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PROVIDER CONSENT FORM TEMPLATE

PLease note that text that is not in italics may not be modified or removed.  Do NOT REMOVE ANY SECTION HEADINGS.

Also note: This is a template to be used exclusively for research on provider behaviors that does not include any type of medical intervention and that does not include the collection of any health information from the provider.

Study Title: 
STUDY CONTACT INFORMATION:

If you have a general question about this research study, or if you have any concerns or complaints related to this research study, you may call {if appropriate, another person who works on the study such as the project coordinator who is on the List of Authorized Representatives to Administer Informed Consent may be listed here “at ###-###-####”or} any of the investigators listed below.

If you experience any illness, injury or other medical problem that you feel may be related to this study, please call {Provide a name, position, phone number and any other necessary instructions. If necessary, provide both a day and evening number or end with the statement “at any time of the day.” * See guidance below.} In the case of a medical emergency contact your local emergency medical service or go to your local emergency room.

* {Minimal risk studies do not require 24-hour availability but still must list a contact for medical problems.

Greater than minimal risk studies must have a clinician-investigator who is knowledgeable about the study and qualified to address the medical problem available 24 hours a day to take subjects’ calls.  These studies must use the Research Answering Service to triage after-hours calls.  You must forward study title and a call list to the IRB office prior to the beginning of subject recruitment.  

The recommended text is: “If you experience any illness, injury or other medical problem that you feel may be related to this study, please call [provide appropriate daytime information] and after-hours or on weekends call 1-866-785-9015 and tell the operator that you are a research subject from the Pittsburgh VA in [study title] and need to speak with Dr. [PI]. Then give the operator a phone number where you can be reached. The operator will get in touch with Dr. [PI] or another person listed below who will call you back."  

 {List and specify the Principal Investigator here.  Also list and specify all VA Co-Investigators.  Insert valid addresses and telephone numbers for all investigators.}   

STUDY SPONSOR: 

(Mention the name of the sponsor of the study or indicate “None” if applicable.)

PURPOSE OF THE RESEARCH STUDY: The purpose of this research {note: the word “research” is required} study is.....

You have been invited to participate in this research study because.......

{Mention the number of subjects nationally, if applicable, and at this site.}
DESCRIPTION OF THE RESEARCH STUDY: 

{Include the following information:

1. Experimental procedures to be followed 

a. use subheadings to describe the different stages of the study in relative chronological order, e.g. SCREENING EVALUATION, STUDY PROCEDURES, PHASE I, PHASE II, FOLLOW UP VISITS, END OF STUDY PROCEDURES, etc.} , 

b. limit the description to the experimental or research-related procedures as much as possible. If non-research related procedures are included in the description, they should be clearly identified as such.

c. mention location(s) of procedures (University Drive Division of the VA Pittsburgh Healthcare System, Highland Drive Division of the VA Pittsburgh Healthcare System, University of Pittsburgh Medical Center etc.)

2. Duration of participation (both total duration and duration of each study visit or each phase of the study, if applicable)

3. Explain what happens to the subjects at the end of their study participation.


RISKS AND BENEFITS: 

{Include limitations; inconveniences; discomforts; physical, social, economical, mental, and emotional risks; and potential benefits.  Risks should be quantified using percentages.  When appropriate, include a statement that the research may involve unforeseeable risks to the subject.  Also consider risks that the subject may experience because of the subject’s race, ethnicity, or other social factors. Particularly address any risk of litigation or other liability due to the provider’s position and indicate the precautions that have been taken to reduce these risks.

If there are any limitations placed on the subject due to participation in this research study, this should be mentioned here.   Examples of inconveniences/limitations include conducting extra clinical visits, completing daily diaries, additional discussions regarding patient care or treatment etc.   }

You may (or will not) directly benefit from participating in this study.  Your participation may help medical research discover (determine)_______

{Do not list payment to subjects as a benefit. Also, do not list indirect benefits in the consent form.  Remember that in most cases the individual will receive no direct benefit from participation and it should be stated as such. In those cases, there should be some benefit in terms of contribution to medical science for the future understanding and treatment of a condition or problem."}
ALTERNATIVES TO PARTICIPATION:
Please note that there is a relationship between the Benefits section and the Alternatives section of the consent form.  If a study holds out some prospect of direct benefit to the subjects, then the alternative section of the consent form should describe all other methods of receiving the equivalent type of benefit that are available outside of joining the study.  

