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Study ID: STUDY-XX-XXXXX                                                                                                                 Form Version Date: [Use DD.MMM.YYYY for date format, i.e. 27Jul2022]

__________________________
STUDY INFORMATION:
Study Title:

Study site(s): [Remove any sites not engaging in the research] Icahn School of Medicine at Mount Sinai, Mount Sinai Hospital, Mount Sinai Beth Israel, Mount Sinai Morningside, Mount Sinai West, New York Eye & Ear Infirmary of Mount Sinai

Lead Researcher (Principal Investigator): [First Name, Last Name, Degree(s)]
Phone: [e.g., 212-XXX-XXXX; this number should reach the research team directly, not be just a general clinic or department number]
You have agreed to participate in the research study mentioned above and have signed a separate informed consent form that explained the procedures of the study and the confidentiality of your personal health information. 

As part of this study, some of your private and/or protected health information will be obtained, used, and shared with your permission. There is a Federal Health Insurance Portability and Accountability Act (HIPAA) that makes sure this is done correctly and safely. 
What is protected health information (PHI)? 

PHI is the combination of two things:
1. PHI contains information that identifies you. It will be used to contact you and link you to your health information, like name, date of birth, medical record number, and address.  
2. PHI also contains health information, including information about your mental and physical health from your visits to doctors or hospitals, or from study visits. 
Every time you visit a hospital or your doctor, PHI is created and recorded in your medical record by your healthcare providers. In the same way, the PHI created as part of this study will be linked to who you are and your medical information. 
What PHI is collected and used in this research study, and might also be shared with others?
Please ensure that this information is consistent throughout the RUTH application.
The following paragraphs must be precise and customized as appropriate:
As part of this study, the research team at the hospital(s) involved in the research will collect your [At a minimum you should include any of the following if collected: name, address, telephone/fax numbers, dates directly related to the individual (birth, admission, discharge, date of death, etc.), e-mail/internet protocol (IP) addresses or web universal resource locators (URL’s), social security number, medical records number, health plan numbers, account numbers, certificate/license numbers, vehicle identifiers, device identifiers, biometric identifiers, photographic images, other unique codes]
During the study the researchers will gather information by: 
Choose and modify as needed. 
· Reviewing and/or taking a medical history (includes current and past medications or therapies, illnesses, conditions or symptoms, family medical history, allergies, etc.)
· Doing a physical examination that generally also includes blood pressure reading, heart rate, breathing rate and temperature
· Completing the tests, procedures, questionnaires and interviews explained in the Description Section of the research informed consent form.
· Reviewing HIV-related information, which includes any information indicating that you have had an HIV related test, or have HIV infection, HIV related illness or AIDS, or any information which could indicate that you have been potentially exposed to HIV. [If you do not intend to access this information for research purposes, delete]

· Reviewing genetic tests [If you include this, your protocol needs to explicitly address this special class of records and appropriate access to this information should also be disclosed in the main consent under the Description Section]
· Reviewing mental health records [If you include this, your protocol needs to explicitly address this special class of records and appropriate access to this information should also be disclosed in the main consent under the Description Section] 
· Reviewing alcohol and/or substance abuse records [If you include this, your protocol needs to explicitly address this special class of records and appropriate access to this information should also be disclosed in the main consent under the Description Section]
· Reviewing psychotherapy notes [If you include this, your protocol needs to explicitly address this special class of records and appropriate access to this information should also be disclosed in the main consent under the Description Section] 
Why is your PHI being used?

Researchers need the information that identifies you so they can contact you during the study. They need your health information and the results of any tests and procedures being collected as part of this study to answer the questions posed in the study. The purpose of the study is discussed in the research informed consent form. Before researchers analyze the data, they remove any information that would let others know who you are or that you took part in the study. If researchers publish or present study results at scientific meetings, lectures, or other events, their presentations would not include any information that would let others know who you are, unless you give separate permission to do so.
Include this statement if applicable, otherwise delete it, unless sharing of research information is not permitted as outlined above, (for example, the results of an experimental test):

The Lead Researcher may also use and share the results of these tests and procedures with other healthcare providers at Mount Sinai who are involved in your care or treatment.  The research team and other authorized members of The Mount Sinai Health System (“Mount Sinai”) workforce may use and share your information to ensure that the research meets legal, institutional or accreditation requirements. For example:
· The Mount Sinai Program for the Protection of Human Subjects is responsible for overseeing research on human participants and may need to see your information. 
· If you receive any payments for taking part in this study, the Mount Sinai Finance Department may need your name, address, social security number, payment amount, and related information for tax reporting purposes.  
· If the research team uncovers abuse, neglect, or reportable diseases, this information may be disclosed to appropriate authorities. 
Who, outside Mount Sinai, might receive your PHI?

