NOTE:  A) Use this consent form template for clinical trials.  B) Use lay terms (6th to 8th grade language).  C) Add a participant initial and date line on the bottom of each page.  D) Delete this ‘NOTE’, the italicized instructions and examples, and  E) Submit one copy of the consent form with the line numbers and one copy without the line numbers.
(***Until “WRNMMC” exists and a unified DCI and standard operating procedures are established, refer to each PI’s site institution.  Modify “WRNMMC” to your institution’s name and follow its policies that govern the review and approval process and the appropriate consent form required by the institution.  For example, for WRAMC, you will need to cut and paste the text, starting at “Introduction”, onto DA FORM 5303-R, May 89 for the official copy.)


WALTER REED NATIONAL MILITARY MEDICAL CENTER

BETHESDA, MARYLAND

This Clinical Trial consent form is valid only if it contains the IRB stamped date

Consent for Voluntary Participation in a Clinical Trial (a type of research study) Entitled: “_______________________”.
Principal Investigator: Rank, Name, Corps, Service/Department, Phone number
Study Site: __ NNMC, __ MGMC, __WRAMC, __USUHS

1.  INTRODUCTION OF THE STUDY 
      You are being asked to be in this research study because… (Examples: Because you have asthma; because you are scheduled to undergo surgery to remove your tonsils).  Your participation is voluntary.  Refusal to participate will not result in any penalty or loss of benefits to which you are otherwise entitled.  Please read the information below, and ask questions about anything you do not understand, before deciding whether to take part in the study.

2.  PURPOSE OF THE STUDY  
     The purpose of the study is to learn about …. (State what the project is designed to discover or establish). 

     Other studies have shown …. (Provide a brief explanation to support the need for conducting this study). 
3.  PROCEDURES TO BE FOLLOWED
      If you agree to be in this study, you will be asked to: 

[Describe step-by-step everything the subjects will be asked to undergo as part of the research study.   Use lay language, short sentences and short paragraphs. Define and explain medical and scientific terms in ordinary language. Clearly state what procedures are standard of care (all subjects would receive this care even if they were not enrolled in this study) and what procedures are for this research study. Specify the subject’s assignment to study group, length of time for participation in each procedure, frequency of procedures, and location of the procedures to be done. If depression or quality of life questionnaires are administered in this study and possible depression is indicated; state how this will be handled. As appropriate, also include the total amount of blood to be drawn for the entire study and state what will happen to the excess blood. 
If screening test(s) are part of the research, inform subjects that they may not be included in the study if test results show that they are ineligible for the study
If subjects are to be randomly assigned to treatment groups, this should be described in this section.

(Explain the randomization procedure - example for two groups study: You will be assigned by chance to one of the following groups: (like a flip of the coin/or computer selection)
Group A – receives XX

Group B – receives XXX

   Your chances of being assigned to each group are equal. That means half the participants in this study will receive xxxx and half the participants in this study will receive a placebo (no medication).  For research involving the use of a placebo, define the term “placebo” as something like this: a sugar pill that looks like the treatment drug or no active substance)
If the study involves blinding of the subject and/or investigators, this should be described in this section.

   You and your study doctor will not know whether you are receiving drug x or the placebo.  This is called double blinding.  However, if needed, your study doctor can find out from the pharmacy what you are taking.

(You may use tables and/or charts to summarize and simplify the procedures.)  

 If the PI plans to ask subjects for permission to bank their blood/tissue samples for future research, please follow the tissue banking consent form template to prepare a separate consent form for possible use of blood/tissue for future research.
4.  AMOUNT OF TIME FOR YOU TO COMPLETE THIS STUDY

You will be part of this study for ___ (State the period of time the subject will participate in the project (days, weeks, months or years).  During this time you will be asked to visit the clinic x times.  Each visit will last approximately ____ (minutes, hours).
5.  NUMBER OF PEOPLE THAT WILL TAKE PART IN THIS STUDY

A total of up to ______ subjects are expected to take part in this study. 






