Institutional Review Board

Naval Medical Research Center

Continuing Review Report for Protocols 

Involving the Participation of Human Subjects

General Directions:

1. As mandated by the Code of Federal Regulations, all protocols involving the 

use of human subjects must be reviewed at least annually by the Institutional Review Board (IRB). The Code requires more frequent continuing reviews for particularly important factors such as greater levels of risk etc. The purpose of continuing review is to assess a protocol’s progress and direction, to determine its adherence to ethical norms and original approvals,  to direct new ethical needs in the light of new requirements, and to reauthorize the research effort for its next period of performance. A research effort becomes unauthorized and thereby falls into non-compliance when its continuing review deadline is not met. In the case of such non-compliance, as directed by higher authorities the IRB Chair or Command officials take immediate action with the investigator and related staff to suspend the research effort until compliance is re-established.

2. To meet the important task of continuing review, an IRB revisits each protocol under the same categories under which it first gave approval. Part of the continuing review process includes a review and re-approval of informed consent procedures and processes. Concerning the informed consent document, the document itself must be re-approved and reissued at the time of continuing review. Reissuance is certified by an authoritative stamp that indicates the performance period in which the informed consent may be used with permission of the IRB.

3. The minimally required annual review must coincide with the anniversary date of the protocol's original IRB review. Even in the case of protocols not implemented for various reasons after initial review, an annual continuing review is required so as to assess the need for modifications that may be necessary in the light of new requirements due to scientific advancement, ethical insights and norms, or other regulations. The Office of Research Administration (ORA) or other IRB Office in the local activity must notify the Principal Investigator or other relevant individual at least 60 days prior to the scheduled date that the required review is imminent. More frequent reminders should be arranged to ensure absolute compliance and to reduce at all costs any instances of non-compliance. However, it is ultimately the responsibility of the submitting investigator to ensure that a protocol meets continuing review requirements. Investigators are not to rely on executive staff solely for continuing review notifications.

4. . The Principal or other relevant investigator is to complete the form below as completely as possible. Once completed, the continuing review report must be routed through relevant program, department and directorate Chief Scientists for review and validation before submission to ORA or the local IRB office. For reports submitted from the NMRC-DET in Lima, Peru, reports should be reviewed, validated and submitted through the Officer in Charge or his/her delegate.

5. After review and validation, continuing review reports must be received in the most timely manner possible. For NMRC and NMRC-DET, continuing review materials must be received in ORA NLT the last day of the month prior to the month of the protocol’s anniversary date.

6. The IRB may require additional information from investigators to be appended to submitted reports.

7. The IRB may recommend to the Commanding Officer additional continuing reviews of research during the year. Additional reviews, however, do not substitute for the yearly required review at the protocol's anniversary date.

8. Questions or need for clarification should be addressed to:

Executive Administrator

Institutional Review Board

Office of Research Administration

Naval Medical Research Center

Tel:
(301) 319-7276

Fax:
(301) 319-7277

E mail:  ora@nmrc.navy.mil

Continuing Review Report for Protocols

Involving the Participation of Human Subjects
1. Dates of Present Reporting Period:

2. DoD Assurance Number:

3. IRB Protocol Title:

4. Risk level  (Exempt, Minimal, or Greater than minimal):

5. Performing Laboratory Designation: 

(Command, Program, Department, Directorate etc)

6. Applicable Work Unit Number(s): 

(List full work unit numbers for all applicable work units. Please note that the work unit number is not the financial Job Order Number information.)

7. Principal Investigator:

8. NMRC Investigator: (If the PI is not an NMRC-related scientist)

9. Original Start Date of Research:

10. Summary and schedule for research remaining::

11. Number of Volunteers authorized for enrollment:

12. Number of Volunteers Enrolled in Reporting Period (Attach a list of subjects enrolled in reporting period identified by study number and initials):

13.  Total Number of Volunteers Enrolled to date with a summary of and/or breakdown by demographics (e.g. breakdown by gender, ethnic/racial group and other subdivisions as may be applicable and essential to continuing review purposes etc):

(If the total number of volunteers exceeds the number of volunteers approved in the original protocol, provide narrative and/or justification explaining the enrollment increase.)

14.  Number of subjects that withdrew with reason for withdrawal:

15. Is the study still actively enrolling volunteers?  Y/N

16. Summary of Research Efforts Performed in Reporting Period:

17. Summary of Scientific/Medical Results Obtained:

(Please attach copies of any published abstracts or papers that have been generated from this study)

18. List and describe all Expected Adverse Events or Medical Complications: 

(Investigators should provide a tabular summary of adverse events)

19.  List and Describe any Serious and/or Unexpected Adverse Events or Medical Complications:  (if applicable):  (Please comment if these events alter the risk to volunteers)

20.  Summary of  any information that has appeared in the literature or evolved from this or similar research that might affect the IRB’s assessment of the risk/benefit ratio of this study:

21. Investigator's Analysis of the Informed Consent Processes and Informed Consent Materials Used (Attach a clean copy of the Informed Consent Form formatted for IRB approval):

(Investigators are to provide an assessment of the adequacy of the informed consent processes which have occurred between volunteers and staff members. Investigators are to provide an assessment of the informed consent materials used. Changes to approved informed consent procedures and materials are to be summarized and justified. Additional assistance for informed consent processes and materials should be requested in this narrative.)

22. Location of Study Records to Date.  How is confidentiality being protected?

23. Revisions to or Issues Concerning Research and Safety Procedures: (if applicable)

24. Changes in Investigator Staff or medical monitor:

(List all new investigators or note investigators who have left the protocol. For additions to investigator staff, signature pages and signed investigator assurance agreements must be submitted if not done previously. Changes in investigator staff may require changes in the consent form point of contacts.  Changes in investigator staff includes additional authors on papers utilizing data from the protocol.)

25. Changes in Collaborating Institutions:

(List any additions or deletions of institutions collaborating on the protocol. In the case of issues relative to foreign countries, specify any relevant issues.  Please attach copies of approval documentation and other correspondence from collaborating institutions.)

26. Protocol deviations and Non-Compliance Issues including but not limited to the following: 


Description and explanation of all deviations or variances from the approved protocol (e.g. If the total number of volunteers exceeds the number of volunteers approved in the original protocol, provide narrative and/or justification explaining the enrollment increase)


Description and explanation of subjects who either did not meet inclusion criteria or who met exclusion criteria but were enrolled regardless


Summary of all complaints relating to the research from any subject, investigator or other person and the action taken to address them.

Please attach a copy of the approved consent form currently in-use. If revisions are necessary to reflect changes in study procedures, investigators, or potential risks, etc., a revised consent must be included.