As part of the study, the Lead Researcher, research team and others in the Mount Sinai workforce may disclose your PHI, including the results of the research study tests and procedures, to the following people or organizations: (It is possible that there may be changes to the list during this research study; you may request an up-to-date list at any time by contacting the Lead Researcher.)
· The United States Department of Health and Human Services (DHHS) and the Office of Human Research Protection (OHRP) (the government organization that is responsible for protecting human research participants).
Modify the following list as appropriate – delete or add items as necessary. For EACH LISTING include a brief description of WHY they will receive the information (the examples below are suggestions only):
· Other collaborating research center(s) and their associated research/clinical staff who are working with the researchers on this project: List all sites; if greater than 6, list the first 6 and add: and other sites available on request. [It is also permissible to reference at this point a website that maintains a current list of sites, as long as the list is printed out and given to the participant at the time this authorization is signed.]
· Research data coordinating office and/or their representative(s) who will be responsible for collecting results and findings from all the centers: [name that group or company]
· Outside laboratory who will be performing laboratory analysis for all the research centers involved in this project: [name that company or organization]
· The commercial sponsor and/or their representative (who will use the results for submissions to the Food and Drug Administration (the government organization that approves drugs or devices for medical use): [name that group or company]
· The sponsoring government agency and/or their representative who need to confirm the accuracy of the results submitted to the government or the use of government funds: [name that agency]
· Contract Research Organization (whose job is to help organizations fulfill their responsibilities in the research and development process): [name that company]
· A Data Safety Monitoring Board or other committee that will monitor the study on an ongoing basis for safety.

· If the research is FDA regulated, add: The United States Food and Drug Administration

· For studies involving prisoners: If you are a prisoner, your medical and/or research records may also be given to officials and agencies within the criminal justice system when necessary and permitted by law.

· Others: [name other groups who might receive the PHI, and why; examples may include foreign regulatory agencies, outside firms doing telephone polling, internet hosts, etc.]

Please choose one of the following paragraphs based on whether your study has a Certificate of Confidentiality (CoC). Please note the chosen paragraph must be precise and customized to fit this study.
For studies with no CoC:  In all disclosures outside of Mount Sinai, you will not be identified by [name, social security number, address, telephone number, or any other direct personal identifier] unless disclosure of the direct identifier is required by law. Some records and information disclosed may be identified with a unique code number. The Lead Researcher will ensure that the key to the code will be kept in a locked file, or will be securely stored electronically. The code will not be used to link the information back to you without your permission, unless the law requires it, or rarely if the Institutional Review Board (IRB) allows it after determining that there would be minimal risk to your privacy. It is possible that a sponsor or their representatives, a data coordinating office, a contract research organization, may come to inspect your records. Even if those records are identifiable when inspected, the information leaving the institution will be stripped of direct identifiers.  Additionally, when applicable, the monitors, auditors, the IRB, OHRP, as well as the Food and Drug Administration (FDA) will be granted direct access to your medical records for verification of the research procedures and data. OHRP and FDA are authorized to remove information with identifiers if necessary to complete their task. By signing this document you are authorizing this access. The results of this research may be published. However, your name and other identifying information will be kept confidential.
OR
For studies with a CoC [Please note that effective 10/1/17, all NIH-funded studies active as of 12/31/16 were granted a CoC and consent forms should be updated accordingly]:
In almost all disclosures outside of Mount Sinai, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier. Some records and information disclosed may be identified with a unique code number. The Lead Researcher will ensure that the key to the code will be kept in a locked file, or will be securely stored electronically. The code will not be used to link the information back to you without your permission, unless the Institutional Review Board (IRB) allows it after determining that there would be minimal risk to your privacy. The Certificate of Confidentiality obtained from the Department of Health and Human Services will not be used to prevent disclosure to local authorities of child abuse and neglect, or harm to self or others. It is possible that a sponsor or their representatives, a data coordinating office, or a contract research organization, may come to inspect your records. Even if those records are identifiable when inspected, the information leaving the institution will be stripped of direct identifiers.  Additionally, OHRP, as well as the Food and Drug Administration (FDA) will be granted direct access to your medical records for verification of the research procedures and data. OHRP and FDA are authorized to remove information with identifiers if necessary to complete their task. By signing this document you are authorizing this access. The results of this research may be published. However, your name and other identifying information will be kept confidential.
For how long will Mount Sinai be able to use or disclose your PHI? [A specific duration can be given, but has to be consistent with FDA, faculty handbook, and other guidelines.] Otherwise, just insert this sentence: Your authorization for use of your PHI for this specific study does not expire.

