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You are being asked to volunteer to take part in a research study at the Veterans Affairs New Jersey (VA NJ) Health Care System ___[Add other agencies, as applicable].  This consent form gives you information about the study.  It describes the purpose of the study, the risks of the study, and the possible benefits of taking part.  It is important that you read and understand the information on this form.  
[If applicable, add statement(s) for subject to take time before deciding on taking part.  For example:]  
You should talk to your family, health care providers and friends for their advice before deciding whether to take part in this study.            
OR        
This is a type of research study called a clinical trial.  Your study doctor will explain the trial to you.  You may want to talk with your family, friends, health care team, and study staff and ask their advice and what it means to you if you take part.  When you have answers to all of your questions, please take your time to decide if you want to take part in the trial.
SECTION I.  THE PURPOSE OF THE STUDY AND HOW LONG IT WILL LAST

[Introduce the subject to the nature of the research, why it relates to his/her condition, and make a specific purpose statement.  Identify any sponsors of the study.]
You are being asked to take part in the research study because ___[fill in principal intent or eligibility criteria here].  The purpose of this research is ___[fill in the research purpose(s)].  [For acronyms or medical terms that are commonly abbreviated, write out the full name.  Only if the acronym has very common understanding to a lay person (e.g. AIDS) may an acronym or abbreviation be used in the text after it has been spelled out the first time.  When using statistics, indicate the number out of 100 or more instead of using a percentage.]
About ___[fill in the number] people will take part in this study at the VA NJ Health Care System.  The study will take ___ [fill in duration of time].  You will need to make ___[number of] visits to ___[name of doctor/clinic/facility] at the ___[name of location, e.g. VA NJ Health Care System].
[If applicable, add statement that sponsor is paying the VA to conduct the research.  For example:]  
This study is being sponsored by ___[insert name of sponsor].  [Insert name of sponsor]___ is paying for the VA NJ Health Care System to do this study.  The non-profit Veterans Biomedical Research Institute will handle the money.
SECTION II.  STUDY DESCRIPTION AND PROCEDURES TO BE USED

This is what will happen if you agree to take part: 
1.  Give a step-by-step description of the procedures from selection of patients through follow-up in chronological order.  Identify phases, if appropriate. Use tables or flow charts to depict number of visits, procedures at each visit, etc. if it will help the subject understand what is involved in study participation.
2.  Discuss experimental procedures. Describe each procedure to be used for experimental purposes even if it would otherwise be part of the routine medical regimen.  Focus on invasive techniques, restriction of normal activities, long term follow-up, and possibility of receiving inactive materials. 
3.  Make a clear distinction between procedures that 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.
4. If the study involves random assignment, specify the nature and probability of group assignment; such as: You will be “randomized” into one of the study groups.  This means you are put into a group by chance.  Like flipping a coin, you will have a 1 in __ chance of receiving  ____ instead of____.
5.  Placebo should be defined as a pretend treatment (with no drug in it) that is compared in a clinical trial with a drug to test if the drug has a real effect.
6.  If the subject and/or treating physician are to be kept blind to group assignment, this fact must be included.

