
Consent (Permission) to be part of a Research Registry
Title of Registry: 

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 a research registry. 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 research registry because [state general reason why the person was identified to participate].  Before you give your consent (for your child) to be part of this research registry, 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.   

Revise this section to match the specifics of your registry.  Provide explanation of medical or technical terms so that the information is understandable to the lay person. 

PURPOSE

Many advancements in medicine have resulted from research involving the collection and

analysis of the medical record information of patients with a certain disease or condition.

Because you (your child)  are being seen for [XX] disease, we are asking for your (your child’s)  permission to allow us to place your (your child’s) past, current and future medical record information into a [XX] disease research registry. By placing the medical record information of many patients into a research registry, researchers will be able to conduct research studies directed at increasing our knowledge about [XX] disease.

It is anticipated that the research registry will assist our investigators in two important ways.

First, it will allow researchers to review and study the medical records of many individuals to

answer questions about this disease and its treatment.

Second, it will help researchers identify and recruit patients who are eligible for participation in

future research studies.  For example, physicians and other researchers associated with the

registry or [ XX] disease are also frequently involved in research studies directed at evaluating the safety and effectiveness of drugs, devices or procedures for the treatment of [XX] disease. If you agree to participate in this research registry, your medical record information will be reviewed by physicians and researchers to determine if you might qualify for various future research studies.

All patients who are seeking treatment or are being treated at the [XX] for [XX]
disease are being asked to participate in this Research Registry.

PROCEDURES

If you (your child) decide to take part, you (your child) will be asked to sign this consent form [Explain how the information will be obtained].  Your (your child’s) past, current and future medical record information will be placed into the research registry. This will permit research studies to be conducted on the medical record information contained within the research registry. You are being asked to allow us to contact you (your child) if one of our researchers determines, through review of your (your child’s )medical record information contained in the research registry, that you (your child)  are eligible for participation in a future research study directed at [XX]. Please note that if you (your child) qualify for any future research studies, you (your child) will be asked to sign a separate consent form that outlines in detail the nature of this research study, including its potential risks and benefits.

We will continue to place your (your child’s) medical record information into the [XX] disease

Research Registry until 1) you (your child) are no longer living; [or] 2) you withdraw your (your child’s) consent for participation in the research registry.

Your (your child’s) medical record information obtained for the [XX] disease research registry will be used for research purposes for an indefinite period of time.
RISKS AND DISCOMFORTS

There are no risks of physical injury associated with your (your child’s)  participation in the [XX] disease research registry. Participation in this research registry does involve the possible risk that information about your health might become known to individuals outside of the [XX].  We will attempt to preserve your (your child’s) medical record confidentiality by assigning a special research code number to your medical record information stored in the research registry, and by removing personal identifiers (for example, your (your child’s) name, social security number, medical record number) from information stored about you (your child) in the research registry. Information linking the research code number to your (your child’s) name and other personal identifiers will be stored in a separate secure location. Access to any identifiable information about you (your child) that is contained within the Research Registry will be limited to investigators and their research staff.

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 directly from participating in this research registry. The use of your (your child’s) medical information in future research could help us learn more about human health and how to improve it. We hope the information learned from research using the research registry information will benefit other people with similar conditions in the future.

ALTERNATIVES

You (your child) do not have to participate in this research registry. You (your child) can decide to stop participating in this research registry at any time.  Not participating in this research registry will not affect your (your child’s) medical care.

COSTS
You (your child) will not have to pay any money to take part in this research registry.

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.   
You (and your child) will not be paid for taking part in this research registry.  

You (and your child) will be receiving  (payment)     for taking part in this research registry.  
VOLUNTARY PARTICIPATION / WITHDRAWAL FROM STUDY   

Your (your child’s) participation in this research registry is voluntary. You (your child) may refuse to participate, or withdraw from the research registry at any time, without penalty or loss of benefits to which you are (your child) (is) otherwise entitled.  This will not affect the medical care you (your child) receive from the study doctor or University of Miami/Jackson Health System. You must tell the study doctor or research registry staff if you wish (your child) to stop taking part in the research registry.  Your (your child’s) participation in this research registry may be discontinued without your consent at any time if information is no longer needed. The Institutional Review Board (IRB), regulatory authorities, or the sponsor may also discontinue your (your child’s) participation in the  research registry. 

If you cancel your permission after you (your child) have (has) started in the research registry, the registry staff and the study doctor will stop collecting your (your child’s) health information and you (your child) will not be included as a potential future research participant.  However, investigators may continue to use the information they have already collected.  If you do not make such a request, the information may be stored indefinitely.  The researchers may choose to destroy the information at any time.

CONFIDENTIALITY

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.
By signing this consent form, you authorize the Investigator(s) and his/her/their research staff to access your (your child’s) medical records and associated information as may be necessary for purposes of this research registry. (If sponsored – This information will also be shared with the Sponsor of this registry, and persons working with the Sponsor to oversee the research registry.) 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) and Department of Health and Human Services (DHHS) 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.

WHOM TO CONTACT 

If at any time you have any questions about the research registry, you may contact <insert Principal Investigator name here> at <insert principal investigator telephone>Mailing address>.
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 TO PARTICIPATE

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

I have read this consent form, 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 procedures, risks and discomforts, and side effects have been answered.  If I have any further questions regarding this study, I should contact the appropriate person named above.  Based on this information, I voluntarily give permission (consent) (for my child) to take part in this study.


________________

__________________
Signature of Participant



Date


________________
Printed Name of Participant


________________

__________________
Signature of Parent/Legally Authorized Representative

Date


________________
Printed Name of Parent/Legally Authorized 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.


