
INSTRUCTIONS FOR USING THE

SAMPLE INFORMED CONSENT DOCUMENT

FOR A RESEARCH STUDY

General Information:

The sample informed consent document template is designed to assist the researcher in the preparation of the proposed informed consent document that will be submitted to RCRC for review.  Included in the sample are the required elements of informed consent as described by the Code of Federal Regulations and ICH Guidelines.

RCRC advises the use of shorter sentences and paragraphs to promote better readability and comprehension by potential research participants.  In addition, several sections are formatted to reflect one item per line for better readability and understanding.

By utilizing this tool, the need for changes to the document will be minimized. The sample informed consent document has been formatted as follows:


Italics text indicates instructions on the type of information to insert.

In addition, a template Assent form and Photographic Release Consent form are attached at the end of this document.  If required for this study, simply edit as appropriate and you may submit all forms as one document.

AN AGREEMENT TO BE IN A RESEARCH STUDY

INFORMED CONSENT DOCUMENT

Sponsor:
«Sponsor»
City and State:
Insert Sponsor city and state
Protocol Number and Title:
«Protocol_Number»; (insert study title here)
Study Doctor:
«Investigator»
Address of Study Site(s):

«Study_Site_1»



«Address_1»



«City_State_Zip_1»
«Study_Site_2»


«Study_Site_3»
«Address_2»


«Address_3»
«City_State_Zip_2»


«City_State_Zip_3»
«Study_Site_4»


«Study_Site_5»
«Address_4»


«Address_5»
«City_State_Zip_4»
«City_State_Zip_5»
24-Hour Telephone Number:

«M_24_Hour_Number_1»
INTRODUCTION

You are being asked to take part in a medical research study.  Before you decide to take part in this study, you should read this document.  This document, called an informed consent document, explains the study.  Please ask as many questions as needed so that you can decide if you want to be in the study.

To be in this research study, you cannot already be in another medical research study.

You must be honest and complete in providing your medical history.  Giving false, incomplete, or misleading information about your medical history, including past and present drug use, could have very serious health consequences.

Recommended wording when the drug or device will be used in people for the first time.

Because this is the first time this drug/device is being given to people, all of its side effects are not known.

PURPOSE OF THE STUDY
A new drug should be described as an "investigational drug" and a new formulation of a current drug should be described as an "investigational formulation."  If referring to a drug(s) which is marketed, use the phrase, "available by prescription" or “over-the-counter," as appropriate, instead of "marketed."

A new device should be described as an "investigational device".  If referring to a device which is marketed, use the phrase, "available by prescription" or “over-the-counter," as appropriate, instead of "marketed."

Recommended wording when the drug/device is investigational

“Investigational” means that the drug/device being tested has not been approved by the United States Food and Drug Administration (FDA) for prescription or over-the-counter use.  

Recommended wording for double-blind studies
“Double-blind means that neither you nor the Study Doctor or study staff will know which drug/device you are taking.  The study staff can get this information if needed.

Recommended wording when drug assignment is randomized
The study drug (or placebo) you receive will be assigned by chance, like the flip of a coin.
Recommended wording for placebo controlled studies
Placebo is a pill that looks like the study drug but contains no active ingredients.
Recommended wording for pharmacokinetics studies
Drug name is an investigational choose one - formulation or drug being developed by sponsor’s name for treating describe.  The purpose of this study is describe.  The dose(s) you will receive are as follows: Do not use the word “treatment” unless the study proposes to treat a medical condition.  List the  doses using bullet formatting


•



•


WHAT WILL HAPPEN DURING THE STUDY
You will have medical tests and procedures done to help the Study Doctor decide if you can be in the study.  This is called “screening.”

Screening does not guarantee entry into the study.  Entry into the study will depend upon the results of your lab tests, study specific guidelines, and the decision of the Study Doctor.  Even if you pass the screening tests, there is a chance that you will not be invited to take part in the study.  There may be other reasons why you cannot take part in the study.  The Study Doctor and/or the study staff will discuss these with you.  

Screening for this study includes: as indicated by protocol - for ease of reading and comprehension type one item per line

•



•

Using a needle to remove blood from a vein is called a “blood draw.”  It may be necessary to try more than one time if it does not work the first time.  A new needle will be used for each blood draw.

