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APPENDIX B-2

SUBJECT CONSENT FORM

SAMPLE CONSENT FORM
 INFORMED CONSENT

Title of Protocol

You are invited to participate in a 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 participant in this study because (state why the subject was selected).

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 participate, we (or Dr. _______ and his or her associates) will (describe procedures to be followed, including their purposes, how long they will take and their frequency).  (Describe the discomforts and inconveniences reasonably to be expected and the amount of blood to be drawn, if any.)  (Describe any reasonably foreseeable risks.)  (State the approximate number of subjects to be enrolled, and the total time subjects will be involved.)  (Describe any benefits that may be reasonably expected.)  (After describing the potential benefits, state:)

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

You will be told if any new information is learned which may affect your condition or influence your willingness to continue participation in this study.

While participating in this study, you should not take part in any other research project without approval from all of the investigators.  This is to protect you from possible injury arising from such things as extra blood drawing, extra x-rays, interaction of research drugs, or similar hazards.

Describe appropriate alternative procedures, if any, that might be advantageous to the subject.  Any standard treatment that is being withheld must be disclosed.  If there is no alternative treatment state: "the alternative is not to participate".

Any data that may be published in scientific journals will not reveal the identity of the subjects. Patient information may be provided to Governmental and regulatory agencies as required. (If applicable, state the persons or agencies to whom the information will be furnished and the nature of the information to be furnished).

(Please include the amount of payment, if any, and the schedule of payment.)  If payment is made in money or gifts the following statement must be included (verbatim): If the patient will not be paid please use the following statement- No payment will be provided for participation in this project.

(Please include information regarding the cost of participating in the study.)  The sponsor will pay for _________.  You or your insurance company will be responsible for ________________.

(Disclose what institution(s) 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, include the following statement): One or more of the investigators has a (state whether paid or unpaid) consultative and/or financial relationship with the sponsoring organization(s) involved in this research.

At the discretion of the protocol director subjects may be taken out of this study due to unanticipated circumstances.

Some possible reasons for withdrawing a subject from the study.  (Note to investigator: you may use these reasons and/or add some of your own).

       -  failure to follow instructions

       -  the investigator decides that continuation could be harmful to you

       -  you need treatment not allowed in the study

       -  the study is canceled

       -  other administrative reasons

(If this study falls within the jurisdiction of the DCGI, use the following sentences:)  1) The purpose of this research is to obtain data or information on the safety and effectiveness of (name of drug, device, etc.); the results will be provided to the sponsor, Drug Controller General of India, the Food and Drug Administration and other agencies as required.  2) If you think you have experienced a research related injury call name of doctor at phone number.

If you have any questions, we expect you to ask us.  If you have any additional questions later,  (doctor's name) at (doctor's telephone number) will be happy to answer them.

If the study includes MRI (Magnetic Resonance Imaging) include the following:

1 MRI

(Minimal revisions may be made to fit your study)

 This MRI machine uses a strong magnet and radio waves to make images of the body interior.  The scanning procedure is very much like an x-ray 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 magnetic field and radio waves.  You will not feel either.  You will, however, hear repetitive tapping noises that arise from the radio antenna around your body.  We will provide earplugs or ear phones 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.

There are no known significant risks with this procedure at this time because the radio waves and magnetic fields, at the strengths used, are thought to be without harm.  The exception is if you have a cardiac pacemaker, or a certain type of metallic clip in your body (i.e., an aneurysm clip in your brain).


There is a possibility that you will experience a localized twitching sensation due to the magnetic field changes during the scan.  This is not unexpected and should not be painful. However, you can discontinue the exam at anytime.

The magnetism and radio waves do not cause harmful effects at the levels used in the MRI machine.  National and Stanford guidelines have been developed for these machines, and these recommendations will be followed.  However, because the MR scanner uses a very strong magnet that will attract metal, all metallic objects must be removed from your person before you approach the scanner.  In addition, watches and credit cards should also be removed as these could be damaged. (These items will be watched for you).

