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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:

Purpose of the study and how long it will last

[Introduce the subject to the nature of the research, why it relates to his condition, and make a specific purpose statement:]

The purpose of this research is ...

Description of the study including procedures to be used  

1. [Start this section with:]  If you consent to participate in this research study ...

2. [Give a step by step description of the procedures from selection of patients through follow-up.  Identify phases, if appropriate.]

3. [Identify experimental procedures (do not call them investigational procedures).  Focus on invasive techniques, restriction of normal activities, long term follow-up, and possibility of receiving inactive materials.]

4. [Make a clear distinction between procedures which are necessary because of the study and those which would be required as part of the subject’s usual medical care.  This includes increases in time, complexity, discomfort, and/or prolongation of hospitalization or hospitalization entirely for research purposes.]

5. [If the study involves random assignment, the nature and probability of group assignment must be specified:]  Using a procedure like flipping a coin or drawing chances from a hat, you will have a 1 in 

 chance of receiving placebo, a substance that looks like the study drug but contains no active medication  instead of 

.
6. [If the subject and/or treating physician are to be kept blind to group assignment, this fact must be included.]

7. [When appropriate, the subject’s approximate length of involvement in the study shall be indicated.]

8. [The number of times a procedure is repeated shall be noted.]

9. [The duration of lengthy procedures, including questionnaires, should be indicated. This may be summarized for procedures done as a group.]

10. [If blood is withdrawn, both the frequency of the procedure and the total amount of blood should be indicated in metric measures, followed by teaspoons, tablespoons, ounces, pints, etc., as appropriate.  For studies involving a large number of samples to be drawn over an extended time interval, an estimate can be given.]

11. [For women of child bearing age:]

· [If pregnant subjects are to be excluded, the following statement is required for all women of child bearing age:]

Since this research may have bad effects on an unborn child and should not be done during pregnancy, it is necessary that a pregnancy test be done first. To your knowledge, you are not pregnant at the present time.

· [If the research extends over more than several days, add a statement to indicate the following:]
You also agree to avoid becoming pregnant (use contraceptives, take precautions against becoming pregnant, etc.) during this study.

12. [For studies involving experimental drugs, devices, or procedures, the following statements must be included:]

(a) Because this is a new (drug, device, procedure) we do not know all of its bad effects. You should contact (name of the VA investigator) at (phone, location) if you have any bad effects. [Include this information about the investigator here even if it is repeated elsewhere.]
(b) We(I) can not guarantee that you will be able to continue receiving this (drug, device, procedure) after this study is over.

[When appropriate add the following statements below.]
13. Statement that the particular treatment or procedure may involve risks to participants (or to embryo or fetus, if the subject is or becomes pregnant) which are currently unforeseeable.

14. Describe anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to subject’s consent.

15. Any additional costs that may result from participation in the research.

16. The consequences of a subject’s decision to withdraw from the research.  Provide procedures for orderly termination of participation, follow-up visits if necessary. 

17. [Describe anything unusual about this study that is not covered above.]

Description of any procedures that may result in discomfort or inconvenience 

Expected risks of study 

[You may combine Sections e.g. DISCOMFORTS AND RISKS]
1. [State any known risks, inconveniences, or side effects, with at least a rough estimate of number per 100, 1000, etc. of likelihood for severe events such as, loss of limb, coma, death, hemorrhage, etc.]

2. [If blood is to be drawn, include the following risks:]  Pain, bruising, and rarely, fainting or infection.

3. [Discuss any measures taken to minimize hazards.]

4. [Note that risks can not be predicted.]

5. [Include the effects these risks will have on the person’s health or person as a result of participating in the research study.]

Expected benefits of study
1.  [Describe any potential benefits to the subject, society, or future patients with similar conditions. This section should answer the question of how the benefits outweigh the risks and discomforts. It should indicate how fruitful results could not be obtained by other methods or at random. The subject should have a clear understanding of why the experiment is justified, without being coerced.]

2.  [If there are no clear benefits to this subject, include the following:]
You may not personally be helped by taking part in this study, but your participation may lead to knowledge that will help others.

Other Treatment Available
1. [Disclose appropriate alternative procedures or courses of treatment, if any that might be advantageous to the subject.

2. Discuss the consequences of not being involved in the study including whether and how the evaluation/treatment received would be different.]

3. [Where appropriate, include the consequences of a subject’s decision to withdraw from the research.]

4. [Where appropriate, include the set procedure for safe and orderly termination of participation when abrupt termination would impose risks.]

Use of Research Results
[Consider the statements below, as applicable.  The wording should be changed only for substantive reasons and without changing the meaning. The intent of the statements and all parts of the statements should be retained.]

1. We(I) will let you and your physician know of any important discoveries or significant new findings made during this study which may affect you, your condition, or your willingness to participate in this study.

2. [If using scales which elicit information concerning suicidal intent, depression, or other major clinical findings, indicate when the primary physician will be notified.]