The number of blood draws for this study will be type number.  The total amount of blood to be drawn will be about insert ounces or insert cups.  

LENGTH OF THE STUDY AND NUMBER OF PARTICIPANTS EXPECTED TO TAKE PART IN THE STUDY
About type number participants, ages insert ages through insert ages, are expected to be in this study. You will be in this study up to type number days with number overnight stays; this begins with your screening visit, and continues until your last study visit.  For safety reasons, you may be asked to return the research site for additional lab tests.
SIDE EFFECTS AND OTHER RISKS
One of the reasons for this study is to learn more about the possible side effects of the study drug/device. It is important that you tell the study staff about possible side effects.

The most common side effects of the study drug/device include: for ease of reading and comprehension use one line per side effect - do not use medical terms followed by a parenthetical word or words


•



•

You must tell the study doctor or study staff about all side effects that you have.  If you are not honest about your side effects, it may not be safe for you to stay in the study.
Required wording when using a combination of drugs.
It is also possible that the combination of the drugs will increase the number or severity of side effects or cause different side effects than the ones mentioned for either drug alone.
Required wording for drugs that may cause sleepiness, dizziness or blurred vision.

Because this drug can cause sleepiness, dizziness or blurred vision you should not drive a car or work with machinery.
UNFORESEEABLE RISKS: 

All drugs/devices can have side effects or affect another drug that you are taking.  Therefore, the use of this study drug/device may involve risks to you that are presently unforeseen and unknown.  

Also, any drug/device may trigger a serious allergic or other reaction and may cause the following:

· rash, 
· hives, 
· itching, 
· tingling and swelling of the face, lips, tongue, throat and/or vocal cords, 
· difficulty breathing, 
· wheezing, 
· very low blood pressure,
· seizures (convulsions), 
· loss of consciousness, and 
· possibly death.  
Drugs may cause temporary changes in blood chemistries and other blood tests.
Because this drug/device is investigational, all of its side effects may not be known.  There may be rare or unknown side effects that could possibly occur, including life-threatening reactions.

Recommended wording for GENETIC RISKS SECTION
POSSIBLE RISKS AND DISCOMFORTS

The physical risks of giving this blood sample are the same as those for any blood sample taken from a vein.  You may feel faint, experience mild pain, bruising, irritation or redness at the site of puncture.  In rare cases, you may develop an infection.

In addition, there is the risk that your name and the associated results of any of the genetic testing being done in this genetic study could become known to outside parties, in spite of the efforts taken to keep this information confidential.  In that event, and if the results of the genetic testing indicate that you have a probability of developing a condition or disease that would make you an insurance or employment risk, there is a chance that you and/or your family members may experience difficulty in obtaining health or life insurance, or could be denied employment opportunity.  If you become aware of such test results, you may be required to disclose these results to an insurance company in an application for coverage.  If these test results become a part of your medical records, those results may be obtained by third parties.
POSSIBLE BENEFITS OF THE STUDY
Since this study does not provide treatment, there is no direct benefit to you.  Information learned from the study may help other people in the future.

Or 

List treatment benefits.

PAYMENT FOR BEING IN THE STUDY 

(Payment must be prorated per visit, procedure, etc.  Payment cannot be contingent upon completion of the study because it could be considered coercion.)
You will receive $insert amount per visit/procedure for each (visit, procedure, etc.).  If you leave the study before completing all (visits, procedures, etc.) you will be paid $insert amount per visit/procedure for each completed (visit, procedure, etc.).  You will receive up to a total of enter total amount for completing the study. You will receive payment about enter timeframe weeks after your last (visit, procedure, etc.). 

Because payments made to you for taking part in this study may be reported to the IRS as income, you may need to provide your Social Security Number.

or

You will not be paid for being in this study.

The Study Doctor is being paid by the sponsor to conduct this research study.

ADDITIONAL COSTS

List any additional costs to the participant that may result from taking part in the study.
ALTERNATIVES TO PARTICIPATION
Required by regulations, if a treatment protocol
There are other treatments available if you decide not to be in the study.  These treatments include  Identify alternate treatments and describe their benefits and risks.  You and your personal doctor can decide what treatment is best for you.

