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1) Purpose of this research study
PI Name, M.D., Ph.D., Pharm.D [also identify VA responsible investigator, if applicable]. is/are conducting a research study to find out more about      . You have been asked to participate because      . There will be approximately       participants at this VA site.

2) How long the study will take
Your participation will take approximately    hours each time you come to the VA hospital, and you will be expected to come to the hospital    times over a    year period. The entire study will take about    years.

3) What will happen to you in this study 
If you agree to be in the study, the following will happen to you:


a.


b.


c.

[Note: if all or part of the study will take place outside at a non-VA facility, clearly identify what will be done and where it will be done]

If you are a female and capable of child-bearing, a sample of urine or blood will be collected before the study and    times during the study in order to be as sure as possible that you are not pregnant. It is important to be as sure as possible that you are not pregnant, because the drug or device being tested may cause harm to an unborn child.

If you are a male...

4) Which procedure(s) or treatment(s) are experimental (done for research only)
[Clearly identify which procedures are standard of care and which are done for research purposes only] The only procedure that is experimental is the X-ray that will be taken after your catheter has been inserted. The surgery itself is not experimental, but standard of care for your condition.
5) RISKS reasonably to be expected

Participation in this study may involve some added discomforts. The procedures used are likely to cause: [Note- only describe here risks related to the research]


a. brief pain and bruising due to the blood draw


b. embarrassment due to the personal questions we ask


c.

Radiation Exposure: [if applicable, use one of the following paragraphs]

[If study involves small radiation exposure (< 0.16 cGy)] As a result of participating in this study, you will be exposed to a small amount of radiation (approximately ___cGy). This amount is less than you would receive from a year of natural exposure, which is approximately 0.16 cGy. This dose should not be harmful. If you are especially concerned with radiation exposure or you have had a lot of x-rays already, you should discuss this with your doctor.

[If study involves moderate radiation exposure (0.16 - 10 cGy) ] As a result of participating in this study, you will be exposed to a moderate amount of radiation (approximately ___cGy). This amount is more than you would receive from a year of natural exposure, which is approximately 0.16 cGy. This exposure may slightly increase your chances of developing cancer in the future. If you are especially concerned with radiation exposure or you have had a lot of x-rays already, you should discuss this with your doctor.

[If study involves significant radiation exposure (>10 cGy) ] As a result of participating in this study, you will be exposed to a significant amount of radiation (approximately ___cGy). This amount is far more than you would receive from a year of natural exposure, which is approximately 0.16 cGy. This exposure may increase your chances of developing cancer in the future. If you are especially concerned with radiation exposure or you have had a lot of x-rays already, you should discuss this with your doctor.

Other potential risks of this study include:


a.


b.


c.

Unforeseeable RISKS 

Because this is an investigational study there may be some unknown risks that are currently unforeseeable.  You will be informed if the researchers learn of any change in the amount of risk to you.

6) BENEFITS reasonably to be expected.

There will not / may or may not be a direct benefit to you from these procedures. The investigator, however, may learn more about      .
7) Voluntary nature of participation and right to withdraw without penalty.

Participation in research is entirely voluntary. You may refuse to participate or withdraw at any time without jeopardy to the medical care you will receive at this institution or loss of benefits to which you are entitled.  

8) Alternatives to the research procedure or treatment 
Describe the alternatives to participation in this research study that are available to prospective participants. If the alternative is not to participate, such as a study where there is no prospect of direct benefit to the participant, this should be noted here.]

[For therapeutic studies, list the therapeutic alternatives that are reasonably available that may be of benefit to the potential participant including standard of care at this site. Further, if the study drug(s) is/are available off-study, this should be noted in this item as well as the consent document. Include a statement such as:]   There may be risks associated with standard treatments for your condition. You should review the risks of standard treatments with your condition with your health care provider.
9) Procedure for the orderly termination of a volunteer’s participation

If you decide that you no longer wish to participate in this study please call       or contact in person      
You should come in for a final visit if you decide to stop your participation in this study so that the investigators can ensure your health and well-being.

Your participation in this study may be stopped if the investigator decides that stopping is in your best interest.  If you do not follow the study instructions      .

10) Information learned from the study will be shared with you

While you are a participant in this study you will be told if any important new information is found that may affect your wanting to continue.

If the results of this research might influence your medical care after you have completed your participation, the investigators will contact you to let you know these results.

11) Care provided if you are injured as a result of this study

The VA will provide necessary medical treatment should you be injured by participation in this study.  You will be treated for the injury by the VA at no cost to you or your insurance but no additional compensation is available.  Every reasonable safety measure will be taken to protect your well-being. 

12) Privacy and confidentiality
Participation in this study may involve a loss of privacy, but information about you will be handled as confidentially as possible. [If study involves treatment, clinical resources, or potential for adverse events a CPRS note is required.  If CPRS is required and non-veterans may be enrolled, include this statement:]  If you are not already a VA patient, a medical record including your name and Social Security number will be entered in the VA Computerized Patient Record System.

 [If the research includes collecting the subject's SSN for CPRS review, payment, or tracking purposes, explain here.]

Your research records will be labeled with a code number. The list that matches your name with the code number will be kept in a locked file in the research team’s office. Any research records that identify you will be kept only as paper records in a secure VASDHS location, or as files behind the secure VASDHS computer firewall. 