RISKS:

If you have any history of head or eye injury involving metal fragments, if you have ever worked in a metal shop, if you have some type of implanted electrical device (such as a cardiac pacemaker) , if you have severe heart disease (including susceptibility to arrhythmias), if you are wearing metal braces on your teeth, or ( for women) if you could be pregnant, you should not have an MR scan.

(optional – only if MRI is done in hospital) If you wish, we can prescribe a mild sedative to help you to relax during the scan session.  Because you may still feel sleepy after taking this medication, you should not plan on driving yourself after the MRI.

NOTE:  IF ALL OF THE SEQUENCING TO BE USED HAS NOT BEEN APPROVED BY THE FOOD AND DRUG ADMINISTRATION, THIS MUST BE STATED IN THE CONSENT FORM.

(The following language is recommended when women of childbearing potential (non-pregnant) will be enrolled in an investigational drug 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 drug 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] [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.

CONSENT FOR TISSUE SAMPLING OR BANKING FOR RESEARCH

Research using tissues is an important way to try to understand human disease and/or the role genes play in disease.  You have been given this consent form because the investigators want to include your tissues in a research project, or because they want to save such samples for research. There are several things you should know before allowing your tissues to be studied:

1. You are invited to participate in a study of-----------------------------------------------------------------------. 

We hope to learn (state what the study is designed to discover or establish).  

You were selected as a possible participant in this study because (state why the subject was selected).

2. Your tissues will be stored [under your name or other unique identifier] (choose one). Your name or other public identifiers will not be included with any data shared with other investigators.

OR

Once the sample is taken, it will forever be separated or unlinked from your name.  This will protect your identity and preserve anonymity.  However, once you donate the sample, you will not be able to withdraw your tissues from the research project because the samples will not be traceable.

3. There are no risks involved in research on the samples provided by you.


4.  You will be told the results of the tests, but not of any other research tests in the future. 

OR

     You will not be told the results, even if there might be some potential benefit to you.

5.  You have the right to refuse to allow your tissues to be studied now or saved for future study. You may withdraw from this study at any time.  The investigators might retain the identified samples, e.g., as part of your routine clinical care, but not/and for additional research.

6.  The investigator will not provide genetic information about you to your familly members, but you may wish to.  

OR

You [ consent / withhold consent ] for the investigator to provide genetic information about you to your family members.

7.  Investigators in this study may try to recontact you in the future. If you are, understand the following possibilities:

Information may be too sketchy to give you particular details or consequences.

You may be determined to carry a gene for a particular disease that can be treated.

You may be determined to carry a gene for a particular disease for which there is no current treatment.

8.  Any tissues you have donated which are used in research may result in new products, tests or discoveries.  In some instances, these may have potential commercial value and may be developed and owned by the Investigators, of TMC or others.  However, donors of tissues do not retain any property rights to the materials.  Therefore, you would not share in any financial benefits from these products, tests or discoveries.

Signature of Participant                                                             Date

________________________________

Person Obtaining Consent

I attest that the requirements for informed consent for the medical research project described in this form have been satisfied. 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

________________________________                    ____________________

Signature of Parent or Guardian                                               Date

(If consent is to be obtained from a parent(s), legal guardian

CONSENT FOR GENE THERAPY STUDIES
(If the protocol involves gene therapy the following two items must be included): 

1.)  The approximate number of people who have previously received the genetic material under the study;

2.) "To obtain vital information about the safety and efficacy 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".

*All forms of medical diagnosis and treatment -- whether routine or experimental -- involve some risk of injury.  In spite of all precautions, you might develop medical complications from participating in this study.  If such complications arise, the researchers will assist you in obtaining appropriate medical treatment but this study does not provide financial assistance for additional medical or other costs. (Additionally TMC is not responsible for research and medical care by other institutions or personnel participating in this study.)  You do not waive any liability rights for personal injury by signing this form.  In addition, if you are not satisfied with the manner in which this study is being conducted or if you have any questions concerning your rights as a study participant, please contact the Ethics Committee Tata Memorial Hospital.

*Please add the following Bill of Rights to your consent.

