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SAMPLE
(Note: words which appear in italics and red on your screen should be replaced with the appropriate language for your study, used when applicable, and deleted when no longer needed)
BROOKE ARMY MEDICAL CENTER/WILFORD HALL MEDICAL CENTER

INFORMED CONSENT DOCUMENT

(ICD Template Version 4, Jul 02)

(TITLE OF PROTOCOL OR PROJECT)
(Use as appropriate: This consent document is written in second person for those individuals completing it for their own participation in the study.  The language should be considered to refer to the research subject when a parent/guardian or legal representative is completing the form on the research subject’s behalf [example: a child].  Therefore, this informed consent document will serve for adult, child or surrogate/substitute consent).
PRINCIPAL INVESTIGATOR: (insert name)
If you choose not to participate in this research study, your decision will not affect your eligibility for care or any other benefits to which you are entitled.

DESCRIPTION/PURPOSE OF RESEARCH:
You are being asked to consider participation in this research study.  The purpose of this study is to ___________________. (Provide any background information, e.g., explanation of disease/condition under investigation.)
AND (for local studies)
This study will enroll approximately ___________subjects.

OR (for multicenter studies)
This study will enroll approximately ________ subjects overall, with approximately ______ subjects to be enrolled

AND
at Brooke Army Medical Center/Wilford Hall Medical Center, over a period of ______ (number of days/months/years).
AND (for outpatient studies)
During your participation in this study, you will be asked to make approximately ______ outpatient visits with ______________________(name).  It may be necessary for you to return to BAMC/WHMC every ________ (number of days/months/years).
OR (for inpatient or other types of studies)
During your participation in this study, you will __________________ (explain the expected duration of the subject’s participation in the study, e.g., how much time and number of visits).
AND 
You have been selected to participate in this study because ________________(explain why patient was selected for the study).
AND Add if appropriate: (Identification of any experimental procedure, device, or pharmaceutical).
This study involves the use of an investigational (pick one) drug/device called _____________ (name).  This means that the (pick one) drug/device has not yet been approved by the Food & Drug Administration (FDA) for (pick one: treating/preventing/diagnosis) _____________ (disease or condition).  However, the FDA has not objected to its use to study its safety and effectiveness.

AND (for Phase I studies)
This is an early human study to examine the safety of this drug.  You are one of the first to participate in this study.

OR (for Phase II/III studies)
The safety of this drug in humans has been tested in prior research studies.  This study will determine the proper dosing and test the effectiveness of this drug.

PROCEDURES:
As a participant, you will undergo the following procedures: (Describe in reasonable detail all procedures the subject will undergo.  Describe any screening procedures used to qualify or select subjects for enrollment).
AND (If applicable: this paragraph is for studies using randomization)
As a participant, you will be randomly assigned to one of ______ (number) treatment plans.  Randomization is a process like flipping a coin and means you will have a chance of being assigned to (pick one) any/either of the plans.  (Describe each of the treatment plans).
(If applicable: this paragraph is for studies using PLACEBO)
You will have a one in ____ chance of being in the placebo group.  A placebo is an inactive, harmless substance, like a sugar pill, that looks like the other study medications.

AND (If applicable, pick either single or double blind)
Single Blind:
This study is a single blind study, which means that you will not know whether you are receiving the study medication or a placebo.

OR
Double Blind:
This study is a double blind study, which means that neither you nor your provider will know whether you are receiving the study medication or a placebo.  In the event of an emergency, there is a way to determine which you are receiving.

AND
If you need a procedure requiring additional informed consent, a separate consent form will be given to you before that procedure.

RISKS OR DISCOMFORTS:
(Describe any reasonably foreseeable risks or discomforts to the subject, particular to this protocol.  Some estimate of the frequency and severity of the risk should be included (e.g., 10% nausea, rare vomiting, etc).  If there are no risks, state “There is no known risk associated with this study”.
Add as appropriate: (for venipuncture)
You may experience bruising and soreness at the site where blood is drawn.  There is also a slight possibility of infection at the site where the blood is drawn.