[If specimens are collected, state whether or not they are labeled with identifiers (including dates) and, if so, how they are secured.] 

[If data from VA subjects are combined with data from other subjects, indicate here where the combined data will be analyzed.  If the analysis site is not the VA, indicate whether the disclosure to the analysis site will include or exclude subject identifiers.  If included, be sure this is clarified in the HIPAA authorization].

[Note: VA sensitive data must reside in a secure VASDHS location. If subject identifiers are copied or transferred outside the VA, or accessed by anyone other than the study personnel, the purpose, methods of transfer and storage, and destruction of the information must be addressed.]

Any presentations or publications from this information will not identify you. 

We will keep confidential all research and medical records that identify you to the extent allowed by law.  However, you should know that there are some circumstances in which we may have to show your information to other people.  For example, the Federal Office of Human Research Protections, the General Accounting Office, the VASDHS R&D Committee, the UCSD Institutional Review Board, the Food and Drug Administration, the sponsor, and federal compliance officers may look at or copy portions of records that identify you. 
13) Payment

Costs to you or your insurance 
There will be no costs to you or your insurance for any procedures or testing done only as part of this research study.  If you receive a bill for services that you think could be related to your participation in this study, you should contact the Principal Investigator.
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.  

You or your insurance company will be charged for any procedure or test that is medically necessary for the treatment of your illness, including the (INSERT STANDARD TREATMENT) treatment, related tests and procedures. You will be responsible for all insurance co-payments and deductibles. The study drug (NAME OF INVESTIGATIONAL DRUG ETC.) and (list of tests/procedures to be covered by the study) will be provided to you at no cost.  

[Describe: ANY additional costs to the subject that may result from participation in the research]

Payment for participating

You will not receive any payment for participating in this study.

[If the subject is to be paid for participation, arrangements should be plainly stated (e.g., amount paid for screening procedures, sessions completed, transportation costs, etc.). Note that VHA Handbook 1200.05 limits some payments to subjects.
14) Additional Information

Support for this study is provided by the Department of Veterans Affairs and      . 
[if your study has any of the following, these must be part of the informed consent document.  Otherwise, DELETE the following sections]:

Commercial Sponsors: [Identification of commercial sponsors, and a statement of any financial relationships with sponsors of research]

Tissue/blood banking: [Biological specimens collected and stored for future research purposes that are beyond the scope of work described in the original protocol and informed consent or those collected under a protocol designed for banking of specimens are considered banked biological specimens.  VA has special regulations for tissue banking, especially if not stored in the VA, and other regulations for samples sent out for analysis if not destroyed or returned within 3 months.  Please consult with Research Projects Section for guidance and see http://www.research.va.gov/programs/tissue_banking/ for details. ] It is recommended that the default is that no banking will take place and the subject must check a box and initial if they wish to provide specimens for banking.

Specimens (other than banking): [Describe what will be done with blood or other tissue samples.] Your [blood/tissue] will be used to study      . Your [blood/tissue] will be stored with a coded label that does not identify you [note: dates related to subjects are considered to be identifiers]. 

[If relevant include a commercial value ("Moore") clause:]  The research with the specimens collected from you (and the DNA that they contain) may have significant therapeutic or commercial value. There are no plans to provide any compensation to you for potential commercial values.  You consent to such uses.

Clinical Trial: 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.

Future Use of Data If any of the data will be retained after the study for future research explain whether data will identify the subject, where the data will be stored, and who will have access to the data 

Re-contact. If the subject will be re-contacted for future research   It is recommended that the default is that check a box and initial if they wish to be contacted for future research.

 Disclosure of Results. Will the subject receive a report of the aggregate results or any results specific to the subject?

15) RESEARCH SUBJECTS' RIGHTS: You have read or have had read to you all of the above. 

You have been informed that you do not have to take part in this study, and your refusal to participate will involve no penalty or loss of rights to which you are entitled. You may withdraw from this study at any time without penalty or loss of VA or other benefits to which you are entitled.

In the event of illness or injury that you believe to be related to the study, or have questions about this research, you can call Dr.       at (   )___-___ ext. ____during the day, or (   )___-___ ext. ____ after 5:00 PM.  If you have any questions or concerns about your rights as a research subject, the validity of a research study, or research personnel you can contact the Research Compliance Officer at 858-642-3817, VA Research Service at 858-642-3657, VA Regional Counsel at (619) 400-5240, or Human Research Protection Program at 858-657-5100.

__________________ has explained the study to you and answered all of your questions. You have been told of the risks or discomforts and possible benefits of the study.  You have been told of other choices of treatment available to you.  You will receive a copy of this consent form and a copy of the Health Insurance Portability and Accountability Act (HIPAA) Authorization that you signed.  You will also receive a copy of the California Experimental Subject's Bill of Rights. 

	By signing this form you indicate that you have been informed of your rights as a research subject, and that you voluntarily consent to participate in this study.  You have been informed what the study is about and how and why it is being done.

Subject's Signature





Date



                                                                            
 ____________________________

 Or Signature of Legally Authorized Representative
 Legally Authorized Representative (print)

  [ DELETE unless IRB approves research where subject may be incompetent and require a surrogate]

Signature of Researcher obtaining consent 
           Name (print)         
        Date
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