	INFORMED CONSENT DOCUMENT 

	
	89TH  MEDICAL GROUP
	

	
	Malcolm Grow Medical Center

1050 West Perimeter Road

Andrews AFB, MD 20762
	

	Privacy Act of 1974 and Health Insurance Portability And Accountability 

Act (HIPAA) applies.  DD Form 2005 filed in and Notice of Privacy Practices 

label contained on the outside of Clinical/Medical Records.



	PRIVACY ISSUES:  Protected health information (PHI) is any health information about you that can reasonably be used to identify you by the person to whom it is provided. The people who are conducting the study (the "Researchers") may need to look at your medical and study records that contain PHI.  Records of your participation in this study may only be disclosed in accordance with federal law, including the Federal Privacy Act, 5 USC 552, HIPAA, and their implementing regulations.  DD Form 2005 contains the Privacy Act Statement for the records.  Government agencies that make rules and policies about how research is done, including the Office for Human Research Protections (OHRP) and the Food and Drug Administration (FDA), have the right to review these records, if applicable.


TITLE OF STUDY

	


INVESTIGATORS' NAMES, DEPARTMENTS, PHONE NUMBERS

	


INTRODUCTION

	It is important that you read and understand several general principles that apply to all who take part in research studies: (a) taking part in the study is entirely voluntary; (b) personal benefit may not result from taking part in the study, but knowledge may be gained that will benefit others; (c) you may withdraw from the study at any time without penalty or loss of any benefits to which you are otherwise entitled. The nature of the study, the risks, inconveniences, discomforts, and other pertinent information about the study are discussed below. If you have personal, religious or ethical beliefs, which you think, might limit the types of medical treatment (for example, blood transfusions) that you would agree to receive; you should discuss them fully with your physician(s) before entering this study. You are urged to discuss any questions you have about this study with your doctor(s) and/or the clinic staff members. 




PURPOSE OF STUDY

(This section will explain the nature, purpose(s), approximate number of subjects, and the duration of participants’ involvement.)

	You,  




(SSN:  
        -         -             ), understand that you are being asked to participate in a research study.




PROCEDURES

(This section will explain all procedures and the purpose of the procedures to be undergone as part of this study.  Any experimental procedures will be explained as such.)

	


BENEFITS
	You understand that no benefit can be guaranteed.  However, it is intended that this treatment will provide a response as good as or better than conventional therapy.

OR

(For minor subjects)

The purpose of this study is to benefit you.  At this time, the investigator(s) does not know if the most commonly accepted treatments achieve the best possible results.  This study has been designed to learn if the new treatment is as good as or better than the most commonly accepted treatments.  You understand though that participating in this study does not guarantee benefit better than standard treatment.




ALTERNATIVES

(This section will explain your alternative treatment possibilities)

	The alternative is for you not to participate in this study.




RISKS/INCONVENIENCES

(Any discomfort , risks, inconveniences caused from procedures or drugs used that may be expected from participation in this study.)

	Your participation in this research study involves procedures or the use of medications that could possibly present a risk to unborn children. Since this possibility exists, your physician will do a serum (blood) or urine pregnancy test before you participate in the study.  AS A FEMALE, who should become pregnant during the study, you will immediately inform your physician.  If you are breast-feeding, You will stop upon entering this research study. AS A MALE who wishes to volunteer for this project, you understand that this research study involves procedures or the use of medications that could possibly present a risk to a child conceived while you are receiving this treatment. Whether you are MALE or FEMALE, you agree to personally ensure precautions are taken to prevent pregnancy from occurring.




EVENT OF INJURY

	You understand that your entitlement to medical and dental care and/or compensation in the event of injury is governed by federal laws and regulations, and if you have questions about your rights or if you believe you have received a research-related injury, you may contact the 89th Medical Group Patient Advocate, at (240) 857-5817, or the Principle Investigator of this study at ______________.


OCCURRENCE OF UNANTICIPATED EVENT

	If an unanticipated event (clinical or medical misadventure) occurs during your participation in this study, you will be informed.  If you are not competent at the time to understand the nature of the event, such information will be brought to the attention of your guardian or next of kin.




CONFIDENTIALITY AND PROTECTED HEALTH INFORMATION (PHI)

 (If Applicable-Please Complete All Blanks)

	We will not use or disclose your records in any ways other than the ways we describe in this form, and we will keep your records private to the extent allowed by law.  

Under the Health Insurance Portability and Accountability Act (HIPAA), a federal law enacted to protect the privacy of your protected health information (PHI), before we can use or disclose your PHI, we must provide you with information about what PHI will be used and how it will be used and disclosed.  

Your protected health information that may be used and disclosed in this study includes:

   - [Provide Demographic Information, i.e., age, sex, race, etc.]
   - [Medical History/Surgical History]
   - [Imaging Studies, Laboratory Results]
   - [Other:  List all other information that may be accessed, disclosed or otherwise included in research activities.]
Your protected health information will be used for:  [Provide a brief description of each research project or refer to information in the purpose section of this consent form.]

The disclosure of your protected health information is necessary in order to be able to conduct the research project described. Records of your participation in this study may only be disclosed in accordance with federal law, including the Federal Privacy Act, the Health Insurance Portability and Accountability Act of 1996, 5 U.S.C.552a, and its implementing regulations.  DD Form 2005, Privacy Act Statement - Military Health Records, contains the Privacy Act Statement for the records.  Note:  Protected health information of military service members may be used or disclosed for activities deemed necessary by appropriate military command authorities to ensure the proper execution of the military mission.