AND/OR
As a FEMALE OF CHILD BEARING POTENTIAL wishing to volunteer for this project, you must understand that this ___________________ (list the drug/procedure) might be harmful to (1) an unborn child if you are pregnant; or (2) an infant if you are breast-feeding.  Therefore, you may not be pregnant and will take a pregnancy test before you participate in this study.  You must also agree to take precautions to prevent pregnancy during the course of this study due to the possible severe harm the drug/procedure may cause your unborn child.  The only completely reliable methods of birth control are total abstinence or surgical removal of the uterus.  Other methods, such as the use of condoms, a diaphragm or cervical cap, birth control pills, IUD, or sperm killing products are not totally effective in preventing pregnancy.  Also, you may not breast-feed and participate in this study.

If you become pregnant or feel you might be pregnant, contact your provider and the study investigator listed in the voluntary participation section.

AND/OR
(If applicable: use this paragraph if there is a risk to the fetus through male subjects)
As a MALE who wishes to volunteer for this project, you must understand that this drug/procedure might be harmful to an unborn child if your partner(s) should become pregnant.  Therefore, you must agree to ensure that precautions are taken to prevent pregnancy from occurring during the course of this study due to the possible severe harm the drug/procedure may cause the unborn child.

AND
There may also be unforseen risks associated with this study.

AND
If applicable: (If animal and/or human data is available on mutagenicity and teratogenicity, it should be presented so those subjects will understand the danger of taking the drugs).
The medication under investigation in this study (pick one) has/has not shown to cause birth defects.  (Add as appropriate, delete if not needed).  The following birth defects have been observed:___________________

OR
If there are no data on mutagenicity and teratogenicity, use the following statement.
Studies evaluating the capability of the medication under investigation to produce birth defects in an unborn child have not been completed/conducted.

BENEFITS:
The possible benefit of your participation in this study is ____________________.

OR
The investigators have designed this study to learn if the new treatment is as good as or better than or worse than the most commonly accepted treatments.  However, there is no guarantee or promise that you will receive any benefit from this study.

OR
There is no guarantee you will receive any benefit from this study other than knowing that the information may help future patients.

PAYMENT (COMPENSATION):
You will not receive any compensation (payment) for participating in this study.

OR (if compensation is authorized)
(Explain the payment plan for this study, e.g. “You will receive a payment of             upon enrollment.”)
AND (If applicable)
The sponsor of this study has agreed to reimburse BAMC/WHMC for some of the costs related to your participation in this study.

AND (If applicable)
Your participation in this study will provide financial benefit to the corporate sponsor and to the research program of this/these institution(s).

ALTERNATIVES TO PARTICIPATION:
Alternatives may be available to you (list all alternative treatments - these may include other treatments, e.g. chemotherapy, radiation therapy, or hormonal therapy).
OR
Supportive care to reduce symptoms rather than treat underlying causes may be the only alternative treatment available for you.

AND
Choosing not to participate in this study is your alternative to volunteering for the study.

AND
(If applicable) There may be other research studies involving experimental treatments that could be helpful to your condition.

(If applicable for drugs with FDA approved indications)
The medication involved in this study may also be available through your family doctor without the need for you to volunteer to participate in this study.

CONFIDENTIALITY OF RECORDS OF STUDY PARTICIPATION: 

Records of your participation in this study may only be disclosed in accordance with federal law, including the Federal Privacy Act, 5 U.S.C.552a, and its implementing regulations.  DD Form 2005, Privacy Act Statement - Military Health Records, contains the Privacy Act Statement for the records.

By signing this consent document, you give your permission for information gained from your participation in this study to be published in medical literature, discussed for educational purposes, and used generally to further medical science.  You will not be personally identified; all information will be presented as anonymous data.

Your records may be reviewed by the U.S. Food & Drug Administration (FDA), other U.S. government agencies, the BAMC/WHMC Institutional Review Board, and by _________ (the study sponsor and their specified agents).
Complete confidentiality cannot be promised, particularly for military personnel, because information regarding your health may be required to be reported to appropriate medical or command authorities.

