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You are being asked to volunteer to take part in a research study at the VA New York Harbor Healthcare System (VA NYHHS). It is important that you read and understand the information on this form.

      Expected number of subjects participating in this study from the VA NYHHS BK/NY campus. 

      Expected number of participants from all other sites (for multi-center studies). 

This includes:  

 FORMCHECKBOX 
  For in-patient subjects, this study will/will not prolong your hospitalization by       days. 

 FORMCHECKBOX 
  For out-patient subjects, this will involve       visits, which will take about       (mins) over (period of time).

 FORMCHECKBOX 
  For non-patient volunteers, this will involve       visits, which will take about       (mins) over (period of time).

DESCRIPTION OF RESEARCH BY INVESTIGATOR:

1. Purpose of the study and how long it will last: 

2. Description of the study including procedures to be used:

3. Description of any procedures that may result in discomfort or inconvenience:

4. Expected risks of study:

5. Expected benefits of study:

6. Other treatment available:

7. Use of research results:

8. Special circumstances:

RESEARCH PARTICIPANT AUTHORIZATION FOR ACCESS AND RELEASE OF PHI:

1. Access to information about you, Protected Health Information (PHI) will be obtained during the course of this research study under the direction of the Principal Investigator (PI), Name Investigator here.

2. This will include information, that is used to determine your eligibility for this study and information collected from the procedures that are carried out as a part of the research study. These may include the following type of medical information: 
[Provide a description of the information to be used or disclosed that identifies the information in a specific and meaningful fashion.  If HIV, sickle cell anemia, drug and /or alcohol abuse treatment information is to be disclosed, this information must be specifically identified in the description.  Provide details specific to the protocol to describe each item to be used.  The following items are provided as samples of personally identifiable information.]
Medical History:

Psychiatric History:

Physical Examination:

Laboratory Results: (e.g. blood work, radiological tests, and other diagnostics)

HIV, Diagnosis and Treatment information:

Sickle Cell Anemia, Diagnosis and Treatment information:

Drug and/or Alcohol Abuse, Diagnosis and Treatment information:

Survey data:

Responses to study treatment received:
Information and all dates related to study visits:

Demographics (e.g. Name, Address, Date of Birth, Social Security number)

3. With your permission you will authorize the VA, the PI and his support staff to access information identifying you for research purposes.

4. Authorization to access your protected health information will continue until [Provide an expiration date or event such as “the end of the research study”. Indicate none if applicable such as when creating a research database or research repository.]
5. [If applicable] With your permission you will authorize the disclosure of this information upon request, to [Provide a Name, Class of persons, Office designation, Sponsor Name or Research Compliance Monitor, as applicable.]
6. You have the right to see and copy any of the information gathered about you, but not until the study is complete. 

7. You also have the right to withdraw these permissions at any time by providing a written request to [the Investigator’s Name and mailing address]. When you withdraw your permission, no new health information that might identify you will be gathered after that date, Information that has already been gathered may still be used and given to those previously authorized.
8. [The Sponsor] (Or the PI and their support staff if there is no sponsor) agrees to keep your PHI confidential, which will minimize the risk that it will be released to others without your permission.

9. By signing this authorization form you authorize these uses and disclosures of your protected health information. If you do not authorize these uses and disclosures you will not be able to participate in the study. 
10. Your refusal to sign this Authorization will not affect your treatment, payment, enrollment or eligibility for benefits in the VA Hospital.
11. Individually-identifiable health information disclosed pursuant to the authorization may no longer be protected by Federal laws or regulations and may be subject to re-disclosure by the recipient.

12. The VA NYHHS complies with the requirements of the Health Insurance Portability and Accountability Act (HIPAA) of 1996 and its privacy regulations and all other applicable laws that protect your privacy. The VHA Handbook 1605.1, Privacy and Release of Information, provides more information on how we protect your information. VHA may not condition treatment, payment, enrollment or eligibility for benefits based on the subject completing the HIPAA authorization. 
Subject's Signature







Date

Signature of Subject's Legally Authorized Representative if not competent

Printed Name of Representative 

RESEARCH PARTICIPANT’S RIGHTS: 

· The study was explained to me and all of my questions were answered. 
· I have been told of the risks or discomforts and possible benefits of the study. 
· I have been told of other choices of treatment available to me.

· It has been explained to me that I do not have to take part in this study. 
· I may withdraw from this study at any time.

· My refusal or withdrawal from participation will involve no penalty or loss of VA or other benefits to which I am entitled. 
· The results of this study may be published, but my records will not be revealed unless required by law.

· I voluntarily consent to participate in this study. 
· I authorize the use of my identifiable information as described in this form.

· I will receive a signed copy of this document for my records.

· I have the contact information if I have questions at a later date.
In case of medical problems or questions regarding the research, I can call: 
Dr. [name of contact] at  [phone #] during the day or
Dr. [name of contact] at [phone #] after hours
CONSENT: My signature below indicates that I have read and understood this consent document and HIPAA authorization and had ample opportunity to ask questions. (Check each statement below that applies.)

    ____________   I am currently participating in another VA clinical trial or research project.  

    ____________   I am currently participating in another research project outside the VA.
	SIGNATURES
	PRINTED NAME
	DATE SIGNED

	Subject:


	
	

	Subject’s Representative:  [If subject is not competent.]


	
	

	Witness:


	
	

	Person Obtaining Consent:


	
	


What questions should I ask before volunteering to take part in a research study?

· Who is doing this study and what questions might it answer?

· Who reviewed or approved this study?

· What could happen to my health, good or bad, if I take part in this study?

· Is it possible that I will receive a placebo (inactive substance)?

· What tests or procedures will I have during the study?

· How long will this study last?

· If I decide to participate in this study, how will it affect my daily life?

· Will I have to make extra trips to the VA?

· Could my condition get worse during the study? What happens if it does?

· Will I be charged anything or paid anything to be in this study?

· Who will be in charge of my care? Can I continue seeing my own doctor?

· Who will be told I am taking part in this study? What information will they receive?

· What happens to any specimens that I give?

· What happens after the study ends?

· Will I be told the results of the study?

· How do I end my participation in this study if I change my mind?

· What other options or choices do I have if I decide not to take part in this study?

· Whom do I contact for questions and information about the study?
What if I do not want to take part in a research study?

· If you decide to take part in a study, you do so as a VOLUNTEER. This means YOU decide.

· If anyone asks you to take part in a research study, you have the right to say “no.”

· Your decision will not affect your VA health care or benefits.

· You need to weigh both the potential risks and potential benefits of the study.

· You can change your mind and leave a research study at any time without losing any of your VA health care benefits.

For more information, visit the website http://www.research.va.gov/programs/pride/veterans/ 
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