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NAVAL MEDICAL CENTER

SAN DIEGO, CALIFORNIA 92134‑5000

CONSENT BY A SUBJECT FOR VOLUNTARY

PARTICIPATION IN A CLINICAL INVESTIGATION

(RESEARCH) STUDY
1.
You, _______________________________, have been asked to voluntarily participate in a research project entitled, "Insert full title of study from the approved CIP protocol," being conducted at the Naval Medical Center, San Diego by medical researchers from the Department of List participating department(s). If applicable, for a multi-institution study, insert: in collaboration with list collaborating institution(s).

2.
WHY IS THE STUDY BEING DONE?
The purpose of this research project is to: Describe in detail and in lay language the background for the study, i.e. why the study is being done.

3. HOW LONG WILL YOU BE PARTICIPATING IN THE STUDY?

State the entire period of time for participation (hours, days, weeks, months, years) to include any follow up.

4. WHAT IS INVOLVED IN THE STUDY?

Describe in detail and in lay language what the study subject will be asked to do at each point in time in the study. If applicable insert “You will be randomly assigned by chance to one of insert total number of experimental + control groups study groups.  Neither your doctor, the researcher for this study, nor you will be able to choose the group to which you will be assigned.

5.
WHAT IS THE EXPERIMENTAL PART OF THE STUDY?

Specifically, the experimental part(s) of this research project are: Specifically detail which parts of the study are experimental as opposed to standard of care.

6.
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

A total of Insert total number of subjects expected to participate subjects are expected to participate in this study, If applicable, for a multi-institution study insert: of whom up to insert number of subjects expected to participate at the local institution may be from the Naval Medical Center, San Diego.
7.  WHAT ARE THE RISKS OF THE STUDY?

The risks or discomforts which are possibly related to your participation in this study are as follows: Describe in lay language the risks that are reasonably foreseen related to subject's participation in the project, including estimates of expected frequency and severity of risks. List only risks related to participation in the research study, not on risks or discomforts attendant to a subject's underlying medical condition or to standard health care received coincident with participation in the research project. If there are minimal or no risks anticipated, insert “Minimal or no risks or discomforts are anticipated related to your participation in this study.  This means that risks or discomforts, beyond those risks associated with any underlying medical condition which you might have or associated with standard health care which you might be receiving during the course of your participation in this study, are felt to be no greater than the "normal" risks of day-to-day life.”
7B.   WHAT IF I AM OR BECOME PREGNANT?

This study may involve risks, if applicable, to your unborn baby if you are or become pregnant. You should promptly advise your doctor and the study researcher identified below if you are now pregnant, if you contemplate becoming pregnant, or if you become pregnant during your participation in the study.  Further, you should promptly advise your doctor and the study researcher if you are now breastfeeding or contemplate breastfeeding your child during the course of this study.

8.  ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

Your participation in this research project may or may not (If there will be no direct benefit to subjects should read “will not”) be of direct benefit to you personally.  However, the results of this study may help the investigator gain important knowledge about insert brief lay language description of primary goal(s) of the research project or aid in the future medical evaluation or treatment of other patients.

9.  WHAT OTHER OPTIONS ARE THERE?

The alternate procedure(s) or course of treatment, should you decide not to participate in this research study, has been explained to you as follows: Describe in lay language alternate procedure(s) or course of treatment or, if applicable, insert:  You will receive standard medical treatment, decided on by your doctor and you, which may or may not include any one or all of the procedure(s) or treatment(s) which are a part of the planned research study or If applicable, insert “This research study is not designed to treat any medical condition that you may have.  Therefore, there are no alternative procedure(s) or course of treatment that would be advantageous to you.”
10. WILL I BE PAID TO PARTICIPATE?

You will not be financially compensated for your participation in this study.

11. WHAT IF I AM INJURED AS A RESULT OF PARTICIPATION IN THIS STUDY?

If you suffer any injury directly related to your participation in this research study, immediate medical attention is available at the Naval Medical Center, San Diego, or at another closer medical treatment facility, if applicable.  Any injury resulting from your participation in this study will be evaluated and treated in keeping with the benefits or care to which you are entitled under applicable Navy, other Department of Defense, and other state or Federal regulations.

12.  WHAT ABOUT CONFIDENTIALITY?

In all publications and presentations resulting from this research study, information about you or your participation in this project will be kept in the strictest confidence and will not be released in any form identifiable to you personally.  However, authorized personnel from the Navy Medical Department and from the Food and Drug Administration (FDA), where applicable, may have access to your research file in order to verify that your rights have been adequately protected.

13.  WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

If you have any questions regarding this research study, you may contact Dr. insert full name of local principal investigator at insert phone number, including area code.

If you have any questions about your rights as an individual while participating in a research study at the Naval Medical Center, San Diego, you may contact CAPT George Ulrich, MC, USN, Chairman, Institutional Review Board at (619) 532-8125, or Dr. Warren Lockette, Head, Clinical Investigation Department at (619) 532-8127.

If you believe that you have been injured as a result of your participation in this research study, you may contact CDR Steve Bannow, JAGC, USN, Naval Medical Center, San Diego, Legal Department, at (619) 532-6475.

14.  WHAT ARE MY RIGHTS AS A PARTICIPANT?

Your participation in this project is entirely voluntary and your decision not to participate will involve no penalty or loss of benefits to which you are entitled under applicable regulations.  If you choose to participate, you are free to ask questions or to withdraw from the study at any time.  If you should decide to withdraw from the research project, you will notify insert full name of local principal investigator at   insert phone number, including area code  to ensure your timely removal from the study.  Your withdrawal will involve no prejudice to your future health care or any loss of rights or benefits to which you are otherwise entitled.  Any new significant finding developed during the course of this study which might affect your willingness to continue participation will be communicated to you.

15.  CAN I BE TERMINATED FROM THE STUDY?

The investigator may terminate your participation in this study for the following reasons: List possible indications for involuntary termination of subject's participation, e.g., subject's failure to comply with study procedures, investigator's determination that the assigned treatment is ineffective or unsafe, appearance of unacceptable side effects in the subject, pregnancy
16.  SIGNATURE

You are making a decision whether or not to participate in the research project above.  Your signature indicates that you have had this information presented to you, have had the opportunity to ask questions about the research and your participation, and agree to participate in the study.  Further, your signature indicates that you have been provided with a copy of this consent document and a copy of a document entitled, "California Experimental Subject's Bill of Rights."

SIGNATURES AND DATE SIGNED:

PRINTED OR TYPED IDENTIFICATION:

____________________________
_______________________________
Patient / Subject                    (Date)
Name / Status / Sponsor's SSN

____________________________
_______________________________
Witness                                (Date)
Name / Grade or Rank  

____________________________
_______________________________
Researcher/Investigator        (Date)
Name / Grade or Rank  

Subject's Initials: ______

IRB Approval Stamp/Seal Required

(Do not make any alterations to this documents w/out prior approval)

Page 1 of 4      

 enter current date

