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DESCRIPTION OF RESEARCH BY INVESTIGATOR:
Purpose of study and how long it will last  

Description of the study including procedures to be used  

Description of any procedures that may result in discomfort or inconvenience 

Expected risks of study 

Expected benefits of study 

Other treatment available 

Use of research results 

Special Circumstances 

Authorization for Access and Release of Protected Health Information 

Research Subject’s Rights 

Expected number of subjects to be included in this study:


In the entire study       

At this site                   
Type of subject: 


 FORMCHECKBOX 
  Inpatient. For inpatients, will this study prolong your hospitalization?    FORMCHECKBOX 
 No
   FORMCHECKBOX 
 Yes



    If yes, by how many days?        
 FORMCHECKBOX 
  Outpatient . For outpatients, this study will involve         visits.


   Each visit will take the following amount of time:       mins.
 FORMCHECKBOX 
  Non-patient volunteer 

You are being asked to volunteer to take part in a research study at the ________Veterans Affairs Medical Center (VAMC) [add other agencies, as applicable] it is important that you read and understand the information on this form.

[SECTION I. THE PURPOSE OF THE STUDY AND HOW LONG IT WILL LAST.]

[Title this section:]  PURPOSE

[Content: 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 ...

       The language in the consent should be clearly understood by persons of the full range of  

       educational  levels that will be asked to participate.  Medical jargon should be avoided and the   

       information should be related to everyday familiar language.

[When referring to medical terms that are commonly abbreviated, write out the full name the 

first time you mention it in the text. When using statistics, indicate the number out of 100 or more, instead of a percent.]

[SECTION II.  DESCRIPTION OF THE STUDY INCLUDING PROCEDURES TO BE USED.]
[SECTION III.  DESCRIPTION OF ANY PROCEDURES THAT MAY RESULT IN DISCOMFORT OR INCONVENIENCE.]

[Title these sections:] PROCEDURES - [They may be combined or addressed separately.]

[Content:]

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. [Discuss 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 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 investigational (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.

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

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

[SECTION IV. EXPECTED RISKS OF STUDY]

[Title this section:] RISKS - [You may combine Sections III and IV and title them DISCOMFORTS AND RISKS]
[Content:]

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.]

[SECTION V. EXPECTED BENEFITS OF STUDY]

[Title this section:] BENEFITS
[Content:]

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.
[SECTION VI. ALTERNATIVE THERAPY OR DIAGNOSTIC TEST]

[Title this section:] OTHER TREATMENT AVAILABLE
[Content:]

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

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

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

[SECTION VII. USE OF RESEARCH RESULTS]

[Title this section:] RESEARCH RESULTS
[Content:]

[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 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 an investigational drug, device or procedure is involved, add:) There is a possibility that the Food and Drug  Administration or (the name of the sponsoring company) may inspect your records.

5. Your records will not be revealed unless required by law.  

6. The New York /Brooklyn Harbor Healthcare Systems Subcommittee for Human Studies  
may inspect the records.     

[SECTION VIII. SPECIAL CIRCUMSTANCES]

[Title this section:] SPECIAL INFORMATION
[Content:]

[All seven of the following items must be included in this Section exactly as stated and in the listed order.  Modification is allowed in item 3 when applicable.  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.  There will be no costs to you for any of the treatment or testing done as part of this research study.
[Modification: when applicable, the investigator can consult VA circular 10-88-7, for information concerning VA policy or reimbursement for travel expenses and other types of

reimbursement allowable. When allowable, payments other than reimbursement for travel expenses must be mentioned in the consent form. This mention must include whether reimbursement is paid for completing any portion of the study and the total amount, method, and timing of payments.]

4.  Eligibility for medical care is based upon the usual VA eligibility policy and is not guaranteed by participation in a research study.
5.  In case of adverse (bad) effects or physical injury resulting from this study, eligible veterans are entitled to medical care and treatment. Compensation may or may not be payable in the event of physical injury arising from this study under applicable federal law. 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.
6. If you have questions about your rights as a research subject, you may contact the Administrative Officer of the Research Department at 212-686-7500 x 7470 or 718-836-6600 x 3838.  If you need further information you may contact Phyllis Vining, member of the Ethics Advisory Committee at 718-630-3510.

7.  A copy of this consent form will be placed in your medical record.

AUTHORIZATION FOR ACCESS AND RELEASE OF PHI:

•  Access to information about you, Protected Health Information (PHI) will be obtained during the course of this research study under the direction of [Principal Investigator’s name] .

•  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 types of medical information: [specify, for example]

· your medical history, physical exam, laboratory tests (blood and urine), x-rays 

· response to any study treatments you receive

· information related to study visits and phone calls

· add other tests or procedures that may be performed 

· other medical information relating to your participation in this study

•  With your permission you will authorize the Veterans Health Administration (VHA), the study doctor and his support staff to access and disclose this information to those carrying out the study, including a Study Sponsor and/or the Sponsor’s associates who work to monitor and oversee the study.  

•  Authorization to access your protected health information will continue until such time as the Study Sponsor no longer requires it.  

•  You have the right to see and copy any of the information gathered about you, but not until the study is complete.  You also have the right to withdraw this permission at any time by providing a written request to the Investigator. 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. 

•  The Sponsor agrees to keep your protected health information confidential, which will minimize the risk that it will be released to others without your permission.

•  By signing this consent 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.

•  The VHA 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. We will protect your information according to those laws. Despite this protection, there is a possibility that your information could be used or disclosed in a way that it will no longer be protected. Our Notice of Privacy Practices provides more information on how we protect your information. The research team will provide a copy of this document at your request.

I have read this authorization form and have been given the opportunity to ask questions. If I have questions later, it has been explained to me that I can contact the PI above. I will be given a signed copy of this authorization form along with the signed consent form for my records. I authorize the use of my identifiable information as described in this form.   

RESEARCH SUBJECTS' RIGHTS: 

I have read or have had read to me all of the above. Dr. [Investigator’s name] has explained the study to me and answered all of my questions. 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, and my refusal to participate will involve no penalty or loss of rights to which I am entitled. I may withdraw from this study at any time without 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.

In case there are medical problems or questions, I have been told I can call Dr. [name of contact] at  [phone #] during the day and Dr. [name of contact] at  [phone #]  after hours. If any medical problems occur in connection with this study the VA will provide emergency care.

My rights as a research subject have been explained to me, and I voluntarily consent to participate in this study. It has been explained to me what the study is about and how and why it is being done. I will receive a signed copy of this consent form.

Are you participating in any other research projects?  Yes ______   No _______

Subject's Signature







Date

Signature of Subject's Representative  (if subject is not competent)


Subject's Representatives (print)

Signature of Witness






Witness (print)

Signature of Person Obtaining Consent

Subject Identification:

__________________________________,  ___________________________   _________

Last Name                                                               First Name                                        MI

_____  _____  _____  -  _____  _____   -  _____  _____  _____  _____                                                                                                                                                                             

    Social Security Number (SSN)



                                                          Not valid if used beyond expiration date 
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