OR

(If a multi-site study:)  
This study is called a multi-site study because participants from several hospitals will be in the study. There will be up to ___ people taking part in this study at (e.g., ____ WRAMC, at ____ NNMC, at ____ MGMC, etc.).  A total of ____ people will be in the study from all of the hospitals involved.  
6.  POSSIBLE RISKS OR DISCOMFORTS FROM BEING IN THIS STUDY

Use the following categories to describe the expected risks (the event rates may be derived from your clinical experience or literature):   

· Rare but serious (Event Rate < 1%)

· Less Likely (1% ≤ Event Rate < 5%)

· Likely (5% ≤ Event Rate < 10%)

· More likely (Event Rate ≥ 10%)

 The possible risks and discomforts from being in this research study include: (identify each intervention with a subheading and then describe any reasonable foreseeable risks, discomforts, inconveniences in above risk categories and how these will be managed for each drug/intervention.  In addition to physiological risks/discomfort, describe any psychological, social, legal, or financial risks that might result from participating in the research.  If there are any significant physical or psychological risks to participation that might cause the researcher to terminate the study, please describe them.  State the consequences of loss of DoD health care beneficiary status.)    
The consent needs to indicate whether risks are rare or commonly experienced.  Participants need to know whether harms that occur during study participation can be reversed and/or how long after study participation problems might still arise.

Be sure to include risks of being in a placebo or observation group.
Model for protocols involving no risks:

There are no expected risks or discomforts from being in this study.

Model statement for protocols that include blood drawing as part of the research:

There may be some discomfort from having your blood drawn, and you may have swelling, bruising or infection at the site of the needle stick.  Some people feel dizzy or light-headed for a few minutes after their blood is drawn.

(End this section with the following summary :)

While all risks that we know about have been listed above, other risks about which we do not know may occur or be discovered during future studies.  If we find that there was a major risk to you that was not known at the time of your participation in the study, and the risk might have some effect on your health, you will be informed.                                                              

7.  POSSIBLE BENEFITS FROM BEING IN THIS STUDY

(If your study involves minors or use of surrogate consent, 10 USC 980 requires that the intent to benefit each subject be addressed.)

Taking part in this study may or may not make your health better.  While doctors hope (drugs, interventions, devices) will be more useful against _______________ compared to the standard treatment, there is no proof yet.  We do hope that information gained from this study will help us learn more about (procedures, drugs, interventions, devices) as a treatment for ________________. 
                                                                         OR

You will not benefit from taking part in this study, but the information we learn may help us learn about                              (add specific information) (or “aid in the treatment of other patients”) (Describe the anticipated benefits, if any, to science or society expected from the research.) 
OR

The likely benefit to you from taking part in this study is (add specific information); but, no benefit is certain.

8.  CONFIDENTIALITY/PRIVACY OF YOUR IDENTITY AND YOUR RESEARCH RECORDS

The principal investigator will keep your research records.  These records may be looked at by staff from [specify the name of the entities as appropriate for your study site.  For example,  if WRAMC studies, state: the Walter Reed Department of Clinical Investigation, the Walter Reed Human Use Committee (HUC), the Army Clinical Investigation Regulatory Office (CIRO)], Department of Clinical Investigation, and the Institutional Review Board (IRB),  the study sponsor (provide the name, if applicable), the Food and Drug Administration (FDA) (include FDA if the study involves the use of an investigational drug or device), and other government agencies as part of their duties.  These duties include making sure that the research participants are protected. Confidentiality of your records will be protected to the extent possible under existing regulations and laws but can not be guaranteed.   Complete confidentiality cannot be promised, particularly for military personnel, because information bearing on your health may be required to be reported to appropriate medical or command authorities. Your name will not appear in any published paper or presentation related to this study.

 This research study meets the confidentiality requirements of the Health Insurance Portability and Accountability Act (HIPAA).  A HIPAA Authorization form for this study will be provided to you separately, and you will be asked to sign that form.

(If a Certificate of Confidentiality is required for an NIH study, use the following model statement as appropriate for non-active duty participants only) 
     For this research study a Department of Health and Human Services (DHHS) Certificate of Confidentiality is in place to protect your privacy such as your name or other identifying information from being disclosed in any civil, criminal, administrative, legislative or other proceedings, whether at the federal, state or local level.  However, the researcher is not prevented from the voluntary disclosure of matters such as child abuse, reportable communicable diseases or a participant’s threatened violence to self or others.  However, the Certificate of Confidentiality does not apply to active duty subjects as it pertains to military command authorities.
9.  CONDITIONS UNDER WHICH YOUR PARTICIPATION IN THIS STUDY MAY BE STOPPED WITHOUT YOUR CONSENT
Your taking part in this study may be stopped without your consent if remaining in the study might be dangerous or harmful to you.  Your taking part in this study may also be stopped without your consent if the military mission requires it, or if you lose your right to receive medical care at a military hospital.  If this should occur, you may discuss with your study doctor about possible non-Department of Defense (DoD) study sites for you to contact to continue in the study and, if you like, you may ask to have your study data transferred. (Also include specific information that may cause a subject’s participation to be stopped without their consent.  Example: Your participation may be stopped without your consent if you do not take the medication.)

