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NAVAL MEDICAL RESEARCH CENTER



Office of Research Administration


	HRPP#:
      
(DoD#:     )


IRB Checklist – Amendment Review

Reviewer (name):       
Reviewer Type: 
 FORMCHECKBOX 

Primary 
 FORMCHECKBOX 

Secondary 
 FORMCHECKBOX 

Expedited

Title of Project:      
 NMRC Lead Investigator (name):       
Principal Investigator, if different from above (name):      
Reviewer Recommendations Summary

Level of Risk (please check):  

 FORMCHECKBOX 

Remains…   or
 FORMCHECKBOX 

Has changed to …

 FORMCHECKBOX 

Minimal risk (the probability and magnitude of harm or discomfort are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests)
 FORMCHECKBOX 

Greater than minimal risk

Device Category (please check one):

 FORMCHECKBOX 

Not applicable
 FORMCHECKBOX 

Significant risk
 FORMCHECKBOX 

Non-significant risk

Child Category (see also Attachment 1):
 FORMCHECKBOX 

Not applicable 

 FORMCHECKBOX 

Cat. 1 (45 CFR 46.404) – minimal risk w/ prospect of direct benefit

 FORMCHECKBOX 

Cat. 2 (45 CFR 46.405) – greater than minimal risk w/ intent of direct benefit

Maximum Total Subject Enrollment Number:      
Independent Verification of No Material Changes Since Previous IRB Review (check one):

 FORMCHECKBOX 
  Not Recommended
 FORMCHECKBOX 
  Recommended (please comment):      
Recommended IRB Action (check one):

 FORMCHECKBOX 

Approve as submitted

 FORMCHECKBOX 

Modifications required to secure approval 

 FORMCHECKBOX 

Defer for the reasons described below

 FORMCHECKBOX 

Table for the reasons described below

 FORMCHECKBOX 

Disapprove for the reasons described below 

(Expedited Reviewer must forward to convened IRB)

 FORMCHECKBOX 

Suspend for the reasons described below

 FORMCHECKBOX 

Terminate for the reasons described below

Comments or Concerns:      
Continuing Review Frequency (check one):

 FORMCHECKBOX 
  12 months
 FORMCHECKBOX 
  6 months
 FORMCHECKBOX 
  Other:      
Type of Review (check one):

 FORMCHECKBOX 

Expedited Reviewer Acting on Behalf of the IRB (32 CFR 219.110 (b)(2)
 FORMCHECKBOX 

Recommendations to Convened IRB by Expedited Reviewer

 FORMCHECKBOX 

Recommendations by Convened IRB



     
Signature of Reviewer




Date

Part A - Background Information

Please verify that the investigator has provided adequate information to amend the proposed research. 

	
	Yes
	No
	NA

	a. Request for Amendment to IRB Approved Research (IRB Form 2)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Change in Research Personnel (IRB Form 2)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Investigator Statement of Assurance (IRB Form S)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Change in Research Site (IRB Form 2)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Curricula vitae for new research team members
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Appropriate training for research team members
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Research monitor addendum (signed), if applicable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h. DoD Individual Investigator Agreement, if applicable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	i. Other Collaborative Agreement (CRADAs, MOUs, MOAs, IAIRs, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	j. Other change (provide details below)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Part B – Criteria for Approvals

Please verify that the investigator has submitted sufficient information to determine that the following criteria have been satisfied: 
	
	Yes
	No
	NA

	a. The requested amendment does not change the risk level
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Risks remain reasonable in relation to anticipated benefits
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. The changes /amendments affect the statistical integrity of the study (i.e. changes in objectives, sample size justification, randomization scheme, dose escalation rules, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. The amendment requires changes to the Informed Consent Document (ICD)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1) Informed consent process is described adequately (if informed consent is waived, complete Part C, Waiver of Informed Consent)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Circumstances of consent (e.g., timing, place, person obtaining consent) minimize coercion or undue influence (if vulnerable subjects are involved, complete Question 7)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Informed consent will be documented by obtaining a written consent form that is signed and dated (if documentation is waived, complete Part C, Waiver of Informed Consent)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) The informed consent document does not include exculpatory language (i.e., waiving or appearing to waive any of the subject’s legal rights, or releasing or appearing to release the investigator, the sponsor, the institution or its agents form liability for negligence.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5) The informed consent document does not include complex language (e.g., technical terms or un-defined medical terms) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6) The informed consent document does not include coercive language (e.g., use of first person) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The following 8 required elements set forth at 32 CFR 219.116 are included:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1)  Statement that study involves research and includes including the purpose, duration, procedures, identification of experimental procedures
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Disclosure of reasonably foreseeable risks or discomforts
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Description of any benefits to subjects or others
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) Disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to subjects
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5) Description of the extent to which confidentiality of records will be maintained (including that records may be inspected by monitors, DOD, FDA, OHRP, the Study Sponsor, or Federal funding agency).
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6) If research is more than minimal risk, whether any compensation or medical treatments are available for injury with description. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7) Three contacts: study information (PI’s name & phone number), research related injury, subjects’ rights (IRB) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8) Voluntary participation, including “refusing to participate or withdrawing from the research involve no penalty or loss of benefits to which the subject is otherwise entitled” 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The following additional elements as appropriate (i.e., greater than minimal risk studies) are included:
	
	
	

	1) Unforeseeable risks
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Investigator-Initiated Termination of Participation
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Additional Costs
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) Early Withdrawal/Procedures for Termination
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5) Significant New Findings
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6) Approximate Number of Subjects
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Provisions for the protection of privacy of subjects and the confidentiality of data/records are adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. All documents that require updates have been included for approval
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Part C – Documentation Reviewed

Please check if you have reviewed the following additional documentation:
	I have personally reviewed:
	Yes
	No
	NA

	a. Request for Amendment to IRB Approved Research (IRB Form 2)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Change in Research Personnel (IRB Form 2)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Change in Research Site (IRB Form 2)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Investigator Statement of Assurance (IRB Form S)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Research protocol, clinical investigator’s brochure, grant application (as applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Current informed consent, parental permission, and/or child assent documents 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Proposed informed consent, parental permission, and/or child assent documents (if applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h. Forms for non-English speakers (as applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	i. Advertisement(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	j. Investigator Brochure
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	k. Scripts for announcement
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	l. Web Posting
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	m. Revised Questionnaires
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	n. Subject Letters
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	o. Charts/Tables
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	p. Collaborating institutions’ IRB approvals
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	q. Scientific Approval
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	r. Other (please describe)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
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