VOLUNTEER AGREEMENT AFFIDAVIT


Read these directions, it will make your life easier

Instructions to complete this document are in boxes with blue text.  These directions are formatted not to print.  If you don’t see boxes with blue text, have Word show them by clicking the icon that looks like “¶” on the tool bar above.

Submit completed document via Outlook to the following DCI staff: _________________

Comments 

VOLUNTEER AGREEMENT AFFIDAVIT
For use of this form, see AR 70-25 or AR 40-38; the proponent agency is OTSG

PRIVACY ACT OF 1974

Authority:
10 USC 3013, 44 USC 3101 and 10 USC 1071‑1087

Principle Purpose:
To document voluntary participation in the Clinical Investigation and Research Program. SSN and home address will be used for identification and locating purposes.

Routine Uses:
The SSN and home address will be used for identification and locating purposes. Information derived from the study will be used to document the study; implementation of medical programs, teaching, adjudication of claims, and for the mandatory reporting of medical condition as required by law. Information may be furnished to Federal, State and local agencies.

Disclosure:
The furnishing of your SSN and home address is mandatory and necessary to provide identification and to contact you if future information indicates that your health may be adversely affected. Failure to provide the information may preclude your voluntary participation in this investigational study.

PART A ‑ VOLUNTEER AFFIDAVIT

Volunteer Subjects in Approved Department of the Army Research Studies

  Volunteers under the provisions of AR 40‑38 and AR 70‑25 are authorized all necessary medical care for injury or disease which is the proximate result of their participation in such studies.

I, ____________________________________ SSN _________________ having full capacity to consent and having attained my  ________ birthday, do hereby volunteer to participate in the research protocol TITLE under the direction of Rank, PI Name, M.D., MC conducted at XXXX Army Medical Center.

   The implications of my voluntary participation; the nature, duration and purpose of the research study; the methods and means by which it is to be conducted; and the inconveniences and hazards that may reasonably be expected have been explained to me by  _____________________________________.

   I have been given an opportunity to ask questions concerning this investigational study.  Any such questions were answered to my full and complete satisfaction.  Should any further questions arise concerning my rights on study‑related injury I may contact the Center Judge Advocate at XXXX Army Medical Center, (XXX) XXX-XXXX.
   I understand that I may at any time during the course of this study revoke my consent and withdraw from the study without further penalty or loss of benefits; however, I may be required (military volunteer) or requested (civilian volunteer) to undergo certain examinations if, in the opinion of the attending physician, such examinations are necessary for my health and well‑being.  My refusal to participate will involve no penalty or loss of benefits to which I am otherwise entitled.

PART B ‑ EXPLANATION OF WHAT IS TO BE DONE

State the reason you are asking the subject to enrolled in this study; i.e., diagnosed with??? 

Do not modify the last two sentences in this paragraph.

INTRODUCTION: You have been invited to participate in a clinical research study conducted at Madigan Army Medical Center. (because you have ???.)  Participation is entirely voluntary.  You may refuse to participate or withdraw from the study at any time without penalty or loss of benefits to which you are otherwise entitled.

Explain in layman’s language why you are conducting this study.

PURPOSE: 
Explain in layman’s language everything you will be asking subjects do, i.e., describe any procedures, extra visits, tests, medications, etc.
PROCEDURES: 

Explain possible benefit(s) to your subject from study participation, and/or state “You may receive no direct personal benefit from participating in your protocol.”

POTENTIAL BENEFITS: 

Explain ALL risks of procedures, medications, etc.; inconveniences, such as extra clinic visits; discomforts, such as embarrassment, anxiety, minimally invasive procedures, etc.

RISKS, INCONVENIENCES, AND DISCOMFORTS: 

Delete this paragraph if subjects will not have blood drawn for your protocol.

Blood Draws:  You may experience pain, bruising, bleeding or discomfort at the site where the needle enters the skin.  Also, dizziness, fainting or a slight infection at blood drawing site may occur in rare cases.

This paragraph may be deleted if not applicable; however, it may also be modified to fit risks specified within your protocol.  NOTE: XXXX IRB states “If you are enrolling both males and females into a drug study, pregnancy precautions must include both male and female specific precautions.”

