University of Miami - Medical Informed Consent Form
EPROST # ___________________

Version Date _____________


Consent (Permission) to Participate in a (Clinical) Research Study

Title of Study: 

Principal Investigator: 

Department:

Phone Number: 
Email Address: 

Study Contact Name:

Study Contact Telephone Number:  

Study Contact Email:  
READ THE FOLLOWING CAREFULLY 

This consent form contains important information, so that you can decide if you wish (for your child) to take part in this study. If you (or your child) have any questions that remain unanswered, please ask the study doctor or one of his/her research study personnel before signing this form.

You are being asked to (give permission for your child to) participate in a (drug) research study.  Before you give your consent (permission) for you (your child) to be part of this study, please read the following and ask as many questions as necessary to be sure that you understand what your (your child’s) participation will involve.   

PURPOSE
The purpose of this research study is to learn about     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Describe the general purpose of the study and include relevant background information. Describe in layman terms why the study is being done, what is the background on the agent or device, if any. Describe what the known information on safety and/or efficacy is.  
If applicable, include information on testing of an investigational drug or device.

If applicable, include information on testing of an approved drug or device whose use in this study is investigational.
You (your child) are being asked to be in the study because      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
                                                     

If applicable, describe target population.  Indicate selection criteria for study subjects.
NUMBER OF STUDY PARTICIPANTS
Include only one of the statements below:

 (For single-center studies)If you (your child) decide to be in this study, you (your child) will be one of approximately number people in this research study.

(For multi-center studies)A total of approximately number people at number institutions will take part in this study, including approximately number people from this institution.

DURATION OF STUDY
Indicate the length of time of the individual subject’s active involvement.  Include expected time needed for visits as well as the overall length of time in the study. Tell subjects whether there is any follow-up.  For stored specimens, indicate length of time of specimen storage.  


PROCEDURES
Describe in lay language, step-by-step, what will be required of or done to the research subject.  Please avoid describing study procedures in lengthy narrative form.  If there are multiple steps, use headers, bullets, tables, pictures whenever available. 
Overall design

Procedures to be performed, including frequency and follow-up.

· Describe diary cards, questionnaires, surveys, if any.

· For studies that involve questionnaires, include a statement informing the subject they may choose not to answer a question for any reason. 

· For any procedures indicate whether they are a requirement of participation in the study. 

· In research involving patients as subjects, provide the name of the physician responsible for the patient's welfare during the study.

Randomization

Explain to the subjects that they will be assigned by chance, like flipping a coin, to a study group.  Explain the study groups.

Blinding

Explain what this means and that a subject’s treatment arm can be determined by the PI in case of emergencies.  

For Specimens

Describe specimens to be collected, including frequency and size/amount. Describe what will be done with the specimens, including plans for destruction of the specimens upon completion of this research project. If specimens will be stored for as-yet-unknown tests, see consent form template for future research with biological samples 

NOTE: Please list both generic and trade names when referring to drug names. 

RISKS AND DISCOMFORTS
Describe in lay language, step-by-step, what risks may occur to the research subjects.  
· For each research procedure/intervention, describe immediate and long-term physical, psychological, and social risks/discomforts related to the research components.  
· If frequency of such risks or discomforts is known from previous studies, provide estimates of frequency.  It may be more meaningful for subjects to see risks grouped as Common, Uncommon, Rare, etc.  If the information is complex, you may use a table format to list the risks.     

· If applicable, include the risk of being assigned to a control group (e.g. placebo or observation arm). 

Standard language for studies that involve risk: In addition, there may be uncommon or previously unknown risks that might occur.  You (your child) should report any problems to the researcher staff.


You (your child) have the right to ask any questions about the potential and/or known hazards of this study at any time. You (your child) will be asked to tell the study doctor about any possible side effects you (your child) might have at any time during the study. 
Standard language for studies that involve no risks:  There are no additional risks to you (your child) from participating in this study.
REFERENCE: Boilerplate Language

BENEFITS

Choose or modify ONE of the following groups of sentences as appropriate to the specific study:
Research is designed to benefit society by gaining new knowledge.  You (your child) will not benefit personally from being in this research study.

