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	Research Consent Form
	
	

	Title of Study:  
	

	Title of Consent (if different from Study Title):
	

	Principal Investigator: 
	VAMC:
	VA Palo Alto HCS
	



- Instructional text appears in red and should be removed prior to submission to the IRB.

- Red text in parentheses should be replaced by study specific information

* Denotes text that must appear verbatim
# Denotes text that must appear - use verbatim or in variation

*Are you participating in any other research studies? _____ yes _____no
PURPOSE OF RESEARCH 
You are invited to participate in a research study of (state what is being studied).  We hope to learn (state what the study is designed to discover or establish).  You were selected as a possible subject in this study because (state why the subject was selected).

If this study is being conducted jointly by investigators at both the VA Palo Alto and Stanford University, add the following:  

This study is being done together by researchers at VA Palo Alto and Stanford University. 

#This research study is looking for (“x”) number of people with (disease or condition) (clarify if enrollment will occur throughout the United States or internationally).  The VA Palo Alto expects to enroll (“x”) research study subjects.  
VOLUNTARY PARTICIPATION 
*Your participation in this study is entirely voluntary.  Your decision not to participate will not have any negative effect on you or your medical care.  You can decide to participate now, but withdraw your consent later and stop being in the study without any loss of benefits or medical care you are entitled to.   

DURATION OF STUDY INVOLVEMENT 

This research study is expected to take approximately (x days, weeks, months, etc.) e.g., this is a 2 year study; 28 days of active participation by each participant; and 180 days collection of medical information for each participant.

· If there is a washout period, explain this in lay terms, including the length of time.

· If there is a follow-up period, state so and the expected length of time.

PROCEDURES

If you choose to participate, the investigators will (describe all procedures to be followed).  Consider inserting a chart or calendar; these images can be very helpful to participants.  Chronological descriptions are also helpful.  Use lay terminology throughout. 

Include the following, as applicable, in this section of the consent:

· Clearly identify what is experimental in this study.

· State the purpose(s) of the procedures.  Suggestion:  refer to your protocol to assist you in identifying all protocol-related procedures.

· State how often each procedure will be done and how long it is expected to take.

· Identify invasive procedures, where applicable.

· If contraception is recommended:  (include specifics for both women AND men). 

· For labs: State what specimens will be obtained and the estimated amount.  The total amount should be calculated and presented to the participant in lay terms, e.g., the number of tablespoons of blood drawn.

· If samples will be sent out of VA Palo Alto for analysis, include a statement:  
*Your samples will be sent [insert where samples will be sent] for analysis.
· If samples could be part of, or lead to the development of a commercially valuable product, include the following:  The research we conduct using your [blood] may result in inventions or discoveries that could be used to make new products or diagnostic or therapeutic agents. These inventions and discoveries may become financially valuable.  You will not receive any money or other benefits from any commercial or other products that are made using your specimens.

· If leftover samples will be destroyed at the end of the study add the following:  *Any samples left over after analysis will be destroyed when the study is completed.  If samples will be saved for future research, see Tissue banking for future research text.  
· If the research involves collecting information from participants via photograph, video or voice recording and the participants are inpatients or outpatients, the participant must sign VA Form 10-3202 (Consent for Use of Picture and/or Voice) and add the following after you describe why such information is being collected, who will have access to the information and what will happen to the information when the study is complete:  You will be asked to sign separate consent to give us permission to [photograph, videotape or voice record] you as part of the research.  

Use the following subsections below if applicable to your study:

· MRI

· Women of Childbearing Potential

· Tissue banking for future research
· Genetic testing (current study or future research)

· Gene transfer
If your protocol uses MRI, insert the following MRI paragraphs, as applicable.

MRI (magnetic Resonance Imaging)

MRI machines use a strong magnet and radiofrequency magnetic fields to make images of the body interior.  The scanning procedure is very much like an X-ray or CT scan.  You will be asked to lie on a long narrow couch for a certain amount of time (state how long) while the machine gathers data.  During this time you will not be exposed to x-rays, but rather a strong magnetic field and radiofrequency magnetic fields, which you will not feel.  You will, however, hear repetitive tapping noises that arise from the Magnetic Resonance (MR) scanner.  We will provide earplugs or headphones that you will be required to wear.  The space within the large magnet in which you lie is somewhat confined, although we have taken many steps to relieve the "claustrophobic" feeling.