If study is not a treatment protocol
You are not receiving the study drug/device as a treatment for a medical condition.  Therefore, your only other choice is not to take part in this research study.

RELEASE OF MEDICAL RECORDS AND PRIVACY
Records of you being in this study will be kept private.  There may be times when the Study Doctor will not be able to guarantee privacy, such as when your study medical records are requested by a court of law or when shared with a firm in another country that does not have privacy regulations in place. If information from this study is published or presented at scientific meetings, your name and other personal information will not be used. The following people will have access to your study records:

· Study Doctor

· Study Monitor or Auditor

· Sponsor Company or Research Institution

· The United States Food and Drug Administration (FDA) - remove when not applicable 

· The Department of Health and Human Services (DHHS) -remove when not applicable
· Other State or Federal Regulatory Agencies

· RCRC Independent Review Board (IRB) 

RCRC and accrediting agencies may inspect and copy your records, which may have your name on them.  Therefore, your total privacy cannot be guaranteed.  

IN CASE OF AN INJURY RELATED TO THIS RESEARCH STUDY
Required by regulations for research involving more than minimal risk.  Explain whether any compensation is offered and whether any medical treatments are available if injury occurs.  Explain the details of the compensation or treatment, or where further information may be obtained. This statement should be consistent with the contract language. Specifically, who will provide the care and who will pay for it. .

It is important that you tell your study doctor, if you feel that you have been injured because of taking part in this study. You can tell the study doctor in person or call them at the number listed on the first page of this consent document.

If the cost of medical treatment for a research-related injury will be the responsibility of the participant or their insurance company, include the following statement: 

Please be aware that some insurance plans may not pay for research-related injuries.  You should contact your insurance company for more information.

LEGAL RIGHTS

Required by RCRC
You do not lose any legal rights by signing this consent document.  The above statement, “In Case of an Injury Related to This Research Study,” does not stop you from getting legal help in case of negligence.

NEW FINDINGS-ONLY REQUIRED FOR DRUG AND DEVICE STUDIES
During the study, you will be told of any important new findings about the study drug/device. You can then decide if you still want to be in the study.

WHOM TO CONTACT
You may contact the Study Doctor or study staff at the phone number listed on the first page of this consent document:


•
for answers to questions, concerns, or complaints about this research study 


•
to report a research related injury, or


•
for information about study procedures.
If you need medical attention please go to the nearest emergency room.
You may contact RCRC if you:

· would like to speak with someone not related to the research,
· have questions, concerns, or complaints regarding the research study, or 
· have questions about your rights and welfare as a research participant.
Chairman, RCRC Independent Review Board


2111 West Braker Lane, Suite 400

Austin, TX  78758

Or you may email rcrc@rcrc-irb.com
Or you can call:  888-200-5820 between 8:00 AM and 5:00 PM Central Time

If you would like additional information, you may visit our website at www.rcrcirb.com.

RCRC has approved this study and this informed consent document.  RCRC is a group of scientific and non-scientific people who review, and approve or disapprove research involving people by following the federal regulations.  This group is also required by the federal regulations to do periodic review of ongoing research studies.

LEAVING THE STUDY 

Taking part in this study is your choice. You may choose either to take part or not to take part in the study.  You have the right to leave this study at any time.  If you do not want to be in the study, there will be no penalty to you, and you will not lose any benefits to which you are otherwise entitled.

If you wish to leave this study, please call the Study Doctor or study staff at the telephone number listed on the first page of this consent document to schedule study exit procedures.

Choose one of the following as appropriate to your research:

For FDA regulated research:

If you withdraw from the study, no new data about you will be collected for study purposes. All data that have already been collected for study purposes will be shared with the study sponsor.  

OR

For non-FDA regulated research:

If you withdraw from the study, no new data about you will be collected for study purposes. The investigator will inform you whether the investigator intends to either: (1) retain and analyze already collected data relating to you up to the time of your withdrawal; or (2) honor your request that the investigator destroy the your data or that the investigator exclude your data from any analysis.
Your part in this study may be stopped at any time without you being asked.  The following people can stop your participation and/or the study itself:


•
The Study Doctor


•
RCRC Independent Review Board


•
The United States Food and Drug Administration (FDA), delete if not applicable

· The United States Department of Health and Human Services (DHHS), delete if not applicable

· Other State and Federal Regulatory Agencies


•
The Sponsor Company

If you do not follow the study procedures you may be taken out of the study.

