH GCP 4.5.2

ICH GCP 8.2.7

ICH GCP 8.3.3



	31. 
	Prisoner Protections:

Did any study subjects become incarcerated while enrolled?

If so, did you notify the IRB?
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	45 CFR 46.305

	32. 
	Compensation

Were subjects provided the approved compensation?  

Is there a mechanism to record provision of compensation?
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	ICH GCP 3.1.2

ICH GCP 8.2.7

	33. 
	Study Oversight & Monitoring:

Is an enrollment log maintained?

Is data collection documented accurately and completely?
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

	
	ICH GCP 4.9.4

ICH GCP 5.6.1

ICH GCP 6.13

ICH GCP 8.1

ICH GCP 8.3.13

ICH GCP 8.3.22



*Comments:

	

	

	

	

	

	

	

	

	

	

	

	

	

	


Safety Monitoring
Investigators are responsible for appropriate monitoring to detect unanticipated problems involving risks to subjects or others and for reporting them to the IRB.
	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	34. 
	Is there a safety monitoring plan in place for this study?

Is there a safety monitor for this study?

Is there a Data Safety Monitoring Board (DSMB) for this study?

If there is a DSMB, were all reports forwarded to the IRB for review?

	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	ICH GCP 8.3.10 

	35. 
	Were all reportable adverse events, unanticipated problems and other safety data reported to the IRB?

Were all reportable adverse events reported to the study sponsor?

For those reported, were they reported to the IRB per the timeline requirements?

For those not reported, why weren’t they reported? ________________________________

________________________________________

________________________________________
	
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	
	21 CFR 312.32

21 CFR 312.64(b)

21 CFR 312.66
ICH GCP 1.50

ICH GCP 4.11.1

ICH GCP 8.3.17




	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	36. 
	Were all local adverse events monitored & recorded?
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	21 CFR 312.64(b)

21 CFR 312.66

ICH GCP 4.11.1

ICH GCP 8.3.17




*Comments:

	

	

	

	

	

	

	

	

	

	

	

	


Clinical Trials - Essential Documents

A clinical trial is a research study designed to test the safety and/or effectiveness of drugs, devices, treatments, or preventive measures in humans. Clinical trials can usually be divided into four categories or "phases".  Most regulatory requirements for clinical trials are imposed by the Food and Drug Administration and are according to the standards of Good Clinical Practice (GCP).

Part 1 – Regulatory Documentation:




	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	37. 
	Are the regulatory documents organized, complete, and available?
	
	
	
	
	
	21 CFR 312.62

21 CFR 312.68

ICH GCP 2.10

ICH GCP 4.9.4

	38. 
	FDA Form 1572
Is the FDA 1572 current, signed, dated, complete, and correct?

Are all sub-investigators listed on FDA 1572?
	
	
	
	
	
	21 CFR 312.53(c)
http://forms.psc.gov/forms/FDA/fda-1592.pdf

	39. 
	Are all of the required CVs on file?
	
	
	
	
	
	ICH GCP 4.1.1
ICH GCP 8.2.10

ICH GCP 8.2.12

ICH GCP 8.3.7

	40. 
	Are the protocol and the operations manual available and current?
	
	
	
	
	
	21 CFR 58.120

	41. 
	Is adequate version control maintained for the documents?
	
	
	
	
	
	

	42. 
	Laboratory 

Are the laboratory certifications on file?

Are the laboratory norms on file?
	
	 
	
	
	
	ICH GCP 8.2.12 

ICH GCP 8.3.7

(laboratory certificates)

ICH GCP 8.2.11
ICH GCP 8.3.6

(laboratory norms)


	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	43. 
	Is the current investigator’s brochure on file?
	
	
	
	
	
	21 CFR 312.55

ICH GCP 7.1

ICH GCP 8.2.1

ICH GCP 8.3.1

	44. 
	Is the site signature log present?
	Document the signatures and initials of all people authorized to make entries on the CRFs.
	
