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NAVAL MEDICAL RESEARCH CENTER



 Office of Research Administration


	HRPP#:
     
(DoD#:
     )


Continuing Review Report

Continuing Review Number (provide sequential report number): 
Instructions:  Please submit this completed form for all research involving human subjects to the NMRC Office of Research Administration (ORA). Please contact ORA if you have any questions at (301) 319-7276.

Continuing Review:  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.  Continuing review will be conducted by the convened IRB unless the research falls into one or more of the categories appropriate for expedited review.

The information requested in this application is designed to provide the IRB with the necessary information to make the Federally required determinations codified at 32 CFR Part 219, 21 CFR Parts 50, 54, & 56, and 45 CFR Part 46 Subparts B, C and D.  Incomplete answers may result in the IRB requesting additional information or clarification.

Reporting Timeline:  To ensure timely review and approval and avoid a lapse in approval period, please submit your continuing review report in accordance with the published IRB meeting submission calendar.
Additional Forms: This report should be accompanied by Investigator Statement of Assurance (IRB Form S).
Part A – Background Information

1.
Date:       
2.
Title of Project:      
3.
NMRC / NMRCD Lead Investigator (name):      

Signature: 
_____________________________________

Date: 



4.
Principal Investigator, if different from above (name):      
5.
Medical Monitor (name):      
6.
Primary or Lead IRB (name of institution):      

7.
Dates of reporting period:      
8.
Date of IRB approval expiration:      
Part B – Current Status of Research

1.
Study initiation date:       
2.
Study completion date (or estimated date if study still ongoing):       
3.
Current Status of the approved study:

 FORMCHECKBOX 

No subjects enrolled

 FORMCHECKBOX 

Active – still enrolling subjects

 FORMCHECKBOX 

Closed to enrollment but subjects are still on the protocol regimen

 FORMCHECKBOX 

Closed to enrollment but follow-up of subjects continues

 FORMCHECKBOX 

Closed to enrollment but analysis of identifiable/coded data continues

 FORMCHECKBOX 

Study withdrawn

4. 
Research Risk level as determined by IRB:

 FORMCHECKBOX 

Minimal Risk

 FORMCHECKBOX 

Greater than minimal risk
5.
Research Sites (check all that apply):

 FORMCHECKBOX 

NMRC/NMRCD facilities (list):      
 FORMCHECKBOX 

Multi-center clinical trial

 FORMCHECKBOX 

Other collaborating institutions (provide institution name(s), respective IRB approval expiration date and a copy of the approval(s), if available): 

     
Part C – Update on Research Design and Procedures

1.
Please state the objectives of the research, a summary of the research plan and methods, and summarize your findings to date, including preliminary results where available:      
2.
Briefly summarize recent scientific literature, study-wide reports, monitoring reports, preliminary results or any other information that has become available since the last IRB review and that may affect the IRB’s deliberations about the risks or benefits associated with the research:      
3.
Please describe any problems with or changes in the research since the last IRB review, including the following: subject recruiting; advertising; subject compensation; inclusion or exclusion criteria; costs to subjects; investigator inducements; informed consent; documentation of informed consent; privacy or confidentiality protections; safety monitoring; vulnerable subject protections:      
4.
Were all changes described above prospectively reviewed and approved by the IRB prior to implementation?  

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (If no, please explain):      
Part D – Update on Subject Selection and Recruitment

1.
Number of subjects approved for this study:      
2.
Number of subjects enrolled in this study to date:      
3.
Number of subjects enrolled since last IRB continuing review report:      
4.
Number of additional subjects to be enrolled in this NMRC approved study:      
5.
Have any subjects been withdrawn from this NMRC approved study to date? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (If yes, please explain):      
6.
Have any subjects been excluded on the basis of race, ethnic group, understanding of English, socioeconomic status, education, gender, or pregnancy? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (If yes, please explain):      
7.
Number of subjects enrolled: 

Adults (as defined by local law):      
Children (as defined by local law):      
8.
This study involves (check all that apply):


 FORMCHECKBOX 
 Male







 FORMCHECKBOX 
 Female
 FORMCHECKBOX 
 U.S. Active Duty Military 




 FORMCHECKBOX 
 Foreign Active Duty Military


 FORMCHECKBOX 
 Employees of the NMRC/NMRC-D/WRAIR


 FORMCHECKBOX 
 Healthy volunteers

 FORMCHECKBOX 
 Pregnant Women, Human Fetuses, or Neonates


 FORMCHECKBOX 
 Lactating Women

 FORMCHECKBOX 
 Human Placental or Fetal Material, Embryos, or Stem Cells

 FORMCHECKBOX 
 Non-English Speaking Persons (list languages):      
 FORMCHECKBOX 
 Prisoners or Juvenile Offenders