Risks:
Magnetic fields do not cause harmful effects at the levels used in the MRI machine.  However, the MR scanner uses a very strong magnet that will attract some metals and affect some electronic devices.  If you have a cardiac pacemaker or any other biomedical device in or on your body, it is very important that you tell the operator/investigator immediately.  As metallic objects may experience a strong attraction to the magnet, it is also very important that you notify the operator of any metal objects (especially surgical clips), devices, or implants that are in or on your body before entering the magnet room.  All such objects must be removed (if possible) before entering the magnet room.  In some cases, having those devices means you should not have an MRI scan performed.  In addition, watches and credit cards should also be removed as these could be damaged.  You will be provided a way to secure these items.  If you have any history of head or eye injury involving metal fragments, if you have ever worked in a metal shop, or if you could be pregnant, you should notify the operator/investigator.  You should also notify the operator/investigator if you have any tattoos on your body.  Tattoos could become warm and irritated during the scan and remain so for several days.  If you would prefer not to participate in the MR scan due to the presence of tattoos on your body, please inform a research team member.
If the study uses parameters that might exceed FDA guidelines for dB/dt and result in peripheral nerve stimulation - please check with your MR facility - add the following:  

There is a possibility that you will experience a localized twitching sensation due to the magnetic field changes during the scan.  This is expected and should not be painful. 

If the study will use contrast media, insert the following: 
If you have had a previous reaction to Gadolinium-based contrast agents or a history of severe allergies, please notify the operator/investigator.  If you have kidney problems, please tell the operator.
It has been observed that deposits of Gadolinium-based contrast agent (GBCA) remain in the brains of some people who undergo four or more contrast enhanced MRI scans, long after the last administration. It is not yet known whether these Gadolinium deposits are harmful or can lead to adverse health effects.  You should talk to the study doctor if you have any questions about the use of GBCAs with MRIs. 
If you might use any radio frequency coil, device, or software that has not been approved by the Food and Drug Administration - please check with your Magnetic Resonance facility - add the following:

Some of the radio frequency imaging coils, imaging software and devices being used in your scan are not approved by the FDA but are similar to counterparts that have been approved by the FDA.  There is a small risk of heating from the cables associated with these devices.  Please report any heating sensation immediately.  

If you are operating at 3.0T or above, include the following statement: 

Dizziness or nausea may occur if you move your head rapidly within the magnet.

*if you feel discomfort at any time, notify the operator and you can discontinue the exam at any time.

The following language is recommended for studies performed at the Lucas Center.  Others might consider similar language if the scan is not a diagnostic study:

The scans performed in this study are for specific research purposes and are not optimized to find medical abnormalities.  The investigators for this project may not be trained to perform medical diagnosis.  The investigators are not responsible for failure to find existing abnormalities with these MRI scans.  However, on occasion the investigator may notice a finding on an MRI scan that seems abnormal.  If this occurs, a doctor will be asked to look at the images to see if any medical follow-up is needed.  If so, the investigator will contact you and recommend you inform your doctor about the findings.  Because the images are taken using research settings they will not be made available for clinical purposes.

The following language is recommended when women of childbearing potential (non-Pregnant) will be enrolled in an investigational study.

Women of Childbearing Potential
If you are a woman who is able to become pregnant, it is expected that you will use an effective method of birth control to prevent exposing a fetus to a potentially dangerous agent with unknown risk.  If you are pregnant or currently breast feeding, you may not participate in this study.  You understand that if you are pregnant, if you become pregnant, or if you are breast-feeding during this study, you or your child may be exposed to an unknown risk [or state specific risk].

To confirm to the extent medically possible that you are not pregnant, you agree [to have a pregnancy test done before beginning this research study] or [to begin the study after the onset of your next menstrual period] (choose one).  You must agree to avoid sexual intercourse or use a birth control method judged to be effective by the investigator and which will not interfere with the proposed investigation.  You must accept the risk that pregnancy could still result despite the responsible use of reliable method of birth control.  You agree to notify the investigator as soon as possible of any failure of proper use of your birth control method, or if you become pregnant, either of which may result in your being withdrawn from the study.