ENTITLEMENT TO CARE:
In the event of injury resulting from this study, the extent of medical care provided is limited and will be within the scope authorized for Department of Defense (DoD) health care beneficiaries.

Your entitlement to medical and dental care and/or compensation in the event of injury is governed by federal laws and regulations, and if you have questions about your rights as a research subject or if you believe you have received a research-related injury, you may contact the

Brooke Army Medical Center Protocol Coordinators, (210) 916-2598 or BAMC Judge Advocate General, (210) 916-2031.

AND (if a Joint study)
Wilford Hall Clinical Research Squadron Commander, (210) 292-7069 or Wilford Hall Medical Center Risk Manager, (210) 292-6004.

AND (if at a satellite site)
(Name the hospital site) ____________________, Judge Advocate General, _____________ (list phone number).
BLOOD & TISSUE SAMPLES:
If biologic specimens (blood, fluid or tissue samples) will not be taken, add the following:
No blood or tissue samples will be taken as part of this study.

If specimens will be maintained at BAMC/WHMC or sent to a contract laboratory, include the following paragraph:
All specimens kept at BAMC/WHMC will be handled and disposed of in accordance with federal regulations.  Laboratories outside of BAMC/WHMC, will not have BAMC/WHMC permission to use the samples for any additional research.

If specimens may be stored for future use (tissue bank), use the following language for Use of Biologic Specimens - delete if not needed)
Use of Biologic Specimens: The investigators are asking for your permission to store your biological specimens for future use in research studies.  (Examples of biological specimens are blood, tissue specimens obtained from biopsies, and tissue or organs removed during surgery.)  The specifics of these research studies are unknown at this time, but these studies will frequently be in the area of _______________ (insert disease).  Your samples will be stored with information such as _____________________ (insert the data fields that will be included in the bank).  This is considered (pick one) identifying/not identifying information and (pick one) can/cannot be traced back to you as the donor.

The storage (bank) area is maintained at _____________________________ (insert name & location of tissue bank).  The Tissue Bank Manager, ___________________ (insert the title of tissue bank manager), is responsible for the tissue storage bank.  Other research investigators requesting portions of tissue samples from the bank must have the approval of the Tissue Bank Manager and also must have a research protocol for this newly proposed study approved by an Institutional Review Board (IRB) (a committee responsible for protecting research subjects).  It is possible researchers will request approval from an IRB to contact you in the future.

Some research studies may include genetic testing of your samples.  Since storage (banking) of tissues, organs and other biologic specimens for future genetic testing is still undergoing development, the risks or genetic testing are unknown.  It is believed that the risks are very low.  Using new technology, information about your DNA structure (genetic information) can be used to indicate risk for developing certain diseases.  This genetic information is unique to you and may indicate changes in your future health status or life expectancy, or that of your children and other relatives.  These discoveries could be stressful and cause psychological difficulties or family problems.  It is also possible that during this research, people of your ethnic background may be found to be at more risk for certain diseases.  This could stigmatize your ethnic or cultural group.

Release of this information may pose a possible risk of discrimination or increased difficulty in obtaining health insurance, life insurance, or employment.  These risks would occur if the confidentiality of data is breached.  Because of the consequences of a breach of confidentiality, every effort will be made to protect your privacy.  Procedures to protect the confidentiality of the data include: ___________________________(state protections, which may include: coded data, removal of personal information, computer password protection, creation of firewalls around the data, locking of drawers and offices.  A lay definition of firewall is: A firewall is a protection or barrier within a computer to protect the information from being viewed by unauthorized people.)
Generally, you will not be provided with the results of the studies using your tissue from this bank.  Any results from stored specimens would be of unclear value and unknown clinical meaning.

You may request that your specimen be withdrawn from the tissue bank at any time if you decide you no longer want to participate.  This can be done by calling the Tissue Bank Manager listed above at __________________ (insert full address and phone number).
_____ I do not authorize the storage of my biological specimens for future use in research studies.

