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

Lay Title: Insert lay title of experiment, intervention or observation here in 8th grade or lower level English 
STUDY CONTACT INFORMATION:

If you have a general question about 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 a 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 a 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.......

{You should list the FDA approval status of any test articles to be used in this study}

{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. If applicable, describe how incidental clinical findings will be handled (ex. Abnormalities seen on a research MRI scan).  Be sure to include how the subject will be notified, whether the subject’s provider will be notified, and how the findings will be handled if the subject does not have a 
provider.  For example: “During this test we may see something that should be checked by your primary care doctor.  If that happens, we will call you within a week of the test to let you know.  We will then send the test results to your primary care doctor. If you do not have a primary care doctor, we will refer you to one within the VA system. Please note that we are not specifically looking for any medical problems so it is very unlikely that we will find any underlying issues. This test is not the same as regular medical care.” 

4. Explain what happens to the subjects at the end of their study participation, i.e., will the focus of the study (drug, device, etc.) still be available to the subjects afterwards, if during the study, the subjects appeared to benefit from the drug, device, etc.}


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.  You must also include appropriate statements about unforeseeable risks to women of childbearing age (age 65 and younger) and/or the embryo or fetus if applicable. Subheadings may make this section easier to read in such cases where the study procedures involve a considerable number of risks. Also consider risks that the subject may experience because of the subject’s race, ethnicity, or other social factors. 

If there are any limitations placed on the subject due to participation in this research study, this should be mentioned here.  For example, if there are prohibited concomitant medication or drug interactions, these should be listed here.  If the dose of the study drug(s) is fixed and not adjusted for each individual subject and this is contrary to the standard of practice, this should also be mentioned, for example, "Because you will receive a fixed dose of (study drug(s)), your study doctor will not be able to adjust the amount of medication you receive in order to find the dose that works best for you." A statement should also be included highlighting the importance of disclosing participation in other research studies. For example, “Because there may be other risks associated with participating in multiple research studies, you must tell the research staff about any other studies you are currently participating in, both within and outside of the VA.” 


Other examples of inconveniences/limitations include attending extra clinical visits, completing daily diaries, collecting and storing daily urine samples, required hospitalization, etc. }

{Please use subheadings for each item described here.  Order these subheadings in decreasing magnitude of potential harm (therefore venipuncture risks should be listed after the risks of any investigational drugs/devices), e.g.,  STUDY DRUG #1, STUDY DRUG #2, PREGNANCY RISKS AND BIRTH CONTROL METHODS, etc.}

{When applicable, especially in cases involving a study medication or device, add a section about risks of withdrawal, including the recommended clinical follow-up procedures that the subject may be asked to participate in upon withdrawal and the risks associated with refusing follow-up upon withdrawal from the study.}

As private information is collected about you as part of this study, there is a risk to your privacy and confidentiality. The research staff will take every precaution to protect your identity and the confidentiality of the information collected about you. 
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 therapeutic benefits in the consent form, i.e., don't state that subjects will receive more clinical attention, tests, procedures, visits, etc. than they would outside of the research study.  The Council on Ethical and Judicial Affairs of the American Medical Association has stated:  "For individuals who have access to either inadequate or nonexistent basic health care, this may create enormous coercive pressures to agree to participate in a research study...a system that uses research participation to remedy inequities in the delivery of basic health care is unacceptable. 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:
{NOTE:  If a study involves FDA-approved products (drugs, devices, etc.) that are the focus of the study and there is some belief that these products may provide direct benefit to the subjects as used in the study, and the products are locally available to the subjects, the alternative section of the consent form should list these FDA-approved products as available outside of the research study.  Otherwise, omitting such information could be considered a subtle form of coercion (and is prohibited by federal regulations) as some subjects may conclude that they only way that they can obtain such FDA-approved products is to join the research study, which is often not the case.  If access is limited, e.g., access requires approval of an off-formulary request, then this fact should also be mentioned, in lay language.

For example, if you are evaluating an FDA-approved drug for a new indication, in a study that holds out the prospect of direct benefit to the subjects because the drug(s) is FDA-approved and is locally available, it should be listed here as available outside of the research study.

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, including the items that are the focus of the study (unless the items are not available outside of the study, e.g., investigational drugs that have not received approval for marketing by the FDA).  Alternatives are not limited to drugs, devices, biologics, or the standard of care for the patient population. Consider other procedures or clinical medical management as a valid alternative to participation.

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 from the study in terms of the use of a test article such as a medication and how the safety of the subject would be ensured during this process. 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. If you withdraw, you may be asked to return for a final study visit in order to assure your safety. 

