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	Subject Name:  ______________________________________________
	Date:  _______________

	Title of Study:  Enter full title of study

	Principal Investigator:  Enter name and title of PI
	VAMC:  Durham



	DESCRIPTION OF RESEARCH BY INVESTIGATOR 

1.  Purpose of study, anticipated number of subjects, 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
[START WITH THE FOLLOWING LEAD IN:]
We (I) are (am) asking you to volunteer to take part in a research study at the Durham Veterans Affairs Medical Center (DVAMC).  It is important that you read and understand the information in this form.  If you would like to verify that this study is approved by the Durham VAMC’s Institutional Review Board, please call the research office at (919) 286-6926. 

[SECTION I.  THE PURPOSE OF THE STUDY AND HOW LONG IT WILL LAST.]
[Title this section:]  PURPOSE (Do not delete this section)
[Content:  Introduce the subject to the nature of the research, why it relates to their condition, and make a specific purpose statement.]
The purpose of this research is …

[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, instead of a percent.  Include the approximate number of subjects involved in the study—local and/or total.]
SECTION II.  DECRIPTION OF THE STUDY INCLUDING PROCEDURES TO BE USED.]

[Title this section:] PROCEDURES (Do not delete this section) - [The items listed below 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 that are necessary because of the study and those that 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. 5.  [If the study involves random assignment, the nature and probability of group assignment must be specified: Using a procedure like flipping a coin, you will have a 1 in 
   chance of receiving a sugar pill instead of 
_.]

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

7. [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. [When appropriate include the following statement: If you are of childbearing potential and become pregnant, the procedure or treatment or study medication might involve unknown risks to the embryo or fetus.  

12. [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. ]
13. [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.
14. [Describe anything unusual about this study that is not covered above.]

15. [When applicable: Describe the procedures the subject may need to follow when they decide to no longer participate in the study, e.g. coming in for close out visit, calling the study coordinator.

16. [When applicable the consent should include an explanation of the following: List the anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent. For example, the investigator may withdraw you from the study and stop study medication without your consent for one or more of the following reasons: e.g. study cancelled, investigator decides that continuing your participation could be harmful to you, failure to follow instructions of investigator and/or study staff, you need treatment that is not allowed on the study]
Use and Disclosure of Personal Health Information

(REQUIRED STATEMENT)  Federal law requires that we get your permission to use and share your individually identifiable health information. This permission is called an Authorization. 

As part of this research study, you will authorize the Veterans Health Administration (VHA) to provide (insert name of Principal Investigator) and (his or her) research team the authority to use and/or disclose the following information about you:
(Insert here a description of the data and identifiers to be used, “in a specific and meaningful fashion.”)  Examples of specific and meaningful descriptions include “lab test”, “clinic visit data”, “ x-ray readings”, “demographic information”.  List any other personal health information that will be obtained from other sources to be used in the research record, including prior medical history, tests or records from other sites. 

If relevant to your study, include the following sentence and relevant conditions/diseases:

The information collected also includes the following health condition(s):
substance abuse problems [  ] 
HIV [  ] 
AIDS [  ] 

mental health conditions   [  ] 
sickle cell anemia [  ]

[SECTION III. EXPECTED DISCOMFORS/RISKS OF STUDY]

[Title this section:] DISCOMFORTS AND RISKS (do not delete this section)
[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. [Include risk associated with any ionizing radiation procedure identified in the study.]

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

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

7. Discuss any physical, psychological, social and/or economic risk.

8. Behavioral and Social Science Research should include a statement regarding risk of breach of confidentiality.  

[SECTION IV. EXPECTED BENEFITS OF STUDY]

[Title this section:] BENEFITS (Do not delete this section)
[Content:]

1. [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.
2. [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.]

[SECTION V. ALTERNATIVE THERAPY OR DIAGNOSTIC TEST]

[Title this section:] OTHER TREATMENT AVAILABLE (Do not delete this section.)
[Content:]

[Discuss appropriate alternative procedures or courses of treatment, if any, which might be advantageous to the subject.  Discuss the consequences of not being involved in the study including whether and how the evaluation/treatment received would be different.  If there is no alternative treatment to participate, consider that the only other alternative is not to participate in the study.]

[SECTION VI. USE OF RESEARCH RESULTS]

[Title this section:] RESEARCH RESULTS (Do not delete this section)
[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 that may affect you, your condition, or your willingness to participate in this study.
2. [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.]  The following information MUST be identified in the consent:  1) describe where study data will be stored (Note: original research files must be maintained at DVAMC per VA guidelines), 2) who will have access, 3) clarify how inadvertent disclosure will be avoided, 4) Method of data storage must be specific to identify media used, e.g. electronic, hardcopy paper, sponsor provided equipment/service, and/or ….   5)  Method of destruction should be clarified by using statements such as “information will be shredded in accordance with the VA records control requirements for destruction of sensitive information” or “information in electronic format will be deleted or purged from data files in accordance with the VA records control requirements.  

3. [Include a statement as follows:] 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. Your medical records will be maintained according to this medical center’s requirements.  