If this is a "no direct benefit" study, which is often the case, then this section should state, "You have the alternative not to participate in this research study. "}

New Findings: You will be informed of any significant new findings during the course of the study, which may affect your willingness to continue to participate.
                 INVESTIGATOR INITIATED WITHDRAWAL: The investigator(s) may stop your participation in this study without your consent for reasons such as: it will be in your best interest; you do not follow the study plan; or you experience a study-related injury. {If applicable, describe how subjects would be withdrawn. Also, if applicable, describe the specific anticipated circumstances under which the subject’s participation may be terminated by you without regard to the subject’s consent.}

VOLUNTARY PARTICIPATION/RIGHT TO WITHDRAW: You understand that you do not have to take part in this study, and your refusal to participate will involve no penalty or loss of rights to which you are entitled.  You may withdraw from this study at any time without penalty or loss of VA or other benefits to which you are entitled.  

MEDICAL TREATMENT: (In accordance with VA guidelines, the following language must be included. It is not acceptable to add to or modify this language based upon sponsor recommendations or guidelines.) In the event that you sustain injury or illness as a result of your participation in this VA approved research study, conducted under the supervision of one or more VA employees, all medical treatment (emergent as well as medical treatment beyond necessary emergent care) will be provided by the VA.    

However, if such injury or illness occurred as a result of your failure to follow the instructions for this study, you may not be eligible for free care unless you have independent eligibility for such care under the Federal Law.

FINANCIAL COMPENSATION:  (In accordance with VA guidelines, the following language must be included. It is not acceptable to add to or modify this language based upon sponsor recommendations or guidelines.) If you sustain an injury or illness as a result of participating in this research study, you may be eligible to receive monetary compensation for your damages pursuant to applicable federal law.

COST AND PAYMENTS:  There will be no cost to you for your participation in this study {Include payment information here if applicable.} VA Providers may be compensated for research study participation that is not conducted on VA time.  For research study participation conducted on VA time, refer to Institutional Review Board Standard Operating Procedures, Section O. 
You must specify how payment will be made (cash, check, etc.) and when payment will be made (for example, “at the end of Visit 1,” or “after your follow-up interview,” etc.). Keep in mind that in most cases, payment is not for study participation but rather for lost time, transportation etc. Limited payment for participation may be allowed if there is no direct benefit to subjects and if the PI can show that similar payments are the standard for other approved studies or similar procedures in the community} 
PRIVACY AND CONFIDENTIALITY: 

· Information that will be used: {List the private information that you intend to use or disclose for this study.} 
· The People/Organizations Who Will Receive the Information: Your information will be used only as specified above and under the direction of the Principal Investigator of this research study and his/her research team. Your information may also be used by employees of the VA Pittsburgh Healthcare System Research and Development Office, as necessary, to perform their duties regarding research. Specify how the information collected will be stored at VAPHS. For example, “Any electronic or hard/paper copies of the information collected about you will be stored in a secured location. Any copies that contain information that could be used to identify you (such as your name, address, date of birth, etc. will be stored separately from any information that does not contain identifiers. Only those individuals who are authorized to review your information will have access to it.”
· You understand that every effort will be made to make sure that the information about you obtained from this study will be kept strictly confidential.  Your information may also be disclosed to the VA Pittsburgh Healthcare System Institutional Review Board, staff of the VAPHS Research Education and Compliance Office in order to perform audit and compliance duties, and federal agencies, such as the Office for Human Research Protections (OHRP) and the Government Accounting Office (GAO), in order to meet VA and other federal or local regulations. Finally, you consent to the publication of the study results so long as the information about you is anonymous and/or disguised so that your identity will not be disclosed.

RESEARCH SUBJECTS' RIGHTS:  You have read all of the above.  Dr. Insert PI name or his/her authorized representative has explained the study to you and answered all of your questions.  You have been fully informed of the risks, discomforts, and possible benefits of this research study.

 A description of the study has been provided to you, including an explanation of what this study is about, why it is being done, and the procedures involved. You have the right to ask questions related to this study or your participation in this study at any time. Your rights as a research subject have been explained to you, and you voluntarily consent to participate in this research study.  You will receive a copy of this signed consent form. (It might be important to prepare a short statement, “I received a signed copy of the signed consent form”, with signature of the subject and the date. This should be kept in the file with other documents.)

If you have any questions about your rights as a participant in this study, or wish to speak more about the study with someone not associated with the research study, you can call Dr. Ali Sonel, Associate Chief of Staff for Research and Development at (412) 954-5394.

As long as the study is renewed as required by the IRB, your signature on this document is valid for the duration of the entire research study. Should any changes occur during the course of the study that may affect your willingness to participate, you will be notified.  

By signing this form, you agree to participate in this research study.

_______________________________________    
_______________________

__________

Subject's Signature                        


Date




Time 

_______________________________________          _______________________               __________
Signature of Witness                       


Witness (Print)


Date

_______________________________________      ________________________           __________

Investigator/Person Obtaining Consent**

Researcher (Print)


Date         
**If person other than the Investigator is obtaining consent, he/she must be listed on the IRB-approved “List of Authorized Representatives to Administer Informed Consent.”

Version Date      {and version number if applicable}
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