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CONSENT FORM

Title of Project:

Name of Principal Investigator:
Other Investigators:
We would like to request your participation as a subject in this research project.  The purpose of the project is to (               ).   Please include a very detailed description of the project in easy to understand layman’s terms.  The description should include the amount of time involved, the number of sessions, and all protocol procedures that the subject will be expected to experience.  For example, rather than saying “2ml of blood will be drawn,” identify how much blood in ounces, and how often it will be drawn and when, who will draw the blood, how the blood will be drawn, how long it will take, and how it will be used, etc..  If you are paying for subject participation, indicate how much, for what period of time, and when they will be paid.
NOTE: Italicized phrases are NOT TO BE INCLUDED in the consent form.  They are just included to guide you.  Brackets indicate insertion of appropriate language in that space. 

You were selected as a potential subject because (                ).

Benefits: 

 
Your participation may result in the following benefits (describe all benefits to the subject, the community, and society).

Risks: 
It is also possible that the following risks may be involved (describe in detail all potential risks).  There are always some risks.  Federal guidelines prevent indicating “no risks.”   The following paragraph must also be included if the research involves more than minimal risk.  
SUNY, State College of Optometry does not have a formal plan or program to provide for the cost of medical treatment or compensation for any injury which may occur as a result of you participation.  Although there is no potential for injury anticipated in this research, if such injury occurs you should immediately notify the principal investigator of the study.  If there is an external sponsor, please provide the name and identifying information of sponsor and indicate if that sponsor is or is not contractually responsible for subject injury.
Voluntary Consent: 
Your participation in this research is completely voluntary.  This means that you do not have to participate if you don’t want to, and your decision to participate or not will have no effect on any other treatment or benefits you are entitled to from us or this institution.  If you decide to participate, you can change your decision and withdraw from the project at any time without any penalty or losing any benefits you have already earned.
Who to Contact:
If, at any point, you have questions about this project, please contact (name and phone number of principal investigator).  If you have any questions about your rights as a subject, contact the Chairman of the Institutional Review Board (212.938.4104) or the Office of Research Administration and Research Privacy Officer (212.938. 4104), researchprivacy@sunyopt.edu.  

Confidentiality of Records and Authorization to Use/Share Protected Health Information for Research

If you agree to participate in this research, identifiable health information about you will be used and shared with others involved in this research. For you to be in this research we need your permission to collect and share this information. Federal law protects your right to privacy concerning this information. 

When you sign this consent form, it means that you have read this section and authorize the use and/or sharing of your protected health information as explained below. Your signature also means you have received a copy of the SUNY, College of Optometry’s (SUNY-O) Notice of Privacy Practices. (The RF Notice of Privacy Practices should be given to each subject at the time consent for participation in the study is obtained). 

Individually identifiable health information under the Federal Privacy Law is considered to be any information from your medical record, or obtained from this study, that can be associated with you, and relates to your past, present, or future physical or mental health or condition. This is referred to as protected health information.  It includes name, date of birth, address, as well as medical information.

Your protected health information will be kept confidential. Your identity will not be revealed in any publication or presentation of the results of this research.

(For research activities, where a certificate of confidentiality (COC) has been obtained, insert the COC language here.)

(If the study involves use of video/audio taping of the subject, include a statement specifically addressing for what purposes the tapes will be used, who has access to the tapes, how they are stored, and what happens to the tapes once the study has ended.  For example, are they erased after all the necessary information is collected from them, are they kept for archival purposes, educational purposes, etc.?). 
Why is it necessary to use/share your protected heath information with others?
The main reason to use and share your health information is to conduct the research as described in this consent form. Your information may also be shared with people and organizations that make sure the research is being done correctly, and to report unexpected or bad side effects you may have.  In addition, we may be required by law to release protected health information about you. An example may be if a judge requires such release in a lawsuit, or if you tell us of your intent to harm yourself or others.

What protected health information about you will be used or shared with others as part of this research?

We may use and share the results of tests, questionnaires, and interviews. We may also use and share information from your medical and research records. We will only collect information that is needed for the research.

Who will be authorized to use and/or share your protected health information?

The researchers, their staff, and the staff of SUNY-O participating in the research will use your protected health information for this research study. In addition, the SUNY-O Institutional Review Board (IRB), a committee responsible for protecting the rights of research subjects, and other SUNY-O staff who supervise the way the research is done may have access to your protected health information. 

The researchers and their staff will determine if your protected health information will be used or shared with others outside of SUNY-O for purposes directly related to the conduct of the research. 

