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APPLICATION FOR ASSURANCE FOR THE PROTECTION OF HUMAN RESEARCH SUBJECTS
[   ] New Assurance        
[   ] Renewal for DoD N:               [   ] Update for DoD N:  
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FWA# (if applicable)

Part 1

ETHICAL PRINCIPLES, APPLICABILITY, AND INSTITUTIONAL POLICIES
GOVERNING RESEARCH INVOLVING HUMAN SUBJECTS
I.  ETHICAL PRINCIPLES 
This Institution assures that all of its activities related to human subject research will be guided by the ethical principles set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled, Ethical Principles and Guidelines for the Protection of Human Subjects of Research (the “Belmont Report”) and:

A.  Recognizes the principles of respect for persons, beneficence (including minimization of harms and maximization of benefits), and justice, as stated in the Belmont Report, and will apply these principles in all research covered by this Assurance, and

B.  Acknowledges and accepts its responsibilities for protecting the rights and welfare of human research subjects.

II.  APPLICABILITY
This institution assures that it will comply with the Department of Defense (DoD) regulations for the Protection of Human Subjects (32 CFR 219); Title 10 United States Code Section 980 (10 USC 980); Limitation on use of humans as experimental subjects; DoDD 3216.2; SECNAVINST 3900.39 series; and where applicable 21 CFR 50, 21 CFR 56, 45 CFR 46 (Subparts B, C, and D under the authority of the DoD); and any other applicable federal, state, and local laws. 

This Assurance applies to all research involving human subjects, and all other activities which involve such research even in part, regardless of whether the research is otherwise subject to federal regulation, if

A.  the institution funds, supports, or resources the research, regardless of performance site, or
B.  any DON employee or agent, in connection with official duties, conducts or directs the research, or


C.  the research uses any DON property, facilities, or assets, or
D.  the research uses this institution’s DON nonpublic information, including data, documents, records, and specimens,  to identify or contact human research subjects or prospective subjects.

The requirements of this Assurance apply to all programs within the institution and DON and are not restricted by funding source (intramural or extramural), funding appropriation, nature of support, program budget activity (e.g., P6 versus other), program title, or security classification.

This Assurance also applies to research activities in which the only involvement of human subjects meets the criteria for exemption and requirements of 32 CFR 219.101(b)(1) – (6), or instances when DoD may waive the applicability of some or all of the provisions of this policy to specific research activities or classes of research activities otherwise covered by this policy under 32 CFR 219.101(b)(i).

III.  POLICIES, RESPONSIBILITIES AND WRITTEN PROCEDURES FOR THE INSTITUTION, THE INSTITUTIONAL REVIEW BOARD (IRB), AND INVESTIGATORS
A.  This Institution: 

1.  Acknowledges that the institution and investigators who perform research under its auspices bear full responsibility for all research covered by this Assurance, including full responsibility for compliance with applicable Federal, State, and local laws.

2.  Assures that, the Institutional Review Board (IRB) and the institution review and approve all proposed research involving human subjects under the requirements of 32 CFR 219.111 before the research is initiated.

3.   Recognizes the need for appropriate additional safeguards in research involving subjects who are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, economically or educationally disadvantaged persons, subordinates, and others in situations that may contribute to their vulnerability.

4. Certifies that all individuals involved in conducting, reviewing, approving, supporting, managing, or overseeing human subject research have completed required initial training and participate in continuing training in research ethics, including human subject protection, as required by DON HRPP policy. 
Institutional Signatory Officials, research investigators, key research personnel, IRB chairs and members, IRB support staff, senior institution executives, research administrators, department heads, clinical care staff, program officers, and all other relevant staff must complete relevant training as follows:

(a) The institution’s Institutional Signatory Official, IRB Chair(s) and HRPP Primary Contact will complete the appropriate training in research ethics, human subject protection, and assurance procedures, as approved by the DON approving authority prior to submitting this Assurance. 

(b)  IRB members and staffs will complete relevant research ethics and human subject protection training before reviewing human subject research. 