4. Insert the following [If an investigational drug, device, or procedure is involved, include Food and Drug Administration (FDA) to the following listing:]: As part of the study, we may disclose your information to the Office for Human Research Protections (OHRP), other government agencies, the Office of Research Oversight (ORO), or the Institutional Review Board (IRB). If the study will use and disclose protected health information outside the VHA [e.g., pharmaceutical company and pharmaceutical company’s agent or CRO, Food and Drug Administration, researchers outside the VHA, Institute for Medical Research and their auditors, any other sponsoring agency], including subject information for reimbursement if compensation is paid for participation in the study, then include the following standard language: We may also disclose your information to [insert names and/or agencies].  We will not share any information with these groups outside the VHA unless they agree to keep the information confidential and use it only for the purposes related to the study. Any information shared with these outside groups may no longer be protected under federal law, and, furthermore, these groups may disclose your information to other groups.  If the sponsor receives identified information, it is then the sponsor, and not the VA, who is responsible for the security of the information.   
[SECTION VII. SPECIAL CIRCUMSTANCES]

[Title this section:] SPECIAL INFORMATION (Do not delete this section)
[Content:]

[All of the following items must be included in this Section exactly as stated and in the listed order.  Item 

3 may not be applicable to the study, and Item 4 may be expanded to include compensation to subjects.  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. However, in order to participate in this study, you must sign this form. 

2. Authorization to use and or disclose the information collected about you in this research study (will expire at the end of this study or has no expiration date or describe dates or circumstances under which authorization will expire).
3. 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 payment, enrollment, or eligibility for benefits, or your regular medical treatment, if you are a patient.  
4. [When appropriate, include the consequences of a subject’s decision to withdraw from the research.] 
5. There will be no costs to you for any of the treatment or testing done as part of this research study.  Some veterans are required to pay co-payments for medical care and services provided by VA.  These co-payments requirements will continue to apply to medical care and services provided by VA that are not part of this study.  

[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 applicable, describe what a subject will receive for participating (e.g. money/check, gift certificate, travel expenses, or other compensation or reimbursement).  This must include total amount, method, and timing of payments or reimbursement.  The timing and method of payment must be specific.   Always pro-rate compensation for individuals who, for whatever reason, don’t or can’t complete the study.  Ex:  You will receive up to $100 for completion of this study.  The study involves five visits, and at each visit you will receive a check for $20 (or after each visit a check will be mailed to you).] 

6. Eligibility for medical care is based upon the usual VA eligibility policy and is not guaranteed by participation in a research study.

7. The following statement MUST be included regardless of funding source.  Statements relative to treatment for research-related injury must not be included elsewhere in this document.  The VA will provide necessary medical treatment should you be injured by being in this study.  You will be treated for the injury at no cost to you.  This care may be provided by the Durham VAMC or arrangements may be made for contracted care at another facility.  No promises have been given to you as the results and the risks of a research study are not always known in advance.  Every reasonable safety measure will be taken to protect your well-being.  You have not released this institution from liability for negligence.  In case of research related injury resulting from this study, you should contact the principal investigator at (phone number) during the day, and at (phone number) after hours.  Further information about compensation and medical treatment may be obtained from the medical administration service at (919) 286-6957 at this VA medical center.
8. If you have questions about the research or your rights as a research subject, would like to obtain information, offer input, or have other concerns or complaints, you may contact the administrative officer of the research service at (919) 286-0411 ext. 7632.  
[SECTION VIII. CONSENT FORM 1086 – THE LAST PAGE OF THE CONSENT FORM)



	AFFIRMATION FROM SUBJECT  (Do not delete this section)
RESEARCH SUBJECTS RIGHTS:  I have read or have had read to me all of the above.  Dr. ____ or his/her staff 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.

I have been told that I do not have to take part in this study, and my refusal to participate will involve no penalty or loss of benefits to which I am entitled.  I may withdraw from this study at any time without penalty of loss of VA or other benefits to which I am entitled.  To withdraw from the study, I should write to Dr. (Principal Investigator) at (address).  I understand that if I withdraw from the study, no new data about me will be collected for study purposes other than data needed to keep track of my withdrawal.  However, the research team may continue to use data about me collected prior to the date of withdrawal.

The results of this study may be published, but my records will not be revealed unless required by law.

In case there are questions, concerns, or complaints regarding this research study, I have been told I can call Dr. ____ at ____ during the day and Dr. ____ at ____ after hours.  If any medical problems occur in connection with this study the VA will provide care.

My rights as a research subject have been explained to me, and I voluntarily consent to participate in this study.  I have received an explanation of what the study is about and how and why it is being done.  I authorize the use and disclosure of my identifiable information as described in this form.  I will receive a signed copy of this consent form.  If I am a VA patient, a copy of this consent form will be placed in my medical record.

Subject’s Signature
Date

Signature of Witness* (witness to signature only)

Date

Signature of Investigator or Person Obtaining Consent

Date

· * A Witness required on all consents.
· Legally Authorized Representatives (LAR) permission can ONLY be obtained with prior approval of the IRB.
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