Tissue Banking for Future Research 

Note: VA regulations limit the banking/storing of research specimens for future undefined uses to the following: 

· Human biological specimens cannot be banked/stored at, or on behalf of, a for-profit institution (e.g. industry sponsors).

· Human biological specimens may be banked/stored at a non-profit or academic institution (such as Stanford), if a waiver is obtained from the Office of Research and Development (ORD) before the specimens are banked. Contact the VA Human Protections Administrator (ext. 67593) for information on submitting a waiver request.  

· Samples can be banked/stored at a VA site without any waivers.

The following information must be included in your consent if you plan to save tissues for future uses:

· What specimens will be saved (i.e. blood, tissue, urine)  

· Where the specimens  will be stored (i.e. VA Palo Alto)  

· The types of future research that the specimens will be used for

· The length of time the specimens will be stored

· That  the specimens will be labeled with a code that doesn’t contain any personal identifiers (i.e., protected health information as defined by HIPAA) and whether the participant’s clinical data will be linked to the specimen

· When and under what conditions research results will be conveyed to the subject, the subject’s family, or the subject’s physician:

· Note: Laboratories that test human specimens cannot report patient specific results for the diagnosis, prevention, or treatment of any disease or impairment of, or the assessment of the health of individual patients unless the laboratory is Clinical Laboratory Improvement Amendments of 1988 (CLIA) certified.

· The steps necessary for the subject to withdraw their consent for any future uses of their specimens, and information on the continued use of data already collected and the disposition of samples. 

· Any potential commercial benefits, and if the subject will receive money or other benefits

· Any intent to perform genetic tests

· Any potential risks to the subject or the subject’s family 

· Potential risks may include breach of confidentiality, which may lead to discrimination in the areas of employment, insurability, social stigmatization, or psychological stress caused by disclosure of adverse information to the subject or the subject’s family:

Example:  

As part of this research we would like to save [any leftover blood samples] for future research.  Your [blood samples] will be stored at the Palo Alto VA and will be used for future research on [Alzheimer’s disease and related diseases].  Your samples will be [pick one of the following (1) stored for15 years and then destroyed or (2) stored and used for research until the sample is all used up].  Your sample and information about you will be labeled with a code that does not contain your name, initials, SSN, date of birth, or other ways that identify who you are.   The research we conduct with your [blood] is being done for research purposes only and we will not tell you or your doctor about the results of the research.  

You may withdraw your permission for us to use your blood for future research at any time. Contact the [Investigator] at [phone number] to withdraw your permission.  If you take back your permission, the research team can continue to use information about you collected before you decided to take back your permission, but they will not collect any information about you going forward and any remaining samples will be destroyed.  

The research we conduct using your [blood] may result in inventions or discoveries that could be used to make new products or diagnostic or therapeutic agents. These inventions and discoveries may become financially valuable.  You will not receive any money or other benefits from any commercial or other products that are made using your specimens.

__________ Yes, I give permission for my samples to be saved for future research, as set-forth above.

__________ No, I do not give permission for my samples to be saved for future research.

Include the following language if samples in study will be used for genetic testing or if future research on samples will include genetic testing.

Tissue Sampling for Genetic Testing

Genetic tests will be conducted on your samples.  The tests we plan to do will allow us to study [describe the scope of the anticipated genetic testing, such as, reactions to medications, responses to treatment, gene sequences, genetic landmarks, gene biochemistry, gene characteristics and gene versions that are transmitted by parents to children].  

Sometimes patients have been required to furnish information from genetic testing for health insurance, life insurance, and/or a job.  A Federal law, the Genetic Information Nondiscrimination Act of 2008 (GINA), generally makes it illegal for health insurance companies, group health plans, and employers with 15 or more employees to discriminate against you based on your genetic information. 

We will protect the confidentiality of your samples and information about you. Your samples will be stored in a locked area and all information about you will be stored in a locked file cabinet or on a password protected secure computer. 

If the protocol involves gene transfer the following must be included:

Gene Transfer Studies

A statement with the approximate number of people who have previously received the genetic material under the study.

