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CONSENT FORM

INTRODUCTION TO RESEARCH STUDIES
A research study is designed to answer specific questions, sometimes about a drug or device’s safety and its effectiveness. Being in a research study is different from being a patient. When you are a patient, you and your personal doctor have a great deal of freedom in making decisions about your health care. When you are a research subject, the Protocol Director and the research staff will follow the rules of the research study (protocol) as closely as possible, without compromising your health.
PURPOSE OF RESEARCH

We seek your permission to monitor sweat secretions from a small region of your arm in response to injections of chemicals that induce sweating.  The purpose of this research is to determine if a newly designed optical method has sufficient sensitivity to differentiate sweat rates according to the amount of CFTR function a person has.  CFTR is the protein that causes cystic fibrosis when defective.  Your participation is useful for this study because you are known to have CF with the need to take pancreatic enzymes, or to have CF without the need to take pancreatic enzymes, or to be a carrier, or to have normal CFTR function, and hence your responses can be compared with the other groups.  
Your participation in this study is entirely voluntary.

Your decision whether or not to participate will not prejudice you or your medical care.  If you decide to participate, you are free to withdraw your consent, and to discontinue participation at any time without prejudice to you or effect on your medical care.  If you decide to terminate your participation in this study, you should notify Dr. Jeffrey Wine at 650 725-2462.

This research study is looking to enroll approximately two (2) subjects of each of the above categories, for a total of eight (8) subjects.   
DURATION OF STUDY INVOLVEMENT
This research study will be concluded in one year. Your participation would be limited to a maximum of 5 visits of approximately one hour each.  There is no alternative to this study because the ultimate purpose of the study is to learn if this kind of assay can be used in human clinical studies to speed the development of CFTR-directed therapies. 
PROCEDURES

If you choose to participate, you will come to Dr. Wine’s laboratory on the main campus of Stanford and will be seated with one arm held stable by inflatable cushions.  A small area on your forearm will be cleaned with alcohol and a small dish with an opening in the bottom will be fixed to your arm; the dish is rigidly connected to a small digital camera held by the testing apparatus, so you can move your arm slightly without changing its relation to the camera.  The exposed skin is wiped with inert silicon oil and a small amount of mineral oil + food coloring is poured into the reservoir so that sweat droplets can be measured optically.  After a 10 min observation period to ascertain that no sweating has occurred, a solution of sterile methacholine is injected just beneath the skin via a very thin gauge needle. Methacholine is a mimic of the natural chemical your nerve cells use to make your sweat glands secrete.  You will feel a slight prick from the needle. Sweating will begin immediately in a small patch of your skin (about ¼ the area of a postage stamp) and is allowed to continue for 10 min, at which time a second intradermal injection of atropine is made to stop sweating. Atropine is similar to the drug used to dilate your pupils in an eye exam.  After another 10 minutes, a final intradermal injection is made of atropine + isoproterenol + aminophylline is made.  The latter two drugs, when used together, produce a small amount of sweating in people without CF, but people who have CF do not sweat, and people who are carriers sweat less. After another 15 min the oil and reservoir are removed, and your arm is wiped with alcohol and inspected to be sure no irritation has occurred.  
if you feel discomfort at any time, notify the operator and you can discontinue the exam at any time.

If you are undergoing any other treatments, this procedure will not affect them in any way. We do not expect any personal benefit to you from this study, but we hope to obtain data that may be important in the development of drugs to treat cystic fibrosis. 
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.

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.  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.

If you are a man participating in this study and your partner is able to become pregnant, you and your partner must use adequate contraception while you are participating in the study. Your doctor will discuss with you what methods of birth control are considered adequate.  You should inform your study doctor if your partner becomes pregnant.
PARTICIPANT RESPONSIBILITIES          

As a participant, your responsibilities include: 
· Follow the instructions of the Protocol Director and study staff.

· Keep your study appointments.  If it is necessary to miss an appointment, please contact the Protocol Director or research study staff to reschedule as soon as you know you will miss the appointment.  We expect a maximum of 5 appointments over a one year period.  There is no set timing for these and two could occur within one week if it worked for you.
· Tell the Protocol Director or research study staff about any side effects, doctor visits, or hospitalizations that you may have.

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

· Ask questions as you think of them.