AGREEMENT TO BE IN THE STUDY

This consent document contains important information to help you decide if you want to be in this study. If you have any questions that are not answered in this consent document, please ask the person explaining this document or one of the study staff.  

By consenting to participate you agree that you have been given a copy of all pages of this consent document.  You have had an opportunity to ask questions and received satisfactory answers to all your questions about this study.  You understand that you are free to leave the study at any time without having to give a reason and without affecting your medical care.  You understand that your study-related medical records may be reviewed by the company sponsoring the study and by government authorities.

If you do not agree with the statement above, you should not sign this informed consent document. 

Printed Name of Participant

Signature of Participant









Date

DO NOT SIGN AFTER ***********

Printed Name of Person Explaining Informed Consent Document

Signature of Person Explaining Informed Consent Document         




Date

The signature lines below are required when minor participants are involved.

Printed Name of Minor Participant

Printed Name of Parent or Legal Guardian Granting Permission for Minor Participant
Signature of Parent or Legal Guardian Granting Permission for Minor Participant 


Date

DO NOT SIGN AFTER ********
OR

For both parent’s signature:

Printed Name of Minor Participant

Printed Name of 1st Parent or Legal Guardian Granting Permission for Minor Participant 

Signature of 1st Parent or Legal Guardian Granting Permission for Minor Participant

Date
DO NOT SIGN AFTER ********

Printed Name of 2nd Parent or Legal Guardian Granting Permission for Minor Participant 

Signature of 2nd Parent or Legal Guardian Granting Permission for Minor Participant       

Date

DO NOT SIGN AFTER ********
___________________________________________________________






Printed Name of Person Explaining Informed Consent Document

Signature of Person Explaining Informed Consent Document         




Date

You will be given a signed and dated copy of this informed consent document to keep.

FOR RCRC USE ONLY

Initial draft


ASSENT DOCUMENT FOR MINORS
(To be used for participants over 6 years of age and under XX years of age) (RCRC will determine the age range per PI’s state law on age of consent)
Why are we meeting with you?
You are being asked to be in a research study about describe purpose in simple language.  A research study is a way to learn more about the study drug/device and its uses.  

What will happen if you are in the study?

If you decide you want to be a part of this study, you will be asked to Describe in simple words, step by step, the procedures the child will undergo and state how long they will be in the study.
At each study visit you will:

If lab tests and/or other procedures are required, describe.

This study will last about insert number of days/weeks/months and will include up to  insert number of visits to the doctor’s office.

What are the good things and bad things that may happen to you if you are in the study?
Not everyone who takes part in this study will benefit.  A benefit means that something good happens to you.  We think these benefits might be describe

Describe in simple words any benefits or risks associated with the study. If none, it should be stated there are none.
For treatment studies only:  Now we want to tell you about the other things we can do for you besides [describe the procedures mentioned above].  You don’t have to be in this study if you don’t want to be.  [Describe alternate treatment(s) in simple language.]
What will happen when the study is finished?

When we are finished with this study we will write a report about what was learned.  This report will not include your name or that you were in the study.

Do you have to be in the study?

You do not have to be in this study if you do not want to be.  You can say no and no one will be mad at you.  If you decide to stop after we begin, that’s okay too.

Do you have any questions?
Please ask as many questions as you need to decide if you want to be a part of this study.  You can ask questions at any time. 

Statement of Assent:

I have read or someone has read to me this assent document.  The Study doctor or study staff have explained the study to me and have answered my questions.

 FORMCHECKBOX 

No, I do not want to be in this study.

OR

 FORMCHECKBOX 

Yes, I will be in this study.

Printed Name of Minor Participant








Signature of Minor Participant (if able to sign)





Date

DO NOT SIGN AFTER ***********

___________________________________________________________



Printed Name of Person Explaining Assent Document


Signature of Person Explaining Assent Document        




Date

You will be given a signed and dated copy of this assent document to keep.