If the study involves Investigational Drugs Or Devices, the following statement should be added:

(Company)

, the maker of 
Drug (Or Device)
, or the FDA may also stop the study at any time without your consent.

10.  ELIGIBILITY AND PAYMENT FOR BEING IN THIS STUDY

(Please note that active duty may not be reimbursed for participating in the study except for having blood drawn.  If subjects will not be paid for being in this study, please state :)
You will not receive any payment for being in this study.  

(Otherwise, use one of the following model statements as appropriate).

Model:
If you are eligible for care at military hospitals, but are not an active duty member of the military, you will receive $__________ for being in this study.  

AND/OR

tc \l3 "AND/OR/
If you are a Federal Government employee eligible for care at military hospitals, and you are taking part in this study outside your normal duty hours, you will receive $__________ for being in this study.

AND/OR

If you are an active duty member of the military and are having blood drawn, you will receive $50.00 per blood draw for being in this study not to exceed $250.00.
11.  COMPENSATION IF INJURED AND LIMITS TO MEDICAL CARE

Model:
You will not receive any compensation (payment) should you be injured as a direct result of being in this study.  You should understand that this is not a waiver or release of your legal rights.  You should discuss this issue thoroughly with the principal investigator before you enroll in this study.

Medical care is limited to the care normally allowed for Department of Defense health care beneficiaries (patients eligible for care at military hospitals and clinics).  Necessary medical care does not include in‑home care or nursing home care.
      If at any time you believe you have suffered an injury or illness as a result of participating in this research project, you should contact the Department of Clinical Investigation at ___ (specify the name of the study institution) at ___________ (list the phone number).  

12.  COSTS THAT MAY RESULT FROM TAKING PART IN THIS STUDY

Model:

Should you be injured as a result of your participation in this study; you will be given medical care for that injury at no cost to you.  If you need to be hospitalized, you may have the normal fees for subsistence (hospital meals), as per standard regulations.

For WRAMC and NNMC studies use the following sentence:
There is no charge to you for taking part in this study.  

OR

The additional cost to you for taking part in this study is $____________ 

for _________.

13.  IF YOU DECIDE TO STOP TAKING PART IN THIS STUDY AND INSTRUCTIONS FOR STOPPING EARLY
Model:
You have the right to withdraw from this study at any time.  If you decide to stop taking part in this study, you should tell the principal investigator as soon as possible; by leaving this study at any time, you in no way risk losing your right to medical care.  Some testing or period of observation by the investigators may be recommended for you in order for you to safely stop taking part in this study.

14. STEPS TAKEN BEFORE AND DURING THIS STUDY TO PROTECT YOU

If pregnancy is an exclusion criterion for participating in the study, the following model language should be added, and the study plan in the protocol application should include a statement that pregnancy testing (what type) will be performed (when) prior to enrollment in the study:)
If you are pregnant, you cannot take part in this study.  Females of childbearing age must take a urine or blood pregnancy test before starting this study.  If this test is positive, you cannot take part in this study.  If you are a female, you should avoid becoming pregnant for at least              (Add Time Period of Days, Weeks, Or Months) after receiving the drug/vaccine/treatment [Select Appropriate Word (s)].  Pregnancy within this time after the drug/vaccine/treatment is given may be a risk to an unborn baby

   Other examples:
You will be cared for by anesthesia personnel for this study.  A tube, called an epidural catheter, will be placed in your spine to provide numbing medicine if your doctor decides that you would benefit from this form of anesthesia.  Also, an anesthesia doctor will evaluate you before your surgery.  If you receive epidural pain medicine, you will be watched at least overnight in the Intensive Care Unit or the Recovery Room.

There have been no reports of complications with this type of treatment.  The frequent clinic visits during this study will allow close follow-up of your treatment.

