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PACTG SAMPLE INFORMED CONSENT TEMPLATE


APPENDIX ________

DIVISION OF AIDS 

PEDIATRIC AIDS CLINICAL TRIALS GROUP (PACTG)

SAMPLE INFORMED CONSENT

For protocol:

Complete title of the protocol with protocol number and version number

SHORT TITLE FOR THE STUDY: (Insert shortened and simplified protocol title with the protocol number and version number)

INTRODUCTION

You are/your child/baby is being asked to take part in this research study because you (are infected with ____, etc).  This study is sponsored by the National Institutes of Health (NIH).  The doctor in charge of this study at this site is: (insert name of Principal Investigator).  Before you decide if you want to be/want your child/baby to be a part of this study, we want you to know about the study. 

This is a consent form. It gives you information about this study.  The study staff will talk with you about this information.  You are free to ask questions about this study at any time.  If you agree to allow your child/baby to take part in this study, you will be asked to sign this consent form. You will get a copy to keep.

WHY IS THIS STUDY BEING DONE?

[This section will include a brief explanation of the purpose (or purposes) of the study.  See the Clinical Trials Specialist Development Sheets for additional instruction.]

WHAT DO I HAVE TO DO IF I AM IN THIS STUDY?

[This section will include a description of the study procedures.  See the Clinical Trials Specialist Development Sheets for additional instruction.]

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

 About ___________ women/children will take part in this study

HOW LONG WILL I BE IN THIS STUDY?

You/your child/baby will be in this study for about ______________.  
Or

You/you child/baby will be in this study between __X__[minimum amount of time] and __X__[maximum amount of time] depending on when you join. 

[See the Clinical Trials Specialist Development Sheets for additional instruction.]

WHY WOULD THE DOCTOR TAKE ME OFF THIS STUDY EARLY?

The study doctor may need to take you/your child/baby off the study early without your permission if:

· the study is cancelled by the U.S. Food and Drug Administration (FDA), National Institutes of Health (NIH), the drug companies supporting this study, or the site’s Institutional Review Board (IRB).   (An IRB is a committee that watches over the safety and rights of research subjects.)

· a Data Safety Monitoring Board (DSMB) recommends that the study be stopped early  (A DSMB is an outside group of experts who monitor the study.)

· you are/your child/baby is not able to attend the study visits as required by the study

FOR PERINATAL STUDIES ADD:

· Your baby’s father withdraws permission for your baby’s participation in the study

The study doctor may also need to take you/your child/your baby off the study drug(s) without your permission if:

· continuing the study drug(s) may be harmful to you/your child/baby

· you/your child/baby need(s) a treatment that you/your child/baby may not take while on the study

· you are/your child/baby is not able to take the study drug(s) as required by the study

If you/your child/baby must stop taking the study drug(s) before the study is over, the study doctor may ask you/your child/baby to continue to be part of the study and return for some study visits and procedures.

[For studies providing drugs/agents to subjects, add the following:]
IF I HAVE TO PERMANENTLY STOP TAKING STUDY-PROVIDED [insert drug(s), agent(s), etc.] OR ONCE I LEAVE THE STUDY, HOW WOULD THE [insert drug(s), agent(s), etc.] BE PROVIDED?

During the study:

If you must permanently stop taking study-provided [insert drug(s), agent(s), etc.] before your study participation is over, the study staff will discuss other options that may be of benefit to you.

After the study:

After you have completed your study participation, the study will not be able to continue to provide you with the [insert drug(s), agent(s), etc.] you received on the study.  If continuing to take these or similar [insert drug(s), agent(s), etc.] would be of benefit to you, the study staff will discuss how you may be able to obtain them.

WHAT ARE THE RISKS OF THE STUDY?

[This section will include the foreseeable risks and discomforts of the study drug(s) and procedures.  The Clinical Trials Specialist (CTS) will insert the current DAIDS Standardized wording for any drug or procedure that has such wording.  See the Clinical Trials Specialist Development Sheets for additional instruction.] 

ARE THERE RISKS RELATED TO PREGNANCY?

[This section will include any additional information on the possible risks related to pregnancy (mother and fetus) not in the specific drug risk information and any required birth control.  The CTS will insert the DAIDS standardized wording appropriate for the study drug(s).  See the Clinical Trials Specialist Development Sheets for additional instruction.] 

ARE THERE BENEFITS TO TAKING PART IN THIS STUDY?

If you/your child/baby take(s) part in this study, there may be a direct benefit to you/your child/baby, but no guarantee can be made.  It is also possible that you/your child/baby may receive no benefit from being in this study. Information learned from this study may help others who have HIV.