(c)  Research investigators must complete appropriate research ethics and human subject protection training before conducting human subject research.

(d)  All others must complete appropriate training prior to supporting human subject research. 

(e) The institution and IRB have established oversight mechanisms to verify that the initial and continuing education and training requirements are met and documented.  

5.  Encourages and promotes communication among all relevant parties to maintain a high level of awareness regarding protection of human research subjects.

6.  Exercises appropriate administrative overview, carried out at least annually, to ensure the effective application of its practices and procedures designed to protect the rights and welfare of human research subjects.

7.  Verifies that its own IRBs and/or the reviewing IRBs meet the compositional and quorum requirements of 32 CFR 219.107 and 219.108.  Notifies the DON HRPP and updates the Assurance if there are any changes to the institution’s IRB membership.

8.  Verifies that the institution and its own IRB(s) and/or the reviewing IRBs have established written procedures to:

(a) determine whether proposed activities meet the definition of research;
(b) determine whether proposed research activities meet the definition of research with human subjects;
(c) determine whether proposed research with human subjects meets criteria for exemption; 
(d) ensure independent scientific review prior to IRB review;
(e) require and conduct initial review of new research protocols, reporting IRB findings to the investigator and the institution; 
(f) require IRB and institutional approval prior to the investigator initiating any human subject research;
(g) determine which projects require continuing review (more often than annually), and which projects need verification that no material changes have occurred from sources other than the investigator;
(h) require and conduct appropriate periodic review (not less than once per year);
(i) ensure that revisions to  approved research projects are reported promptly and are not initiated without IRB approval, except when necessary to eliminate immediate hazards to subjects or others; 
(j) address the potential for conflicts of interest among personnel involved in reviewing, approving, conducting, managing, or supporting human subject research;
(k) submit research protocols, including initial and continuing reviews, amendments, reports of unanticipated problems or adverse events, and final reports to DON HRPP for headquarters-level administrative review; and 
(l) ensure prompt reporting to the IRB, Institutional Signatory Officials, the DON HRPP, relevant Department or Agency Head, and any applicable regulatory body, of:

(1) all suspensions or terminations of  previously approved DoD-DON supported research;
(2) the initiation of and results of all investigations of alleged non-compliance with human research protections regardless of the findings;
(3) the initiation of and results of all investigations of research misconduct regardless of the findings;
(4) unanticipated problems involving risks to subjects or others and serious adverse events;
(5) all audits, investigations, or inspections of DON-supported research.

(6) all audits, investigations, or inspections of the institution’s HRPP conducted by an outside entity, (e.g., the FDA or the Office of Human Research Protections (OHRP);
(7) significant communication between the institutions conducting research and other federal departments and agencies regarding compliance and oversight.

9.   Assures that it will certify IRB and institutional review and approval before recruiting and enrolling human subjects in any research to which this Assurance applies.

10. Provides meeting space for its own IRB(s) and sufficient staff to support the IRBs’ review and record-keeping duties.

11.  Shall not expend DoD, DON, or other funds for research involving human subjects, to which this Assurance applies, unless the requirements of this Assurance have been satisfied.

12. Confirms that all research collaborators (institutions and investigators) in DoD-DON supported research hold an approved and appropriate Assurance prior to recruiting and enrolling human subjects in research.   All institutions engaged in DoD-DON supported research, including subcontractors and sub-grantees, must hold their own Assurance.

13.  May accept, for purposes of meeting the IRB review requirements only, a review by an IRB established under a separate DoD-assurance for research that is covered by this Assurance and is conducted at or in cooperation with other DoD entities.  This arrangement must be documented in the DON institution’s assurance and be supported by a standard DON HRPP agreement signed by appropriate officials of both institutions. A copy of the agreement must be submitted with the assurance and included with each research protocol submission to the DON HRPP.  The DON institution remains accountable for the conduct, monitoring, and oversight of the research and human subject protections.