 FORMCHECKBOX 
 Persons with Acute/Severe Mental/Physical Disabilities (describe):      
 FORMCHECKBOX 
 Persons in a Sedated/Traumatized/Crisis State (describe):      
 FORMCHECKBOX 
 Persons with Cognitive, Social, Economic, or Educational Disadvantages (describe):      
8.
Please describe any changes in the inclusion/exclusion criteria for the study, explaining any changes since the last review:      
9.
Are treating physicians, clinicians, or researchers being compensated or paid an incentive for referring or enrolling subjects?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (If yes, please explain):      
Part E – Update on Research Risks

1.
Please describe what risks, side effects or discomforts (i.e., physical, psychological, social, and economic) have been observed to date:      
2.
Please summarize any serious adverse events or unanticipated problems involving risks to subjects or others occurring since the beginning of the study, including their nature, frequency, and resultant changes to the research or consent process:      
a. Were all such events or problems previously reported to the IRB?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (If no, please explain):      
3.
Please describe any (i) unexpected adverse events and their likely cause; (ii) withdrawal of subjects from the research; or (iii) complaints about the research occurring since the last IRB review:      
a. Have these events, withdrawals, or complaints altered the conduct of the study?      
4.
Should the protocol be changed in light of any of these events, problems, withdrawals or complaints? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (If yes, please explain):      
Part F – Additional Information

1.
Please list any other information specific to this study that you believe the IRB should consider:      
2.
As the NMRC/NMRCD investigator, do you believe that continuation of the research is justified in light of the above information? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (If no, please explain):      
Part G – Update on Significant Financial Interest Disclosure

Significant Financial Interests:  A Significant Financial Interest is defined as an interest valued at greater than $10,000 or an equity ownership of more than 5% held by an investigator and/or the investigator’s spouse and/or dependent children. 

Financial Interests (check all that apply): 

 FORMCHECKBOX 
 Members of the investigative team have no significant financial interests related to this research

 FORMCHECKBOX 
 Members of the investigative team are disclosing the following significant financial interests (check all that apply): 

 FORMCHECKBOX 

Salary or other payment for services (e.g., consulting fees or honoraria)

 FORMCHECKBOX 

Equity interests (e.g., stocks, stock options, or other ownership interests)

 FORMCHECKBOX 

Intellectual property rights (e.g., patents, copyrights, or royalties from such rights)

 FORMCHECKBOX 

Other significant financial interest that could affect, or be perceived to affect, the results of the research or educational activities funded or proposed for funding

Part H –  Attachments

1.
Please attach the following items as applicable and check those attached: 

 FORMCHECKBOX 

Complete research protocol or research plan in most current form 
 FORMCHECKBOX 

Current Data Monitoring Committee or Data Safety Monitoring Board report

 FORMCHECKBOX 

Informed consent/assent/parental permission document(s) with current IRB approval period indicated (i.e., current stamped version)
 FORMCHECKBOX 

Informed consent/assent/parental permission document(s) for proposed approval period (in word format)

 FORMCHECKBOX 

Translated & authenticated versions of the proposed consent, permission, and/or assent document(s) above for likely non-English speakers, where applicable

 FORMCHECKBOX 

Copy of final report submitted to sponsor for FDA-regulated research 

 FORMCHECKBOX 

Copy of collaborating IRB or ethical approvals 

 FORMCHECKBOX 

Other (e.g., tables of study data, figures, etc.):      
2.
Please attach the following items ONLY IF NOT PREVIOUSLY SUBMITTED:

 FORMCHECKBOX 

Any government, sponsor, or other audit or monitoring report for NMRC/NMRCD sites

 FORMCHECKBOX 

Any available abstracts, reprints, or progress reports based on the research

 FORMCHECKBOX 

Clinical investigator’s brochure, package insert, PDR monograph, labeling information, where applicable

 FORMCHECKBOX 

All advertisements, announcements, letters, or other recruiting materials

 FORMCHECKBOX 

All scales, survey instruments, questionnaires, interview scripts, etc.

 FORMCHECKBOX 

For PHS funded research, federal grant application (except attachments), where applicable
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