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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; adjudication of claims; and for the mandatory reporting of medical

                                     conditions 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(1) – 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/give consent as legal


        representative for                                                                                                                              to participate in                            


 Presence of Diabetic Macular Edema in patients taking Thiazolidinediones- A Cross-Sectional Study

                                              Aaron K. Tarbett OD, Optometry Service, Department of Medicine, Phone 202-782-9540

         under the direction of      

       

       conducted at                WALTER REED ARMY MEDICAL CENTER, WASHINGTON, DC 20307-5001        

                                                                                              (Name of Institution)

        The implications of my voluntary participation/consent as legal representative; 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
            Aaron Tarbett OD or his designee, Optometry Service, Department of Medicine, Phone 202-782-9540

        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/the rights of the person I represent on study-related injury, I may contact

                        CENTER JUDGE ADVOCATE OFFICE – (202) 782-1550 OR DSN 662-1550 


       at             WALTER REED ARMY MEDICAL CENTER, WASHINGTON, DC 20307-5001 
                                                      

[Name, Address and Phone Number of Hospital (Include Area Code)]

        I  understand  that  I may at any time  during  the course of this  study revoke my  consent  and  withdraw/have  the  person  I  represent  withdrawn from

        the study  without  further  penalty  or  loss  of  benefits; however, I /the  person  I  represent  may be  required  (military volunteer)  or requested (civilian

        volunteer) to undergo certain examination if, in  the  opinion  of  the attending physician, such examinations  are necessary for my/the  person I  represent’s

        health and  well-being.   My/the person  I  represent’s  refusal  to  participate will  involve  no penalty or  loss  of  benefits to  which I/the person I represent

        is otherwise entitled.

LIMITATIONS TO MEDICAL CARE ARE DESCRIBED IN PART B              

PART A (2) – ASSENT VOLUNTEER AFFIDAVIT (MINOR CHILD)

                I,                                                                                                     ,SSN                                                             having full capacity
                                                                                                                                                                                            
                                                   

        to assent and having attained my                                          birthday, do hereby volunteer for    

                                                                                                                      to participate in                                                                             

     

                                                 

        under the direction of  


        Conducted at         WALTER REED ARMY MEDICAL CENTER, WASHINGTON, DC 20307-5001

 (Name of Institution

(Continue on Reverse) 


PART A(2) – ASSENT VOLUNTEER AFFIDAVIT (MINOR CHILD) (Cont’d)


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 I may contact

CENTER JUDGE ADVOCATE OFFICE – (202) 782-1550 OR DSN 662-1550

at                                     WALTER REED ARMY MEDICAL CENTER, WASHINGTON, DC 20307-5001
[Name, Address, and Phone Number of Hospital (Include Area Code)]

I understand that I may at any time during the course of this study revoke my assent and withdraw from the study without further penalty or 

loss of benefits; however, I may be requested 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.

LIMITATIONS TO MEDICAL CARE ARE DESCRIBED IN PART B


PART B  - TO BE COMPLETED BY INVESTIGATOR

INSTRUCTIONS FOR ELEMENTS OF INFORMED CONSENT:  (Provide a detailed explanation in accordance with Appendix C, AR 40-38

 or AR 70-25

DESCRIPTION OF THIS STUDY
You are being asked to be in this research study because you are being treated with oral medication/s for diabetes mellitus. Your participation is entirely voluntary. Refusal to participate will not result in any penalty or loss of benefits to which you are otherwise entitled.
The purpose of this study is to determine if any edema, or swelling occurs in the retina of the eye as a result of taking diabetic medications. The retina is the light sensing tissue of the eye and its thickness will be measured to determine if there is any unusual swelling that you may not know about. The thickness of the retina is measured by an instrument called an Optical Coherence Tomographer (OCT) which is a safe, quick, noninvasive test.  The OCT image process is similar to taking a photograph of the eye, using only light to obtain measurements. The wavelengths of light are not harmful to the eyes. The OCT is a common instrument used in everyday clinical practice at Walter Reed Army Medical Center.
If you agree to be in this study, you will have an eye examination performed by the principal investigator immediately following the signing of this consent form. The eye exam will consist of standard evaluation of refractive error, health of the eye using dilating drops and OCT analysis. You would not normally have the OCT analysis unless there were other findings on your examination that would require its use.   Peripheral swelling will also be evaluated by examining your lower legs and ankles for swelling. The entire exam will typically take about an hour. 
There will also be a need for laboratory blood studies if not done in the last 3 months. Those laboratory studies include: Hemoglobin A1C (a test of the average blood sugar over the previous 3 months), the serum creatinine and urine microablumin levels (tests of kidney function) and serum lipid profile (a test of blood fats).  The total amount of blood that will be drawn is equal to about 3 tablespoons.  Also, during your eye examination your medical history will be reviewed and your diabetic medication history documented.
AMOUNT OF TIME FOR YOU TO COMPLETE THE STUDY
You will part of this study for a total of approximately 2 weeks which starts at the time of signing this consent form to the time you have your appointment in the Optometry Clinic.  The Optometry Clinic appointment will last approximately 1 hour.
APPROXIMATE NUMBER OF PEOPLE PARTICIPATING IN THE STUDY