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

While participating in this research study, you should not take part in any other research project without approval from the Protocol Directors of each study.  
WITHDRAWAL FROM STUDY
Your participation in this study is entirely voluntary. Your decision whether or not to participate will not prejudice you or your medical care. If you wish to participate in this study, you must sign this form. If you decide to participate, you are free to withdraw your consent, including your authorization regarding the use and disclosure of your health information and to discontinue participation at any time without prejudice to you or effect on your medical care. If you decide not to allow your tissues to be used in this study, you should notify Dr. Jeffrey Wine at 650 725-2462.

The Protocol Director may also withdraw you from the study, without your consent for one or more of the following reasons: 
· Failure to follow the instructions of the Protocol Director and study staff.

· The Protocol Director decides that continuing your participation could be harmful to you.

· Pregnancy 

· You need treatment not allowed in the study.

· The study is cancelled. 

· Other administrative reasons.

· Unanticipated circumstances.

POSSIBLE RISKS, DISCOMFORTS, AND INCONVENIENCES 
There are risks, discomforts, and inconveniences associated with any research study.  These deserve careful thought.  You should talk with the Protocol Director if you have any questions. 
· Any treatment or procedure may involve risks, which are currently unforeseeable.

· The risks of the procedure are minimal. Tiny intradermal injections means that systemic levels are exceedingly small and essentially no side effects occur. This is not a new method, it has been used before with no adverse effects.
· Irritation at the injection site is a possibility. 
POTENTIAL BENEFITS                             

WE CANNOT AND DO NOT GUARANTEE OR PROMISE THAT YOU WILL RECEIVE ANY BENEFITS FROM THIS STUDY.

ALTERNATIVES

The alternative is to not participate in this research.  Participating in this study will not affect your participation in other studies.
PARTICIPANT’S RIGHTS

· You should not feel obligated to participate. Your questions should be answered clearly and to your satisfaction.
· If you decide not to participate, tell the Protocol Director. You will still receive care for your disease and will not lose any benefits to which you would otherwise be entitled.
· 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.
.
CONFIDENTIALITY
Your identity will be kept as confidential as possible as required by law. Except as required by law, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier. Patient information may be provided to Federal and other regulatory agencies as required. Your research records may be disclosed outside of Stanford, but in this case, you will be identified only by a unique code number. Information about the code will be kept in a secure location and access limited to research study personnel.
The results of this study are for research only and will not be included in your medical records.  The results of this research study may be presented at scientific or medical meetings or published in scientific journals. However, your identity will not be disclosed. Generally you will not be told the results of this study, even if any new information is learned which may be potentially beneficial to your condition.  
FINANCIAL CONSIDERATIONS

PAYMENT
You will be paid $50 for each study visit up to a total of $250 for 5 visits, + mileage and parking from your home (or place of work) to Stanford.   
Payments may only be made to U.S. citizens, legal resident aliens, and those who have a work eligible visa.
COSTS
There is no cost to you for participating in this study. 

This study does not provide financial assistance for additional medical or other costs. Additionally, Stanford is not responsible for research and medical care by other institutions or personnel participating in this study. 

SPONSOR
Support for this study is from the Cystic Fibrosis Foundation.
CONTACT INFORMATION
· 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 Protocol Director, Dr. Jeffrey Wine at 650-725-2462. You should also contact him at any time if you feel you have been hurt by being a part of this study.
· 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, Stanford, CA 94305-5401. 

· Appointment Contact: If you need to change your appointment, please contact Dr. Jeffrey Wine at 650-725-2462.

· Alternate Contact:  If you cannot reach the Protocol Director, please call the research team at 650-725-2468.
EXPERIMENTAL SUBJECT’S BILL OF RIGHTS
You should not feel obligated to agree to participate. Your questions should be answered clearly and to your satisfaction. 
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.

YOUR SIGNATURE INDICATES THAT YOU HAVE READ AND UNDERSTAND THE ABOVE INFORMATION, THAT YOU HAVE DISCUSSED THIS STUDY WITH THE PERSON OBTAINING CONSENT, THAT YOU HAVE DECIDED TO PARTICIPATE BASED ON THE INFORMATION PROVIDED, AND THAT A COPY OF THIS FORM HAS BEEN GIVEN TO YOU.
_______________________________




_________________

     Signature of Adult Participant





Date
Person Obtaining Consent

I attest that the requirements for informed consent for the medical research project described in this form have been provided with the Experimental Subject's Bill of Rights, if appropriate, that I have discussed the research project with the participant and explained to him or her in nontechnical terms all of the information contained in this informed consent form, including any risks and adverse reactions that may reasonably be expected to occur.  I further certify that I encouraged the participant to ask questions and that all questions asked were answered. 

 ______________________________________


___________________
Signature of Person Obtaining Consent           


Date                                     
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