14. May accept, for purposes of meeting the IRB review requirements only, a review by an IRB established under a separate non-DoD-assurance for research that is covered by this Assurance and is conducted at or in cooperation with other non-DoD entities.  This arrangement must be documented in the DON institution’s assurance and be supported by an agreement signed by appropriate officials of both institutions.  A copy of the agreement must be submitted to the DON HRPP for approval prior to initiating the agreement or the research. The DON institution remains accountable for the conduct, monitoring, and oversight of the research and human subject protections.

B.  The IRB must:

1.  Review and recommend approval of all research conducted under this Assurance, and any proposed changes to already-approved research, before human subjects may be involved.

2.  Determine whether to approve research protocols;  to require modification(s) to research protocols to secure approval; or to disapprove research conducted under this Assurance.

3.  Determine, in accordance with the criteria found at 32 CFR 219.111 and, where applicable, 45 CFR 46 Subparts B, C, and D, that protections for human research subjects are adequate

4.  Determine that legally effective informed consent will be obtained for all research in a manner and method which meets the requirements of 32 CFR 219.116 and 219.117.

5. Determine the applicability of and comply with 10 USC 980 when research involves interventions with human subjects who cannot give their own consent (for example, minors).

6.  Conduct continuing review of all research at intervals appropriate to the degree of risk, but not less than once per year.  

7.  Determine whether to suspend or terminate approval of research activity in accordance with 32 CFR 219.113 due to (a) noncompliance with 32 CFR 219, this Assurance document, or the IRB’s requirements;  (b) unexpected serious harm to subjects; and/or (c) reasonable cause.

8.  Meet at the request of the IRB Chair, any IRB member, or Institutional Signatory Official to consider any matter concerned with the rights and welfare of any subject.

9.   Report promptly to Institutional Signatory Officials:

(a) any unanticipated problems or injuries involving risks to subjects or others, and serious adverse events,
(b) any serious or continuing noncompliance by investigators and
(c) any suspension or termination of IRB approval.

10.  Comply fully with the requirements of applicable federal polices and guidelines, including those concerning notification of sero-positivity, counseling, and confidentiality of subjects.

11.  Notify the DON HRPP promptly and update the Assurance IRB membership list when membership is modified to review research involving prisoners or to meet other Department’s requirements. These steps are to satisfy the requirements in 45 CFR 46.304 and when the IRB fulfills its duties under 45 CFR 46.305(c) concerning research with prisoners, or the requirements of another agency e.g., the Department of Education.

12.  Prepare and maintain adequate documentation of its activities in accordance with 32 CFR 219.115.

C.   Research Investigators must:

1. Acknowledge and accept their responsibility for protecting the rights and welfare of human research subjects and for complying with all applicable provisions of this Assurance including 32 CFR 219; 10 USC 980; SECNAVINST 3900.39C; DoDD 3216.2; where applicable 21 CFR 50, 21 CFR 56, and 45 CFR 46 (Subparts B, C, and D) under the authority of the DoD; and other federal, state and local laws as they may relate to proposed human subjects research.

2. Obtain written determination of whether the proposed activity meets the definition of research or whether the proposed research involves human subjects and must comply with the requirements of the institution’s Assurance.

3. Obtain written determination of whether the proposed human subject research meets the criteria for an exemption as defined in the federal regulations for human subject protections.

 

4.  Obtain the informed consent of prospective subjects and provide a copy of the IRB-approved and informed consent document with all signatures to each subject at the time of consent, unless the IRB specifically has waived this requirement.

5.  Submit any proposed amendments to already approved research to the IRB for review and approval prior to initiation, except where necessary to eliminate immediate hazards to the subjects or others.

6.  Report promptly to the IRB any unanticipated problems involving risks to subjects and others, any adverse events, and any serious or continuing non-compliance.

 Part 2

DESIGNATION OF INSTITUTIONAL REVIEW BOARDS (IRB)
I.   INSTITUTION WITH ITS OWN IRB(S) AND RELYING ON OTHER    INSTITUTION’S IRB(S)
A.  The institution designates the following IRB(s) for review of research under this Assurance.  The IRB(s) listed below must at least include the institution’s own IRB and may include other institution’s IRBs.  
B.  If an institution’s own IRB is the only IRB listed, skip to Part 3.