PHOTO/VIDEO RELEASE DOCUMENT
You give the company paying for this research study the right to use, copy, and give out the pictures/videos taken of (insert type of pictures to be taken).
Your pictures/videos will only be used for advertising or in scientific journals or magazines.

Your pictures/videos may be used as part of a larger presentation, along with other pictures, videotapes or things like that. Your pictures may also be edited. 

The company paying for this research study may give other people or companies permission to use your pictures/videos.

We will try to hide your identity.  Your name will not be on the pictures.  You have the right to review your pictures/videos and cancel this Photo/Video Release Document.

Statement of Consent:

I have read this release and understand its meaning. I understand I do/do not need to sign this Photo/Video Release Document in order to be in the study. 

Printed Name of Participant

Signature of Participant









Date
 

DO NOT SIGN AFTER **********



The signature lines below are required when minor participants are involved.

Printed Name of Minor Participant

Printed Name of Parent or Legal Guardian Granting Permission for Minor Participant
Signature of Parent or Legal Guardian Granting Permission for Minor Participant 


Date

DO NOT SIGN AFTER ********
OR

For both parent’s signature:

Printed Name of Minor Participant

Printed Name of 1st Parent or Legal Guardian Granting Permission for Minor Participant 

Signature of 1st Parent or Legal Guardian Granting Permission for Minor Participant 

Date
DO NOT SIGN AFTER ********

Printed Name of 2nd Parent or Legal Guardian Granting Permission for Minor Participant 

Signature of 2nd Parent or Legal Guardian Granting Permission for Minor Participant

Date

DO NOT SIGN AFTER ********
___________________________________________________________



Printed Name of Person Explaining Photo/Video Release Document

Signature of Person Explaining Photo/Video Release Document 




Date

You will be given a signed and dated copy of this release consent document to keep.

PHOTO/VIDEO ASSENT DOCUMENT FOR MINOR PARTICIPANTS
6 – XX years of age
(RCRC will complete the age range per PI’s state law on age of consent)
You are being asked to let us take pictures of (insert type of pictures to be taken). You are also being asked if we can make copies of these pictures and let other people see them.

We will not put your name on the pictures. We will not put anything on the pictures that would let anyone know who you are. You can look at your pictures whenever you want to. 

The reason we would like to have your picture is to show other people what happened during this research study. This might help doctors and other people learn more about (insert name of drug or device) in the future.

Your picture might be shown in a video or slide show in front of other people. Your picture might also be put in magazines that doctors and scientists read.

Your picture could be used to advertise (insert name of drug or device).  Sometimes pictures are changed in order to make it easier to see what is important in the picture. We may need to change your picture to do those things.  We might also let other people or companies use your pictures.

You can also decide that you do not want us to take your picture, and that will be okay with us. It is up to you to decide if you want your picture taken or not.  You can still be in this research study, no matter what you decide to do.  

(or)

We will take pictures of everyone who is in this study. If you decide to be in this study, we will need to know if it is okay for us to take your picture. If you sign this form, it means that it is okay with you for us to take your picture as part of being in this study.   

Photo Assent Statement:

I have read or someone has read to me this photo assent form.  My parents(s) or my legally authorized representative (if applicable) and the study doctor or study staff have explained it to me and have answered my questions.  

 FORMCHECKBOX 

No, I do not want my picture to be taken.

OR

 FORMCHECKBOX 

Yes, I agree to have my picture taken.

Printed Name of Minor Participant








Signature of Minor Participant (if able to sign)




Date

DO NOT SIGN AFTER ***********

___________________________________________________________



Printed Name of Person Explaining Assent Document


Signature of Person Explaining Assent Document        



Date

ADDITIONAL INFORMED CONSENT DOCUMENT INFORMATION,

IF APPLICABLE PER STUDY

Recommended wording when IV infusion is used

Intravenous infusion (IV dosing) is when the drug solution is given through a needle into your hand or arm vein by an IV pump. An IV pump is a machine that controls how fast you receive the drug.

Recommended wording when a heparin lock may be used

If the study allows it, study staff may decide to stick a small plastic needle called a “heparin lock” into your arm vein to make blood draws easier.  You may have to hold your arm still while the heparin lock is used.  Small doses of heparin usually cause no side effects, although changes in blood cell counts may occur on rare occasions.