Your doctor will closely follow you, and the drug will be stopped if side effects become too severe.  

15.  WHAT ARE THE UNKNOWN RISKS TO YOU OR AN UNBORN CHILD/FETUS

tc \l2 "UNKNOWN RISKS TO YOU OR AN UNBORN CHILD/FETUSModel:  (Edit Appropriately)

It is not known whether this drug/vaccine/treatment [Select Appropriate Word (s)] might harm an unborn child.  Therefore, you should not be in this study if you are pregnant or become pregnant during the study.  Also, you should not be in this study if you are breast-feeding.  Men should not be in this study if they plan to father a child during this time. 

You should avoid becoming pregnant or fathering a child while you are taking part in this study.  To avoid becoming pregnant or fathering a child, you should either have no sexual relations or use a reliable type of birth control.  Except removal of the uterus (womb) for females and vasectomy (surgical cutting of the tubes that carry sperm) for men, birth control methods are not totally effective in preventing pregnancy.  The only ways to completely avoid this risk of the drug/vaccine/device [Select Appropriate Word (s)] to an unborn baby are (1) avoid pregnancy or fathering a child, or (2) do not take this drug/vaccine/treatment [Select Appropriate Word (s)].

You should avoid becoming pregnant or fathering a child for at least 

[Time Period of Days, Weeks, Or Months]

 after receiving the drug/vaccine/treatment [Select Appropriate Word (s)].  Pregnancy within this time after the drug/vaccine/treatment [Select Appropriate Word (s)] is given may be a risk to an unborn baby.

16.  OTHER PROCEDURES OR TREATMENTS THAT YOU COULD CHOOSE

Model:

[Include specific options available in simple terms].  Your doctor can provide you with information about your disease and the benefits and risks of the different treatments available.  You are encouraged to discuss this with your doctor.

Example:

Other treatments for your prostate cancer include radiation therapy or standard chemotherapy.  You may also choose not to have any treatment now.  Your doctor can provide you with information about your disease and the benefits and risks of the different treatments available.  You are encouraged to discuss these treatment choices with your doctor.

17.  IMPORTANT NEW FINDINGS THAT MAY AFFECT YOUR WILLINGNESS TO STAY IN THE STUDY
Model:

If we learn new information during the study that could affect your decision to remain in this study, we will tell you this information.  [* See Below]  The results of the research will be provided to you if you so desire.

*If the study involves treatment where side effects are a consideration, include the following sentence, as indicated above, in the model text.

For example, if we learn about new severe side effects of the treatment, we will tell you about these side effects.  

18.  YOUR RIGHTS IF YOU TAKE PART IN THIS STUDY  
Taking part in this study is your choice.  You may choose either to take part or not to take part in the study.  If you decide to take part in this study, you may leave the study at any time.  No matter what decision you make, there will be no penalty to you and you will not lose any of your regular benefits.  Leaving the study will not affect your medical care.  

19.  CONTACTS FOR QUESTIONS ABOUT THE STUDY
If you have questions about the study, or if you think you have a study-related injury you should contact _____________ at _____________.  For questions about your rights as a research participant, contact the Department of Clinical Investigation at __________________________ (location and phone #) or Staff Judge Advocate Office at ____________________________________ (location and phone #).
20.  INVESTIGATIONAL DRUG (IND) STATUS
Model for Protocols Using Investigational Drugs:  

This study involves the use of an investigational (experimental) drug called __________.  The Food and Drug Administration (FDA) has assigned the drug IND # ____ to keep track of it.  The drug has NOT been approved by the FDA for commercial use, but has been approved for use in studies to find out its safety and effectiveness in the treatment of               .

Model for protocols using an approved drug for an unapproved indication:

This study involves the use of the drug called               .  This drug has been approved by the Food and Drug Administration (FDA) for the treatment of                     .   However, it has not been approved for treatment of [include the disease for which the drug is being used in the study], 
End the consent form with the following:
A copy of this consent form will be provided to you.

SPECIFIC LANGUAGE TO INCLUDE IN PHASE I, PHASE II, OR PHASE III DRUG STUDIES

FOR PHASE I DRUG STUDIES, THE FOLLOWING LANGUAGE SHOULD BE INCORPORATED INTO THE INTRODUCTION OF THE DESCRIPTION OF THE STUDY SECTION 

NOTE:  This language may be modified as needed by the Investigator if certain statements do not apply or are not accurate for the Drug being studied.

