	INFORMED CONSENT DOCUMENT 
Instructions are in italics.

	DEPARTMENT OF THE AIR FORCE
(add in your department)

USAF ACADEMY, COLORADO, 80840

	Privacy Act and Freedom of Information Act
Privacy Issues:  Records of your participation in this study may only be released in accordance with federal law.  The Freedom of Information Act, 5 U.S.C. 552, the Federal Privacy Act, 5 U.S.C. 552a, and their implementing regulations may apply.  I have read the Privacy Act Statement contained in DD Form 2005.  I understand that records of this study may be inspected by the U.S. Food and Drug Administration (FDA), the sponsoring agency and/or their designee, if applicable.

	TITLE OF STUDY

(Enter title of study; after IRB approval has been received and any necessary changes have been made to the ICD, enter the PROTOCOL NUMBER, the protocol approval date, and the date the ICD was finalized )

PROTOCOL NUMBER: __________  DATE STUDY APPROVED:  ________  DATE ICD APPROVED: _________  

	INVESTIGATORS' NAME(S), DEPARTMENT(S), PHONE NUMBER(S)

(Enter appropriate information for principal investigator and associate investigators.  Add Medical Monitor for those research studies where medical oversight is needed to assure participant safety.)


	PURPOSE OF STUDY

You are asked to consider participation in a research study at (Name of location), (sponsored by the ______ (if pertinent), entitled “(name of study)”.  The purpose of the study is ……                  
This study will enroll (approximate number) of subjects over a period of (number of days/months/years). You will be asked to make (approximate number) of (inpatient/outpatient) visits during your participation.   

 (Describe the study in lay terms.  Explain the nature, purpose(s), approximate number of participants, processes to be followed, and the duration of participants’ involvement.  If the study involves alternatives to treatment which might be advantageous to the participant [e.g., physical therapy, counseling services, etc.,] identify which procedures are experimental)

	PROCEDURES
If you volunteer to participate in this study, we will ask you to undergo the following procedures.  (Identify and describe the procedures 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 and a listing of inclusion/exclusion criteria.  State the frequency of tests, x-rays, etc.)  For randomized studies, include a paragraph on randomization procedures.  If appropriate, explain that there may be a change in treatment/procedures based on the subject’s response, i.e., the subject may be assigned to a different treatment arm or removed from the protocol.  As a participant, you will be randomized to one of (number) groups described below.  Randomized means that you are put into a group by a selection similar to flipping a coin.  You will have an ______ (equal/one in two, one in three, etc.) chance of being assigned to any of the groups.
Should your investigator find it necessary for you to have a procedure requiring additional informed consent, a separate informed consent document will be completed at the time of the procedure.



	BENEFITS

The possible benefit of your participation is ___________. Potential benefits to subjects or others should not be overstated.  If there is no likelihood that participants will not benefit from participation in the study state so in clear terms.
Include only direct benefits to the research participant or others.  Direct benefits are those where the research participant will personally gain something from participating in the study (e.g., money, course credit).  Use the following statement:  

(example:  There are no direct benefits from this study.  You will not be paid to participate in this study.  This project is not designed to treat any medical condition that you have, so there is no alternative course of treatment that would be advantageous to you   The only alternative to participation in this research is to not participate).
There are direct benefits from your participation in this study.  Describe the benefit(s) using second-person language.  If this benefit(s) is available without participating in the study, state the conditions for obtaining it (e.g., submerged body fat measurements can be obtained at a local gym for an average cost of…).  

If there are only indirect benefits to the participants (e.g., furthering knowledge, understanding of experimental design), use the following statement:    There are no direct benefits to you for your participation in this study.

Do not describe indirect benefits; they may be discussed in recruitment material or during recruitment.

	RISKS/INCONVENIENCES

Identify each procedure and describe any reasonably foreseeable risks, discomforts, or inconveniences.  For example, state that they may experience bruising and soreness at the site where blood is drawn.  Make some estimate of the frequency or severity of the risk, if known.  If no risks are known, state “there are no known risks associated with this study.”  In addition to physiological risks any discomforts, describe any psychological, social, or legal risks that might result from participation in the study.  (Describe in second-person language and lay terms any reasonably foreseeable risks, discomfort, or inconveniences to the participant from participation in the study [e.g., two trips to the laboratory for 1-hour test sessions].  Include any additional costs to the participant that may result from participation.  If no risks are known, state “there are no known risks associated with this study.”  In addition to physiological risks and discomforts, describe any psychological, social, or legal risks that might result from participation in the study.)

