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Appendix A.  Consent Documents and Privacy Act Statement

TITLE OF PROTOCOL
VOLUNTARY CONSENT TO PARTICIPATE

 1.  I am being asked to volunteer to participate in a research study entitled "xxx."  The purpose of this study is xxx.  I am being asked to participate xxx, for a total of xxx.  Approximately xxx volunteers will participate in this study.  During my participation, I will be involved in the following procedures or tests: xxx.

 2.  The investigators believe that the risks or discomforts I may experience are xxx.

 3.  The benefits that I may expect from my participation in this research are xxx.

 4.  Confidentiality during the study will be protected by xxx.  The confidentiality of information related to my participation in this research will be protected by keeping all paper copies of my data in a locked file located in xxx.  Access to the data will be limited to study investigators.  All computer files will be stored in compliance with NAVMEDRSCHDEVCOMINST 5870.4.

 5.  If I have questions about this study I should contact the following individuals:  For questions about research (scientific) aspects of the study, I should contact xxx at xxx.  For questions about medical aspects, injury, or any health or safety questions about myself or any other volunteer's participation, contact xxx at xxx.  For questions about the ethical aspects of this study, my rights as a volunteer, or any problem related to protection of research volunteers, I should contact Dr. Leonard A. Temme, Chair of the Institutional Review Board (IRB) at the Naval Aerospace Medical Research Laboratory.  Dr. Temme's phone number is (850) 452-3287, Ext. 1128.

 6.  My participation in this study is completely voluntary.  If I do not want to participate, there will be no penalty and I will not lose any benefit to which I am otherwise entitled.  I may discontinue my participation in this study at any time I choose.  If I do choose to discontinue my participation, there will be no penalty and I will not lose any benefit to which I am otherwise entitled.

 7.  Alternative procedures or courses of treatment that may be of greater benefit to me than participating in this study are:  xxx.  The advantages and disadvantages of each are as follows:  xxx.

 8.  If I am injured as a result of participating, compensation in the form of xxx may be available to me.  The medical care available to me is xxx.  I may obtain further information about these issues from xxx.

 9.  The xxx procedure may involve risks to me that are presently unforeseeable.

10.  Potential risks to pregnant women, embryos, or fetuses:  xxx.

11.  My participation in this study may be stopped by the researchers or by the medical monitor without my consent.  Possible reasons why my participation might be stopped are:  xxx.  If I am removed from this study, there will be no penalty and I will not lose any benefit to which I am otherwise entitled.

12.  Additional costs to me that may result from my voluntary participation in this study are xxx.

13.  If I decide to withdraw from further participation in this study, it is requested that I inform xxx.  To ensure my safe and orderly withdrawal from the study, I will be requested to xxx.  Again, I understand that I may discontinue my participation in this study at any time I choose, and without penalty.

14.  Any new findings developed during the research that might affect my willingness to continue participating will be provided to me.

15.  Official government agencies, such as the Department of Defense and the U.S. Navy, may have a need to inspect the research records from this study, including mine, to fulfill their responsibilities.

16.  I have been informed that xxx is responsible for storing my consent form and the research records related to my participation in this study.  These records will be stored in locked files in Room xxx, Building xxx of the Naval Aerospace Medical Research Laboratory, 51 Hovey Road, Pensacola, Florida 32508-1046.

17.  I have been given an opportunity to ask questions about this study, its related procedures and risks, and any of the information contained in this consent form.  All of my questions have been answered to my satisfaction.  By my signature below, I give my voluntary, informed consent to participate in the research as it has been explained to me, and I acknowledge receipt of two copies of this form, one for my medical records and one for my own personal records.

18.  I have received a statement informing me about the provisions of the Privacy Act.

_________________________________________

_____________________________

Volunteer and SSN (needed for Greater Than Minimal Risk Protocols)
Date (DD/Spell out Month/YY)
_________________________________________

_____________________________

Witness






Date

_________________________________________

_____________________________

Investigator





Date

Privacy Act Statement
1.  Authority.  5 USC 301.

2.  Purpose.  Medical research information will be collected in an experimental research project entitled, "xxx," to enhance basic medical knowledge or to develop tests, procedures, and equipment to improve the diagnosis, treatment, or prevention of illness, injury, or performance impairment. 

3.  Routine Uses.  Medical research information will be used for analyses and reports by the Departments of Navy and Defense, and by other U.S. Government agencies.  Use of the information may be granted to non-Governmental agencies or individuals by the Navy Surgeon General following the provisions of the Freedom of Information Act or contracts and agreements.  I voluntarily agree to its disclosure to agencies or individuals identified above, and I have been informed that failure to agree to this disclosure may make the research less useful.  The "Blanket Routine Uses" that appear at the beginning of the Department of the Navy's compilation of medical databases also apply to this system.

4.  Voluntary Disclosure.  Provision of this information is voluntary.  Failure to provide the requested information may result in failure to be accepted as a research volunteer in an experiment, or in removal from the present study.

    Attached:  Consent statement for this experiment, signed by the research volunteer.

Appendix B.  Investigator Assurance Agreement

INVESTIGATOR ASSURANCE AGREEMENT

I, the Department Head, Principal Investigator, or Co-Investigator cited as responsible for performing and monitoring the research under the protocol entitled, "xxx," have read and understood 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 and Adherence to Ethical Standards in DoD-Supported Research), Secretary of the Navy Instruction (SECNAVINST) 3900.39C (Protection of Human Subjects), Bureau of Medicine and Surgery Instruction (BUMEDINST) 6710.69, (Use of Investigational Agents in Humans, if applicable), Bureau of Medicine and Surgery Instruction (BUMEDINST) 3900.6B (Protection of Human Research Volunteers from Research Risks), Department of Defense (DoD) Directive 5500.7 (Standards of Conduct), and local instructions as applicable.  I will abide by all applicable laws and regulations, and I agree that in all cases, the most restrictive regulation related to a given aspect of research involving protection of research volunteers will be followed.  In the event that I have a question regarding my obligations during the conduct of this Navy-sponsored project, I have ready access to each of these regulations, as either my personal copy or available on file from the Chair, Institutional Review Board.  I understand that my immediate resource for clarification of any issues related to the protection of human research volunteers is the Chair, Institutional Review Board.

Signatures and Dates:

____________________________________________________  _______/_______/_______
[Typed Name]
Department Head

____________________________________________________  _______/_______/_______

 [Typed Name]
Principal Investigator

____________________________________________________  _______/_______/_______

[Typed Name]
Co-investigator
Appendix 
C.  Review for the Protection of Volunteers from Research Risks
1.  Recommendations of the Institutional Review Board (IRB)

2.  Minutes of the IRB Meeting

3.  Recommendations of the Convening Authority

4.  Action of the Approving Authority

5.  Other Documentation

Appendix D.  Post-approval Documentation

1.  Change of Investigator, Medical Monitor, or Collaborating Institution

2.  Significant Modifications to the Protocol

3.  IRB Continuing Review

    a.  Review by BUMED activity

    b.  Review by Collaborating Institutions

    c.  Modification of IRB Recommendations

4.  Documentation of All Official Action Since Initial Submission and Review

Appendix E.  Special Reports
Appendix F.  References 
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