Research is designed to benefit society by gaining new knowledge.  There is little chance you (your child) will benefit from being in this research study.

Research is designed to benefit society by gaining new knowledge. The benefits to you (your child) from being in this study may be      

 FORMTEXT 
     
ALTERNATIVES
Choose ONE option below:
Option 1: You (your child) do not have to be in this research study in order to receive treatment. Alternative procedures or treatments that are available include     

 FORMTEXT 
     

 FORMTEXT 
     
Option 2: You (your child) have the alternative not to participate in this study. You (your child) can decide to stop participating in this study at any time. Not participating in this study will not affect your ((your child’s) medical care.

COSTS
You or your insurance company will be responsible for medical costs of participating in this research study. If you have insurance, your insurance company may or may not pay for these costs. If you do not have insurance, or if your insurance company refuses to pay, you will be expected to pay.
Use this section to list any additional costs
· List the additional tests/visits/procedures to be performed for research purposes only. Describe who will be responsible for paying the cost of research tests, procedures, visits, etc. that are not standard of care or routine care. 
· Clearly explain what the likely costs will be for participation in this research study and who will be responsible for those costs  e.g. “… billed to you and/or your insurance.”   Or “… paid by the sponsor”. Or “…estimated costs to be paid by you”. 
· Describe specific items or procedures that may/may not be covered.  Include clinic fees, transportation, and parking fees (if known).
For Category B device studies, include the following:
You or your insurance company will be billed only what the University will pay to obtain the device from the manufacturer.
INCENTIVES/PAYMENTS TO PARTICIPANTS
Choose ONE applicable sentence.
Describe payment or gift and schedule for their receipt. Address how payment will be prorated in the event the subject withdraws from the study prior to completion.   Include information about any reimbursement for parking, transportation, etc.
You (and your child) will not be paid for taking part in this study.  
You (and your child) will be receiving  (payment)          for taking part in this study.  
COMPENSATION FOR STUDY-RELATED INJURY 
Choose or modify ONE of the following groups of sentences as appropriate to the specific study:
Non-Sponsored studies that involve greater than minimal risks: 

You may be exposed to risk of injury from participation in this study. If injury occurs, treatment will in most cases be available. If you have insurance, your insurance company may or may not pay for these costs. If you do not have insurance, or if your insurance company refuses to pay, you will be expected to pay. Funds to compensate for pain, expenses, lost wages and other damages caused by injury are not available.
Sponsored studies that involve greater than minimal risks: 

You may be exposed to risk of injury from participation in this study. If injury occurs, treatment will in most cases be available. If you experience an injury as a result of the study drug or procedures, the Sponsor will cover the cost of treatment of these injuries. Funds to compensate for pain, expenses, lost wages and other damages caused by injury are not available. 
Studies that involve minimal to no risks: 

Although risks are unlikely, if injury should occur, treatment will in most cases be available. If you have insurance, your insurance company may or may not pay for these costs. If you do not have insurance, or if your insurance company refuses to pay, you will be expected to pay. Funds to compensate for pain, expenses, lost wages and other damages caused by injury are not available
Standard language for studies that involve risk:   All medications can have side effects or other reactions. While you are taking part in this clinical study, your doctor will check your health very carefully.

VOLUNTARY PARTICIPATION / WITHDRAWAL FROM STUDY   

You (your child’s) participation in this study is voluntary. You (your child) may refuse to participate, or withdraw from the study at any time, without penalty or loss of benefits to which you (your child) are (is) otherwise entitled.  This will not affect the medical care you (your child) receive from the study doctor or UM/Jackson Memorial Hospital.   You do not waive any legal rights by signing this consent form.  You must tell the study doctor if you wish (your child) to stop taking part in the study.  Your (your child’s) participation in this study may be discontinued, without your consent, at any time by the study doctor, if he/she believes that participation in the study is no longer in your (your child’s) best interest.  The Institutional Review Board (IRB), regulatory authorities, or the sponsor may also discontinue your (your child’s) participation in the study. 