7.  Include quantitative information whenever possible, e.g., volume of blood (in teaspoons, tablespoons), number of blood withdrawals, drug dose range.  
8.  Note the number of times a procedure is repeated.
9.  Indicate the duration of lengthy procedures, including questionnaires. This may be summarized for procedures done as a group. This is to inform subjects of the time procedures will take so that they understand the time commitments of participation.
10.  For studies involving experimental drugs, devices, or procedures, the following statements must be included:  Because this is an ___[experimental drug, device, procedure or experimental use of a drug, device, procedure or investigational use of a drug, device, procedure] we do not know all of its bad effects.  You should contact ___[insert PI’s name] at ___[insert phone, location] and your study doctor, [insert study doctor’s name]  at ________ [insert phone, location] if you have any bad effects. 
11.  Include for all drug studies, as applicable for device and procedure studies.  We cannot guarantee that you will continue receiving this ___[insert drug, device, procedure] after the study is over.
12.  If using scales that elicit information concerning suicidal intent, depression, or other major clinical findings, indicate when the primary physician will be notified.
13.  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.
14.  Describe anything unusual about this study that is not covered above.  This may include a specific inclusion or exclusion criteria that would jeopardize subject safety or data integrity if the subject is not truthful such as:  You must be honest with the study doctor about your health history or it may not be safe for you to be in the study. 
15.  If applicable, for women of childbearing age:  
a. If pregnant subjects are not excluded the following statement or similar is required:  Since this study may have bad effects on an unborn child and should not be done during pregnancy, it is necessary that a [blood, urine] pregnancy test be done first.  To your knowledge, you are not pregnant at the present time.
b. If the research extends over more than several days, add a statement or similar to indicate the following:  You agree to avoid becoming pregnant during this study.  You will be required to use an effective, medically approved method of birth control while on treatment.  Therefore, a double barrier method of birth control measures such as condoms, sponges, and IUDs should be used by all who take part in the study or their sexual partners while taking this drug.  
16. If applicable for men the following statement or similar is required:  Men must agree to avoid getting a woman pregnant and must immediately tell the study doctor should they get a woman pregnant.
17. When biological specimens are to be collected for protocol defined testing, the consent form must clearly address the following:
a. Describe the protocol defined tests/use of the biological sample.
b. State where the sample will be stored and analyzed (e.g. Lab xyz in Chicago, IL). 
c. If the specimen is to be used to generate a cell line state that there is a risk of loss of confidentiality such as:  The cells from the ______ [insert type of sample] sample you are giving will be adapted to grow continuously in the laboratory.  This is call creating a “cell line”.  Cells from this cell line will be used for _______ [insert research use].  Information about the cell line could be leaked to others not part of the study staff.  This could affect your ability or your family’s ability to get insurance or get a job. 
d. State how the stored specimen will be identified or if it is stored without any identifier (de-identified) and if it is to be a linked specimen or unlinked specimen.
e. If linked, define what a link is in lay language.  Explain who has the link, for how long, when it is to be destroyed.  Include the following text if applicable:  Your study records will be destroyed as allowed by the VA’s policy for destruction of study records. 
f. State when the link at the VANJHCS will be destroyed.  Include the following text, if applicable:  Your study records that are kept at the VA, including the links, will be destroyed as allowed by the VA’s policy for destruction of study records.  
g. Explain if there is a procedure for subject to have the sample removed from storage upon subject’s request.
h. Explain the disposition of the specimen after completion of the study.  
i. Explain whether the research results will be conveyed to the subject and/or health care provider.
j. Explain whether the human subject will be contacted after the completion of the original study. If so, explain how will subject be contacted and by whom.
k. Disclose any potential conflict of interest or financial gains for the investigators or the participating institution.
l. If the study involves the use of samples of blood, tissue, bodily fluids or substances of a research subject that could be part of or lead to the development of a commercially valuable product, add language informing the subject that there are no plans to share any profits with those providing the samples such as: 
Commercially profitable products may someday be developed from the use of your tissues, blood, bodily fluids or substances.  There are no plans to share any profits from such products with the people who were the source of these tissues, blood, bodily fluids or substances. 

m. If testing of the biological samples is optional the subject must initial agreement to participate in the optional study such as:  This part of the study is optional.  You do not have to take part if you do not want to.  You can still take part in the main study if you do not want to take part in this one.  No matter what you decide, it will not affect the care you receive.
________By signing my initials, I agree to take part in the [describe the optional study].
18. When the research involves genetic tests of any kind, the consent form must include the following section.
A new federal law called the Genetic Information Nondiscrimination Act (GINA) generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information.  This law generally will protect you in the following ways:
· Health insurance companies and group health plans may not request your genetic information obtained from this research.
· Health insurance companies and group health plans may not use your genetic information obtained from this research when making decisions regarding your eligibility or premiums.
· Employers with 15 or more employees may not use your genetic information obtained from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.
However, be aware that the Genetic Information Nondiscrimination Act will not protect you:

· From discrimination on the basis of an existing genetic disease or disorder.  
· Against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.

