Date:                                                                                                                       PI:

Title:

Version #                                                                                                   Protocol # USFOR-A

AFGHANISTAN (USFOR-A) RESEARCH CONSENT FORM 

You must leave at least a 2" margin at the bottom of the consent document for the IRB approval stamp. Prepare the consent form in the 2nd person using laymen’s terms.
TITLE: [Insert title of the study.]  [If the study involves using different consent forms for different populations, identify the population group as the subtitle of the study.]

PRINCIPAL INVESTIGATOR

You are being asked to take part in a research study to be done at (insert the study site, e.g. CSH) 
Your taking part in this study is voluntary. You should read what is written below, and ask questions about anything you do not understand, before letting us know if you want to be part of the study or not.

· Use simple language. Be concise
· Use the pronoun “you” consistently throughout (except for the signature of the research volunteer on the last page).
What is the purpose of the research study?
[State what the study is designed to discover or establish.]

You will be one of              people taking part in this study. The whole study will last about             But, you will be in the study for only                .

What is involved in taking part in this study? 

Describe inclusion/exclusion criteria. Include all criteria listed in the protocol.

1. Inclusion Criteria: To be able to take part in this study you must meet the following conditions:

2. Exclusion Criteria: If you have any of the following conditions you will not be

able to take part in the study.

3. Study Steps to be Done: If you choose to take part in this study, we will ask you to do the following things:

Guidelines:
Describe the procedures chronologically using lay language, short sentences and short paragraphs.  The use of table or flow diagrams will help to organize this section and increase readability. Distinguish which procedures are experimental and which are standard clinical treatments. Include screening evaluations.  Define and explain medical and scientific terms in ordinary language (for example, describing the amount of blood to be drawn in terms of teaspoons or tablespoons).

Specify the volunteer's assignment to study groups, the number of volunteer subjects expected to be enrolled, length of time for participation in each procedure, the total length of time for participation, frequency of procedures, location of the procedures to be done, follow-up, etc.

For research involving randomization of volunteers into different arms of studies, specify the randomization procedures.

Suggested Text: Delete if this does not apply.
If you take part in this study, 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 any of the plans.

· For research involving the use of placebo, describe “placebo” in lay terms

Suggested Text:

You will have a one in _____(number) 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 or it could mean that you do not get the treatment as the other group.

 (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.

Double Blind:
This study is a double blind study, which means that neither you nor your doctor will know whether you are getting the study medication or a placebo.  In case there is an emergency, there is a way to find out which one you are getting.

Why can’t I take part in this study if I am pregnant? What if I don’t know if I am pregnant?

If pregnant women will be included, include a statement on pregnancy prevention or state that being pregnant will not preclude a female from taking part in the study.
Suggested Text: Delete if not required
If you are a female and have a chance of getting pregnant, and you want to take part in this study, you must understand that this _____ (list the drug/procedure) might be harmful to an unborn child if you are pregnant, or become pregnant. You will need to take a pregnancy test before taking part in this study.  You must also agree to use methods to prevent pregnancy while you are in the study. However, except for surgical removal of the uterus, birth control 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 and if you become pregnant during the study, you are required to immediately notify the research team, and for the safety of yourself and your child, will be removed from participation.

Or

There are no contraindications to being pregnant and taking part in this study.

What risks do I take in being in this research study?

Guidelines:

Identify each procedure and then describe any reasonably foreseeable risks, discomforts, inconveniences, and how these will be minimized.  Quantify risks using understandable comparisons.  If there are no risks state so:  

"There is no known risk associated with this study."
OR for example
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.

What are the benefits of being in this study?

[Describe the anticipated direct benefits to volunteers resulting from their participation in the research
You may not receive any direct benefit from this study. However, the information we get from this study may help others in the future.

If there is no likelihood that participants will benefit directly from their participation in the research, state as much in clear terms.  For example: “You should not expect your condition to improve as a result of participating in this research” or “This study is not being done to improve your condition or health.  You have the right to refuse to participate in 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." If individuals are unable to provide their own consent and there is no intent to benefit, they may not participate in the study IAW 10 USC 980.
What else can I do if I do not want to take part in this study?

Guidelines:
Describe any appropriate alternative therapeutic, diagnostic, or preventive procedures that should be considered before the volunteers decide whether or not to participate in the study.  If there are no efficacious alternatives, state that an alternative is not to participate in the study.

Other treatments may be available to you (list all alternative treatments
OR

Choosing not to take part in this study is your alternative to participating.

Will I get paid for taking part in this study?
There will be no payment made to you for taking part in this study. 

Will it cost me anything to take part in this study?
There is no cost to you for taking part in the study.

Will I get any money if you make a product as a result of me being in the study?
(Note:  If this does not apply to your research, please omit this entry and delete the heading.)

It is possible that a commercial product might be developed as a result of this study. You will not be given any money for being in the study if a commercial product is made.

What happens if I get sick or hurt because I am in this research study?
In the event you are injured as a result of this study, you will receive medical treatment at no cost for those injuries at any military Medical Treatment Facility. No other compensation will be provided for the injuries. You will not receive any injury compensation, only medical care.  You should understand that this is not a waiver or release of your legal rights.  If you have questions about your rights as a research volunteer, or if you believe you have a research-related injury, you may contact the Human Protections Administrator at DSN 318-431-2453 and/or Center Judge Advocate, Brooke Army Medical Center, at (210) 808-4075. You are not giving up any of your legal rights by taking part in this study.  If you are a Department of Defense health care beneficiary, taking part in this study does not alter your ongoing medical benefits.