Recommended wording when study drugs are administered by participant 

It will be your responsibility to keep the study drug out of the reach of children.

Recommended wording when heart monitors (Holter) are necessary per protocol

At the screening visit, you will be given a small portable heart monitor to wear which will record the beat of your heart for 24 hours. It is connected by wires to patches that stick to your chest.  You will have to wear this monitor for 24 hours.  You will be responsible for returning the monitor to the study staff.  To attach the monitor, a small section of your chest might have to be shaved.

Recommended wording if blood volume is greater than 450cc in 30 days.  This information should follow the paragraph that describes the total amount of blood to be drawn
The amount of blood collected during this study is larger than a standard blood donation, which is about 500 ml or 1 pint.  Once you finish this study, healthy eating habits are recommended and you may want to take an over-the-counter iron pill or vitamins with iron to help you build up your blood.  In addition, you should not donate blood for several months.

Recommended wording for female participants when a general physical exam is required.

The study physical exam and lab tests are not meant to take the place of your yearly gynecologic exam.  For this reason, tests for sexually transmitted diseases (gonorrhea, chlamydia, syphilis, etc.) are not being performed as part of this study.  If you think that you have a sexually transmitted disease, you should be examined by your primary care doctor.  You may have a sexually transmitted disease even though it is not discovered by the Study Doctor when you have your physical exam for this study.
Recommended wording when mammograms are required

A mammogram is an x-ray of the breast used to help find unusual growths in the breast before they become a problem.  The mammogram required for this study will expose you to a small amount of radiation.  The long-term effects of low level radiation are not known.

Recommended wording when sebum will be collected

You will also have facial oil production (sebum production) measured at the following visits:

· list out visits
This involves wearing a headband that will absorb forehead facial oil.

Recommended wording when HIV and hepatitis testing are required

HIV AND HEPATITIS TESTING
If addressed in the protocol, begin paragraph with “As required by the study, and” in the event any person is exposed to your blood, you agree to have your blood tested for the hepatitis viruses. You also agree to have your blood tested for HIV (Human Immunodeficiency Virus), the virus that causes AIDS (Acquired Immunodeficiency Syndrome).  Any participant with a positive hepatitis virus or HIV test may not be able to stay in the study.
If the HIV test is positive, a follow-up test will be done.  If the follow-up test is also positive, you will be told in private and will also be told about counseling.

It may take weeks or months after being infected with HIV for the test to be positive.  No lab test is always right.  The HIV test and even the follow-up tests are not 100% right in showing whether someone is infected or not.

Positive test results must be reported to the State Department of Health, and the law requires that your name be reported.  Although this testing is supposed to be private, this cannot be guaranteed.  For example, it is possible for a court of law to get medical or study records without your permission.  If you have any questions about what information is required to be reported please ask the study doctor or study staff.

SIDE EFFECTS AND OTHER RISKS
Recommended wording when blood samples will be drawn
During blood draws, you may have pain and/or bruising at the place on your arm where blood is taken.  Blood clots may form and infections may occur, but this does not happen often.  If you feel faint, you should lie down right away to avoid falling down.  Then you should notify one of the study staff.

Recommended wording when females participants of child-bearing potential are included

DANGERS  OF PREGNANCY AND BREASTFEEDING 

(BASIC)

The study drug(s) may harm an unborn baby.

Screening pregnancy tests can be wrong, especially in early pregnancy.  If the pregnancy test is wrong, and you receive the study drug while pregnant, your unborn baby could be harmed.

If you are a woman who is able to become pregnant, it is very important that you not become pregnant during this study.  Not having sex (abstinence) is the only certain way to prevent pregnancy.

If you are a woman who is able to become pregnant, and choose to have sex during the study, you agree to use a medically acceptable type of birth control throughout the study.  Medically acceptable birth control methods for this study include:


(hormonal methods (birth control pills, or injected or implanted contraceptive)


(intrauterine device (IUD) with spermicide


(condom with spermicide


(diaphragm with spermicide

You cannot be in the study if you are pregnant or breastfeeding.  Even if you use a medically acceptable birth control method, you could still become pregnant.  If you become pregnant during the study, stop taking the study drug and call the study doctor.  