SECTION III.  EXPECTED RISKS, DISCOMFORTS, OR INCONVENIENCES OF TAKING PART IN STUDY 

Taking part in this study may involve some added risks.  
[List each risk using simple, concise terms.  Consider using bulleted or numeric format].
1. There is a risk that study information (data) could be connected to your name.  This is called “loss of confidentiality”.  
2. When the research involves genetic tests of any kind, state the risks inherent in the loss of confidentiality of such information, such as:  The ______ [insert type of sample] sample you are giving will be used to test your genes.  Every effort will be made to keep the results of the tests confidential.   However, findings from the tests could be leaked to others not part of the study staff.  If the information should become known, the results could affect your or your family’s ability to get insurance or a job.

3. If the research involves investigational drugs or devices, or procedures whose effect on subjects is not well known add language to state unknown risks such as:  Study staff do not know if _____[insert name of drug ,device, or procedure] will make your health ___[or medical condition] better.  The ___ [insert study doctor or study staff] does not know of all the risks to you from taking part in the study.  You should talk to your ___ [insert study doctor or study staff] about any side effects you have while taking part in the study.
4. 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., and the potential reversibility of each. May state range of severity such as: Side effects may be mild or serious.
5. State the effects the risks will have on the subject’s health or person as a result of participating in the research study.
6. Indicate measures that will be taken to deal with adverse reactions.  Include adverse reactions listed in the investigator brochure or product label. 
7. If blood is to be drawn, include the risks of bruising, pain, bleeding, and/or infection. 
8. Discuss any measures taken to minimize hazards. 
9. If the research involves drugs, device or procedure whose effects on fetuses or usage in pregnancy is not well known add:  The study staff does not know of all the risks of _____ [insert name drug, device, or procedure] to the embryo or fetus if you are or become pregnant. 
10. Mention common problems including, but not limited to, those from skin tape allergies and emotional stress from questions.
11. A sentence to promise the patient that he/she will be notified of any new adverse reactions, which may affect him/her, should be included where applicable such as:  The study staff will tell you about any new risks or new side effects that could happen to you from taking part in the study.
12.  List the anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.
13.  If there may be adverse consequences (physical, social, economic, legal, or psychological) from a subject’s decision to withdraw from the research, include the consequences of a subject’s decision to withdraw and a set procedure for safe and orderly termination of participation when abrupt termination would impose risks such as:  If you would like to stop taking part in the study, it is important to tell the study staff.  Not telling the study staff about your decision could be harmful and [explain the consequence].  The study staff will take you off the study in a safe manner and will discuss other care options with you.
SECTION IV.  EXPECTED BENEFITS OF THE STUDY

[This section should answer the question of how the potential 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.]
Describe any potential benefits to the subject, society, or future patients with similar conditions.  
If there are no clear benefits to the subject, state:  None.  Taking part may help others by learning more about [describe the knowledge gained].
SECTION V.  OTHER TREATMENTS AVAILABLE