[See the Clinical Trials Specialist Development Sheets for additional instruction on how to include information on possible indirect benefits or no benefits.]  
WHAT OTHER CHOICES DO I/DOES MY CHILD/BABY HAVE BESIDES THIS STUDY?

Instead of being in this study you have the choice of:

· treatment with prescription drugs available to you/your child/baby

· treatment with experimental drugs, if you/your child/baby qualify(ies) 

· no treatment

Please talk to your doctor about these and other choices available to you/your child/baby. Your doctor will explain the risks and benefits of these choices.

WHAT ABOUT CONFIDENTIALITY?

To help us protect your privacy, we have obtained a Certificate of Confidentiality from the National Institutes of health.  With this Certificate, the researchers cannot be forced to disclose information that may identify you, even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings.  The researchers will use the Certificate to resist any demands for information that would identify you, except as explained below.  The Certificate cannot be used to resist a demand for information from personnel of the United States Government that is used for auditing or evaluation of Federally funded projects or for information that must be disclosed in order to meet the requirements of the federal Food and Drug Administration (FDA).

People who may review your records include: the U.S. Food and Drug Administration (FDA), (insert Name of Site) IRB, National Institutes of Health (NIH), study staff, study monitors, drug companies supporting this study, and their designees. 

You should understand that a Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about you or your participation in this research.  If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers may not use the Certificate of Confidentiality to withhold that information.

[The researchers should include language such as the following if they intend to make voluntary disclosure about things such as child abuse]

  The Certificate of Confidentiality does not prevent the researchers from disclosing voluntarily, without your consent, information that would identify you as a participant in the research project under the following circumstances.  [ The researchers should state here the conditions under which voluntary disclosure will be made]

OR

Efforts will be made to keep your personal information confidential.  We cannot guarantee absolute confidentiality.  Your personal information may be disclosed if required by law.  Any publication of this study will not use your name or identify you personally.

Your records may be reviewed by the U.S. Food and Drug Administration (FDA), (insert name of site) IRB, National Institutes of Health (NIH), study staff, study monitors, and drug companies supporting this study.

WHAT ARE THE COSTS TO ME?

Taking part in this study may lead to added costs to you and your insurance company.  In some cases it is possible that your insurance company will not pay for these costs because you/your child/baby is/are taking part in a research study.  

[In addition to this paragraph, this section will include specific information on any drug(s) or procedures required for this study that will be the responsibility of the subject.  See the Clinical Trials Specialist Development Sheets for additional instruction.]

WILL I RECEIVE ANY PAYMENT?

[This section will include information on any planned reimbursement or payment to the subject.  See the Clinical Trials Specialist Development Sheets for additional instruction.]
WHAT HAPPENS IF I AM INJURED?

If you/your child/baby is/are injured as a result of being in this study, you/your child/baby will be given immediate treatment for your injuries.  The cost for this treatment will be charged to you or your insurance company.  There is no program for compensation either through this institution or the National Institutes of Health (NIH).  You will not be giving up any of your legal rights by signing this consent form.

WHAT ARE MY RIGHTS AS A RESEARCH SUBJECT?

Taking part in this study is completely voluntary.  You may choose not to take part/not to allow your child/baby to take part in this study or leave this study/take your child/baby out of the study at any time.  You/your child/baby will be treated the same no matter what you decide.

FOR PERINATAL STUDIES: The father of your baby may refuse to give his consent and this would prevent you and your baby from being in the study.

We will tell you about new information from this or other studies that may affect your/your child’s/baby’s health, welfare or willingness to stay in this study.  If you want the results of the study, let the study staff know.

WHAT DO I DO IF I HAVE QUESTIONS OR PROBLEMS?

For questions about this study or a research-related injury, contact:

· name of the investigator or other study staff

· telephone number of above 

For questions about your/your child’s/baby’s rights as a research subject, contact:

· name or title of person on the Institutional Review Board (IRB) or other organization appropriate for the site

· telephone number of above  

SIGNATURE PAGE  

If you have read this consent form (or had it explained to you), all your questions have been answered and you agree to take part in this study, please sign your name below.

_____________________                              __________________________________________

Participant’s Name (print)


Participant’s Signature and Date



____________________________                __________________________________________

Participant’s Legal Guardian (print)

Legal Guardian’s Signature and Date




(As appropriate)

________________________                        _________________________________________

Study Staff Conducting

            Study Staff Signature
and Date




Consent Discussion (print) 

________________________                          _________________________________________

Witness’ Name (print)


            Witness’s Signature and Date




(As appropriate)

__________________________

   _____________________________________

Father’s Name




    Father’s Signature and Date

(As appropriate)
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