What about my privacy when I am taking part in this research study?
Guidelines:
Give a brief description of how personal information, research data, and related records will be coded, stored, etc., to prevent access by unauthorized personnel.

Explain how specific consent will be solicited, if any other uses are contemplated.

If applicable, state if and when individual responses to survey questionnaires will be destroyed, following analyses of the data.

Suggested Text:

When the results of the study are printed or talked about in conferences, no information will be given out that would tell anyone whom you are.  Records of you taking part in this study may only be made public 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-Health Care Records, contains the Privacy Act Statement for the records.  If you sign this consent form, you give your permission for information that we get from your taking part in this study to be printed in medical literature, discussed for teaching purposes, and used to further medical science. All information about you will be given without identifying you.

Include if applicable: If pictures, videos, or audiotape recordings of you will be used for teaching purposes, your identity will be protected or disguised.  [Describe how personal identities will be shielded, disguised, etc.]

 FORMCHECKBOX 
 I give permission for ‪pictures, ‪videos, and/or ‪audio tapes recordings of me to be taken and used for teaching purposes. I understand that no one will know who I am.

 FORMCHECKBOX 
 I do not give permission for ‪pictures, ‪videos, and/or ‪audio tapes recordings of me to be taken and used for any purposes.

Authorized representatives of the US Army Institute of Surgical Research, the Brooke Army Medical Center Institutional Review Board, and the Clinical Investigation Regulatory Office may need to look at records of individual volunteers.  As a result, they may see your name; but they are bound by rules of confidentiality not to tell anyone who you are. Complete confidentiality cannot be promised, particularly for military personnel, because information about your health may need to be given to appropriate medical or command authorities. 
AND (if applicable for studies sending specimens outside the facilities with identifiers/linkage)

Because specimens bearing your personal information will be sent outside the CSH for testing/analysis, we cannot promise complete confidentiality on their behalf.
Can I decide to stop taking part in the research study?

Suggested Text:

The decision to take part in this study is completely voluntary. If you choose not to take part, that will not affect your relationship with the US Army or your right to health care or other services to which you are entitled. If you decide to take part, you are free to take back your consent and stop being in the study at any time without prejudice.

Will I be able to stay in the study until the study is finished?
Suggested Text:

The Principal Investigator may end your part in this study at any time if he/she feels this to be in your best interests. The Principal Investigator will make the decision and let you know if it is not possible for you to continue in the study.

AND (if applicable – study involves experimental medication)

What happens if I decide to stop taking part in the research study?
(Note:  If this does not apply to your research, please omit this entry and delete the heading.)  [Explain the consequences of a volunteer's decision to withdraw from the research and any follow up the volunteer may be asked to complete, for reasons of safety.]

Suggested Text:

If you choose not to stay in the study, or if the Principal Investigator ends your part in the study, you will not lose any benefits to which you would normally be entitled. However, if you stop taking part in the study, we would ask you to do the following……
(State withdrawal procedures to include returning all study material.  NOTE: if further testing is needed after the volunteer's request for withdrawal, you must explain why the tests are necessary for the volunteer's welfare).

What happens if you find out anything new that affects me and the study?
Suggested Text:

While you are in the study, you will be told about any new findings (either good or bad) that might cause you to change your mind about staying in the study.  If new information is given to you, you will have to sign another consent form in order to continue to take part in the study.

Who are the people in charge of the research?
Suggested Text:

If you have a study related injury or illness, please contact the Principal Investigator listed below right away. If you have any questions about the study, please feel free to contact PI name and telephone number or one of the research staff at telephone number

For greater than minimal risk studies, include night/emergency telephone numbers.]

What if I have questions about my rights of taking part in this research study?

Suggested Text:

You freely agree to take part in this study. 

You may take back your consent at any time and end your part in the study without any penalty or loss of benefits to which you have a right.  You are not waiving any legal claims, rights or remedies because of being in this study.  If you have questions about your rights as a research volunteer, you may contact.  If you have questions about your rights as a research volunteer, you may contact the Human Protections Administrator at DSN 318-431-2453 and the Brooke Army Medical Center Judge Advocate at (210) 808-4075.
SIGNATURE OF STUDY VOLUNTEER

I have read the information provided above.  All oral and written information and discussions about this study have been in English, a language in which I am fluent. I have been given a chance to ask questions and all of my questions have been answered to my satisfaction.  I will be given a signed and dated copy of this form.

_____________________________________

Printed Name of Volunteer


______________________________            ______________             
Volunteer's Signature                                     Date

___________________________________________________________________________________

Volunteer's Unit and CONUS Address

______________________________________________________________________
SIGNATURE OF ADVISING RESEARCH STAFF

I have explained to the volunteer what it means to take part in this study, how long the study will last, the purpose of the study, the ways in which the study will be done and any discomforts or risks that could result from being in the study. I gave the volunteer a chance to ask questions about this study.  The questions were answered as best as I could.

______________________________________


Printed Name of Advising Research Staff



______________________________________
___________________________

Advising Staff's Signature
Date

_____________________________________

Witness printed name                 

_____________________________________     _______________________

Witness Signature                                                 Date