[Use bullet points or numbering for each option.]
For non-treatment studies state:  None. This study is not a treatment study. 
For treatment studies: 
1. list other treatment options. Describe the alternatives for evaluation/treatment available and how each would be advantageous and/or different from the study if the subject chooses not to participate in the study.
2. After listing the treatment options state:  You do not have to take part in this study if you do not want to.  If you choose not take part in this study, you and your doctor will decide on an available treatment option.
SECTION VI.  USING MY TISSUE SAMPLES AND/OR DATA IN FUTURE RESEARCH
[When samples are to be collected for future research, the consent form must clearly address the following elements.]
1. Describe the expected uses of the sample(s).
2. Include a statement indicating the risks inherent in the loss of confidentiality of such information when tissues are to be used DNA or genetic analysis, such as:  The ______[insert type of sample] sample you are giving will be used to test your genes.  Every effort will be made to keep the results of the tests confidential.   However, findings from the tests could be leaked to others not part of the study staff.  If the information should become known, the results could affect your or your family’s ability to get insurance or a job.
3. If the specimen is to be to used generate a cell line state that there is a risk of loss of confidentiality such as:  The cells from the ______ [insert type of sample] sample you are giving will be adapted to grow continuously in the laboratory.  This is call creating a “cell line”.  Cells from this cell line will be used for _______ [describe future research uses].  Information about the cell line could be leaked to others not part of the study staff.  This could affect your ability or your family’s ability to get insurance or get a job.
4. State the researcher or groups of researchers who will be able to obtain the samples (e.g., researchers affiliated with the University of XX Genetics Institute).
5. State where the sample will be banked (e.g. Lab xyz in Chicago, IL).
6. State how the stored specimen will be identified or if it is stored without any identifier (de-identified) and if it is to be a linked specimen or unlinked specimen.
7. If there is a link, define what a link is in lay language.  Explain who has the link, for how long, when it is destroyed and how it is destroyed.
8. If there is a link, state if all links to clinical data will be destroyed.
9. If there is a link, explain the destruction procedure including when it will be destroyed and how it will be destroyed or removed from the bank upon the subject’s request.  If applicable, state: Your study records that are kept at the VA, including the links, will be destroyed as allowed by the VA’s policy for destruction of study records
10. Explain duration of time the sample will be banked.
11.  If applicable, explain the timing and method of disposal of the sample.
12. Explain whether the research results will be conveyed to the subject and/or health care provider.
13. Disclose any potential conflict of interest or financial gains for the investigators or the participating institution.
14. If the study involves the use of samples of blood, tissue, bodily fluids or substances of a research subject that could be part of or lead to the development of a commercially valuable product, add language informing the subject that there are no plans to share any profits with those providing the samples, such as:  Commercially profitable products may someday be developed from the use of your tissues, blood, bodily fluids or substances.  There are no plans to share any profits from such products with the people who were the source of these tissues, blood, bodily fluids or substances.
15. State whether the human subject will be contacted after the completion of any future research. If so, how will subject be contacted and by whom.
16. Include other information that explains the use of the biological samples in future research that is not covered above.
17. If the data may be reused:
a. Describe the research data repository in which the data is to be stored (see VHA Handbook 1200.12) or describe the plan for maintaining IRB approval in order that the data can be reused.   
b. describe uses and disclosures of the data to be reused as defined in the protocol (or application).
c. , describe how privacy and confidentiality will be maintained and how the data will be secured.  
SECTION VII.  CONFIDENTIALITY: PROTECTING YOUR INFORMATION
1. Describe the study information (questionnaires, videos, audio cassettes, etc.) that is collected.
2. State who will have possession of the study information (e.g. study staff, sponsor, other third parties, etc.)
3. State if study information is identifiable. 
4. Explain if study information is coded and if there is a link to the code.  Explain the term “link” in lay language.
5. If there is a link, explain the destruction procedure including when it will be destroyed and how it will be destroyed or removed from the bank upon the subject’s request. 
6. Include a statement that indicates how the link will be secured.
7. Include a statement that indicates who will possess the link.
8. Include a statement that indicates who will have access to the link.   
9. Describe the timing and method of storage of the link.
10. Include a statement that indicates how study information will be secured.
11. Include a statement that indicates who will have access to study information. 
12. Describe the timing and method of storage of study information.
13. Describe the timing and method of disposal of study information.  If applicable state:  Your study records will be destroyed as allowed by the VA’s policy for destruction of study records.  Your study records that are kept at the VA, including the links, will be destroyed as allowed by the VA’s policy for destruction of study records
14. If the Veterans Biomedical Research Institute New Jersey (VBRI) will need personal identifiable information for subject payments, billing for tests or services performed by non-VA entities or other functions in support of the research, the VBRI should be identified as an entity to which this information will be disclosed and the specific purpose should be described.
Your medical and study records may be reviewed by:

· VA Quality Assurance and VA Research Compliance personnel
· Federal regulatory officials (e.g., Office of Research Oversight, Office of Research and Development, and the Office for Human Research Protections)
· Institutional Review Board members
· Research and Development Committee members

[As applicable include:] 

· Food and Drug Administration officials
· Collaborating Institutions
· [insert name the sponsor], the sponsor of this study
· Companies working with _________ [insert name the sponsor] on this study
· __________ [list any other entities that can review records].

