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NAVAL MEDICAL RESEARCH CENTER



Office of Research Administration


	HRPP#:
     
(DoD#:)     


IRB Checklist – Continuing Review

Reviewer (name):       
Reviewer Type: 
 FORMCHECKBOX 

Primary 
 FORMCHECKBOX 

Secondary 
 FORMCHECKBOX 

Expedited

Title of Project:      
Lead Investigator (name):       
Principal Investigator, if different from above (name): 
Lead IRB (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

Category No.:      
 FORMCHECKBOX 

Recommendations to Convened IRB by Expedited Reviewer

 FORMCHECKBOX 

Recommendations by Convened IRB



     
Signature of Reviewer




Date

Part A - Background Information

1. Please verify that the investigator has provided adequate information for the continuation of the proposed research. 

	
	Yes
	No
	N/A

	a. Investigator has been using the current, approved informed consent document
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. The proposed informed consent document for the next approval period reflects all proposed changes and revisions
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. The number of subjects enrolled corresponds to the number approved for enrollment
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. The research project and progress to date are described adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Serious, unanticipated adverse events for the whole study are summarized adequately
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. The following information since the last IRB review is described adequately
	
	
	

	1) Serious adverse events and unanticipated problems involving risks to subjects or others
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2) Withdrawal of subjects
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3) Complaints
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4) New information provided in study reports and recent literature
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Host country continuing approval obtained and received
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h. Continuing IRB approval from collaborating institutions obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Part B – Regulatory Criteria for Approvals

Regulatory Criteria: The NMRC IRB is required to conduct substantive and meaningful continuing review of research at intervals appropriate to the degree of risk, but not less than once per year. In order to approve continuation of the research, the IRB must have sufficient information to determine that the eight required criteria codified at 32 CFR 219.111 have been satisfied.  

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

	a. Risks are minimized through sound research design
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Risks are reasonable in relation to anticipated benefits
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Selection of subjects is equitable
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. The informed consent process is adequate (or has previously been waived by the IRB)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Documentation of informed consent is adequate (or has previously been waived by the IRB)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Safety monitoring is adequate and appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	h. Safeguards for vulnerable subjects are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
3. Please verify that safeguards for vulnerable subjects are adequate:
 FORMCHECKBOX 
 Military personnel (complete Question 3-A)
 FORMCHECKBOX 
 Adults with Impaired Capacity for Decision-Making (complete Question 3-B)
 FORMCHECKBOX 
 Other vulnerable adults (e.g., socially or economically disadvantaged, complete Question 3-C)

 FORMCHECKBOX 
 Children (complete Attachment 1, see 21 CFR Part 50 & 45 CFR Part 46 Subpart D)

 FORMCHECKBOX 
 Prisoners (complete Attachment 2, see 45 CFR Part 46 Subpart C)
 FORMCHECKBOX 
 Pregnant Women and Fetuses (complete Attachment 3, see 45 CFR Part 46 Subpart B)

 FORMCHECKBOX 
 Neonates (complete Attachment 3, see 45 CFR Part 46 Subpart B)

 FORMCHECKBOX 
 N/A – no vulnerable subjects (skip to Question 4 below)

	A. Military Personnel
	Yes
	No
	N/A

	1. Deployment of military personnel has been considered and contingency planning is appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Approval from appropriate supervisors has been obtained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. For research involving more than minimal risk, procedures to prevent influence by unit officers and noncommissioned officers (NCOs) on the decisions of their subordinates to participate or not participate. (e.g., unit officers and NCOs are not present during recruitment and consent process)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. When a percentage of the unit is being recruited to participate as a group, an ombudsman (independent from research and unit) will be present to monitor the recruitment briefings
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
	B. Adults with Impaired Capacity for Decision-Making
	Yes
	No
	N/A

	1. Procedures to assess subjects’ decisional capacity and understanding of the research are still adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Procedures for obtaining consent from legally authorized representative are still adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Protections for subjects’ with impaired decision making are still adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
	C. Other Vulnerable Subjects
	Yes
	No
	N/A