  As a human subject you have the following rights.  These rights include but are not limited to the subject's right to:


۰
be informed of the nature and purpose of the experiment;

۰
be given an explanation of the procedures to be followed in the medical 


experiment, and any drug or device to be utilized;

۰
be given a description of any attendant discomforts and risks reasonably to be 


expected;

۰
be given an explanation of any benefits to the subject reasonably to be 


expected, if applicable;

۰
be given a disclosure of any appropriate alternatives, drugs or devices that might 


be advantageous to the subject, their relative risks and benefits;

۰
be informed of the avenues of medical treatment, if any available to the subject 


after the experiment if complications should rise;

۰
be given an opportunity to ask questions concerning the experiment or the 


procedures involved;

۰
be instructed that consent to participate in the medical experiment may be 


withdrawn at any time and the subject may discontinue participation without 


prejudice;

۰
be given a copy of the signed and dated consent form;

۰
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.

NOTE: The following paragraph and signature lines should appear on a page with another part of the consent, it should not start a page.

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 Participant                                                             Date

Person Obtaining Consent

I attest that the requirements for informed consent for the medical research project described in this form have been satisfied – that the participant has 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

(If consent is to be obtained from a parent(s), legal guardian or conservator, signature line(s) for Parent or Guardian must be included on the consent form.)

________________________________                    ____________________

Signature of Parent or Guardian                                               Date

*Approval Date:  ____________________ Expiration Date: __________________
RECOMMENDED TERMS FOR USE IN CONSENT FORMS

To facilitate understanding of consent forms by the subject, it is recommended that the language used is at a reading level of an 12 year old.  The following lay terms, definitions and suggestions are recommended to help investigators in this process.

	Term
	Lay Definition


ameliorate


analgesia


anaphylactic reaction


aspiration


barrier method


clinical status


completed


consequences


culture


dehydration


dilation


discomfort


disseminated


double-blind


erythrocyte


upset


make smaller or less, reduce


pain relief



result or effects


standard treatment


take a sample of blood, fluid, or tissue to see if bacteria or

viruses can be found in it


loss of fluids


expansion or stretching


pain; uncomfortable feeling


neither the subject nor physician can know what is being

given


producing a positive result

	heart test; tracing of heartbeat or heart rhythm

vomiting

examination of the inside of the body with a lighted tube

outside the spinal cord

get rid of

red blood cell

Food and Drug Administration; the branch of the government that approves new drugs

irregular heartbeat

like scar tissue

stomach and intestines

white blood cell

number of red blood cells

bruise; black and blue mark

portable machine for recording heartbeats

treatment with hormones

high blood pressure

low blood pressure

low oxygen level in the blood

a drug or therapy that reduces the body’s ability to fight infection; helps prevent rejection of a transplanted organ

number of times it happens

death of tissue due to loss of blood flow

infections

swelling which is usually painful, red and warm

putting a substance into the body, usually into the blood

putting it into the vein

the placement of a tube into the airway

decrease in oxygen in a tissue, usually because of decreased blood flow

producing milk

a procedure where an incision is made in the abdominal wall to enable a physician to look at the organs

