
APPLICATION FOR HUMAN SUBJECT RESEARCH PROTOCOLS

NAVAL MEDICAL RESEARCH CENTER

ECHELON 3 AND 4 LABORATORIES

GENERAL DIRECTIONS

The following pages comprise the standard application for protocols involving human subjects that must be assessed for ethical propriety and approval under federal and agency regulations.

This application format is to be considered as the standard to be implemented for local usage. While research experimental design appendices and other enclosures may be shaped in accordance with a variety of needs for a variety of reasons, the given formats for the application summary information and the investigator assurance agreement are mandatory. Investigators may add to the categories but may not delete items or areas listed.

Submitting investigators should collaborate and/or meet with IRB officials and executives to shape protocols from the concept stage onward. Such collaborative efforts are designed to explore key issues and needs that may be required for the successful, expeditious, and prudent assessment of protocols..

All protocols must receive full scientific review prior to submission to IRB Program Offices and/or IRB Chairs. Directorate Chiefs or other Command authorities are responsible for ensuring that scientific review has been accomplished by requisite bodies. Signature on the routing sheet or on other authoritative documents by Directorate Chiefs or other designated authorities is the certification that scientific review has been completed and that all related issues have been met.

All protocol packages must be routed through one’s chain of command to IRB Program Offices where applicable and then to the IRB Chair for consideration for IRB review at a scheduled meeting. All submissions must be received by IRB Program Offices and/or IRB Chairs according to the announced timeline schedule. Investigators must obtain timeline schedules from IRB offices. . However, meeting application deadlines is not a guarantee that a particular protocol will be placed on the agenda for a given IRB meeting. No proposal can be placed on the IRB agenda until all prior items have been met. Failure to meet requirements prior to placement on the agenda will result in the return of the proposal application to the submitting investigator until all matters have been met.

PART I:
COVER MEMORANDUM:


The Submitting Investigator is to complete a standard cover memorandum addressed to the IRB Chair of the respective Command via the IRB Office (where such an office exists). 

Without any reference to suggested level of risk or other matters that may be perceived as directing the judgment of the IRB itself, the submitting investigator requests in the memorandum consideration of the protocol application.

Submitting investigators must include in the cover memorandum special circumstances that require attention. Such circumstances would include calling attention to the IRB and its officers whether the Command will serve as lead agency for full IRB ethical review responsibility or whether the Command is participating on an effort for which another federally assured agency will serve as lead.

Special circumstances also include such matters as requests for the rapid review of protocols and their approval. In this case when serious and unforeseen circumstances may suggest waiver of more rapid timelines for proposal consideration, submitting investigators must provide complete justification and the request itself must be endorsed by the submitting investigator’s scientific leadership through the chain of command. Since ethical considerations regarding the protection of the rights and welfare of human subjects require a level of prudence that comes only with the maturity of time, requests for rapid timelines should be for exceptional circumstances only. Since ethical considerations supercede any and all other matters, rapid timelines cannot be granted for administrative expediency or institutional conveniences.

PART II:

APPLICATION SUMMARY INFORMATION

A. Protocol Number  (DoD Assurance Number to be assigned IRB Program Officials)

B. Protocol Title

C. Relevant Work Unit Title and Work Unit Number (or other military relevance certification)

D. Principal Investigator/IRB Certification Number 

(IRB Certification Number only if NMRC affiliated)

E. NMRC Submitting Investigator/IRB Certification Number 

     (If different than the Principal Investigator)

F. Co-Investigator(s) 

    (Name, title, institutional affiliation, with all NMRC investigators listed with IRB certification      number)

G. Research Location(s)

H. Lead Agency 

     (Agency with lead or primary IRB responsibility)

I. Collaborating Domestic Institution(s)

J. International Approval Agency 

   (If applicable)

K. Proposed Start and End Dates

L. Projected/Estimated Total Number of Enrollees

M. Inclusions 

    (List all included populations as may be necessary to articulate)

N. Exclusions   

      (List any excluded populations and provide brief bulletized justifications for each)

O. Anticipated Risks:

     (Briefly bulletize or list all estimated risks to enrollees: physical, psychological, soco-cultural         etc)

P. Proposed Risk Reduction Methodologies and Provisions:

    (Briefly bulletize or list all proposed efforts by which risks will be ameliorated or eliminated)

Q. Protocol Abstract 

     (500 words maximum)