	Procedures to address subjects’ vulnerabilities are included, still appropriate, and adequate (e.g., provisions for coercion and operational commitments)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Part C – Documentation Reviewed

4. Please check that you have reviewed the following additional documentation, if appropriate:
	I have personally reviewed:
	Yes
	No
	N/A

	a. Investigator assurance
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Forms for non-English speakers
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Previous initial review packet
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Previous continuing review packet
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h. Host country government approvals
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	i. Host country ethical approvals
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	j. Collaborating institutions’ IRB approvals
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



Comments or Concerns:      
Appendix A - Expedited Review Categories

Regulatory Criteria: Expedited review is conducted by the IRB Chair or Vice Chair instead of the full IRB.  It may be used for research that (1) presents no more than minimal risk to subjects and (2) involves only procedures described in the list provided below.  

	Cat. 1

(a)  FORMCHECKBOX 

or

(b)  FORMCHECKBOX 

 
	1.  Clinical studies of drugs and medical devices when condition (a) or (b) is met:
a) Research on drugs for which an investigational new drug application is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.) OR

b) Research on medical devices for which (i) an investigational device exemption application is not required or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.  

	Cat. 2

(a)  FORMCHECKBOX 

or

(b)  FORMCHECKBOX 

 
	2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture from:

a) Healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; OR

b) Other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

NOTE:
Children are “Persons who have not attained the legal age for consent for treatments or procedures involved in the research under the applicable law of the jurisdiction in which the research takes place.” 

	Cat. 3

  FORMCHECKBOX 

	3.  Prospective collection of biological specimens for research purposes by noninvasive means. Examples include the following:
a) Hair and nail clippings in a nondisfiguring manner;

b) Deciduous teeth at exfoliation or if routine care indicates a need for extraction;

c) Permanent teeth if routine care indicates a need for extraction;

d) Excreta and external secretions (including sweat);

e) Uncannulated saliva collected in an unstimulated fashion or by chewing gumbase or wax or by applying a dilute citric solution to the tongue;

f) Placenta removed at delivery;

g) Amniotic fluid obtained at rupture of the membrane prior to or during labor;

h) Supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of and the process is accomplished in accordance with accepted prophylactic techniques;

i) Mucosal and skin cells from buccal scraping/swab, skin swab, mouth washing; and

j) Sputum collected after saline mist nebulization. 


	Cat. 4 FORMCHECKBOX 


	4.  Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving X-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.) Examples:

a) Physical sensors applied to the surface of the body or at a distance and not involving input of significant amounts of energy or an invasion of privacy;

b) Weighing or testing sensory acuity;

c) Magnetic resonance imaging;

d) Electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; and

e) Moderate exercise, muscular strength / flexibility testing, and body composition assessment appropriate for the subject’s age, weight, and health. 

	Cat. 5

(a)  FORMCHECKBOX 

or

(b)  FORMCHECKBOX 

	5.  Research involving materials (data, documents, records, or specimens) that:
a) Have already been collected for some other purpose, OR

b) Will be collected for non-research purposes (such as medical treatment or diagnosis).
NOTE: Such research may be exempt under some conditions.

	Cat. 6 FORMCHECKBOX 

	6.  Collection of data from voice, video, digital, or image recordings made for research purposes.

	Cat. 7

(a)  FORMCHECKBOX 

or

(b)  FORMCHECKBOX 

 
	7.  Research on:

a) individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior), OR

b) research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. 
NOTE: Such research may be exempt under some conditions. 

	
	The following two categories are for CONTINUING REVIEWS ONLY:

	Cat. 8

(a)  FORMCHECKBOX 

or

(b)  FORMCHECKBOX 

or

(c)  FORMCHECKBOX 

	8.  Continuing review of research previously approved by the convened IRB as follows:

a) where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; OR
b) where no subjects have been enrolled and no additional risks have been identified; OR
c) where the remaining research activities are limited to data analysis.

	Cat 9

 FORMCHECKBOX 

	9.  Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified. 
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