To obtain vital information about the safety and effectiveness of gene transfer, at the time of death, no matter what the cause, permission for an autopsy will be requested of your family.  Please advise your family of this request and of its scientific and medical importance.  Neither you nor your family will be liable for any costs associated with the autopsy procedure.

PARTICIPANT RESPONSIBILITIES          

As a participant, your responsibilities include: Choose applicable points; refer to your protocol to ensure participants know what is expected of them:

· *Follow the instructions of the investigators and study staff.

· Take the study drug as instructed (if device, explain what is required for study compliance).

· Keep your study appointments.  If it is necessary to miss an appointment, please contact the investigators or research study staff to reschedule as soon as you know you will miss the appointment.

· Tell the investigators or research study staff about any side effects, doctor visits, or hospitalizations that you may have.

· Tell the investigators or research staff if you believe you might be pregnant or gotten your partner pregnant.

· Keep the study drug in a safe place, away from children and for your use only.

· Keep your diaries as instructed.

· Complete your questionnaires as instructed.

· Ask questions as you think of them.

· Tell the investigators or research staff if you change your mind about staying in the study.

WITHDRAWAL FROM STUDY

If you first agree to participate and then you change your mind, you are free to withdraw your consent and stop your participation at any time.  If you decide to withdraw from the study, you will not lose any benefits to which you would otherwise be entitled [(if applicable) and your decision will not affect your ability to receive medical care for your condition]. 

If you want to stop being in the study you should tell the investigators or study staff.  You can do this by phone by calling [insert investigator or study staff contact] at [insert telephone number].  

Clearly outline the study withdrawal procedures (Suggestion: check your protocol).

If you withdraw from the study, or the study medication is stopped for any reason, 

· add anticipated consequences, if any, of discontinuing the study drug or device. 

· Clearly state the protocol-specific termination procedures.  

· Instruct subjects that they must return all study-related supplies, including unused study drug.

#The investigators may also withdraw you from the study and the study medication may be stopped without your consent for one or more of the following reasons:  (Note to investigator: check your protocol; you may use these reasons and/or add some of your own).

· *Failure to follow the instructions of the investigators and/or study staff.

· The investigators decide that continuing your participation could be harmful to you.

· Pregnancy (if applicable).

· You need treatment not allowed in the study.

· The study is cancelled. 

· Other administrative reasons.

· *Unanticipated circumstances.

POSSIBLE RISKS, DISCOMFORTS, AND INCONVENIENCES 
This study involves the following risks, discomforts, and possible inconveniences: 
Describe the discomforts and inconveniences reasonably expected; include the inconvenience of travel, 

· If there is a washout period, describe the risks of discontinuing medications.
· Describe any reasonably foreseeable risks - include for example

· Physical risks – from study medications and procedures (e.g., venipuncture, exposure to radiation)
· Privacy risks - legal, employment, and social (i.e., that may place the participant at risk of criminal or civil liability, be damaging to employability or reputation, or be socially stigmatizing)

· If this is a placebo-controlled study, there may exist the risk that the disease/condition may go untreated and the subject’s condition may worsen
· If applicable, include a statement that the particular treatment or procedure may involve risks to the subject, which are currently unforeseeable. 
POTENTIAL BENEFITS

*Describe any benefits that may be reasonably expected (key word-“reasonably”).  If none can be expected, state so. 
ALTERNATIVES

#Describe (in layman’s terms) the known appropriate alternative procedures that might be advantageous to the subject, and a statement that the participants discuss the important potential risks and benefits of the alternatives with a physician.  Any standard treatment that may be withheld must be disclosed.
· If there is no alternative treatment state: "the alternative is not to participate".
· If there is no alternative other than not participating, (e.g., some cancer research) indicate that there may be alternate palliative treatments that are not curative.
PARTICIPANT’S RIGHTS

*You should not feel obligated to agree to participate.  Your questions should be answered clearly and to your satisfaction. 

*You will be told of any important new information that is learned during the course of this research study, which might affect your condition or your willingness to continue participation in this study.
ClinicalTrials.gov

Include the following language, if this study has been or will be registered on clinicaltrials.gov:

 *A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this Web site at any time.

