[Instructions for using this Informed Consent Form Template:  statements or comments in red italics are for your guidance.  Fill in the requested information being sure to delete this paragraph and any of the instructions or samples before submitting the completed informed consent form to the IRB.  Modify this template as needed per your specific research project, but remember to include the key elements of consent which are identified as headings in Bold Print/ underlined.   
Consent should be written in the 2nd person (e.g., you/your).  Do Not Use the word “understand.”]
* * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * *

St. John Hospital and Medical Center

22101 Moross, Detroit, Michigan 48236

CONSENT TO PARTICIPATE IN A (CLINICAL) RESEARCH STUDY

and

AUTHORIZATION TO USE OR DISCLOSE PROTECTED HEALTH INFORMATION FOR RESEARCH

Title:  Insert Here
Principal Investigators:  Insert Here
Office Phone:  Insert Here
This form contains information about a (clinical) research study.  You are being asked to participate in a research study sponsored by the Departments of Medical Education and/or (insert department name here) at St. John Hospital.  If you choose to participate in this research study, you will agree by signing your name to the last page.  After you sign the form, you will be given a copy, and an additional copy will remain in your medical chart.
You are being asked to participate in this research study because you are a patient with (insert the condition being studied), meet the requirements, and are being seen at St. John Hospital and Medical Center (if different than St. John Hospital and Medical Center, insert location here).    All subjects participating in research must volunteer, and be informed about the purpose, risks, benefits if any, and alternatives.  If you have any questions about this research or the consent form, please ask.
Why is this research being done?
(In lay terminology describe (1) the reason for the research,( 2) the purpose, and (3) the objective.)

THIS IS A SAMPLE:
Congestive Heart Failure (CHF) occurs when the heart is unable to pump enough oxygen rich blood to the body during regular physical activity.  Because you have CHF, your doctor is asking you to participate in this study to determine if a diet low in sodium (salt) will reduce how often you have symptoms, reduce swelling in your legs, and improve your health.

We hope to compare (describe the usual care) with the (describe study intervention) in (the condition that the PI is interested in studying).

SAMPLE: 
We hope to compare what you usually eat and drink (usual diet) with a 4 week diet that is reduced in sodium. At the end of the 4 weeks, we will compare your symptoms during your usual diet period to your symptoms during the low sodium diet period.
If enrollment is randomized:
The researchers will compare two different groups.  You will be randomized (put into one group by chance).  Your chances of being in one group are 1 in 2, like flipping a coin.

If single-blind:
This is a single-blind study, which means you will not know which group you are in until the study is completed.

If double-blind:

This is a double-blind study, which means that neither you nor your doctor will know which group you are in until the study is completed.
How many people will take part in this study?

Approximately (insert total number of subjects and the correct demographic, e.g. men and women) will be in this study.  (If multi-site study, also indicate the total number of subjects anticipated for the entire project.)
How long will I be in this study?

You will participate in this study for (insert how long you expect this will take place, in hours, days, months, years or tasks, including any period of follow-up necessary.)  Your part in the study is completed once (insert what will be the final contact with this patient, e.g., clinic visit, phone call, mailed questionnaire, blood draw, ECG, etc.)
What will happen if I take part in this research study?
Your doctor has determined that you have (insert condition).

(Describe all procedures, tests, drugs, or schedules that will occur during the study.  Include a brief description of what the subject-participant will have done.)

SAMPLE:

You will take one vitamin tablet every day for three weeks.

SAMPLE:

The first 4 weeks of the study you will record, on a special form, everything you eat or drink.  The form is divided into 4 sections:  morning, afternoon, evening and snacks.  Record your diet as close to the section as possible.

You will then meet with a dietitian, who will prepare a special diet for you to follow for the next 4 weeks.  You will record everything you eat or drink like you did before.
THIS IS A SAMPLE:

If you agree to participate, your blood will be drawn for the measurement of (insert what you are measuring, e.g., lipids, cholesterol and sugar and the amount to be drawn).  If possible, the blood needed for the study will be drawn at the same time you have blood drawn for other standard lab tests.  Your medical record will also be reviewed for additional information related to the study, such as… (indicate what data will be collected from the medical records, e.g., previous HbA1c, history of chest pain, or shortness of breath, other health problems, surgeries, etc.)
Indicate some of the inclusion and exclusion criteria.

SAMPLES:

You cannot be taking (anything contraindicated) or have (insert exclusion) because it may affect the study results.

If you are a woman of child-bearing age, you cannot be pregnant at the start of the study, or get pregnant during the study duration because (insert reason if any) could affect your unborn baby.

What are the risks of the study?
The risks may include (insert information on possible risks.  Include all risks, preferably by category of risk as noted below. Qualitative and numerical descriptors should be included with each category of risk.  Examples of common definitions include:
· Likely (occurs in more than 25% of people – more than 25 out of 100 people)
· Common (occurs in 10-25% of people – 10 to 25 out of 100 people)

· Infrequent (occurs in 1-10% of people – 1 to 10 out of 100 people)

· Rare (occurs in less than 1% of people – less than 1 out of 100 people)

NOTE:  If the level of specificity is not feasible, explain why in the application form.

