Department of the Navy

Human Research Protection Program
STANDARD OPERATING PROCEDURE FOR REQUESTING SECNAV DESIGNEE STATUS FOR HUMAN RESEARCH SUBJECTS
1.  Principal Investigator and Command Responsibilities
Principal investigator prepares package with the following information:

a.  Justification to meet requirements of 32 CFR 728.77

“Participants in clinical research studies must include:

(i) Sufficient clinical information concerning the nature of the study.

(ii) Benefits which may accrue to the individual.

(iii) The extent, if any, to which access by other authorized beneficiaries will be impaired.

(iv) Benefits which will accrue to the command, e.g., enhancement of training, maximum use of specialized facilities, etc.

(v) Recommended duration of designation.

(vi) Whether the consenting individual has been informed concerning the nature of the study, its personal implications, and freely consents.”
Note: In the excerpt from 32 CFR 728.77 (above) “participants” means the research team, investigators, or command conducting the research.

32 CFR 728.77, para iii (above): A statement must be made addressing whether care provided to research subjects is anticipated to result in a reduction of access to authorized beneficiaries.  For example, because NNMC will have to admit ## patients for XXX study, there will be ## fewer beds available for authorized beneficiaries from XXX date to XXX date.

b.   Address the following items requested by Patient Admin (Code M3), BUMED:

(1) Number of non-DoD subjects in the research protocol

(2) Funding and other support for research protocol

(3) Reimbursement to DoD for the research protocol-related expenses

(4) Duration of the research protocol

(5) Duration of designation

(6) Identify the medical treatment facility (MTF) where medical care will be provided to subjects for research related-care during the study and follow-up

(7) Specify details of anticipated medical care that will be provided to research subjects at the MTF during the study and follow-up

(8) Documentation of command legal review

(9) Documentation of Institutional Review Board (IRB) review. 
(a)  If a protocol has not yet been submitted for IRB review, affirm that the research protocol will not start until after it has been reviewed by the IRB, approved by the Institutional Official (IO), and, if appropriate, the Food and Drug Administration (FDA) has allowed the work to begin under the Investigational New Drug (IND) or Investigation Device Exemption (IDE).
c.  The command’s IO ensures there is appropriate command coordination and visibility, support of the research in concept, review by the IRB,  and submission to the FDA (if appropriate).
d. The IO forwards the SECNAV designee request via the chain of command to BUMED (Patient Admin – Code M3).
(1) Route through the affected MTF and Regional Commander
(2) For clinical research trials conducted in Building 141 or when NNMC will be the location of care, route through NNMC/ National Capitol Area (NCA) region
2.  BUMED Responsibility and Routing
Within BUMED the SECNAV designee request package is routed as follows:
a. M3 sends package for comment to Legal (Code M00J) and the Office of Research Protections (Code M00R).

(1) Legal (Code M00J) provides review comments to M3.

(2) Office of Research Protections (Code M00R) provides review comments to M3.
(a) If the package is submitted with a research protocol that has been reviewed by a DON institutional review board (IRB) and approved by the IO of the command(s) engaged in the research, then the Department of the Navy Human Research Protection Program (DON HRPP; Code M00R) will conduct a headquarters-level review of the research protocol per SECNAVINST 3900.39D (para 8a(10)). Headquarters-level review is an administrative review of approved research protocols by the DON HRPP to verify compliance with human research protections requirements.   DON HRPP will provide comments and a recommendation. DON HRPP will indicate whether any items or comments need to be addressed prior to forwarding the package to the SECNAV.
(b)  If a package is submitted without a research protocol, or with a research protocol that has not been reviewed by the IRB and approved by the IO, then the DON HRPP will review the package to determine whether SECNAV designee status for human subjects in the proposed research would meet the requirements of SECNAVINST 3900.39D paragraph 6(a)(5).
b. M3 receives comments from M00J and M00R and prepares the package for SECNAV.
c.  M3 reviews comments and prepares the final package to route through the BUMED Chief of Staff, Deputy Surgeon General, and Surgeon General.
d.  M3, via the BUMED Secretariat, sends the package to the SECNAV via the Assistant Secretary of the Navy for Manpower and Reserve Affairs (ASN(M&RA)).
3.  Routing through the Office of General Counsel to ASN(M&RA) and SECNAV:  
Package is staffed and reviewed by ASN(M&RA) and approved by the Secretary of the Navy.
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