You may also withdraw your consent for the use and disclosure of the identifiable information we have already collected about you without penalty or loss of VA or other benefits to which you are entitled. If you do withdraw your consent for the use and disclosure of your identifiable information, you will also be withdrawn from participation in this study. You must submit your withdrawal in writing to the investigator listed on the first page of this consent. Again, you may be asked to return for a final study visit in order to assure your safety. Please note that even if you withdraw your permission for us to use the information about you, we are required by regulatory agencies to record any information that relates to the safety of any study-related procedure or intervention.
For investigators who recruit potential subjects from their own patient populations, please incorporate the following: 

Your doctor is also involved as an investigator in this research study. As both your doctor and a research investigator, s/he is interested both in your medical care and the conduct of this research study. You are under no obligation to participate in this or any other research study offered by your doctor. Before you agree to participate in this research study, or at any time during your participation in this study, you may discuss your care with another doctor who is not associated with this research study. 
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 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, however if you are receiving medical care and services from the VA that are not part of this study, and you are a veteran described in federal regulations as a "category 7" veteran, you may be required to make co-payments for the care and services that are not required as part of this research study. {Include payment information here if applicable. 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 health information that you intend to use or disclose for this study. This needs to be very specific. For example, “During the course of this study, we will collect private information such as your name, Social Security Number, laboratory values, physical exams, and other medical information.”  Be sure to list the specific types of tests, exam results or other data that will be collected.  For example, “We will collect information about your past cardiovascular medical history and information about medications you are currently taking.”  Note: If HIV, sickle cell anemia, drug and/or alcohol abuse treatment information is to be disclosed, this information must be specifically identified in the description. Your name, address, date of birth, and Social Security Number will be used only as necessary within the VA Pittsburgh Healthcare System, but other private information may be disclosed to the study sponsor, ABC Inc. (if applicable).} If you have an adverse experience during the course of the study, your entire medical record may be used and disclosed as clinically necessary as well as pursuant to federal and state laws and regulations. 
· The People/Organizations Who May Use or Disclose 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 private 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.”
· The People/Organizations Who Will Receive the Information: 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.  {In this section, describe the individuals or organizations who may receive private health information directly from the site, such as the study sponsor monitors, the clinical research organization, central laboratories, and any other collaborators not listed on the consent form and provide a description of the purposes of these disclosures. State specifically the nature of the data sent to these individuals and organizations; include details regarding transmission, storage, and the specific procedures that will be used to protect the confidentiality of the research subjects (e.g., coding of research data, de-identification of research data, etc.). Please note that to be considered de-identified the data must meet both the HIPAA and Common Rule definition of de-identified data.(HIPAA definition- removal of all 18 identifiers that could be used to identify the individual, individual’s relatives, employers, or household members; Common Rule definition-removal of all information that would identify the individual or would be used to readily ascertain the identity of the individual.  If data is sent to collaborators, please be sure to address the methods used for transfer including those used for both hard and electronic copies. Remember, disclosure occurs when the information leaves the facility. For example, “Data that we record about you may be sent via a secure website, courier and or facsimile to QRX Corporation (the corporation coordinating this study), to ABC Drug Company (the company that makes the study drug), and the laboratories working for them on this trial in order to monitor your progress in this research study
. The data that will be shared with the study sponsor will not include your name or any information that may directly identify you. Instead your data will be coded with the study number, which may include your initials (if applicable).” Note: if any identifiable information will be shared, please specify the nature of that information. “ In the course of the trial, visitors (known as monitors) may come from ABC Inc. (if applicable) to verify that the data has been collected properly for FDA or other Federal agency reporting requirements. If so, they may review all of your records from six months prior to the date you signed this consent up to the day they visit. Sometimes, they will need to take notes or copy some pages. We will replace your name, address and SSN on these pages with your study number” (If applicable).} If applicable, add a statement that for FDA-regulated research, the FDA may inspect the records that include the subject’s individual medical record. Once your individually identifiable health information is released to outside entities as specified above, it may no longer be protected by Federal laws or regulations and may be subject to additional disclosures by those individuals or organizations that receive it.  Your information may also be disclosed to the VA Pittsburgh Healthcare System Institutional Review Board (the committee that oversees human research), 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. You do understand that research records, just like hospital medical records, may be released or disclosed pursuant to applicable federal and state law as well as to federal and state agencies that are responsible for oversight of medical research. You also understand that medical information may be shared with your healthcare provider(s) with your consent, and possibly without your consent if permissible under federal laws and 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.

· Expiration Date or Event: Insert the expiration date for use of PHI {Describe how long the information will be used. “End of study” or “End of Study or X years, whichever is later” are acceptable}

RESEARCH SUBJECTS' RIGHTS:  You have read or have had read to you 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.  You have been fully informed of other treatment choices available to you.

You understand your rights as a research subject, and you voluntarily consent to participate in this research study.  You understand what the study is about and how and why it is being done.  You will receive a copy of this signed consent form.

If you have any questions about your rights as a participant in this study or to verify the validity of this study, you can call Dr. Ali F. Sonel, Associate Chief Of Staff /R&D, at (412) 365-4274.  
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 and you understand that you will be notified of any changes in the study that will affect you.

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}
�I added this as an example for investigators of a description of the purposes of the disclosure.
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