sleepiness; lack of energy

cavity of an organ; inside a blood vessel

a type of white blood cell important for defense against infections

feeling bad; a feeling of bodily discomfort

cancer which usually spreads and may be fatal if not successfully treated

decreased growth of the bone marrow

spread of cancer cells from one part of the body to another

very specific, purified antibody

sickness/illness

death

the ability to move

pictures of the body created using magnetic rather than x-ray energy

obtained from mice

muscle aches

heart attack

a tube from the nose to the stomach

death of tissue

a tumor that may be cancerous or non-cancerous

brain or nerves

decrease in white blood cells

not breaking, cutting or entering the skin

to prevent

closing; obstruction

testing a stool sample for trace amounts of blood

the study of tumors or cancer

pertaining to the eye

pertaining to bones

bone disorder resulting from loss of bone leading to increased risk of fracture

female sex glands that release the egg cells

low number of blood cells

through the skin

puncture, tear or hole

irritation or inflammation of a vein

inactive medication; dummy pill; sugar tablet; containing no medication

blood cells that help the blood clot normally

after

before birth

chance

outlook, probably outcomes

a drug given to prevent disease or infection

artificial body parts, such as arms, legs, hips

closer to the center of the body, away from the end

major psychiatric problem

pertaining to the lungs

four times a day

treatment with radiation

similar to the toss of a coin; assignment to a treatment group by chance

happen again

not responding to treatment

pattern of giving treatment

return or reappearance of a disease

disappearance of evidence of cancer or other disease

kidney

remove or cut out surgically

lung failure; stop breathing

sleepiness

a determination of the extent of the disease

narrowing of a duct, tube, or blood vessel

arrange in groups by age, sex, etc., for analysis

under the skin

another, next

lying on the back

having symptoms

a condition with a certain set of symptoms

the top number in blood pressure

fast heart beat

decrease; reduce

treatment

to get or have a blood clot in a blood vessel

gradual alteration of a drug dose to get the desired effect

applied to the skin

harm; problem; poisoning; unwanted side effect

through the skin

short-term; brief

injury; wound

study

taking a substance into the body and the cells

kidney failure

enlarged veins, usually in the legs or lining of the tube connecting the mouth to the stomach

widening of the blood vessels

narrowing of blood vessels due to a spasm of the vessel walls

placebo cream; inactive preparation

taking blood from the vein

by

give up
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REPORT FORM FOR ADVERSE EVENTS IN HUMAN SUBJECTS AT TATA MEMORIAL CENTRE

1)
The research is being conducted under IRB#                                                                                      


The title of the project is:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      



The principal investigator is                                                                                                                     



Summary of subject with the adverse event:
UH#                    Sex:        M        F  Age:        

2)
Please provide a succinct description of the adverse events (who, what, where and when) and attach any other pertinent documentation. (Please indicate if this is a follow-up report and if so, include follow-up information only.)

3)
Describe the specific adverse event and check all that apply.



      Anticipated Event       Unanticipated Event



      Death       Hospitalization       Significant Disability       Other


4)
Describe the medical treatment (if any) that was provided to the research subject and the subject’s response.


5)
How far into the protocol had the subject progressed before the adverse event occurred?


6)
What is the long-term prognosis of the patient and will the patient continue to receive treatment?


7)
Was the research subject continued on the research protocol?       yes       no


8)
In your opinion, was the adverse event a result of participation in the research protocol?



      probably       possibly       unlikely       unknown or not enough information to judge


9)
Please provide your estimation of the severity of the event by circling the appropriate number associated with the descriptions below:


0. No Disability: No significant resultant discomfort; no cosmetic or functional impairment, and no increased length of stay or significant use of additional resources as a result of the AE.


1. Minor Temporary: Minimal to moderate clinical effect requiring no or minimal clinical intervention, or no increased length of stay or re-hospitalization for the same or related problem.


2. Minor Permanent: Minimal to moderate clinical effect with permanent residual effect but without significant functional or cosmetic impairment.


3. Major Temporary: Moderate to severe clinical effect with no significant cosmetic or functional residual effect.  This usually results in increased length of stay or re-hospitalization and requires moderate to major clinical intervention.


4. Major Permanent: Moderate to severe clinical effect with significant functional or cosmetic residual effect.


5. Potential Major or Major Continuing: When doubt exists as to the outcome, but the probability is that major impairment or repeated re-hospitalization will be necessary.


6. Death.


10)
a)
Was the protocol followed in recruitment of the subject?

      yes       no



b)
Did the patient meet the exclusion/inclusion criteria of the protocol?
      yes       no



c)
Was informed consent obtained as outlined in the protocol?

      yes       no




If no to any part of question 8, please explain:


11)
In your opinion, does this report require that the consent form for subjects be revised?



_____ no



_____ yes
If yes, submit two revised consent forms.  One with the proposed changes emphasized in some fashion (highlighter, bolded, etc.) and another clean copy.


Signature of PI                                                                                     
Date                                

Upon receipt of this report, the IRB will decide whether additional information is needed or whether further investigation of the incident is required.  In some cases, an investigator may be required to suspend a study pending the outcome of the IRB review.





Do Not Write Below This Line.   For IRB Use Only.

I       agree       disagree with the assessment of the principal investigator.


IRB Reviewer                                                                                       
Date                                

Explanation:


IRB FORM #7B/revised 9/96