Your medical records will be kept according to VA NJ Health Care System policies.  
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. 
For studies enrolling subjects who are participating in the study as patients, if the study involves picture, and/or video recording and/or voice recording:
1.  Have VA Form 10-3203 completed and signed and scanned into the CPRS Medical Record with the informed consent form.
If the study involves using picture, and/or video recording and/or voice recording regardless of whether the subject is a patient Include the following section in the informed consent form.
Study staff will be making and using [select picture, and/or video recording and/or voice recording] to [describe why picture, and/or video recording and/or voice recording are being taken for the research].  The information will be accessed by [state who will have access to the information].  After the study is complete, the [select picture, and/or video recording and/or voice recording] will be kept [describe the storage location, e.g., locked file cabinet, network share] and then disposed of by [describe how the information will be disposed] per VA’s policy.
SECTION VIII. SPECIAL INFORMATION

[Items 1through 5 and item 9 must be included in this Section exactly as stated.  Include items 6 through 8 as applicable in the listed order.  Modification is allowed in item 3, when applicable.  This section represents an affirmation to the subject concerning participation.]
1. Taking part in this study is your voluntary decision.  You may choose to take part or choose not take part in the study.  This choice will not affect the medical care you are receiving or will receive at the VA NJ Health Care System.
2. You can stop taking part in the study now or any time after you give your consent.  This choice will not affect the medical care you are receiving or will receive at the VA NJ Health Care System.
3. There will be no cost to you for the treatment or testing done specifically for this study.  Tests and treatments that are considered the standard care for your condition will be charged according to your VA co-pay eligibility.
 [Modification:  When applicable, the investigator can consult VHA Manual, M-1, Part 1, Chapter 25, (Veterans Health Administration Manual M-1, "Operations," Part I, "Medical Administration Service," Chapter 25, "Beneficiary Travel.") for information concerning VA policy on 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. A copy of this consent form will be placed in your VA medical record.
5. [If applicable:] Important new findings found during this study which may change your willingness to continue in the study will be given to you.
6. [If the subject will receive a report of the aggregate results or any result specific to the study, include the following.] You will receive information about study findings [indicate how the report will be sent and when the report will be sent, e.g., after the study is finished].
7. [For clinical studies:]  We will let you and your doctor know of any important information found during this study that may affect you or your condition.
8. If the subject would be harmed by cessation of study participation, include a statement that indicates health care providers including those not at the VA will be informed about the subject’s study participation and include a name and number the subject can contact for continuity of care, such as:  You should tell your health care providers, including those not at the VA, that you are taking part in this study.  Tell them to contact ___[insert PI’s name] at ___[insert phone number] for continuity of your care.
9. Research related injuries:  
a. If you think you have been injured by the research, you should contact ______[insert study doctor or PI’s name] at  ___[insert phone number] during the day and ______[insert study doctor or PI’s name] at  ___[insert phone number] after hours.
b. The VA NJ H Health Care System will provide you medical care if you are injured from taking part in this study.
1. This does not apply if your injury was caused from not following study procedures.  This is called non-compliance with study procedures.
2. Except in limited circumstances, the necessary care will be provided in VA medical facilities.
3. If applicable, state circumstances in which sponsor will provide treatment for injuries.  
c. If you are injured from taking part in this study you may be able to take legal action under federal law to receive monetary compensation for your damages.
d. If there is compensation available, describe it.  If no compensation state: This study has not set money aside to compensate you for injuries caused by taking part in this study.  
10. If there is payment for participation in the study, describe the: 
a. Total amount, 

b. Form of payment (e.g., check, cash, voucher, gift certificate to particular company), 

c. Schedule of payments, including the timing of payments (e.g., payment before leaving the appointment, mailed within 5 days of appointment).

11. Where HIV testing is conducted, individuals whose test results are associated with personal identifiers must be informed of their own test results and provided the opportunity to receive appropriate counseling. When applicable this procedure must be described.

12. If the VA NJ Health Care System holds a significant financial interest that is or could reasonably appear to present a conflict of interest with respect to the sponsor or the product or service being studied, describe the conflict.   The disclosure statement is to include: how the institutional financial conflict of interest is being managed, that it was reviewed by the IRB and it was determined not to pose any additional significant risk to the welfare of research subjects or the integrity of the research.

13. If an investigator, the investigator’s spouse, or dependent children holds a significant financial conflict of interest with respect to the sponsor or the product or service being studied, describe the conflict.  The disclosure statement in the consent form is to include: how the financial conflict of interest is being managed, that it was reviewed by the IRB and it was determined not to pose any additional significant risk to the welfare of research subjects or the integrity of the research.

SECTION IX.  AFFIRMATION FROM SUBJECT
RESEARCH SUBJECTS' RIGHTS: I have read or have had read to me all of the above. 

