The information in italics and yellow highlights is being provided as additional clarification of the federal requirements.  DELETE THIS AND ALL OTHER INSTRUCTIONS IN ITALICS and yellow highlights before submitting.  

· The consent form must be written in 1st person (e.g., You are being asked to take part in a research study about…).  
· The page numbering already inserted in the footer must be maintained to show what each page number is out of the total number of consent form pages (e.g., 2 of 4).
[PAGE 1 MUST BE PRINTED ON Department Letterhead]
CONSENT FORM

Title of Study:[insert]
Principal Investigator:  [insert]
Co-Investigator:  [insert if applicable]
Introduction:

This consent form describes a research study and what you may expect if you decide to take part.  You are encouraged to read this consent form carefully and to ask the person who presents it any further questions you may have before making your decision about being in the study.

You are being asked to take part in this study because...Specify condition, circumstances or other reason for recruitment, e.g., “You are being asked to participate in this study because you have come to the emergency room three times in the past six months.” Or “You are being asked to take part in this study as a healthy volunteer.”
This study is being conducted by [insert investigator names] of the University of Rochester’s Department of [insert department name].
Purpose of Study

Research is designed to benefit society by gaining new knowledge. The purpose of the study is to…  Describe the general purpose of the study and include relevant background information in lay terms.
Background

If applicable – Use this section if necessary to provide additional information about the purpose of the study.
Description of Procedures

If you decide to take part in this study, we will ask you to… Describe step-by-step what will be required of or done to the research subject in lay terms.  If there are multiple steps, use sub-headings, bullets, tables, pictures, etc.  

Include both experimental procedures and any related but non-experimental procedures.  If the study includes procedures that are standard care, differentiate between procedures that are standard care from procedures done for research purposes only.
Include where the study procedures will take place.  If different procedures will take place at different locations, specify accordingly.

If the study uses drugs refer to drugs by their generic name, not trade names.  You may choose to use the trade name at first mention of the drug if this clarifies the identity of a drug commonly identified by its trade name – e.g., “acetaminophen (Tylenol)”.

If the study involves randomization, explain this procedure, including the chances of receiving each of the study arms.  Suggested language:  “If you decide to take part in this study, you will be randomized to one of XX different treatments.  Being randomized means you will be chosen by chance (like flipping a coin [for two procedures/interventions] or pulling number numbers from a hat [for more than two procedures/interventions]).  You will have a 1 in XX chance of receiving one of the research procedures.
If the study involves the use of placebo, define placebo (e.g., a substance that looks like the study drug but has no active contents). 
If subjects, by completing tests to determine eligibility, may find out about a previously unknown illness, so note, and explain how such findings will be addressed.

If an HIV test is conducted to determine study eligibility, the subjects must be informed that:

· They will need to sign a separate consent form as required by New York State for HIV testing.

· In the event of a positive test, 
· they will be offered counseling about HIV infection and notification of any partners.

· per New York State law, their name will be released to the State Department of Health

Describe any prospective specimens to be collected (e.g. blood draw, hair, saliva, placenta, etc), including frequency and size/amount (i.e. blood draw – 2 tablespoons). Describe what will be done with the specimens, including plans for destruction/storage of the specimens upon completion of this study.
For studies that involve collection of data through x-ray, CT scan, or MRI, describe the procedure and frequency. 
· X-ray:  You will have an x-ray of your [lungs, done once at the beginning of the study, and again at the end of the study
· CT scan: You will need to lie still on a table with your [XXX] inside a large doughnut-shaped machine.  The table will move and the machine will make clicking and whirring noises as the pictures are taken.
·  MRI: [Once every two weeks, every 3 months, done once at the beginning of the study, and again at the end of the study] you will have a Magnetic Resonance Imaging (MRI) exam.  For the MRI exam, you will lie down on a narrow bed which will then be placed in a machine, which is shaped like a tunnel/tube that is 6 feet long by 2 feet wide and open at each end.
If the collection of information or specimens for future, unspecified research – separate from the current study objective(s) – is desired, subjects must be permitted to opt in or out of such activity.  Suggested wording to accompany check boxes on the consent form signature page:  “With your permission, we would like to keep some of your blood for future research.  If you don’t want your blood used for future research purposes, you can still be in the study.  You can let us know if you agree to the use of your blood samples for future research by checking the appropriate space at the end of this form.”
Number of Subjects

We expect XX subjects to participate in this study.  If this is a multi-center study, provide figures for both the whole study and for local enrollment at UR.
Duration of the Study

Your participation in the study will last…[1 day;  3 months;  1 year]
Risks of Participation <consistent with protocol and application>
Provide sufficient description of the risks to enable subjects to decide if they want to participate.  Information on probability of the risks and the magnitude and reversibility of harmful effects is helpful to this process.