By signing this authorization, you give your permission for information gained from your participation in this study to be published in medical literature, discussed for educational purposes, and used generally to further medical science.  You will not be personally identified; all information will be presented as anonymous data.

If you decide to participate in this research, then you will be agreeing to let the Researchers and any other persons, companies or agencies described below use and share your PHI for the study in the ways that are set forth in this section, so please review this section very carefully.  

The Principal Investigator may use and share your health information with: 

   - 89th MDG Institution Review Board

   - Government representatives, which required by law

   - DGMC or Department of Defense representatives

   - [List any collaborators, outside laboratories, agencies, etc.]

   - [If applicable, list sponsor’s name]

   - [List any other groups with whom the information may be shared] 

The researchers [and list sponsor's name, foundations, etc if applicable] agree to protect your health information by using and disclosing it only as permitted by you in this authorization and as directed by state and federal law. 

If your protected health information is disclosed to anyone outside of this study, the information may no longer be protected under this authorization. 

You do not have to sign this authorization.  If you decide not to sign the Authorization, it will not affect your treatment, payment or enrollment in any health plans or affect your eligibility for benefits.  By not signing, you may not be allowed to participate in the research study.  

If you decide you want to revoke your authorization for us to use your PHI, you may do so by completing, signing a revocation letter and forwarding the letter to the PI.

Your Right Under HIPAA to Revoke Your Authorization:  Giving the Researchers your authorization to use and share your PHI is voluntary.  At any time, you may choose to revoke your authorization for the Researchers to use and share your PHI.  If you revoke your authorization, the Researchers may no longer be able to provide you with any research-related treatment, but your revocation will not otherwise affect your current or future health care.  Further, if you revoke your authorization, there will be no penalty or loss of any benefits to which you are otherwise entitled.

If you decide you want to revoke your PHI authorization, prepare and sign a revocation letter.  Forward the letter to the PI.  Once we receive your written revocation of your authorization to use your PHI, we will not make any other use of your PHI or share it with anyone else, except as follows: 

     (a) we will let any other previously identified parties know that you have revoked your authorization; 

     (b) we will not ask any identified parties to return any data that we provided to it/them before you revoked your authorization; 

     (c) and, even after we receive your revocation, we will still provide them and any other parties to whom we stated that we would disclose data with any data that is necessary to preserve the integrity of the research study, and we will provide any governmental or other MDG/CC approved agency with any data that they may need in order to comply with/or investigate adverse events or non-compliance with any applicable laws or instructions.

Personal Representative: I certify that I ________________, am over 18 years of age and that I am the personal representative of ____________________ ("Participant"), a person over 18 years of age, who has been invited to participate in this study but who is unable to sign this form due to physical or mental incapacity. I certify that legally I have been designated as the personal representative of the Participant because [insert description of reason for authority, e.g., "I have a court order dated 0/0/0 naming me as the Participant's legal representative"; I am named as the representative by a Durable Power of Attorney for Healthcare dated 0/0/0," etc.].  I further certify that I have full legal authority to make decisions concerning the participant, including decisions regarding health care and health care information.

PHI May be Re-disclosed:  If we disclose your PHI to one of the other parties described above, that party might further disclose your PHI to another party.  After the study is concluded and the data has been transmitted to the national agency sponsoring the study, the responsibility of DGMC is ended.

Expiration Date or Event:  (You must include a date or event after which the PHI collected pursuant to the Authorization will no longer be used.  For research purposes, you may state that the Authorization remains in effect until the "end of the study and any applicable records retention period," or, if the data is being collected to compile a research database, or for a similar purpose, then you may state that there is no expiration date.  Other possible expiration dates/events are: closure of the study; end of data collection; destruction of database; "____" years after closure of study; FDA approval of study drug; or a specific date.  In choosing an end event, it is always important to make sure that the date or event you choose allows for retention of PHI for any applicable records-retention periods.)

	


DECISION TO PARTICIPATE

	The decision to participate in this study is completely voluntary on your part.  No one has coerced or intimidated you into participating in this program.  You are participating because you want to.  Your investigator(s) has adequately answered any and all questions you have about this study, your participation, and the procedures involved.  You understand that the investigator will be available to answer any questions concerning procedures throughout this study.  You understand that if significant new findings develop during the course of this study that may relate to your decision to continue participation, you will be informed.  You further understand that you may withdraw this consent at any time and discontinue further participation in this study without prejudice to your entitlement to care.  You also understand that the investigator of this study may terminate your participation in this study at any time if you feel this to be in your best interest.  You have been provided a copy of this consent form.




	Your signature below indicates your willingness to participate in this research 

study and serves as your consent to release your protected health information.



	(Subject's Printed Name)



	(Subject's SSN)

	(Subject's Signature) 
	(FMP* & Sponsor's SSN)
	(Date)

	(Advising Investigator’s Signature) 
	(Investigator's SSN)
	(Date)

	(Witness’s Signature) 
	(Witness's SSN)
	(Date)

	Distribution:

(1) Clinical Investigation Facility (60MDSS/SGSE); [original]

(2) Research Volunteer;

(3) Volunteer’s Outpatient Medical Record, (permanently maintained);

(4) Principal Investigator.

( FMP (Family Member Prefix) such as 20 - sponsor, 30 - dependent spouse, 01 - first child, etc...)
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Page 5 of 6  




89thHIPAA ICD TEMPLATE (date here) 
              (Volunteer’s Initials)