 _______ [select study doctor or study staff] has explained the study to me and answered all of my questions. 
I have been told these things.
1. The risks or discomforts and possible benefits of the study. 
2.  [If applicable:] The choices of treatment available to me.  
3.  I do not have to take part in this study.  My choice not to take part will involve no penalty or loss of benefits to which I am entitled. 

4.  I may withdraw from this study at any time without penalty or loss of VA or other benefits to which I am entitled.

5.  If results of this study are published, I will not be identified without my specific consent.  My records will not be released unless required by law.

6.  I should contact ___ [insert PI’s name] at ___[insert phone number] at if I have any questions about the study.

7.  I should contact ___ [insert PI’s name] at ___[insert phone number] or the Patient Representative at 973-676-1000 extension 2169 if I have any questions about my rights as a study participant.

8.  I should contact the Patient Representative at (973) 676-1000 extension 2169 if I have concerns, questions, or complaints or wish to talk to someone else about this study or to verify the validity of the study.
9.  I will receive a signed and dated copy of this consent form.

I voluntarily consent to take part in this study. 

_______________________________


__________________________
_____

Subject's Signature
(If Possible)




Subject’s Social Security # 


Date
_______________________________


_____

Surrogate's Signature






Date

(Legally Authorized Representative)

[if a section requires completion by the subject, include the following.]
( By checking this box, the person obtaining consent is indicating the section on [insert section (e.g., future research)] on page [insert page#] has been reviewed and fully completed.
[if the study involves picture, and/or video recording and/or voice recording and VA Form 10-3203 is completed, include the following.]
( By checking this box, the person obtaining consent is indicating VA Form 10-3203 has been reviewed and fully completed.
_______________________________


__________________________
_____


Signature of Person Obtaining Consent


Person Obtaining Consent (print)
Date
_______________________________


__________________________
_____

Signature of Investigator





Investigator (print)




Date

Title of Study:

Principal Investigator:

You have been asked to be part of a research study under the direction of [insert name of Principal Investigator] and [insert his or her] research team.  The purpose of the study is [insert one or two sentences to describe the study similar to the informed consent form].
By signing this document, you will authorize the Veterans Health Administration (VHA) to provide [insert name of Principal Investigator] and [insert his or her] research team to use and disclose the following information about you for this study:

[Insert a description of the data to be used.  The following is language adopted by the VA NJ Human Studies Subcommittee for a clinical trial. Choose elements as needed.]
· All medical information including past and present health information

· All laboratory reports and other imaging and diagnostic reports

· All personal identifiable information contained in the computerized medical record and other medical records of the VA New Jersey Health Care System

[Check all that apply.  If not apply, enter N/A in the space.]
The information that will be released includes information regarding the following conditions:

___Drug Abuse

___Alcoholism or Alcohol

___Testing for or Infection with Human Immunodeficiency Virus (HIV)

___Sickle cell anemia

Your information may need to be disclosed to others as part of the study process.  The others may include:

· VA Quality Assurance and VA Research Compliance personnel

· Federal regulatory officials (e.g., Office of Research Oversight, Office of Research and Development, and the Office for Human Research Protections)

· Institutional Review Board members

· Research and Development Committee members

[As applicable include:] 

· Food and Drug Administration officials

· Collaborating Institutions

·  [insert name the sponsor], the sponsor of this study

· Companies working with _________ [insert name the sponsor] on this study 

· Veterans Biomedical Research Institute for the purpose of [Insert the specific purpose (e.g., subject payment for participation)]  
· __________ [list any other entities].

If you do not sign this authorization, you will not participate in the study.  Your treatment, payment, enrollment, or eligibility for benefits, outside research, is not dependent upon your signing this authorization.
[Select one of the following:] 

This authorization to use your information will expire at the end of the research study.

[OR] 

This authorization has no expiration date.  This is because the information will become part of a database.  

[If applicable, include the following paragraph:] While this study is being conducted, you will not be allowed to see research-related medical records about you that are created or obtained by the study staff.  You will be able to see them again when the study is completed.  This will not affect your doctor’s ability to see your records as part of your normal health care.

