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Title of Study: 

Principal Investigator:




       VAMC: VANCHCS


The rights below are the rights of every person who is asked to be in a medical research study.  As an experimental subject, you have the following rights:

1.
To be told what the study is trying to determine.

2.
To be told what will happen to you and whether any of the procedures, drugs, or devices is different from what would be used in standard practice.

3.
To be told about the frequent and/or important risks, side effects, or discomforts of the things that will happen to you for research purposes.

4.
To be told if you can expect any benefit from participating and, if so, what the benefit might be.

5.
To be told the other choices you have and how they may be better or worse than being in the study.

6.
To be allowed to ask any questions concerning the study, both before agreeing to be involved and during the course of the study.

7.
To be told what sort of medical treatment is available if any complications arise.

8.
To refuse to participate or to change your mind about participating after the study is started. This decision will not affect your right to receive the care you would receive if you were not in the study.

9.
To receive a copy of the signed and dated consent form.

10.
To be free of pressure when considering whether you wish to agree to be in the study.

If you have other questions, please ask the researcher or research assistant.  

You may also ask the VA Northern California Health Care System (VANCHCS) Human Research Protection Program (HRPP).  The HRPP protects volunteers in research projects.  You may call the HRPP at (916) 366-5359 from 8:00 a.m. to 4:30 p.m. Monday through Friday.  You may also write to the HRPP.  The address is: VANCHCS HRPP (151), 10535 Hospital Way, Bldg. 807, Mather, CA  95655.  You may also call VA Regional Counsel at (415) 750-2288.

__________________________________

___________________________

Signature of Participant                                          
Date
Purpose of the Study
This is a research study.  Research studies only include subjects who choose to take part.  You do not have to be in this research study.  You should read the information that follows.  Please ask questions about anything you do not understand before deciding if you want to be in this research study.  Please take your time to make your decision.  

You qualify to take part in this project because you are between the ages of       and have      . We hope to learn more about      
The purpose of this study is to [insert appropriate text OR use examples below]

[Phase I studies] test the safety of       [drug/intervention] and see what effects (good and bad) it has on you and your       [type of disease].
OR find the highest dose of       [drug] that we can give without causing adverse side effects.
<OR>

[Phase II studies] find out what effects (good and bad)       [drug/intervention] has on you and your       (type of disease).
<OR>

[Phase III studies] compare the effects (good and bad) of       [new drug/intervention] with       [commonly-used drug/intervention] on you and your       [type of disease] to see which is better.
[If appropriate include: Researchers are doing this research because      .  When appropriate: currently, there is no effective treatment for your       (type of disease).
OR

We do not know which of these two treatments is better.]
Study Length
You will be in this study for       [XX days/weeks/months/years].

Researchers will conduct this study for       years.
1. Researcher’s Financial Disclosure 

The study investigator and staff are conducting this study entirely for research.  They have no personal and no financial interest in this study.

OR

      [Name of study sponsor] is paying for this study.  When researchers complete the study, there may be money leftover.        [PI name] may use it for research or education

2. Study Procedures

There will be about       subjects taking part in this study at VANCHCS.  

[If appropriate:  There will be a total of about       subjects taking part in this study       (in California, nationwide, etc)].
Researchers will ask you to do the following things:

You will come to the clinic       times during       weeks. [If applicable:  There may be one additional visit.]  Each visit will be about       hours long, but could be longer depending on your health.

[The IRB prefers organizing this section by procedure, but it may be necessary to use an alternate format.  Please modify examples to fit the study.]

Examples  

Pre-study tests:  

Procedures that are part of regular care that may be done even if you do not join the study:

· Physical exam:  
At your first visit, you will have a physical exam.   