Will you be able to access your records?
Use this paragraph for blinded studies or other studies where access will be denied in order to protect the integrity of the research; otherwise delete it: During your participation in this study, you will not be able to access your medical records. This will be done to prevent the knowledge of study results from affecting the reliability of the study. Your information will be available should an emergency arise that would require your treating physician to know this information to best treat you. You will have access to your medical record and any study information that is part of that record when the study is over or earlier, if possible. The research team is not required to release research information to you that is not part of your medical record.
Use this paragraph for open label studies and other studies for which access will not be denied; otherwise, delete it: During your participation in this study, you will have access to your medical record and any study information that is part of that record. The research team is not required to release research information to you that is not part of your medical record.
Do you need to give us permission to obtain, use or share your PHI?
NO! If you decide not to let the research team obtain, use or share your PHI, you should not sign this form, and you will not be allowed to volunteer in the research study. If you do not sign, it will not affect your treatment, payment or enrollment in any health plans or affect your eligibility for benefits.
Can you change your mind?

If you decide to stop being in the study, please contact the Lead Researcher or the research staff.

The research team may ask you whether they can continue to collect information from your medical record. You will also have to decide if you wish to limit the continued use of the information collected during the study. Under US privacy laws you may also withdraw your permission for the researchers to use and share any of your protected information for research, but you must do so in writing to the Lead Researcher at the address on the first page. 
Even if you withdraw your permission, the Lead Researcher may still use the information that was already collected, but only to complete this research study. Your health information may still be used or shared after you withdraw your authorization if you have an adverse event (a bad effect) from taking part in the research study.
If participants are not patients of the Mount Sinai Health System site engaging in this research, and the information being gathered remains solely in the research record, the need to give out a Notice of Privacy Practices is eliminated and the following sentence can be removed (when in doubt leave the following sentence in, and give out the Notice of Privacy Practices to those who have not received it during the course of clinical care): If you have not already received it, you will also be given The Hospital’s Notice of Privacy Practices that contains more information about how The Hospital uses and discloses your PHI.

It is important for you to understand that once information is disclosed to others outside Mount Sinai, the information may be re-disclosed and will no longer be covered by the federal privacy protection regulations. However, where possible, Mount Sinai has entered into agreements with those who will receive your information to continue to protect your confidentiality.

By signing this document:

· You are permitting the Mount Sinai Health System, your doctors and other health care providers to disclose your health information to the researcher for the purposes described above. 

· You are permitting the Mount Sinai Health System to use your personal health information collected about you for research purposes within our institution. 

· You are also allowing the research team and the Mount Sinai Health System to disclose that personal health information collected about you to outside organizations or people for research purposes as described above.

· You recognize that your information may also be used as necessary for your research-related treatment, to collect payment for your research-related treatment (when applicable) and to run the business operations of the hospital. 

· You recognize that once information is disclosed to others outside Icahn School of Medicine at Mount Sinai and The Mount Sinai Hospital the information may be redisclosed and no longer be covered by the federal privacy protection regulations.

If researchers are reviewing your medical records or asking questions about your medical history or conditions, it is possible that they may learn information related to your HIV status.  If that is the case, the following information concerns you.  If researchers are not reviewing your medical records or asking questions about your medical history or conditions, then you may ignore the following section.  
	Notice Concerning HIV-Related Information

If you are authorizing the release of HIV-related information, you should be aware that the recipient(s) is (are) prohibited from re-disclosing any HIV-related information without your authorization unless permitted to do so under federal or state law.  You also have a right to request a list of people who may receive or use your HIV-related information without authorization.  If you experience discrimination because of the release or disclosure of HIV-related information, you may contact the New York State Division of Human Rights at (888) 392-3644 or the New York City Commission on Human Rights at (212) 416-0197.  These agencies are responsible for protecting your rights.


SIGNATURE

I have read this form and all of my questions about this form have been answered.  By signing below, I acknowledge that I have read and accept all of the above.

____________________________________________
Signature of Participant or Authorized Representative

____________________________________________
Print Name of Participant or Authorized Representative

_________________________________________

Date

_________________________________________
    

Description of Authorized Representative’s Authority   

________________________________________
Print Name of Participant if signed by Representative
CONTACT INFORMATION

The contact information of the participant or authorized representative who signed this form should be filled in below.

	Address:

    

______________________________

______________________________

______________________________

______________________________
	Telephone:

___________________ (preferred)

___________________ (optional)

Email Address (optional):

____________________________


THE PARTICIPANT OR AUTHORIZED REPRESENTATIVE MUST BE PROVIDED WITH A COPY OF THIS FORM AFTER IT HAS BEEN SIGNED.
Ver 05.03.2023

                                             HIPAA Authorization