For drug, device or procedure side effects, specify those that are reversible and those that may be permanent.  Describe what monitoring will occur to detect/control side effects.  If appropriate, state that the subjects may experience some or all of the side effects listed.  Note the possibility of side effects that haven’t been seen before.

Potential behavioral and psychological risks such as triggering bad memories, learning disturbing things about one’s self, nervousness about being observed should be included.

Describe any legal, social, or economic risks as well as risk to data confidentiality or subject privacy.

If the study involves blood draws, mention that this might cause pain and bruising at the site where the blood is taken, and sometimes, that drawing blood may cause people to feel lightheaded or even to faint.
Benefits of Participation

You will not benefit from being in this research study.
-Or-
You may or may not benefit from being in this research study.

-Or-
The potential benefit to you from being in this study may be…List any direct benefits to the subject that may reasonably be expected from the research.
**Payment to subjects for participation in not considered a benefit.
New Study Findings (If applicable)
If we discover anything that might make you change your mind about continuing in the study, we will let you know.

Alternatives  (If applicable)
Use this section to disclose appropriate procedures or courses of treatment, if any, that might be advantageous to the subject (e.g., standard treatment, no treatment, comfort care or participation in another study).

If the study is minimal risk and the only alternative is to not to participate this section is not necessary and should be deleted.
Sponsor Support

The University of Rochester is receiving payment from [insert sponsor name] for conducting this research study.
If the study is not funded by an external agency (i.e. departmental funds) this section may be deleted.

If the Principal Investigator or any other study personnel have a conflict of interest management plan with this study sponsor, insert disclosure statement here.
Costs 

If applicable – Use this section to disclose any additional costs that may result from participation in the study.  The following are examples of acceptable wording:
There will be no cost to you to participate in this study.
- OR -
Some of the tests/procedures/exams [specify what tests/procedures/exams] you will receive are standard care.  You and/or your insurance company will be responsible for paying for any tests/procedures/exams that are done as part of your standard care.   You are encouraged to discuss your coverage with your insurance provider.
If medications, tests and therapies are to be provided free as part of the study, please specify. 
Payments 

You will be paid $XX for participating in this study.   If subjects are to be paid for participation or reimbursed for expenses, specify the amount, schedule of payment and conditions for payment.  Payments should be based on a prorated system.  
-OR -   

You will not be paid for participating in this study. 
Circumstances for Dismissal 
If applicable – List the circumstances, if any, under which the subject’s participation may be stopped without their consent (e.g., “If you do not keep appointments for study visits or if you cannot complete study activities.” OR “If your disease becomes worse or if your doctor feels that staying in the study is harmful to your health.”  
Compensation for Injury (For greater than minimal risk studies only)
This section may be omitted if the study involves no more than minimal risk and no chance of personal injury. If you are directly injured by the drugs [or devices] that are being studied, or by the procedures solely required to participate in the study, you may need to pay for treatment of your injuries, but you will not be required to pay for emergency medical treatment provided at Strong Memorial Hospital or Highland Hospital.  The University may seek payment for this care from your health insurer or third parties.  Decisions regarding care and compensation for any other research related injury will be made on a case-by-case basis.
Confidentiality of Records and HIPAA Authorization

While we will make every effort to keep information we learn about you private, this cannot be guaranteed. Other people may need to see the information. While they normally protect the privacy of the information, they may not be required to do so by law. Results of the research may be presented at meetings or in publications, but your name will not be used.