With whom would the protected health information be shared?
Your protected health information may be shared with:
( The sponsor(s) of this study, specific name;

( The Contract Research Organization (CRO), specific name, a company hired by the sponsor to run the study;

( The SUNY, College of Optometry Institutional Review Board (IRB), Associate Dean for Research, or The Data Safety Monitoring Board reviewing the safety of this study;
( Federal agencies that supervise the way the research is conducted, such as the Department of Health and Human Services Office for Human Research Protections, the Food and Drug Administration (FDA), the National Institutes of Health, or other offices as required by law.  

( Your insurance company (only add if third party payers are expected to pay for any procedure/treatment or test performed in the course of the research).

(Add or delete additional entities as necessary (e.g., collaborating research sites, outside laboratories, cooperative study groups, etc).  Note that if an entity is not listed, that entity CANNOT legally receive the subject's health information.)

All reasonable efforts will be used to protect the confidentiality of your protected health information. However, not all individuals or groups have to comply with the Federal privacy law. Therefore, once your protected health information is disclosed, i.e., leaves SUNY-O, the Federal privacy law may not protect it.  
For how long will your protected health information be used or shared with others?
There is no scheduled date at which this information will be destroyed or no longer used. This is because information that is collected for research purposes continues to be used and analyzed for many years and it is not possible to determine when this will be complete.

Can you withdraw your authorization to collect/use/share your protected health information?

You always have the right to withdraw your permission (revoke authorization) for us to use and share your health information, by putting your request in writing to the investigator in charge of the study.  This means that no further private health information will be collected. Once authorization is revoked, you may no longer participate in this research activity, but standard medical care and any other benefits to which you are entitled will not be affected. Revoking your authorization only affects uses and sharing of information obtained after your written request has been received, but not information obtained prior to that time. 

Even after you withdraw your permission, SUNY-O may continue to use and share information needed for the integrity of the study; for example, information about an unexpected or bad side effect you experienced related to the study. 

Can you have access to your health information?

At the end of the study, you have the right to see and copy health information about you in accordance with the SUNY-O policies; however, your access may be limited while the study is in progress. 

If I am a patient at the University Eye Center (UEC):

I approve   /   do NOT approve  (circle one) the use of a UEC research participation form to be included in my clinical record (initials of research subject  _______ )

Consent To Participate In Research & Authorization To Use And Share Personal Health Information (For Subjects 18 Years of Age and Older)


I hereby give my consent to participate in this research study and agree that my personal health information can be collected, used, and shared by the researchers and staff for the research study described in this form. I will receive a signed copy of this consent form.
 
______________________________________



__________________
Signature of Subject    






Date

_______________________________________



__________________             Signature of Legally Authorized Representative (if appropriate)
Date

________________________________________                                                                                                        Print name of Legally Authorized Representative (if appropriate)                                                                                                                                                                                                                                
______________________________________



__________________
Relationship to Subject    





Date
______________________________________



__________________
Signature of Person Obtaining Consent



Date                                                                                          
______________________________________



__________________
Signature of Witness 
(if appropriate)



Date
The paragraph below must be included if it’s anticipated that the subject will receive payments of $600 or more during the calendar year by participating in this project.  Also include space for the subject's full legal name, address, Social Security Number, and signature and date on the signature page of the Consent Form.
“By accepting payment(s) for participating in this study, certain identifying information about you may be made available to professional auditors to satisfy Federal and State reporting requirements, but confidentiality will be preserved. Please note that if you earn $600 or over in a calendar year as a research subject, these earnings will be reported to the Internal Revenue Service."
Assent/Consent To Participate In Research & Authorization To Use And Share Personal Health Information: (For Subjects less than 18 Years of Age)

The nature and the purpose of the above research study have been explained to my child and me; we have agreed to have my child participate in the research study. We also agree that my child’s personal health information can be collected, used and shared by the researchers and staff for the research study described in this form. We will receive a signed copy of this consent form.

______________________________________



__________________
Signature of Parent/Guardian





Date

______________________________________



__________________
Signature of Subject (when appropriate)



Date

______________________________________



__________________
Signature of Person Obtaining Consent



Date

______________________________________



________________
Signature of Witness 
(if appropriate)



Date
The nature and the purpose of the above research study have been explained to me; I have agreed to have my child participate in the research study. I also agree that my child’s personal health information can be collected, used and shared by the researchers and staff for the research study described in this form.  I will receive a signed copy of this consent form. My child’s consent has not been obtained for the following reasons:

                                                                                                                                                          ____________________________




____________________           Signature of Parent/Guardian





Date

      


 __________________________________   



____________________       



 Signature of Person Obtaining Consent/ Authorization 

Date






_____________________________ 




____________________        

Signature of Witness






Date
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