_____ I authorize the storage of my biological specimens for future use in research studies.

Add if applicable, for specimens with identifiers
_____ I do not wish to be notified by investigators in the event of research findings of potential clinical consequence to my family members or myself.

_____ I wish to be notified by investigators in the event of research findings of potential clinical consequence to my family members or myself.  I understand that my local principal investigator may use my social security number to locate me in the future.

___________________________________

Signature of Research Subject

VOLUNTARY PARTICIPATION:
The decision to participate in this study is completely voluntary on your part.  No one has coerced or intimidated you into participating in this project.  You are participating because you want to.  The Principal Investigator or one of his/her associates has adequately answered any and all questions you have about this study, your participation, and the procedures involved.  If significant new findings develop during the course of this study, that may relate to your decision to continue participation, you will be informed.

You may withdraw this consent at any time and discontinue further participation in this study without affecting your eligibility for care or any other benefits to which you are entitled.  Should you choose to withdraw, you must ______________ (state withdrawal procedures to include returning all study material.  NOTE: If further testing is recommended after the subject’s request for withdrawal, you must explain why the tests are necessary for the subject’s welfare).  If you do not follow these procedures, you may experience ___________ (state health risks if study withdrawal procedures are not followed).  Your condition will continue to be treated in accordance with acceptable standards of medical treatment.

The investigator of this study may terminate your participation in this study at any time if he/she feels this to be in your best interest.

AND (if applicable: study involves experimental medication)
The sponsor of this study may terminate the study and/or your participation in this study for safety reasons or if the drug receives FDA approval.  There is no guarantee that the drug you received during this study will continue to be available through the military system.

AND

CONTACT INFORMATION:
Principal Investigator (PI)
The Principal Investigator or a member of _________________ (insert department) staff will be available to answer any questions concerning procedures throughout this study.

Principal Investigator: ________________________________ (insert name)
Phone: (210)                                    
Your consent to participate in this study is given on a voluntary basis.  All oral and written information and discussions about this study have been in English, a language in which you are fluent.

A copy of this form has been given to you.

(Signature blocks for volunteer, investigator, and witness must be part of all forms.  Other signature blocks will be included when appropriate, as when the study involves children, surrogate consent, etc., see bottom of form)
___________________________
________________

____________
______

Volunteer’s Signature

Volunteer’s SSN

Phone #

Date

__________________________
____
_______________

____________

Volunteer’s Printed Name

FMP
Sponsor’s SSN

Date of Birth

_____________________________________________________________________________

Volunteer’s Address (street, city, state & zip code)

____________________________________
___________ 
_____________

Advising Investigator’s Signature


Date

Phone Number

(can only be signed by an investigator whose name is listed in the protocol)

___________________________________

Advising Investigator’s Printed Name

___________________________________

___________

Witness’ Signature




Date

(Must witness ALL signatures)

___________________________________

Witness’ Printed Name

(If the patient has a stamp plate, please stamp here:

(Use the following only if applicable)
******************************************************************************

(If the subject is a minor and in the opinion of the attending provider, the minor can understand the nature and consequences of participation in the study, the minor should sign above.  If the minor is determined to be able to understand but is unable to sign, the advising investigator will indicate the minor has orally assented to participate in the study by placing the investigator’s initials here: _____________)
___________________________________

Parent’s or Guardian’s Name (Print)

___________________________________


______________

Parent’s or Guardian’s Signature



Date

___________________________________

Parent’s or Guardian’s Name (Print)

___________________________________


______________

Parent’s or Guardian’s Signature



Date
(Generally, both parents or guardians should sign the consent, if a minor is involved).

(If the legal representative has a copy of the power of attorney or court appointment, attach it to this consent document and sign below).

_________________________________________

Legal Representative’s Name (Print)

_________________________________________              _______________

Legal Representative’s Signature                                       Date


(DATE)