There will be up to 130 subjects participating in this study.
POSSIBLE RISKS OR DISCOMFORTS FROM PARTICIPATING IN THIS STUDY

The risks or discomforts normally experienced in a routine eye exam. Topical medications for dilation may irritate or sting the eyes. The vision may be blurry following the dilation, therefore, it is recommended to wait until the vision clears before driving or have a driver to drive you home. There is also the possibility of sensitivity to light following the dilation of the pupils. You will be given sunglasses following the examination to alleviate any discomfort. 
In regards to laboratory studies, there will be some discomfort from drawing blood, and you may have swelling and a bruise at the site of the needle stick.  Some people feel dizzy or light-headed for a few minutes after blood is drawn.
POSSIBLE BENEFITS FROM PARTICIPATING IN THIS STUDY

You may not directly benefit from being in this study, but the information we learn may help us improve the management of diabetic patients in the future.
CONFIDENTIALITY (PRIVACY) OF YOUR IDENTITY AND YOUR RESEARCH RECORDS

The principal investigator will keep records of your being in this study.  These records may be looked at by people from the Walter Reed Department of Clinical Investigation, the Walter Reed Human Use Committee, the Army Clinical Investigation Regulatory Office (CIRO), and other government agencies as part of their duties.  These duties include making sure that research subjects are protected.  Confidentiality of your records will be protected to the extent possible under existing regulations and laws. 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. Your name will not appear in any published paper or presentation related to this study. 
When you enter this study, you will be assigned a unique study number that is not any part of your social security number or date of birth. This study number will be used to label your study information. The principal investigator will keep a master list linking your study number with your personal identifying information. The research data and master list will be kept for up to five years and possibly up to fifteen years after the end of the study, and then all the information will be destroyed. This research study meets the confidentiality requirements of the Health Insurance Portability and Accountability Act (HIPAA). A HIPAA Authorization form for this study will be provided to you separately and you will be asked to sign that form

CONDITIONS UNDER WHICH YOUR PARTICIPATION IN THIS STUDY MAY BE STOPPED WITHOUT YOUR CONSENT

Your participation in this study may be stopped without your consent if remaining in the study might be dangerous or harmful to you. Participation may also be stopped without your consent if the military mission requires it, or if you become ineligible for medical care at this hospital.

ELIGIBILITY AND PAYMENT FOR PARTICIPATING IN THIS STUDY

You will not receive any payment for being in this study.

COMPENSATION TO YOU IF INJURED AND LIMITS TO YOUR MEDICAL CARE

Should you be injured as a direct result of being in this study, you will be provided medical care for that injury at no cost to you. You will not receive any compensation (payment) for injury. You should also understand that this is not a waiver or release of your legal rights. You should discuss this issue thoroughly with the principle investigator before you enroll in this study.

Medical care is limited to the care normally allowed for Department of Defense health care beneficiaries (patients eligible for care at military hospitals and clinics). Necessary medical care does not include in-home care or nursing home care.
WHAT WILL HAPPEN IF YOU DECIDE TO STOP TAKING PART IN THIS STUDY AND INSTRUCTIONS FOR STOPPING EARLY

You have the right to withdraw from this study at any time. If you decide to stop taking part in this study, you should tell the principle investigator as soon as possible. If you leave this study at any time, you in no way risk losing your right to medical care. 
COSTS THAT MAY RESULT FROM TAKING PART IN THIS STUDY

There is no charge to you for taking part in this study.
Please feel free to ask any questions that will allow you to clearly understand this study.

A copy of this consent form will be provided to you.
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