The federal Health Insurance Portability and Accountability Act (HIPAA) requires us to get your permission to use health information about you that we either create or use as part of the research.  This permission is called an Authorization.  We will use your research record, … [Include a list of all information that may be used/disclosed as indicated in the protocol e.g., related information from your medical record (only if you will be collecting information from the medical record), results of laboratory tests (state which specific tests), information collected from questionnaires, and both clinical and research observations made while you take part in the research, screening logs, case report forms, etc.]
We will use your health information to conduct the study and to determine research results [Include a list of all other uses of the information, e.g., to monitor your health status, to measure effects of drugs/devices/procedures, and possibly to develop new tests, procedures, and commercial products.]  Health information is used to report results of research to sponsors and federal regulators.  It may be audited to make sure we are following regulations, policies and study plans. Strong Health policies let you see and copy this information after the study ends, but not until the study is completed.  If you have never received a copy of the Strong Health HIPAA Notice, please ask the investigator for one. [Note to Investigators: the Notice must be provided and receipt documented if this is the first contact with Strong Health/URMC (copies available on web).]
To meet regulations or for reasons related to this research, the study investigator may share a copy of this consent form and records that identify you with the following people:  The Department of Health and Human Services; the University of Rochester, and…  [Include every person, class of persons, or organization including any sponsors (by name), sponsor agents (e.g., CRO), data monitoring committees, government agencies such as the Food and Drug Administration (FDA) for drug/device studies, foreign government regulatory agencies, companies, coordination centers, data management centers, other research sites, etc. who might receive, and/or use the information.  All UR studies are subject to audit by the University and DHHS (even if not federally funded)] 

If you decide to take part, your Authorization for this study will not expire unless you cancel (revoke) it.  The information collected during your participation will be kept indefinitely. [Note to investigators: if you will destroy the records at a definite point that should be stated instead.]  You can always cancel this Authorization by writing to the study investigator. If you cancel your Authorization, you will also be removed from the study.  However, standard medical care and any other benefits to which you are otherwise entitled will not be affected.  Canceling your Authorization only affects uses and sharing of information after the study investigator gets your written request.  Information gathered before then may need to be used and given to others.  [Note to investigators:  Include the following sentence for drug/device studies: “For example, by Federal law, we must send study information to the FDA for drug and device studies it regulates.  Information that may need to be reported to the FDA cannot be removed from your research records.”]  

As stated in the section on Voluntary Participation below, you can also refuse to sign this consent/Authorization and not be part of the study. You can also tell us you want to leave the study at any time without canceling the Authorization.   By signing this consent form, you give us permission to use and/or share your health information as stated above. 

For studies having a federal Certificate of Confidentiality:  Insert language provided by the federal agency that issued the certificate or insert the RSRB template language located on RSRB website.
· For studies that involve an interpreter:

· Describe how you will help ensure that the interpreter will maintain confidentiality.

Contact Persons

For more information concerning this research or if you believe that you have suffered a research related injury, emotional or physical discomfort, please contact: [insert contact person’s name (for research related injury contact person must be an MD and listed on first page of consent form)] at [telephone number]
If you have any questions about your rights as a research subject, or any concerns or complaints, you may contact the Human Subjects Protection Specialist at the University of Rochester Research Subjects Review Board, Box 315, 601 Elmwood Avenue, Rochester, NY 14642-8315, Telephone (585) 276-0005.  For long-distance you may call toll-free (877) 449-4441.  You may also call these numbers if you cannot reach the research staff or wish to talk to someone else.
Voluntary Participation

Participation in this study is voluntary.  You are free not to take part or to withdraw at any time, for whatever reason, without risking loss of present or future care you would otherwise expect to receive.  In the event that you do withdraw from this study, the information you have already provided will be kept in a confidential manner.

**************************************************************

(All on one page)
□
I agree to the use of my blood [or other tissue] samples for future research.

□
I do not agree to the use of my blood [or other tissue] samples for future research.

Signature/Dates
Subject Consent
I have read (or have had read to me) the contents of this consent form and have been encouraged to ask questions.  I have received answers to my questions.  I agree to participate in this study.  I have received (or will receive) a signed copy of this form for my records and future reference.

Subject Name

Signature of Subject






Date

Person Obtaining Consent

I have read this form to the subject and/or the subject has read this form.  I will provide the subject with signed copy of this consent form.  An explanation of the research was given and questions from the subject were solicited and answered to the subject’s satisfaction.  In my judgment, the subject has demonstrated comprehension of the information.  I have given the subject adequate opportunity to read the consent before signing.
Name and Title

Signature of Person Obtaining Consent



Date
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