If you are pregnant or become pregnant during the study, the study drug or procedures may involve risks to the unborn baby, which are currently unforeseeable.

The effects of the study drug on an unborn baby or breastfed baby are unknown (or explain, if known).

******************************************************************************

(NO ABSTINENCE)

The study drug(s) may harm an unborn baby.

Screening pregnancy tests can be wrong, especially in early pregnancy.  If the pregnancy test is wrong, and you receive the study drug while pregnant, your unborn baby could be harmed.

If you are a woman who is able to become pregnant, it is very important that you not become pregnant during this study.  Women who are able to become pregnant who choose to have sex during this study must use a medically acceptable type of birth control throughout the study

Women who are able to become pregnant but who are not sexually active (practicing abstinence) must also agree to use a medically acceptable type of birth control throughout this study in case you choose to have sex. 

Medically acceptable birth control methods for this study include:


(hormonal methods (birth control pills, or injected or implanted contraceptive)


(intrauterine device (IUD) with spermicide


(condom with spermicide


(diaphragm with spermicide

You cannot be in the study if you are pregnant or breastfeeding.  Even if you use a medically acceptable birth control method, you could still become pregnant.  Not having sex (abstinence) is the only certain way to prevent pregnancy.  If you become pregnant during the study, stop taking the study drug and call the study doctor.  

If you are pregnant or become pregnant during the study, the study drug or procedures may involve risks to the unborn baby, which are currently unforeseeable.

The effects of the study drug on an unborn baby or breastfed baby are unknown (or explain, if known).

Recommended wording for studies involving birth control pills

The most common side effects of birth control pills are:


nausea, vomiting, and changes in appetite


stomach cramps and bloating


abnormal vaginal bleeding or spotting


changes in menstrual flow or no menstrual flow


vaginal yeast infection


tenderness or enlargement of the breasts


swelling and weight gain


fluid retention


change in skin color and
skin rash


loss of scalp hair


migraine headaches


nervousness and change in mood (depression)


dizziness

Less common, but more serious side effects are:


blood clots and stroke (blood clot near the brain)


heart attacks


stroke


gallbladder disease


liver tumors


changes in pap smear results 


cancer of the sexual organs

The dangers of blood clots, heart attacks, and stroke are increased if you have:


high blood pressure


diabetes


high cholesterol


blood clotting disorders


chest pain


cancer of the breast or reproductive organs


liver disease or liver tumors

The chance of life-threatening dangers including heart attacks and strokes is much higher if you smoke cigarettes.

Recommended wording when inhalers are used in study

Inhalers sometimes cause coughing.
Recommended wording for drugs that can form antibodies

You may form antibodies (immune system protein) to the study drug.  An antibody is a type of protein that helps protect the body against attack by bacteria and viruses.  There is also a small possibility that if you have these antibodies, that this drug or similarly produced drugs will not work for you in the future.  Other problems caused with such antibodies are unknown.

Suggested wording for radiolabeled studies
This research study involves exposure to radiation.  The amount of radiation exposure you will receive from this study is small when compared with other everyday risks.  Female participants must not be pregnant or breastfeeding a child.  Female participants who have not been surgically sterilized must have a negative pregnancy test to be in this study.

The risks associated with receiving the very low doses of radiation involved in this study are thought to be low, but are unknown because the actual risks have never been determined.

Recommended wording for extended length of confinement (over two weeks)

The long time you have to spend in the research unit may make you uncomfortable.
Recommended wording when endoscopy procedures will be performed

The risks of endoscopy include injury to the throat, stomach, or duodenum if the flexible instrument punctures these organs.  This may result in bleeding of the injured area.  It may be possible to inhale stomach juices during the procedure, which can lead to pneumonia.  Sore throat may also occur due to the swallowing of the tube.  This procedure may also cause infection of the stomach tissue.   There is a risk that the endoscopy procedure could cause serious injury or death.  If you receive a sedative for the endoscopy procedure, you will be sleepy afterwards and may not drive a car for the time specified by the Study Doctor.  In addition, there is the possibility of an allergic reaction to the sedative.
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