PART III:
INVESTIGATOR ASSURANCE AGREEMENT

INVESTIGATOR ASSURANCE AGREEMENT

I, a research investigator, promise to protect the ethical rights and welfare of human participants enrolled in a research protocol entitled, "(Insert Name of Research Protocol).”  I understand and accept my responsibility for the protection of human research subjects as found in The Belmont Report and the provisions of Title 32 Code of Federal Regulations Part 219 (Protection of Human Subjects), Department of Defense (DoD) Directive 3216.2 (Protection of Human Subjects in DoD-Supported Research), Secretary of the Navy Instruction (SECNAVINST) 3900.39C (Protection of Human Subjects), Bureau of Medicine and Surgery Instruction (BUMEDINST) 3900.6B (Protection of Human Subjects), Naval Medical Research Center Instruction (NAVMEDRSCHCENINST) 3900.6A (Protection of Human Subjects In Medical Research), and all other relevant regulations concerning standards of conduct for the Department of Defense and the Department of the Navy.  I will abide by all applicable laws and regulations relevant to the ethical protection of the rights and welfare of human research subjects; and I guarantee that I will follow the most restrictive regulation in all cases and without exception.  In the event any question regarding my obligations arises during the conduct of this project, I will consult with the Institutional Review Board Chair and any other human research authorities in my chain of command. 

Signatures and dates:
(DD/MM/YY) 

____________________________
___/__/__

(Typed Name)

Principal Investigator

____________________________
___/__/__

(Typed Name)

Co-Investigator










(Continue to include all investigators and other key personnel)

PART IV:
PROTOCOL CRITICAL ELEMENTS

While research protocols may vary given circumstances and requirements, the following elements must be included in the experimental design section found in Part V Section A. If protocol formats used to satisfy collaborator requirements do not include any of the following, then these items where applicable must be included as appendices to the experimental design.

A.  SCIENTIFIC BACKGROUND AND OBJECTIVES


1.  Background


2.  Objectives



(a)
Hypothesis(es) to be tested



(b)
Other objective(s)

B.  EXPERIMENTAL METHODS (May be supplemented by appendices)


1.  Experimental Procedures and Rationale including information to show that studies in animals or in vitro systems could not address the hypothesis(es) under test.


2.  A sample Size Determination with Statistical Power Calculation (if indicated), including the total number of volunteers to be enrolled in the entire study and in any specific groups included within the study, whether they are military or civilian, male or female, and the age range of volunteers


3.  Procedures that will be performed by other than NAVMEDRSCHCEN institutions (if any)


4,  Detailed Inclusion and Exclusion Critera.  Exclusions must include justification.


5.  Required Equipment and Supplies (as needed to ensure proper coordination of research effort)

C.  ORGANIZATION OF RESEARCH EFFORT (RESEARCH PLAN)


1.  Duties and Responsibilities of Investigators and other individuals involved in the protocol. Delineate responsibilities for ethical review, administrative oversight etc as needed.


2.  Multicenter organizational plan with responsiblities for IRB review and approval.

D.  RISKS AND DISCOMFORTS TO RESEARCH VOLUNTEERS


1.  List of the significant risks to the Volunteer and the safeguards in place to minimize risk and deal with emergencies


2.  A description of how appropriate anonymity will be maintained for any human samples or identifiable data collected or used


3.  Special Risks to Pregnant or Potentially Pregnant Women Volunteers


4.  Safety Precautions and Emergency Procedures


5.  Assessment of Sufficiency of Plans to Deal With Untoward Events or Injuries


6.  Qualification of Medical Monitor and Medical Support Personnel

E. DESCRIPTION OF THE SYSTEM FOR MAINTENANCE OF RECORDS


1.  Experimental Data


2.  Research Protocol, Consent Forms, and Related Documents for Protection of Human Research Volunteers 


3.  Individual Medical Records

PART V:
REQUIRED ENCLOSURES

A. Research Experimental Design (including all critical elements indicated in Part IV above)

B. Curriculum Vitae: Principal Investigator and/or Submitting NMRC Investigator

C. Curriculum Vitae: Medical Monitor (where applicable)

D. Documentation of review and action taken by all collaborating institution(s) (for collaborative efforts)

1. Acceptable results of review are approval, exemption from review, joint review or other formal review agreement 

2. Certification by the principal investigator that protocol submitted for review is the same final copy approved or under simultaneous review by collaborating institution(s)

E. Federal Wide Assurance Information (where applicable and required)

F. Ministry of Health Approval (for international efforts)

G. Informed Consent Process Summary/Narrative

H. Informed Consent Documents (including Privacy Act Statements where applicable/required)

I. Informed Consent Translations (for international efforts and including certification of accuracy)

J. Informed Consent Back Translations (where required for international efforts and including certification of accuracy)

K.  Record of changes to the protocol (where applicable)

L. Other documentation (as required)

1.  Unlabeled use of approved drugs or licensed biologics

(a) Documentation from the Food and Drug Administration (FDA) authorizing exemption from the requirement for Investigational New Drug Application (IND)

 2.  Experimental drugs, biologics or devices

(a) Documentation of an approved IND or Investigational Device Exemption (IDE) from the FDA

(b) Approval of the Naval Investigational Drug Review Board (NIDRB)

3.  OPNAV 5300.8B Permission (if required for questionnaire survey - include surveyapproval number or symbol) 

4.  Request for waiver of requirement(s) for protection of human research volunteers.  Requests must include justification.

Appendix (1)