	
	
	
	ICH GCP 4.1.5

ICH GCP 8.3.24

	45. 
	Is the subject enrollment log present?
	Document chronological enrollment of study subjects by subject number.
	
	
	
	
	ICH GCP 8.3.22

	46. 
	Are records of study and clinic staff training in file?
	
	
	
	
	
	21 CFR 58.29 (GMPs for nonclinical laboratory studies)

21 CFR 211.25 (GMPs for finished pharmaceuticals)

21 CFR 312.53 (Sponsors selection of qualified investigators and monitors for INDs)

21 CFR 600.10 (GMPs for biological products)

21 CFR 606.20(b) (GMPs for blood components)

21 CFR 812.43 (investigators for IDEs)

ICH GCP 2.8



*Comments:

	

	

	

	

	

	

	

	

	

	

	

	


Part 2 – Subject Records

	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	47. 
	Are the study events noted in subject’s official research record?
	e.g. enrollment, consent, study drug involved,  concomitant meds, AEs, study completion
	
	
	
	
	21 CFR 312.62(b)
21 CFR 812.140(a)(3)

	48. 
	Are the Case Report Forms (CRF) completed and current?

Are the CRF data supported by source documents?


	
	
	
	
	
	21 CFR 312.62(b)
21 CFR 812.140(a)
ICH GCP 4.9.1
ICH GCP 4.9.2

ICH GCP 8.3.14

	49. 
	Are data corrections made appropriately?
	
	
	
	
	
	ICH GCP 4.9.3

	50. 
	Are case histories adequate and accurate?
	
	
	
	
	
	21 CFR 312.62(b)

	51. 
	Are the subject records readily available?
	
	
	
	
	
	21 CFR 312.68

	52. 
	Are the records adequate to document that the subject is real and in the study?
	
	
	
	
	
	21 CFR 312.62(b)
ICH GCP 8.3.13

	53. 
	Are the clinical lab results documented and available?
	
	
	
	
	
	ICH GCP 8.3.13
ICH GCP 8.4.8

	54. 
	Are drop-out reasons recorded or listed somewhere in the study records?
	
	
	
	
	
	IRB Continuing Review Form


*Comments:

	

	

	

	

	

	

	

	

	

	

	

	

	


Drug/Device Accountability/Handling
	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	55. 
	Are adequate records of receipt maintained?
	e.g. name of device/prescription; quantity; dates of receipt; batch number or code; names of people who received, used or disposed of the device/drug; method of delivery
	
	
	
	
	21 CFR 312.57 (INDs)

21 CFR 812.140 (devices)
21 CFR 1306.15 

21 CFR 1306.27

(prescriptions)

ICH GCP 4.6.1

ICH GCP 4.6.2
ICH GCP 4.6.3

ICH GCP 8.2.15
ICH GCP 8.3.8

	56. 
	Are there adequate records of patient dispensing and returns?
	Source documents
	
	
	
	
	21 CFR 312.62(a)
ICH GCP 4.6.3

ICH GCP 8.4.1

	57. 
	Are there adequate records of disposition?
	e.g. delivery of product, inventory, and use by each subject 
	
	
	
	
	21 CFR 312.62(a)

ICH GCP 4.6.3



	#
	Assessment Criteria
	Assistance
	Yes
	No
	N/A
	Comments*
	References

	58. 
	Are storage conditions and/or monitoring methods per protocol?

Are they per regulatory requirements?
	
	
	
	
	
	ICH GCP 4.6.4

ICH GCP 5.13.2 

ICH GCP 5.14.3.  

ICH GCP 5.18.4.  

ICH GCP 8.2.14. 


*Comments:

	

	

	

	

	

	

	

	

	

	

	

	

	


Other Issues and Recommendations

Are there any additional questions pertinent to this protocol which were not addressed by this assessment?

_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Do you have any recommendations for improvement of human subjects research at UVM/FAHC?

_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Do you think that completing this self-assessment was a worthwhile exercise?  

Explain:______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

What, if anything, did you learn from this exercise?

_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Do you have any recommendations to improve the self-assessment process or form?

Explain:______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Human Subjects Protection Program


Investigator Self - Assessment
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