	ALTERNATIVES

If you decide not to participate in this study, other treatment, including _____________and/or __________ may be available to you.
Always include the following statement:

Choosing not to participate is an alternative to participating in this study.
If you are using the DFBL Participant Pool, there is a direct benefit and you must include the following statement in addition to the above statement:

The alternative to participation in this research that is available to you is to receive equal credit as it is stated in your course syllabus and the DFBL Participant Pool Information and Guidelines for your course.

	IN THE EVENT OF INJURY

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 or if you believe you have received a research-related injury, you may contact the USAF Academy Institutional Research and Assessment Division (HQ USAFA/XPX) at 719-333-6593, the medical monitor or the investigator..

	OCCURRENCE OF UNANTICIPATED ADVERSE EVENT

If an unanticipated event occurs during your participation in this study, you will be informed immediately.  If you are not competent at the time to understand the nature of the event, such information will be brought to the attention of your next of kin.

	COMPENSATION FOR TREATMENT OF INJURY

If you should require medical care for injuries which result from participation in this study, the medical or dental care that you are entitled to is governed by federal laws and regulations.  If you have questions about your rights or if you believe you received a research-related injury, please contact the USAF Academy Institutional Research and Assessment Division (HQ USAFA/XPX) at 719-333-6593.

	CONFIDENTIALITY

Describe how personal identities will be protected:  When the results of the research are published or discussed in conferences, no information will be included that would reveal your identity.  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.

Include a clear statement as to what will be done with my identifiable information about the participant:  who will have access to such information, how will it be stored, how long will it be maintained.

If the study involves the collection of photographs, videos, or audiotapes, describe how confidentiality of the subject will be maintained.

When research records may be subject to inspection by FDA,USAF/SGRC, funding agency or industrial sponsor:
 USAF/SGRC may inspect your study records (add the name of any other agency, e.g., U.S. Food and Drug Administration (FDA), the sponsoring agency)


	QUESTIONS REGARDING PARTICIPATION IN THIS RESEARCH STUDY

If you have questions about this research study, you should contact the principal investigator….. 

If you have questions about your rights as a research participant, or if you have received a research-related injury, you should contact the USAF Academy Institutional Research and Assessment Division (HQ USAFA/XPX) at 719-333-6593.



	DECISION TO PARTICIPATE
Your participation in this project is voluntary.  Your choice whether or not to participate will not affect your military or Air Force Academy career.  If you decline to participate, there is no penalty or loss of benefits to which you are entitled under applicable regulations.  You have the right to withdraw consent or stop participation at any time without penalty.  Your withdrawal from this project will not cause loss of benefits to which you are otherwise entitled. You have the right to refuse to answer particular questions or to decline any procedure.  You may ask that still photography or video recording be stopped at any time.
Consent to Participate:
●The decision to participate in this study is completely voluntary on my part.  No one has coerced or intimidated me into participating in this program. I am participating because I want to. 
● I understand that my decision about whether or not to participate will not affect my military career in any way.  

●The investigators have adequately answered any questions I have about this study, my participation, and the procedures involved.  I also understand that an investigator will be available to answer any questions concerning procedures throughout this study. 

●I understand that if significant new findings develop during the course of this study that may relate to my decision to continue participation, I will be informed.  

●I understand that I may withdraw this consent at any time and discontinue further participation in this study without prejudice to my rights. 

 ●I also understand that the investigator may terminate my participation in this study at any time if he/she feels this to be in my best interest. 

●  I have read all of the above.  My questions have been answered concerning areas I did not understand.  I am willing to take part in this study.  After I sign this form, I will receive a copy


	My signature below indicates my willingness to participate in this research study, my receipt of a copy of this document, with all three required signatures, and a copy of the Research Subject’s Bill of Rights.

________________________________

Participant's printed name
________________________________
 
  _________________  
Participant's signature



   Date
                      

	___________________________________
  _____________
  Advising Investigator’s Signature 
                 Date

	I witnessed the participant's signature to this informed consent document.

______________________________

  _______________  
Witness’ Signature 


                   Date

	Distribution:  Principal Investigator and Participant


[Type text]

Informed Consent Form Effective 1 May 2005
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