CONFIDENTIALITY

We will keep your name and all the information about you used in this study as confidential as possible.  We may publish the results of this study for others to read about, but you will not be identified in any articles about the study by name, social security number, address, telephone number, or any other direct personal identifier.  Also, other federal agencies as required, such as the VA Office of Research Oversight and the VA Office of the Inspector General may have access to your information. 
*If this is an FDA regulated study (i.e. involves an investigational drug or device), include the following:  Because this study involves an investigational [drug or device], the Food and Drug Administration may also have access to information about you collected in this study.  
FINANCIAL CONSIDERATIONS

Payment
#Describe payment if any, including if the payment will be prorated based on study visits or procedures. 
*If paying participants, add the following:  You may need to provide your social security number to receive payment.  

#If there is no payment, state such: You will not be paid for taking part in this study. 

Note: VA policy prohibits paying human subjects to participate in research when the research is integrated with a patient's medical care and when the research makes no special demands on the patient beyond those of usual medical care. 

Payment may be permitted, with IRB approval, (1) when the study is not intended to directly benefit the participant and when the standard of practice in affiliated non-VA institutions is to pay subjects in this situation; or (2) in multi-institutional studies where participants at a collaborating non-VA institution are being paid for the same participation in the same study at the same rate proposed. 

Reimbursement for transportation is permissible when the expenses incurred would not be incurred in the normal course of receiving treatment and the expenses are not reimbursed by any other mechanism 
Costs
Note: Veterans who participant in VA research cannot be required to pay for care received during the study.  Some veterans may be required to pay co-payments for routine medical care.  If this is a study that involves routine medical care, include the following:  

*There will be no costs to you for any of the treatment or testing done as part of this research study. 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.

*If the study does not involve routine medical care, include the following:  You will not have to pay anything to be in this study.  

Sponsor

Disclose what institution(s) -- e.g., NIH - or companies are involved in the study through funding, cooperative research, or by providing study drugs or equipment.  The following generic disclosure is acceptable:

#(Name of institution/company) is providing financial support and/or material for this study. 

If consultative or financial relationships exist for the Protocol Director and/or any investigators in a study, disclose in a separate paragraph in the consent form the name and precise nature of the relationship: 

#Consultative or Financial Relationships

Examples: 

Dr. Jane Doe is a paid consultant to <insert company name>, the company sponsoring this study.

Dr. Jane Doe receives honoraria from <insert company name>, the company sponsoring this study.

Dr. Jane Doe is paid speaking fees by <insert company name>, the company sponsoring this study.

Dr. Jane Doe receives payment for lectures from <insert company name>, the company sponsoring this study.

Dr. Jane Doe is a paid advisor to <insert company name>, the company sponsoring this study.

Dr. Jane Doe is an unpaid advisor to <insert company name>, the company sponsoring this study.

Dr. Jane Doe receives royalties from <insert company name>, the company sponsoring this study.

Dr. Jane Doe has an unpaid consulting relationship with <insert company name>, the company sponsoring this study.

Dr. Jane Doe is a member of the scientific advisory board for <insert company name>, the company sponsoring this study.
COMPENSATION for Research Related Injury
*If the project is unfunded or federally funded, include the following verbatim:

If you are injured as a direct result of being in this study, medical treatment will be available.  If you are eligible for veteran’s benefits, the cost of such treatment will be covered by the VA.  If not, the cost of such treatments may still be covered by the VA depending on a number of factors.  In most circumstances, the treatment must be provided in a VA medical facility.  No other form of compensation for injuries is available.  However, by signing this form you have not released the VA from liability for negligence.  For further information, you may call the Human Protections Administrator at (650) 493-5000, ext. 67593 or the V.A. Regional Counsel at (415) 750-2288.

For industry sponsored projects and where the terms of the contract require the sponsor to pay the costs of medical care for research related injuries, include such a statement – Only after confirming the contract language with PAVIR.  