· Medical History:  
Researchers will ask you about your medical history and review your medical chart.
·      
Standard procedures being done because you are in this study:

· Blood test:  
Researchers will draw a blood sample.  Researchers will draw about       teaspoons [or other commonly understood units such as tablespoons or cups] of blood by inserting a needle into a vein in your arm.  Researchers will test you blood for       [blood count, chemistry, infection, liver and kidney function, etc.]  
· Urine Test:  
Researchers will ask you to provide a urine sample.  Researchers will test you urine for       [chemistry, infection, kidney function, etc.] 
· Pregnancy test:  
Because the drugs in this study can affect a fetus, pregnant women may not take part in this study.  If you have had your first menstrual period, researchers will test your urine [or blood] to make sure you are not pregnant.
· Current medicine use:  

Researchers will also ask you about the medicine you take.  Researchers may ask you to stop certain drugs.  The researcher will review drugs that you are not allowed to take while on this study.  [If appropriate: Taking other medicines with your study drugs could result in serious and even life-threatening reactions.]
·      
Study tests at each visit
You will continue in the study if the screening exams, tests or procedures show that you can.

Standard procedures being done because you are in this study:

· Researchers will ask you about medical problems and medicines. Researchers will use this information to decide if it is all right for you to take part in the study or stay in the study.  

· Researchers will draw a small amount of blood from a vein in your arm.  Depending on the visit, you will give between       teaspoons of blood.  Researchers will use your blood to check on your       [chemistry, your blood count, and your kidneys and liver.]  [Before some blood draws, you will need to fast for 12 hours.]
· Researchers will also measure your blood pressure, pulse, temperature and weight. 

· At each visit, [except      ,] you will provide a urine sample.

· Researchers will complete a physical exam at your       visits.  

· You will have a test of your heart on the       visit.

· At each visit, women will have a urine [or blood] pregnancy test.

·      
Procedures that are being tested in this study:

· You will receive study drug at visits      
· Researchers will ask you to fill out a daily diary.  Providing information on your       will take about       minutes every day.

·      
This study includes experimental items.       [Identify any procedures that are experimental, not validated, or unproven (e.g., experimental drugs, experimental therapy, etc.)] 

OR

This study does not use experimental therapy or drugs.

[When appropriate, include a description of the study design.  For some studies, move this to the appropriate part of the procedure section.]  

This is a [study in which we will only observe you.]

<OR>

[For randomized trials]  This is a Randomized trial:  You will be “randomized” into one of the study groups.  Randomization means that researchers put you in a group by chance.  It is like flipping a coin.  [If appropriate: Which group you are put in is done by a computer.]  You will have an       [equal, one in three, etc.] chance of being placed in any group.
<OR>

[For Blinded Trials]  This is a Blind Trial:  In a blind trial, you will not know which group you are in.  If the trial is a double blind trial, neither you nor the researcher will know in which group you are (although, if your researcher needs to find out he/she can do so.).
<OR>

[For Cross-over Trials]  This is a Cross-over Trial:  In a cross-over trial, all of the groups each have all of the different procedures in turn.  
<OR> 

[For Placebo Trials]  This is a Placebo Controlled Trial:  A placebo is an inactive substance.  It looks like the real thing, but is not.  
<OR> 

[For Phase I, II, III, IV Trials]  This is a Phase       [I, II, III, or IV] Trial:  [If your study indicates that it is a Phase I, II, III, IV study, please explain to the subject what this means for them.]

[If appropriate to the study, insert the following additional procedure statement(s):]
· X-ray:  
You will have an x-ray of your       [lungs, done once at the beginning of the study, and again at the end of the study,] in order to check      .  Each x-ray will take about       [minutes].
· CT scan:  
You will have a CT scan of your      , done      , in order to check      .  A CT scan uses special x-ray equipment to make detailed pictures of body tissues and organs.

For the CT scan, you will need to lie still on a table with your       inside a large doughnut-shaped machine.  The table will move and the machine will make clicking and whirring noises as the machine takes the pictures.  [If appropriate:  An iodine dye will first be       [injected into a vein/given to you orally/rectally].  The dye makes tissue and organs more visible in the pictures.]   Each CT scan will take about 15 minutes to a half hour.

· MRI Scan:  

      [Once, every two weeks, etc.] you will have a MRI.  For the MRI exam, you will lie down on a narrow bed.  You will then move into a tunnel that is 6 feet long by 22 inches wide and open at each end.  You will need to lie there quietly for about one hour, during which time there will be a loud banging noise.  You may feel warm during this procedure.
The MRI scan of your brain is for research.  The MRI pictures for this study are not meant to evaluate your health.  