C.  If any other institution’s IRB(s) are listed below as a reviewing IRB, see Section II, 
B and C and complete the Signatures, Section III, before going to Part 3, Institutional Promise.
	Name of Institution With IRB*
	DON IRB Number / HHS Registration Number
	DON Assurance Number / FWA Number

	
	
	

	
	
	

	
	
	


II.  INSTITUTION ONLY RELYING ON ANOTHER INSTITUTION’S  IRB
A.  Complete the following section of Part 2 ONLY if your institution is relying on another IRB for review of research being conducted by your institution.
B.  The Institutional Signatory Official (ISO) and the IRB Chair(s) of the institution with the reviewing IRB must agree to serve as the reviewing IRB and must review and sign this section.

C.  In addition, both Institutional Signatory Officials (the ISO from the institution submitting the Assurance and the ISO from the institution with the reviewing IRB) must review and sign the appropriate agreement described in Part 1, sections III.A.12 and III.A.13 of this assurance.
	Name of Institution With IRB*
	DON IRB Number / HHS Registration Number
	DON Assurance Number / FWA Number

	
	
	

	
	
	

	
	
	


III.   SIGNATURES
A.  Institutional Signatory Official of the Institution with the Reviewing IRB    

This institution authorizes the designation of its IRB to review human subject research covered under this DoD N Assurance.

Signature:______________________________________ Date: ______________

Name

Institutional Title

Address

Telephone number

FAX

Email address
B.  IRB Chair(s) of the Institution with the Reviewing IRB

Signature:______________________________________ Date: ______________

Name

Institutional Title

Address

Telephone number

FAX

Email address
Part 3

INSTITUTIONAL PROMISE
The officials signing below assure that all research activities at this institution will be conducted in accordance with the requirements of 32 CFR 219; 10 USC 980; SECNAVINST 3900.39C; DoDD 3216.2; and where applicable 21 CFR 50, 21 CFR 56; and 45 CFR 46 (Subparts B, C, and D under the authority of the DoD); any other applicable federal, state, and local laws, and this Assurance document.  

This institution will submit updated information for this Assurance when there are changes to: the Institutional Signatory Official; IRB Chair(s); IRB membership; the Human Research Protection Point of Contact; and the documents attached to this Assurance.

This institution will submit an assurance application prior to the expiration date, even if no changes have occurred, in order to maintain an active Assurance.  Failure to update this information may result in restriction, suspension, or termination of this Assurance of Protection for Human Subjects and the restriction, suspension, or termination of the institution’s human subject research.
Institutional Signatory Official for Institution Providing This Assurance (Cannot be IRB Chair or Member)

I certify that I have completed the training required for the Institutional Signatory Official under this Assurance.   Additionally, I recognize that providing research investigators, IRB members and staff, and other relevant personnel with appropriate initial and continuing research ethics training, including, human subject protections will help ensure that the requirements of this Assurance are satisfied. 

Acting on behalf of this institution and with an understanding of the responsibilities under this Assurance, I assure protections for human subjects as specified above. The IRB(s) designated above will review all research to which this Assurance applies and will comply with the terms of this DoD Navy Assurance. The IRB(s) possesses appropriate knowledge of the local context in which this institution’s research will be conducted.  

Signature:_______________________________________  Date:______________

Name

Institutional Title

Address

Telephone number

FAX

Email address

Primary Contact - Human Research Protection 

Signature:_______________________________________  Date:______________

Name

Institutional Title

Address

Telephone number

FAX

Email address

IRB Chair(s)

Signature:______________________________________ Date: ______________

Name

Institutional Title

Address

Telephone number

FAX

Email address
Part 4 

 SUMMARY OF INSTITUTION’S SUPPORTING INFORMATION
	
	Individual’s Name and Title
	Date Completed

	1.  Current Training Certificates      
	
	

	     a. Institutional Signatory Official
	
	

	     b. IRB Chair(s)
	
	

	     c. Human Research Protection Contact
	
	

	
	
	

	
	Institution/Title or Short Descriptor of Policy
	Date

	2.   Institutional Policies and Procedures
	
	

	     a. Organizational Chart showing
communication – IRB, HRP POC and ISO
	
	

	     b. Policy or Instruction for monitoring and overseeing research conducted at this institution.