Example: 

If you are injured as a direct result of being in this study, medical treatment will be available.   If you are eligible for veteran’s benefits, the cost of such treatment will be covered by the VA.  If not, the cost of such treatments may still be covered by the VA depending on a number of factors.  In most circumstances, the treatment must be provided in a VA medical facility.  In addition, if you are injured directly from a properly performed study procedure, the sponsor of this study will pay for the costs of medical care.  No other form of compensation for injuries is available. However, by signing this form you have not released the VA or the sponsor from liability for negligence.  For further information, you may call the Human Protections Administrator at (650) 493-5000, ext. 67593 or the V.A. Regional Counsel at (415) 750-2288.

CONTACT INFORMATION 

Contact information should include the following as appropriate. 

*Questions, Concerns, or Complaints:  If you have any questions, concerns or complaints about this research study, its procedures, risks and benefits, or alternative courses of treatment, you should ask the principal investigator (name of Investigator) at (phone number). 

*Injury Notification:  If you feel you have been hurt by being a part of this study, please contact the principal investigator, (name of investigator) at (phone number). 

*Independent Contact:  If you are not satisfied with how this study is being conducted, or if you have any concerns, complaints, or general questions about the research or your rights as a participant, please contact the Stanford Institutional Review Board (IRB) to speak to someone independent of the research team at (650)-723-5244 or toll free at 1-866-680-2906.  You can also write to the Stanford IRB, Stanford University, 3000 El Camino Real, Five Palo Alto Square, 4th Floor, Palo Alto, CA 94306.
If applicable:
Appointment Contact: If you need to change your appointment, please contact (name) at (phone number).

If applicable:
Alternate Contact:  If you cannot reach the principal investigator, please contact (name) at (phone number and/or pager number).

If the contact person for both the first two paragraphs will be the principal investigator, you may combine the two as follows:
Questions, Concerns, or Complaints:  If you have any questions, concerns or complaints about this research study, its procedures, risks and benefits, or alternative courses of treatment, you should ask the principal investigator, (name and phone number of the investigator).  You should also contact him/her at any time if you feel you have been hurt by being a part of this study. 

EXPERIMENTAL SUBJECT’S BILL OF RIGHTS

Add the following Bill of Rights to your consent:

*As a research participant you have the following rights.  These rights include but are not limited to the participant's right to:

· be informed of the nature and purpose of the experiment; 

· be given an explanation of the procedures to be followed in the medical experiment, and any drug or device to be utilized; 

· be given a description of any attendant discomforts and risks reasonably to be expected; 

· be given an explanation of any benefits to the subject reasonably to be expected, if applicable; 

· be given a disclosure of any appropriate alternatives, drugs or devices that might be advantageous to the subject, their relative risks and benefits;

· be informed of the avenues of medical treatment, if any available to the subject after the experiment if complications should arise; 

· be given an opportunity to ask questions concerning the experiment or the procedures involved; 

· be instructed that consent to participate in the medical experiment may be withdrawn at any time and the subject may discontinue participation without prejudice; 

· be given a copy of the signed and dated consent form; and 

· be given the opportunity to decide to consent or not to consent to a medical experiment without the intervention of any element of force, fraud, deceit, duress, coercion or undue influence on the subject's decision.

*Signing your name means you agree to be in this study and that you will receive a copy of this signed and dated consent form.
_______________________________

___________________

Signature of Participant



  
Date
____________________________________
Print Name of Participant






Note: If the participant lacks the capacity to consent, consent must be obtained from a legally authorized representative (LAR) of the participant, with a description of the LARs authority to act for the participant. The LAR must be (1) a health care agent appointed by the participant in a dual power of attorney for health care or similar document; (2) a court-appointed guardian of the person, or (3) next-of-kin in the following order of priority: spouse, adult child (18 years or older), parent, adult sibling (18 years of age or older), grandparent, adult grandchild (18 years of age or older), or close friend.

Include next two signature lines if consent will obtain consent from a LAR.
________________________________

___________________

Signature of Legally Authorized Representative

  Date


____________________________________

Representative's Authority to Act for Subject

	________________________________
Signature of Person Obtaining Consent 
	________________
Date

	________________________________
Print Name of Person Obtaining Consent 
	


HIPAA regulations require the participant to give separate written permission (signature) for the use of their protected health information.

Person Obtaining Consent HIPAA Authorization confirmation:
     Confirm the participant signed the VA HIPAA Authorization (VA 10-0493)  
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