In non-research, MRI pictures can be part your care.  Specially trained physicians (radiologists) read MRI scans.  

Your MRI pictures will not receive any routine clinical review.  This means that researchers may not notice all abnormal findings.

However, researchers may find a problem when they review your MRI pictures.  If this happens, they will notify the researcher in charge of this study.  The researcher will consult a physician (radiologist) about the problem.  Researchers will cover your name when the physician checks your MRI pictures.  The researcher in charge of this study will discuss these possible problems with you.  The researcher will help you obtain a more complete review of your MRI scan by a specially trained physician.  This physician can find out if any clinical health condition is present.  If the physician thinks a health problem is present, we will give you a copy of the MRI picture.  You can take the MRI picture to take to the physician of your choosing, at your expense.  If you prefer, we can send the pictures electronically; there is a small risk that someone else could view electronically sent files.

3. Potential Risks and Discomforts

You may have adverse events or discomforts while on this study.  These may occur at the time of the research or later.  You should discuss these with the researcher and/or your regular physician.  Many side effects go away shortly after the       [intervention/drugs] are stopped.  [When appropriate, In some cases, side effects can be serious or long lasting or permanent. The next sentence should be included if appropriate. There also is a risk of death.]  [When appropriate, “Other drugs will be given to make side effects less serious and uncomfortable.”]  

<OR>
This research has no expected physical, psychological, or privacy (legal, employment, or social) risks.
Risks and side effects related to the       [procedures, drugs, etc.] we are studying include:

Physical Risks: [consider risks of medication, phlebotomy, radiation, fatigue, etc.]
Likely
·      
·      
Less Likely

·      
·      
Rare But Serious
·      
·      
Psychological Risks:  [such as boredom, anxiety, frustration]
     
Privacy Risks:  [potential LEGAL, EMPLOYMENT/ECONOMIC, and SOCIAL effects of unexpected invasion of privacy or breach of confidentiality]
     
· Legal Risks: [impact of diagnosis/condition on legal proceedings, etc.]

     
· Employment or Economic Risks:  [effect on hiring, work schedule, insurability, etc.]


     
· Social Risks:  [stigma of diagnosis/condition, etc.]


     
[If appropriate to the study, insert the physical risk statement(s) under the likelihood category]
· Blood Draw Risks:  
Drawing blood may cause temporary discomfort from the needle stick, bruising, and infection.

· Randomization risks:  

Researchers will assign you to a study group by chance.  The study therapy you receive may prove to be less effective or to have more side effects than the other study therapy or other available treatments.
· Placebo risks:  

If you are in the group that receives placebo, your condition will go without active treatment for       [XX weeks].
· Radiation (x-ray) risks:
You will receive a small amount of radiation during this study.  These doses of radiation may be harmful, but the risks are so small that they are difficult to measure.  If you have already had many x-rays, you should discuss this with the researchers before agreeing to be in the study.

[OR when larger doses of radiation are involved]:

· You will receive a sizeable amount of radiation during this study.  The amount is similar to that received in many standard x-ray procedures.  The amount is far more than you would receive from natural daily exposure or in the normal course of treatment.   This amount carries at least a theoretical risk.  If you are especially concerned with radiation exposure, you should discuss this with the researchers.

· PET Scan:
The amount of radiation exposure received in this study is less than levels thought to be dangerous.  However, there is little previous experience with the use of multiple PET scans.  There is no known minimum level of radiation exposure that is completely free of causing genetic defects or cancer.
· CT scan risks:  
CT scans involve the risks of radiation (see above).  In addition, if contrast material (iodine dye) is used, there is a slight risk of developing an allergic reaction.   This reaction can range from mild (itching, rash) to severe (difficulty breathing, shock, or rarely, death).  The contrast material may also cause kidney problems.  This is more likely if you are dehydrated or have poor kidney function.  The researchers will ask you about any allergies or related conditions before the procedure.  If you have any of these problems, you may not be allowed to have a CT scan       [/continue in the study].
Having a CT scan may mean some added discomfort for you.  In particular, you may be bothered by feelings of claustrophobia when placed inside the CT scanner, or by lying in one position for a long time.  If contrast material is used, you may feel discomfort when it is injected       [/given by XXX].  You may feel warm and flushed and get a metallic taste in your mouth. Rarely, the contrast material may cause nausea, vomiting or a headache.       [List other risks as appropriate to the method by which contrast agent is administered]. [If sedation may be used, discuss risks of sedation here].