	
	

	     c. Education Policy for research ethics
training, including human subject protection
	
	

	     d. Guidelines for investigators
	
	

	     e. Conflict of Interest policy
	
	

	     f.  Policy and procedures for handling allegations of non-compliance with human research protections
	
	

	     g. Policy and procedures for handling allegations of research misconduct
	
	

	     h. IRB membership list(s) 
	
	

	     i.  Joint Research Review Agreement 
	
	


Department of Defense

Department of the Navy

Human Research Protection Program

ASSURANCE FOR THE PROTECTION OF HUMAN RESEARCH SUBJECTS
DoD N-4XXXX

[Institution's Name]

All parts of this Assurance are in compliance with requirements of 32 Code of Federal Regulations Part 219 (32 CFR 219); Title10 U.S. Code 980; SECNAVINST 3900.39C; DoDD 3216.2; and where applicable 21 CFR 50, 21 CFR 56 and 45 CFR 46 (Subparts B, C, and D under the authority of the Department of Defense (DoD)). 

Under this assurance the Institutional Signatory Official has research approval authority for:

1.  [ DON HRPP will list the specific authority]
Expiration Date:  ________________________

(Maximum of three years)


D. C. ARTHUR




Date:


Vice Admiral, Medical Corps

United States Navy

Surgeon General of the Navy


DoD – Navy Assurance Approving Official

Mailing Address for Communications Regarding this Assurance:

            

Department of the Navy




Human Research Protection Program (Code M00R)




Bureau of Medicine and Surgery




2300 E Street NW




Washington, D.C.  20372-5300

Telephone:

202-762-0161 / 0256 / 0257 
Facsimile:

202-762-0976

[IRB's Name] Membership List







Date: 




Institution Name: ______________________________________ DoD N Assurance Number:  _________ FWA# 












DON IRB # 



    HHS IRB # 



	Rank/Title
	Last Name
	First Name
	MI
	Gender (M/F)
	Affili-ated? (Y/N)
	Earned Degrees
	Professional Expertise/Experience
	Name of Institution for Non-affiliated

	Primary Members
	

	  IRB Chair

1.
	
	
	
	
	
	
	
	

	2.
	
	
	
	
	
	
	
	

	3.
	
	
	
	
	
	
	
	

	4.
	
	
	
	
	
	
	
	

	5.
	
	
	
	
	
	
	
	

	6.
	
	
	
	
	
	
	
	

	7.
	
	
	
	
	
	
	
	

	8.
	
	
	
	
	
	
	
	

	9.
	
	
	
	
	
	
	
	

	10.
	
	
	
	
	
	
	
	

	11.
	
	
	
	
	
	
	
	

	Alternates for Primary Members

	Rank/Title
	Last Name
	First Name
	MI
	Gender (M/F)
	Affili-ated? (Y/N)
	Earned Degrees
	Professional Expertise/Experience
	Alternate for Member (Name/Number)

	1.
	
	
	
	
	
	
	
	

	2.
	
	
	
	
	
	
	
	

	3.
	
	
	
	
	
	
	
	

	4.
	
	
	
	
	
	
	
	

	5.
	
	
	
	
	
	
	
	


Each IRB shall have at least five members.  Every nondiscriminatory effort shall be made to ensure that this IRB does not consist entirely of men or entirely of women.  No IRB may consist entirely of members of one profession.  No IRB may have a member participate in review of any project in which the member has a conflicting interest.  Each IRB shall include at least one member with scientific expertise in the area of research being reviewed and one member with nonscientific background. At least one member must not be affiliated with the Institution.
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