You are free to withdraw this authorization regarding the use and disclosure of your protected health information at any time.  If you wish to revoke the authorization for the research use or disclosure of health information, you must write to the Release of Information Office at this facility.  Your request will be valid when the Release of Information Office receives it.  If you revoke this authorization, you will not be able to continue to participate in the study.  This will not affect your right as a VHA patient to treatment or benefits outside the study.

After your revocation, the investigator and study staff can continue to use the information collected on you before receipt of the revocation.  They will not collect information about you after you revoke the authorization.

The VHA complies with the requirements of the Health Insurance Portability and Accountability Act of 1996 and its privacy regulations and all other applicable laws that protect your privacy.  Your information will be protected according to these laws.  Despite these protections, 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 (a separate document) provides more information on how we protect your information.  If you do not have a copy of the Notice, the study staff will provide one to you.

I have read this authorization form and have been given the opportunity to ask questions.  If I have questions later, I understand I can contact [insert name of Principal Investigator] I will be given a signed copy of this authorization form for my records.  
I authorize the use of my identifiable information as described in this form.

_______________________________


__________________________
_____

Subject's Signature







Subject’s Social Security # 


Date
_______________________________

Subject’s Printed Name

_________________________________________________________________________________________________________________________________________________________________________________________________________
The Paperwork Reduction Act of 1995 requires us to notify you that this information collection is in accordance with the clearance requirements of section 3507 of the Act.  We may not conduct or sponsor, and you are not required to respond to, a collection of information unless it displays a valid OMB number.  We expect that the time expended by all individuals completing this form will average 2 minutes.  This includes the time to read the instructions, gather the necessary facts and fill out the form.  The purpose of this form is to specifically outline the circumstances under which we may disclose data. 
_________________________________________________________________________________________________________________________________________________________________________________________________________
The execution of this form does not authorize the release of information other than that specifically described.  The information requested on this form is solicited under Title 38, U.S.C. The form authorizes release of information that you specify in accordance with the Health Insurance Portability and Accountability Act, 45 CFR Parts 160 and 164, 5 U.S.C. 552a, and 38 U.S.C. 5701 and 7332. Your disclosure of information requested on this form is voluntary.  However if the information, including Social Security Number (SSN) (the SSN will be used to locate records for release) is not furnished completely and accurately, Department of Veterans Affairs will be unable to comply with the request.
_________________________________________________________________________________________________________________________________________________________________________________________________________
Research Participant Survey

Dear Research Participant,  

Our records show that you agreed to participate in a research study being conducted at our Medical Center.  An Institutional Review Board (IRB) reviews all research studies and would like to have your opinion about your experience related to your participation in the study.  Please check one box for each question.

	#
	Questions
	Definitely Agree
	Agree
	Not Sure
	Disagree
	Definitely Disagree

	1
	The research staff was friendly and courteous.
	
	
	
	
	

	2
	The person that asked me to take part in the study explained the reason for the study.
	
	
	
	
	

	3
	I understood what was explained to me about the study.
	
	
	
	
	

	4
	I was told about the negative things that could happen to me if I took part in the study.
	
	
	
	
	

	5
	I was given time to read the consent.
	
	
	
	
	

	6
	The consent form was easy to read.
	
	
	
	
	

	7
	I was given a copy of my signed consent. 
	
	
	
	
	

	8
	I was given the opportunity to ask questions about the study.
	
	
	
	
	

	9
	All my questions about the study were answered to my satisfaction.
	
	
	
	
	

	10
	I received names and telephone numbers of someone to call if I had additional questions or problems.
	
	
	
	
	

	11
	I felt forced to take part in the study.
	
	
	
	
	

	12
	It was my choice to take part in the study.
	
	
	
	
	

	13
	I knew I could quit the study at any time and it would not affect my VA benefits.
	
	
	
	
	

	14
	If asked in the future, I would take part in another study at the VA.
	
	
	
	
	