· MRI risks:  

The MRI machine acts like a large magnet.  It could move iron-containing objects in the MRI room during your exam, which could in the process possibly harm you.  Precautions have been taken to prevent such an event from happening; loose metal objects, like pocket knives or key chains, are not allowed in the MRI room.  Researchers will not allow you into the MRI room and have an MRI if you have a piece of metal in your body.  Examples would be a fragment in your eye, aneurysm clips, ear implants, spinal nerve stimulators, or a pacemaker.  

Having an MRI may mean some added discomfort for you.  In particular, you may be bothered by feelings of claustrophobia and by the loud banging noise during the study.  Temporary hearing loss has been reported from this loud noise.  This is why researchers will ask you to wear earplugs.  At times during the test, researchers may ask you to not swallow for a while, which can be uncomfortable.
[If appropriate, also discuss the risks of contrast agents and/or sedation here].

Because the risks to a fetus from MRI are unknown, pregnant women cannot take part in this study.

· HIV testing risks:  
Being tested for HIV may cause anxiety regardless of the test results.  A positive test indicates that you have the HIV virus.  No one knows when, if ever, you will become sick with AIDS or a related condition.  Receiving positive results may make you very upset.  If other people learn about your positive test results, you may have trouble obtaining insurance or employment.  If your test is negative, there is still the possibility that you could be infected with the HIV virus and test positive at some time in the future.  Also, it is always possible that the test results could be wrong.
[Additional phrase to add when appropriate]

Reproductive risks:  

Because the drugs in this study can affect an unborn baby, you should not become pregnant or father a baby while on this study.  You should not nurse your baby while on this study.  If you are sexually active, you must use birth control.  Ask about counseling and more information about preventing pregnancy.  [When appropriate, include a statement about possible sterility or insert additional information about contraception, etc.]

[Always include the following risk statements:]
For more information about risks and side effects, ask the researcher or contact       [include whom and how].

Unforeseeable Risk:

The researcher does not know all the side effects that may happen.   You may experience a side effect or new risk that the researchers do not know about at this time.

[Additional phrase to add when appropriate]
New Information:

The research team will contact you with any significant new knowledge or findings about the [medication or test article and/or the condition under study] that would affect your willingness to continue in the research.

4. Expected Benefits to Subjects

You may not benefit from taking part in this research.

OR

We do not guarantee that you will benefit from taking part in this study.  Taking part in this study may or may not make your health better.  However, possible benefits include       [Describe the anticipated benefits to subjects resulting from their taking part in the research.].

[If subject is randomized: If you are in the group that receives       [XXX] and it treats your condition       [more effectively/with fewer side effects than standard therapy/placebo], you may benefit from taking part in the study, but we cannot guarantee this.]
5. Expected Benefits to Others

We hope to learn more about       [procedures/ drugs/ interventions/ devices] from your taking part in this study.  The information we get from this study may help us to treat future patients with       [name of condition] better.

6. Other Options to Taking Part in this Study

Your alternative is not to take part in this study.  

<OR>

Taking part in this study is your choice.  You may choose either to take part or not to take part in the study. If you choose not to take part in this study, your other choices may include:

· Getting no treatment

· Getting standard treatment for your condition without being in a study.

· Getting a different experimental treatment/taking part in another study.

·       [Additional bullets should include, when appropriate, alternative specific procedures or treatments.]

[For studies involving end-stage diseases, add the following paragraph as an additional bullet.] 

· Getting comfort care, also called palliative care.  This type of care helps reduce pain, tiredness, appetite problems and other problems caused by your disease.  It does not treat the disease directly, but instead tries to improve how you feel.  Comfort care tries to keep you as active and comfortable as possible.

Please talk to your doctor about your choices before deciding if you will take part in this study.

7. Right to Withdrawal from the Study

Your taking part in this research is voluntary.  You can stop taking part at any time. 

If you choose not to take part in this study, you will not be penalized or lose any benefits to which you are entitled. Your decision will not affect your relationship with the researcher. 

