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ACTG SAMPLE INFORMED CONSENT TEMPLATE


APPENDIX ________

DIVISION OF AIDS 

AIDS CLINICAL TRIALS GROUP (ACTG)

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 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 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 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.] [The following screening log subsection is not required for amending protocols.]
If you do not enroll into the study

If you decide not to take part in this study or if you do not meet the eligibility requirements, we will still use some of your information. As part of this screening visit, some demographic (e.g., age, gender, race), clinical (e.g., disease condition, diagnosis), and laboratory (e.g., CD4 cell count, viral load) information is being collected from you so that ACTG researchers may help determine whether there are patterns or common reasons why people do not join a study.
Other

Some of your (insert generic type of specimen, e.g., blood/body fluid/tissue) that is left over after all required study testing is done may be stored (with usual protectors of identity) and used for ACTG-approved HIV-related research.

Some of your (insert generic type of specimen, e.g., blood/body fluid/tissue) will be stored (with usual protectors of identity) and used for (insert information on generic type of testing e.g. immunologic, metabolic, viral) testing that is required for this study.

If you agree, about (insert estimated amount of excess specimen collection e.g. 1 teaspoon) of extra (insert type of specimen) will be taken. This (insert type of specimen) will be stored (with usual protectors of identity) and may be used for future ACTG-approved HIV-related research.

________ YES                     ________ NO
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

 About ___________ people will take part in this study

HOW LONG WILL I BE IN THIS STUDY?

You will be in this study for about ______________.  
Or

You 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 off the study early without your permission if:

· the study is cancelled by the ACTG, the U.S. Food and Drug Administration (FDA), National Institutes of Health (NIH), the Office for Human Research Protections (OHRP), 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 not able to attend the study visits as required by the study

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

· continuing the study drug(s) may be harmful to you

· you need a treatment that you may not take while on the study

· you are not able to take the study drug(s) as required by the study

If you must stop taking the study drug(s) before the study is over, the study doctor may ask you 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 drugs/agents, etc.], or once I leave the study, how would [insert drugs/agents, etc.] be provided?

During the study:
If you must permanently stop taking study-provided [insert drugs/agents/ 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 [insert drugs/agents, etc.] you received on the study. If continuing to take these or similar drugs/agents 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.] 

Remove the language directly below if no drugs are used in this study.

The drugs used in this study may have side effects, some of which are listed below. Please note that these lists do not include all the side effects seen with these drugs. These lists include the more serious or common side effects with a known or possible relationship. If you have questions concerning the additional study drug side effects please ask the medical staff at your site.

There is a risk of serious and/or life-threatening side effects when non-study medications are taken with the study drugs. For your safety, you must tell the study doctor or nurse about all medications you are taking before you start the study and also before starting any new medications while on the study. Also, you must tell the study doctor or nurse before enrolling in any other clinical trials while on this study.
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 take part in this study, there may be a direct benefit to you, but no guarantee can be made. It is also possible that you 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 HAVE BESIDES THIS STUDY?

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

· treatment with prescription drugs available to you

· treatment with experimental drugs, if you qualify 

· no treatment

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

WHAT ABOUT CONFIDENTIALITY?

We will do everything we can to protect your privacy. In addition to the efforts of the study staff to help keep your personal information private, we have gotten a Certificate of Confidentiality from the U.S. Federal Government. This certificate means that researchers cannot be forced to tell people who are not connected with this study, such as the court system, about your participation. Also, any publication of this study will not use your name or identify you personally.  

People who may review your records include the ACTG, OHRP, FDA, (insert name of site) IRB, National Institutes of Health (NIH), study staff, study monitors, drug companies supporting this study, and their designees. Having a Certificate of Confidentiality does not prevent you from releasing information about yourself and your participation in the study.

Even with the Certificate of Confidentiality, if the study staff learns of possible child abuse and/or neglect or a risk of harm to yourself or others, we will be required to tell the proper authorities.

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 ACTG, OHRP, 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 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 are injured as a result of being in this study, you 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. 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 in this study or leave this study at any time. You will be treated the same no matter what you decide.

We will tell you about new information from this or other studies that may affect your 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 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’s Signature and Date
Consent Discussion (print) 

____________________________
_________________________________________

Witness’s Name (print)
Witness’s Signature and Date
(As appropriate)
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