SAMPLE: There may be a risk of bruising when your blood is drawn and it may continue to bleed from the site.  A blood clot may form, your vein and nearby tissue could swell, or you may faint).  
Every effort will be made to minimize any discomfort and these risks.  There is no known health risk of having your medical records reviewed.  There is a possible risk of loss of confidentiality.  There may be other risks that are unknown at this time.
If there is a potential risk to an unborn or nursing child, these risks should be addressed in this section.
You should tell the person obtaining your consent if you are currently participating in any other medical research studies. 


What are the Reproductive Risks?
If you are pregnant or breastfeeding, you cannot take part in this study.  You may be required to have a blood and/or urine test to see if you are pregnant before you begin this study treatment.  If you are sexually active, it is important that you not become pregnant or father a child for this medication may be harmful to your unborn child.  You must discuss your pregnancy plans with your doctor before enrolling in this study and agree that you will take the appropriate precautions not to become pregnant while enrolled in the study.  For women, if you become pregnant or have reason to believe you might be pregnant, please inform your doctor immediately.  Once you are no longer receiving this study treatment, discuss with your doctor when it might be safe to become pregnant or become a new father.
What are the benefits of the study?
There may be no direct benefit to you in participating in the study.  It is possible that you may (if there are possible benefits, explain).

In the future, other patients may benefit from the results of this study, when they become known.

What other options are there?
One option is to not participate.  Another option is standard treatment for your medical condition, which may include (describe).  You do not have to participate in this research study in order to receive treatment for your (insert condition).

Do I have to participate in this study?
Your participation in this study is voluntary.  Your refusal to participate will cause no penalty or loss of benefits which you would otherwise receive.  If you decide to participate, you may change your mind about being in the study, and may quit at any time without penalty of loss of benefits regarding your future care.  If new information becomes available during the study that may affect your willingness to continue in the study, your doctor and/or his/her associate will discuss this information with you.  Also, your doctor may stop your participation at any time if he/she feels it is in your best interest.  If this happens, you may be asked to return for a follow-up visit.
Will it cost anything to participate?
Required component:
Explicitly describe what the subject (and/or the subject’s health care insurer) will have to pay for as a result of participation in the study.  Taking part in this study may lead to added costs to you or your insurance company.  Items related to your routine medical care will not be covered.  You have the right to ask what it will cost you to take part in this study.  These costs may include: (insert items here)
Or:

If there are no extra medical costs, or if all of the costs (including those related to research injuries) are to be born by the study sponsoring/funding agency, the following statement must be made:  We do not expect there to be any additional costs to you if you participate in this study.  Items related to the routine medical care that you would receive even if you did not participate in this study will be billed to you or your insurance company.  You have the right to ask what it will cost you to take part in this study.

Will I be paid to participate?

Required component:

There will be no compensation to you for your participation in this study.

Or:

Although payments are usually monetary, both patients and normal healthy volunteers may be offered incentives other than money.  However, the incentives and the conditions under which the incentives are to be provided are not to be coercive nor should they unduly influence a subject to participate or to continue to participate in this study.  If incentives for participation will be provided to research subjects, the incentives being offered and the conditions under which they will be offered must be clearly described.  If the incentive is monetary, a prorated schedule must be provided, the total payments should be stated, and the timing of the payment should be described.  

For example:  You will be paid $______ per (day, night, treatment, visit).  You will be paid at (after each procedure, at each visit, at the end of the study).  If you complete the study, you will be paid a total of $____.  If you do not finish the study, you will be paid for the part that you did complete.
Confidentiality of Records
Required language:
The principal investigators will have access to your medical records and your test results.  While absolute confidentiality cannot be guaranteed, all medical records and research material which could identify you will be kept as confidential as possible within the state and federal laws.  You should be aware that your medical records could be examined by the sponsor, the Institutional Review Board (a group of people who review the research to protect your rights), or government agencies in order to verify the data collected during this research study.  If the results of this study are presented in any public forum, you will not be identified by name.

What if I am injured?

Explain whether any compensation and any medical treatments are available in injury occurs and, if so, what they consist of, or where further information may be obtained.  This must not conflict with the contract (if there is one).  When completing this section, it is important to keep in mind that the consent form cannot include any exculpatory language through which the subject or his/her representative is made to waive or appear to waive any of the subjects’ legal rights or to release or appear to release the investigator(s), sponsor(s), or this institution from liability for negligence.