Tell the researcher if you are thinking about stopping or decide to stop.  The researcher will tell you how to stop safely.  It is important to tell the study researcher if you are thinking about stopping.  That way the researcher can evaluate any risks from the [drugs or intervention].  Another reason to tell the researcher that you are thinking about stopping is to discuss what follow-up care and testing could be most helpful for you.        [Describe appropriate alternative procedures or courses of treatment or therapy that may be advantageous to the subject.  Disclose any standard treatment being withheld.]
      [Describe the circumstances that would require researchers to terminate the participation of particular subjects, for example, subject experiencing adverse event, subject not benefiting from research, subject non-compliance with research.]

      [Some studies involve medications or procedures that would be dangerous for subjects to discontinue abruptly.  Provide subjects information on the consequences of withdrawal, including descriptions of the procedures regarding how to withdraw safely from the research, e.g., follow-up physical exam, lab work, etc.]

8. Confidentiality

We will do our best to keep your medical records and personal information private.  However, we cannot guarantee absolute confidentiality.  We will disclose your personal information if required by law.  

[Omit the previous two statements if a Certificate of Confidentiality is obtained and use the following language.  "The [PI or Sponsor] has received a Certificate of Confidentiality from the Federal government that will help protect your privacy.  The Certificate of Confidentiality allows the researchers to refuse to disclose your information.   This applies at the federal, state, or local level to any civil, criminal, administrative, legislative, or other proceeding.
A Certificate of Confidentiality does not stop the release of your information by you or a member of your family.  You may have given your consent for an insurer or employer to obtain information about you.  In this case, the researcher may not use the Certificate of Confidentiality to withhold this information.

 
A Certificate of Confidentiality also does not stop a researcher from disclosing information about you to prevent serious harm to yourself or others.  Researchers have to report child abuse or elder abuse to authorities."]

We will disclose your information to protect your rights or welfare.    We will disclose your information if the researcher becomes aware that you may be a danger to yourself or to others.  We will disclose your information if the researcher becomes aware that acts of child, elder, or dependent adult abuse or neglect may have occurred.  

Researchers may publish or present the results of this study.  They will not reveal your name or identity.   

      [Describe how personal information, research data, and related records will be coded, stored, etc. to prevent access by unauthorized personnel.]  Examples: 
We will code your research data without using your name.  [When appropriate: The researcher holds the key to the code.]  

And/Or  We will add your information to a database.  We protect these data on the computer with passwords. 
And/Or  We store your information, research data, and related records in locked offices.  We also use computer codes to access your secure medical records.  This prevents access by unauthorized staff.
      [Include a statement regarding the destruction of Identifiers and/or research records. Current VA policy requires that identifiers and/or research records be destroyed in accordance with the VA record retention Schedule.]
The research sponsor       [insert company name] may also look at your research files and medical record.  [If a drug with an IND or a medical device with an IDE, this section must include:  This study involves articles regulated by the FDA (Food and Drug Administration).  The FDA may choose to inspect research identifying you as a subject of this research.]
Organizations may inspect and/or copy your research records for quality assurance and data analysis.  One of these is the Institutional Review Board (otherwise known as the Human Subjects Subcommittee) at VANCHCS.  The Institutional Review Board is a committee whose purpose is to review and monitor research studies that involve human subjects.  

VA policy requires that a note be placed in your medical record that identifies you as taking part in this research.

9. Research Related Injury

Diagnosis and treatment may be for routine care or for research.  Some forms of diagnosis and treatment involve some risk of injury.

[This wording must be used without changes:]
If you are injured as a result of being in this study, treatment will be available. If you are eligible for veteran's benefits, the costs of such treatment will be covered by the Department of Veterans Affairs.  If not, the costs of such treatment may be covered by the Department of Veterans Affairs, or the study sponsor [sponsor name] depending on a number of factors.  The Department of Veterans Affairs, and the study sponsor, do not normally provide any other form of compensation for injury. In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment by signing this form.  For further information about this, you may call the V.A. District counsel at (415) 750-2288 

10. Costs to Study Subjects
As a research subject, you are not required to pay for treatment received as a subject in a 
VA research program.