3. [Include a statement that indicates who will have possession of questionnaires, videos, audio cassettes, who else will have access to them, how they will be secured, and the timing and method of coding and disposal.]
4. [Do not make absolute guarantees that identities or records will not be released.  Include a statement as follows] There is always a small chance that a lawsuit or government investigation will require release of identities or records. If results of this study are reported in medical journals or at meetings, you will not be identified by name, by recognizable photograph, or by any other means without your specific consent, unless required by law.  No information by which your can be identified will be released or published unless required by law.  Your medical records will be maintained according to this medical center’s requirements. [If appropriate, add:] The Federal agencies such as the Food and Drug Administration (FDA), the Office for Human Research Protection (OHRP) and the Government Accounting Office (GAO) may have access to the records.
5. [If an FDA-regulated test article is involved,] The FDA may choose to inspect research records including your medical records.  Your records will not be revealed unless required by law.  

6. The VA New York Harbor Healthcare System Subcommittee for Human Studies or IRB may inspect the records.
7. The informed consent document and related research records are to be retained at this facility. All records destruction shall be in accordance with the VA Records Retention Schedule.     

Special Circumstances
 [All six of the following items must be included in this Section.  This section represents an affirmation to the subject concerning participation.]

1.  You are not required to take part in this study: your participation is entirely voluntary.
2.  You can refuse to participate now or you can withdraw from the study at any time after giving your consent.  This will not interfere with your regular medical treatment, if you are a patient.
3.  Cost statement:
Sample 1:

There will be no costs to you for any of the treatment or testing done as part of this research. However, medical care and services provided by the VA that are not part of this study (e.g. normal hospital and prescription expenses which are not part of the research study) may require co-payments if your VA-eligibility category requires co-payment for VA services. [38 USC 1710 (f) and (g)]  

Sample 2:

You will not be charged for any treatments or procedures that are part of this study. However, if you are required to make co-payments for services provided by the VA or if you receive treatment that is part of your usual medical care, you or your third-party payor (e.g. insurance company) may be billed.

4.  Research-related injury:

[For research involving more than minimal risk, PI must include the following information:

a. Whether compensation is available in the event of physical injury arising from this study.
b. If compensation was available when injury occurred, an explanation as to what it consisted of or whether further information might be obtained.
c. An explanation as to whether any medical treatments were available when injury occurred.
d. If medical treatments were available when injury occurred, an explanation as to what it consisted of or where further information might be obtained.  

Further information about compensation and medical treatment may be obtained from the medical administration service at this VA medical center. Non-eligible veterans are entitled only to medical emergency care and treatment on a humanitarian basis.

Sample 1:

In the event that you sustain an injury or illness as a result of your participation in this VA approved research study, all medical treatment (emergency as well as medical treatment beyond emergency care) will be provided by the VA. You will be treated for injury at no cost to you. However, no additional compensation has been set aside. You have not waived and legal rights or released the hospital or its agents from liability for negligence by signing this form.

In the event of a research-related injury or if you experience an adverse reaction, please immediately contact your study doctor at (xxx) xxx-xxxx during the day and (xxx) xxx-xxxx after business hours. If you need emergency hospitalization in a private hospital because you are unable to come to the VA, have a family member or friend contact your study doctor so that the VA can coordinate care with the private hospital.

Sample 2:

The VA will provide necessary medical treatment should you be injured by participation in this study. You will be treated for the injury at no cost to you, but no additional; compensation is available.

In case there are any medical problems or questions you can call Dr. XXX at (xxx) xxx-xxxx during the day and (xxx) xxx-xxxx after business hours. In the event of illness or injury that you believe to be related to the study you can also contact the Research Office at 212-686-7500 x 7470 or 718-630-3645.

No promises have been given to you since the results and risks of a research study are not always known in advance. However, every reasonable safety measure will be taken to protect your well-being. You have not released this institution from liability for negligence. 

5. Contact Information:

For questions about the research:

Contact [Investigator Name and number for daytime and for after hours]
In the event of research-related injury:

Contact [Responsible Clinician Name and number daytime and for after hours. Include instructions in the event the research staff could not be reached.]
For questions about the validity of the research:

Contact the Administrative Officer of the Research Department at 

212-686-7500 x 7474 [for New York]   

718-836-6600 x 3838 [for Brooklyn]  

For further information about your rights as a research subject:

Contact your Patient’s Representative thru Charles Sanky at 718-836-6600 ext 6031.
If you wish to voice concerns or complaints about the research, you may contact the 
Research Compliance Officer, Marna Abarientos at 212-686-7500 ext 7443.

6. Compensation:
[Indicate whether or not subjects are compensated for participating in this research. State the amount of compensation as well as methods of payment.  Note VA policy prohibits paying human subjects to participate in research when the research is integrated with a patient’s medical care. Refer to VHA Handbook 1200.5 Paragraph 12 for circumstances when payment may be permitted. When allowable, payments other than reimbursement for travel expenses must include whether reimbursement is paid for completing any portion of the study and the timing of payments.]

Sample 1:  
You will be compensated for your time and effort for participating in this research subject. You will receive $20.00 for each blood draw/ sessions that you complete. You will receive payment at the end of each blood draw/session or at the end of all 5 sessions.




Sample 2:  
In return for your time and inconvenience, you will be paid $100 for your participation in this study. If you do not complete the study, you will be paid $40 for each week for participation. You will be mailed a check approximately three (3) weeks after the study has ended. Note that we will require your social security number to process the check. In addition, it is VA policy that the amount you receive from this study will be reported to the Internal Revenue Service (IRS) and may be considered taxable income.
Sample 3:  
You will not receive any payment for your participation in this study.
7. A copy of this consent form will be placed in your medical record.
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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