COMMENTS____________________________________________________________________

Your Name & Contact Number (optional):
If you have any concerns as a result of taking part in a study and would like to contact someone, please feel free to call Orval Gautier, Research Compliance Officer, at (973) 676-1000 ext. 2024 and/or the Patient Representative at (973) 676-1000 ext. 2169.  We will be happy to look into any concerns and still hold your identification in strictest confidence.  Responding to this survey is completely voluntary.   Thank you for taking the time to consider completing this questionnaire.
The Paperwork Reduction Act of 1995 requires us to notify you that this information collection is in accordance with the clearance requirements of section 3507 of the Paperwork Reduction Act of 1995.  The public reporting burden for this collection of information is estimated at 10 minutes per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  Respondents should be aware that notwithstanding any other provision of law, no person shall be subject to any penalty for failing to comply with a collection of information if it does not display a currently valid OMB control number.  Customer satisfaction surveys are used to gauge customer perceptions of the VA services as well as customer expectations and desires.  The results of this survey will lead to improvements in the quality of service delivery by helping to shape the direction and focus of specific, programs and services.  Submission of this form is voluntary and failure to respond will have no impact on benefits to which you may be entitled.

We would like to invite you to be our guest at Research Day at the VA New Jersey Health Care System.

The United States Department of Veterans Affairs (VA) is committed to medical, rehabilitation, clinical, and health services research as an integral component of its health care mission; and,

VA's research programs play a vital role in the delivery of high-quality, cost-effective care for the nation's veterans; and,

VA research makes significant contributions to advances in diagnosis and treatment of disease and disability; and, public awareness of VA's research accomplishments enhances the mission of the Veterans Health Administration.

In recognition of the essential part that VA research has in caring for those who have served our nation in uniform, once each year we invite veteran research volunteers to our Annual Research Day Program.  

In addition to remarks made by a guest speaker, poster boards marking innovative discoveries are displayed for information and lunch is provided.  We are sure that you and your significant other will enjoy this informative event.  If you would like to be on our mailing list, please provide the information requested below and return the bottom portion of this letter to us in the envelope provided by your principle investigator.  We look forward to having you as our guest at the next Research Day (usually held in the spring of each year).  

Thank you for your interest in research at the Department of Veterans Affairs. ==========================================================

Return to: 

   VA New Jersey Health Care System

   385 Tremont Avenue

   East Orange, New Jersey 07018

   Attention: Research Service Administrative Officer (15)

Yes, I would like to be on the mailing list for Research Day activities at the Department of Veteran Affairs New Jersey Health Care System.

My Name___________________________________

Address____________________________________

City, State, Zip___________________   __________

Please mail this portion in the envelope provided.  Thank you.
This form is for the use of the investigator or his/her designee and is not intended for issuance to the subject.  Following completion, this form is to be kept with the consent form in the investigator file.

For studies involving subjects with impaired decision making capacity, the investigator must have an IRB approved plan for screening and monitoring decision making capacity.  

PART I. To assess a participant’s understanding of information in the informed consent form and to screen for IDMC, the following questions are suggested:

1. What is this research project about?
2. What risks does it present to you?
3. What happens if you do not participate in this study?
4. What happens to you if you decide to participate?
5. What is the benefit to you of participating?

A key factor in participants' decision making is their appreciation of how the risks, benefits, and alternatives to participation in the study apply to them personally. 

If the patient appears to understand the questions and the answers are adequate, the person obtaining consent must sign below.  No further response is necessary.

	 
	
	
	
	


      Signature of Person Obtaining Consent                                     Printed Name                                     Date

PART II.   If the answers to the above questions show substantial misunderstanding of the purpose, risks, or alternatives the IDMC screen is indicative of impaired decision making capacity.  

When the screen shows that decision making capacity is impaired, the prospective subject may not participate in the research unless procedures described in the Impaired Decision Making Capacity (IDMC) SOP are followed.
· The IRB must have previously approved plans for the inclusion of subjects with IDMC.
· A qualified practitioner must have documented in the individual’s medical record in a signed and dated progress note that the individual lacks capacity to make the decision to participate in the proposed study 
OR 
there is documentation that the individual has been ruled incompetent by a court of law.
· VA Consent Form 10-1086 with Surrogate (VA NJ HCS template) must be used to obtain surrogate informed consent from the subject’s legally authorized representative (LAR). 
· See IDMC SOP for description of procedures regarding:
· Persons who may serve as LAR.
· Information to be provided to surrogate LAR.
· Responsibilities of the surrogate LAR.
· Procedure for dissent or assent.
· Fluctuating capacity.
· HIPAA Authorization, Personal Representative
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