If you cancel your permission after you (your child) have (has) started in the study, the study staff and the Study doctor will stop collecting your (your child’s) health information.  Although they will stop collecting new information about you (your child), they may need to use the information they have already collected to evaluate the study results.  If you (your child) start(s) the study and then you cancel your permission, you (your child) will not be able to continue to participate in the study. This is because the study staff and/or the Study doctor would not be able to collect the information needed to evaluate the study drug.
REFERENCE: Boilerplate Language for student and employee rights.
CONFIDENTIALITY
By signing this consent, you authorize the Investigator(s) and his/her/their staff to access your (your child’s) medical records and associated information as may be necessary for purposes of this study. (If sponsored – This information will also be shared with the Sponsor of this study, and persons working with the Sponsor to oversee the study.) Your records and results will not be identified as pertaining to you in any publication without your expressed permission. The Investigator and his/her collaborators, staff (and the sponsor) will consider your records confidential to the extent permitted by law. The Food and Drug Administration (FDA), Department of Health and Human Services (DHHS) and your health care providers, including authorized University or Hospital staff not involved in the study may review these research records.  Your records may also be reviewed for audit purposes by authorized University of Miami employees or other agents who will be bound by the same provisions of confidentiality.

[ Include for clinical trials – Per FDA regulations, the exact wording is mandatory and cannot be altered ]
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time.  
Inclusion of Certain Study Test and Procedure Results in YOUR Medical Record

If you (your child) are or have been a patient at a University of Miami facility, then you (your child) will have a University of Miami medical record.  The University of Miami has implemented an electronic medical record system known as UChart, which will improve access to information important to your medical care.  

Since this study is related to your (your child) medical care, the University of Miami electronic system will show that you (your child) are a research participant and the consent form you sign will be included in your (your child) electronic medical record.  In order to provide as complete a record as possible, some of your (your child’s) study-related research information may also be placed in your (your child’s) University of Miami medical record.  This information will be available to University of Miami health-care providers and other authorized University of Miami staff who may not be engaged in the research study but who are involved in the provision of your medical care.  The confidentiality of the results and other documents in the University of Miami medical record will be governed by laws, such as HIPAA, that concern medical records.  

It is suggested that you tell any non University of Miami provider that you (your child) are participating in University of Miami research and that this information may be made available at your request.
Indicate how privacy and confidentiality will be protected: Briefly but as clearly as possible describe the key procedures for protecting the privacy and confidentiality of the individual’s data, such as, 

· How records will be secured.

· Who will have access to individually identifiable data (e.g. research collaborators, sponsors, etc.).

· Whether names or ID numbers will be used (if codes or numbers are assigned, describe how the linkage file will be secured).

The study site personnel may use your (your child’s) information to notify you of appointments, send you appointment reminders, or schedule additional appointments.  
REFERENCE: Boilerplate Language

WHOM TO CONTACT 

If at any time you have any questions about the study, you may contact <insert Principal Investigator name here> at <insert principal investigator telephone>.
In case of study-related injury, please contact <insert Principal Investigator name here> at <insert principal investigator telephone>.
If you have any questions relating to your (your child’s) rights as a research subject, please contact the University of Miami’s HUMAN SUBJECTS RESEARCH OFFICE (HSRO), at 305-243-3195.

AGREEMENT OF DECISION TO PARTICIPATE

You will receive a copy of this signed informed consent form.

I have read this consent, which is printed in English (a language which I read and understand).  This study has been explained to my satisfaction and all of my questions relating to (taking the study drug), the study procedures, risks and discomforts, and side effects have been answered.  If I have any further questions regarding this study, or in the event of a study-related injury, I should contact the appropriate person named above.  Based on this information, I voluntarily agree to give permission (consent) for me (my child) to take part in this study.

________________

__________________
Signature of Participant



Date


________________
Printed Name of Participant

________________

__________________
Signature of Parent/Legally Acceptable Representative

Date


________________
Printed Name of Parent/Legally Acceptable Representative


________________

Printed Name of Child (if applicable)


_______________


____________
Signature of Person Obtaining Consent



Date


________________
Printed Name of Person Obtaining Consent
Assent is required for participants age 7 to 18 years.  A separate assent form has been provided.
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