As a veteran-subject, you are not required to pay for care received as a subject in a VA research project.  However, there is an exception.  Some veterans are required to pay co-payments for medical care and services provided by the VA.  These co-payments will continue to apply to medical care and services provided by VA that are not part of this study.

      [Describe any additional costs (transportation, time away from work, health costs, etc) that subjects must bear.  Veterans in the “discretionary work load” category are subject to co-payments, if so indicated by a means test.]

11. Payment for Taking Part in the Study

You will not be paid for taking part in this study.

Or

In return for your time, effort and travel expenses, you will be paid       [$XXX] for taking part in this study.        [Describe the required conditions for payment, the method of payment, the payment schedule, and how the payment will be delivered.  For example: A check will be mailed to you about 6 weeks after you have finished the study.    Describe how you will calculate and prorate payment for subjects who withdraw early.   For example: If you do not complete the study, you will receive       [$XXX] for each week of participation.   Completing the research may not be made a condition of payment.]

Sections 12-17 are additional elements of Informed Consent Required by the VA, when appropriate.

12. Investigational Drugs  (delete this section if inappropriate)
After you complete your part in the study, the VA is not obligated to provide the study medicine.

13. Possible Commercial Products (delete this section if inappropriate)
(This element is applicable when the human biologic specimens obtained could be part of, or lead to the development of a commercially valuable product.)
[If samples will be taken for research and development purposes not related to the subject’s treatment or condition, include the following standard language]: Researchers may use your study samples for research and development.   These research purposes are not related to your treatment or condition. You will not have any property rights or ownership interest in products or data which may be derived from your samples. 

By consenting to take part in this study, you authorize the use of your bodily fluids.  The (tissue, blood, or urine) samples obtained from you will become the property of      .  It is possible that commercially available products will be developed from these samples.  There are no plans to share any of these profits with you.

14. Future Use of Specimens (delete this section if inappropriate)
(This element is applicable when the specimens obtained are to be retained after the end of the study for future research. Indicate where the specimens will be retained, who will have access to them, and how long they will be retained. Current applicable institutional, VA and other Federal requirements must be met for handling, use and storage of biologic specimens and data [see VHA Handbook 1200.12].)
     
15. Future Use of Data (delete this section if inappropriate)
(This element is applicable when any of the data will be retained after the study for future research. Indicate where the data will be stored, and who will have access to the data. Current applicable institutional, VA and other Federal requirements must be met for handling, use and storage of data [see VHA Handbook 1200.12].)
     
16. RE-Contact  (delete this section if inappropriate)
(This element is applicable if the subject will be re-contacted for future research whether within VA or outside VA.)
     
17. Disclosure of Results (delete this section if inappropriate)
(This element is applicable if the subject will receive a report of the aggregate results or any results specific to the subject.)
     
18. Questions About this Study
If you have any questions, concerns or complaints about this study, contact one of the researchers on this study:       (name) at       (phone #).
19. Questions About Research Subject Rights
You may have questions about your research subject rights, or you may want to obtain information or offer input.  You may also have questions that you feel cannot be discussed with the researcher.  You may call the VANCHCS Human Research Protection Program.  The phone number is (916) 366-5359.  You may also call the VA Regional Counsel.  The phone number is (415) 750-2288.
RESEARCH SUBJECTS' RIGHTS:  I have read or have had read to me all of the above.

       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 understand that I do not have to take part in this study, and my refusal to participate will involve no penalty or loss of rights to which I am entitled.  I may withdraw from this study at any time without penalty or loss of VA or other benefits to which I am entitled.

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

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

I understand my rights as a research subject, and I voluntarily consent to participate in this study.  I understand what the study is about and how and why it is being done.  I will receive a signed copy of this consent form.

____________________________    
_______________________________    
__________

Participant's Name 

Participant's Signature                            
Date

_______________________________                _______________________      ________

Signature of Participant's Representative* **        Participant's Representative**    Date**
____________________________    
________________________________
__________

Name of person obtaining consent

Signature of person obtaining consent      
Date
*Only required if subject not competent. **Delete if all subjects must have capacity to consent to participate in this study.
VERSION DATE: X0/00/00
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