PREGNANCY PRECAUTIONS:  If you are female of child-bearing potential, pregnant or breast feeding, you may not participate in this study.  If you are sexually active, you must take precautions to avoid the possibility of becoming pregnant while participating in this study.  In order to avoid pregnancy, you should either abstain from sexual relations or practice a method of birth control while you are taking part in the study.  Except for surgical removal of the uterus, birth control methods such as condoms, a diaphragm or cervical cap, birth control pills, IUD, or sperm killing products are not totally effective in preventing pregnancy.

Male study participants should refrain from fathering babies while enrolled on this study and for # of months after completing study participation.

You may delete or modify this paragraph as it is applicable to your protocol.

Safeguards:  Your physician will be monitoring you closely to see if any of these side effects are occurring.  Routine blood tests will be done to monitor the effects of treatment.  Many side effects disappear after treatment is stopped.  In the meantime, your doctor may prescribe medication to keep these side effects under control.  Schedules and dosages may be altered to reduce the side effects.

Modify this paragraph to explain a subject’s alternative treatment options.  If there are no alternatives you must state this.

ALTERNATIVES TO PARTICIPATION: Alternative treatments which could be considered in your case include ????. Your doctor can provide detailed information about the various treatments available to you based on your current medical condition. 

Inclusion of this statement depends on whether the MAMC IRB has designated the risk status of your protocol as Minimal Risk or Other Than Minimal Risk.  Modify this paragraph if you will be offering compensation for study subject participation.

COMPENSATION:  You will not be paid for your participation in this study.

Identify associate institutions or protocol sponsors having access to study data at the end of the first sentence in this paragraph.  Do not modify the other sentences within this paragraph.

CONFIDENTIALITY OF RECORDS:  The case records from this study will be available for review by members of the Institutional Review Board (IRB) at XXXX, by representatives of the Food and Drug Administration (FDA) and other governmental agencies as part of their normal duties.  All records will be kept in a confidential form.  Otherwise, only the physicians conducting this study will have access to the records from this study.  Information gained from this study may be used as part of a scientific publication, but you will in no way be personally identified.  Complete confidentiality cannot be promised, particularly for military personnel, because information bearing on your health may be required to be reported to appropriate medical or command authorities.

Disposition of any blood, urine or tissue samples must be explained as either destroyed (when) or stored (where, how long, what for).  Delete this paragraph if it is not applicable to your protocol.

BLOOD & TISSUE SAMPLES:  All blood and tissues samples will be destroyed once the study is completed and not stored for use in future research.

Do not modify the following paragraph.

NEW FINDINGS:  Significant findings that occur during this study that might affect your decision to participate in the study will be discussed with you.  Any significant findings developed from this study will be available to you and may be obtained from your physician. 

Do not modify the following paragraph.

REMOVAL STATEMENT:  Your participation in this study may be terminated without your consent if conditions occur which might make your continued participation dangerous or detrimental to your health; or if military contingency requires it; or if you become ineligible for military care as authorized by Army regulation.

Do not modify the following paragraph.

OTHER INFORMATION:  If you should require medical care for injuries or disease which result from participation in this study, the medical care to which you will be entitled is the same as that which you are already entitled as a DoD health care beneficiary. This does not include domiciliary (home care) or nursing home care.

By Federal regulations, the PI is required to provide a valid contact number.

You are encouraged to ask any questions, at any time, that will help you to understand how this study will be performed and/or how it will affect you. You may contact Dr. PI name at (253) 968-XXXX.
Also if you have any questions or concerns about this study or your rights as a study subject you may contact the Institutional Review Board, XXXX Army Medical Center, XXXXX, XX 12345, (XXX) XXX-XXXX. 
IF THERE IS ANY PORTION OF THIS EXPLANATION THAT YOU DO NOT UNDERSTAND, ASK THE INVESTIGATOR BEFORE AGREEING TO PARTICIPATE IN THIS STUDY.  

You will be given a copy of this consent document for your records.


ADVANCE \D 3.0I  do (  do not (  (check one & initial) consent to the inclusion of this form in my outpatient medical treatment record.  

	SIGNATURE OF VOLUNTEER
	DATE

TIME


	PRINTED NAME OF VOLUNTEER



	PERMANENT ADDRESS OF VOLUNTEER
	PRINTED NAME OF WITNESS

SIGNATURE OF WITNESS      DATE/TIME SIGNED




Name of person administering consent: ____________________________

Signature of person administering consent: _________________________ Date: _____ Time:_____
DA Form 5303-R
 PI Name/Subject
Revised:  XX XXX 01
Page 5 of ?

Initials of volunteer ___________