Required component:

This language should be used unless the study is sponsored by NIH or the Federal Government.  If the sponsor/funding agency will pay for medical care necessary to diagnose and/or treat any research-related adverse reaction, injury, or illness, the extent of this compensation should be described.  (This section should reflect the information in the contract with the sponsor (if applicable), but be rephrased in lay language for easy readability by the subject.)  For example:  If you are injured as a direct result of being in this study, the study sponsor (add sponsor name here), will cover the costs of your medical treatment necessary to diagnose and/or treat your injury.   Financial compensation for such things as lost wages, disability, or discomfort due to the injury is not routinely available.  You are not giving up any of your legal rights by signing this consent form.
Or:

For studies in which the sponsor will not cover costs or for non-sponsored research or in which there is no sponsor:  There is no federal, state, or other program that will compensate you or pay for your medical care if you are injured as a result of participating in this study.  You and/or your medical insurance may have to pay for your medical care if you are injured as a result of participating in this study.   You are not giving up any of your legal rights by signing this consent form.

Who do I call with questions about the study or to report an injury?

If you have any questions regarding a research-related injury, you can contact:


Dr. Principal Investigator’s name at (office phone number or pager number).
If you have any questions about your rights as a subject in this clinical research study, you may contact the IRB representative at 313-343-8314 or 313-343-3863 at St. John Hospital and Medical Center.


Authorization to Use and Disclose Protected Health Information (PHI)
Your participation in this study will require the use and disclosure of certain medical and other information about you.  You will not be able to participate if you do not agree to the use and disclosure of your information.  Protected health information, or PHI, includes information such as name, birth date, or email address.

The protected health information (PHI) that may be used or disclosed includes:
· All information collected during the research study as described in this form,
· The information that is contained in any medical record that is created during your participation in this research, and
· Other information in your medical record that may be considered related to your participation in this research, which may include:  your medical history, physical examination results, laboratory test results or other test results (like an x-ray scan, biopsy, EKG).


Who may see, use or disclose your PHI:

 FORMCHECKBOX 

The researchers and members of the research team.

 FORMCHECKBOX 

Other health care providers or employees of St. John Health who provide services to 

your for this study.


 FORMCHECKBOX 

Representatives of the Institutional Review Board, the FDA (Food and Drug 


Administration), or other governmental agencies involved in research monitoring.


 FORMCHECKBOX 

Members of the safety monitoring board.


 FORMCHECKBOX 

Other agencies as required by law.


 FORMCHECKBOX 

The sponsor, (insert Sponsor’s name)

 FORMCHECKBOX 
 
A clinical research organization or other agent of the sponsor


 FORMCHECKBOX 

A laboratory outside of St. John Health System


What this Authorization means

We cannot guarantee that your protected health information (PHI) shared or disclosed under 
this Authorization may not additionally be shared or disclosed by the individual or 
organization that receives the information and your privacy may no longer be protected by the 
law.


You do not have to disclose your PHI; however, if you choose not to disclose your PHI you 
will not be able to participate in this study.


If you do sign below, you are agreeing to disclose your PHI.  You have the right to withdraw 
your permission at any time.  To withdraw your permission, you must do so in writing. You 
may send the 
written withdrawal to (insert principal investigator’s name and address).  You 
will no longer be allowed to participate in the research if you withdraw your permission.  
Also, you should be aware that any information collected before written notice to withdraw 
your approval for the collection of your PHI is received may still be shared as you have 
agreed.


This Authorization expires when all data have been collected, analyzed, and conclusions 
about the study have been made.


You have the right to review your PHI.  However, if you agree to participate in the research 
study and sign below, you will not be able to look at your research information until the 
research study is completed.

CONSENT
You have had the opportunity to fully discuss the purpose of this (clinical) research study and how it will be carried out.  Your questions have been answered.  Any technical terms you did not understand have been explained to you.  You have read this consent form or it has been read to you.  Your participation in this study is fully voluntary and you may withdraw at any time.   If you refuse to participate or later withdraw from the study, it will not affect your care in any way.  By consenting to participate in this study, you are not waiving any other legal rights you may have because you are a subject in this study or as a patient at St. John Hospital and Medical Center.

Your signature below acknowledges that you voluntarily agree to participate in this clinical research study, and you will receive a signed copy of this form.

_____________________________________________

Printed Name of Research Subject or Legally Authorized Representative

______________________________________________

_________________________

Signature of Research Subject or Legally Authorized Representative

Date

______________________________________________

Printed Name of Witness to Signature, if applicable
______________________________________________

_________________________

Signature of Witness, if applicable*





Date

______________________________________________

Printed Name of Person Obtaining Consent

______________________________________________

__________________________

Signature of Person Obtaining Consent





Date
*If applicable, in the following conditions: if subject is legally blind or illiterate.
Language in the Reproductive Risks section is REQUIRED with modification for gender only (e.g., study involves only females).








Do not change anything after this point, except to add in the sponsor’s name and the name of the principal investigator.  Be sure to check all appropriate boxes below.


*** Delete this entire box before submitting form to the IRB. ***
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