Model:
This drug is in the first stage of testing in people called a Phase I (one) study.  This means that the drug has been tested in the laboratory and in animals.  It has not been adequately tested in people.  We do not know how the drug works in people.  We do not know the best dose or best way of giving this drug (for example, by mouth or into a vein) to people.  We do not know if the drug is active against your disease.  We do not know the side effects of this drug in people.  We do not know how long it takes the body to break down and get rid of the active drug.  The goal of a Phase I study is to begin collecting this information about the drug by testing the drug in people.  Given the nature of a Phase I study, you are unlikely to benefit from treatment with this drug.
FOR PHASE II DRUG STUDIES, THE FOLLOWING LANGUAGE SHOULD BE INCORPORATED INTO THE INTRODUCTION OF THE DESCRIPTION OF THE STUDY SECTION 

NOTE: This language may be modified as needed by the Investigator if certain statements do not apply to the Drug being studied
Model:
This drug is in the second stage of testing in people called a Phase II (two) study.  This means that the drug has been tested in the laboratory, on animals, and in people.  Some information about the dose, the way of giving the drug (for example, by mouth or into a vein) and many short-term side effects is known for people.  We are looking to see if this drug is effective against your disease.  We are also trying to learn more about the side effects of this drug and how the drug is broken down and removed by the body in patients with your disease.    

FOR PHASE III DRUG STUDIES, THE FOLLOWING LANGUAGE SHOULD BE INCORPORATED INTO THE INTRODUCTION OF THE DESCRIPTION OF THE STUDY SECTION 

NOTE:  This language may be modified as needed by the Investigator if certain statements do not apply to the Drug being studied
Model:
This drug is in the final stage of testing in people called a Phase III (three) study.  This means that the drug has been tested in the laboratory, on animals, and in many people.  Much information about the dose, the way of giving the drug (for example, by mouth or into a vein) and many side effects is known for people.  In a Phase III study, the drug is given to a large number of patients to find out its safety, effectiveness, and the best dose.  The treatment being used in this research study will be compared with the current standard treatment for your disease.
21.  INVESTIGATIONAL DEVICE STATUS
Model:
This study involves the use of an investigational (experimental) device called             .  This means that the device has NOT been approved by the Food and Drug Administration for commercial use, but has been approved for use in studies to find out its safety and effectiveness in the treatment of ____________.

NOTE the end of the consent form template. If you wish to bank and store the excess tissue/blood samples for future research, please use the “Specimen Banking Consent Form” template to create an optional specimen banking informed consent.
SIGNATURE OF RESEARCH SUBJECT OR LEGAL RESPRESENTATIVE

You have read (or someone has read to you) the information in this consent form.  You have been given a chance to ask questions and all of your questions have been answered to your satisfaction.
BY SIGNING THIS CONSENT FORM, YOU FREELY AGREE TO TAKE PART IN THE RESEARCH IT DESCRIBES.

________________________________

______________   
Subject’s Signature





Date

_______________________________________

Subject’s Printed Name
OR

(Use the following section if your study includes minors. The parent or legal guardian should sign as the legally authorized representative and the minor should sign the assent line. The requirement and age for minor assent will be determined by the IRB.)

___________________________________________________________________   
Assent of minor Signature


          

Date

___________________________________                                    ______________

Minor’s Printed Name                                                   Date

____________________________________                                                                               

Legal, Authorized Representative’s Signature
_________________________________                                       _______________

Legal, Authorized Representative’s                                         Date

Printed Name

SIGNATURE OF INVESTIGATOR

You have explained the research to the volunteer, or his/her legal representative, and answered all of his/her questions.  You believe that the volunteer subject understands the information described in this document and freely consents to participate.

____________________________________________________________________
Investigator’s Signature


Date (must be the same as the participant’s)

_______________________________________
Investigator’s Printed Name 
SIGNATURE OF WITNESS 

Your signature as witness is intended to attest that the information in the consent document and any other information was explained to and apparently understood by the volunteer, or the volunteer’s legal representative, that questions and concerns were addressed and that informed consent was freely given.

______________________________________________________________________
Witness’ Signature



Date (must be the same as the Volunteer’s) 

__________________________________ 


Witness’ Printed Name   
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