Confidentiality  
Certain offices and people other than the researchers may look at study records. Government agencies and Emory employees overseeing proper study conduct may look at your study records.  These offices include [the Office for Human Research Protections, the funder(s), the Emory Institutional Review Board, the Emory Office of Compliance]. Study funders may also look at your study records.    Emory will keep any research records we create private to the extent we are required to do so by law.  A study number rather than your name will be used on study records wherever possible. Your name and other facts that might point to you will not appear when we present this study or publish its results.

People Who will Use/Disclose Your Information:	Comment by Author: Replace “Sponsor” with “supporter” if applicable, throughout this section; remove references to Sponsor if there is no external funder or study supporter.
The following people and groups will use and disclose your information in connection with the research study:
· The Principal Investigator and the research staff will use and disclose your information to conduct the study and give you study related treatment.	Comment by Author: Remove if N/A
· Emory may use and disclose your information to get payment for study related activities and to run normal business operations. 	Comment by Author: Remove if N/A
· The Principal Investigator and research staff will share your information with other people and groups to help conduct the study or to provide oversight for the study.
·  __________ is the Sponsor of the study.  The Sponsor may use and disclose your information to make sure the research is done correctly and to collect and analyze the results of the research.  The Sponsor may disclose your information to other people and groups like study monitors to help conduct the study or to provide oversight for the study.  	Comment by Author: Insert Sponsor’s name, or delete bullet if N/A
· The research team and the Sponsor may use and disclose your information, including disclosure to insurance carriers to administer payment for subject injury. 	Comment by Author: Include this language if sponsor has agreed to pay for all or any portion of subject injury. Remove reference to Sponsor if N/A
· [ADD ANY OTHERS]. 	Comment by Author: Add any other persons or entities who will have access to the information and the purpose of their access. 
· The following people and groups will use your information to make sure the research is done correctly and safely:
· Emory offices that are part of the Human Research Participant Protection Program and those that are involved in study administration and billing.  These include the Emory IRB, the Emory Research and Healthcare Compliance Offices, and the Emory Office for Clinical Research. 	Comment by Author: Add names of other institutions and their offices if collaborating sites will use our consent form.
· Other researchers and centers that are a part of this study. 	Comment by Author: Include this if multi-site/collaborative research.
· Government agencies that regulate the research including:  Office for Human Research Protections; Food and Drug Administration; Veterans Administration.	Comment by Author: Delete those that are not applicable; add others if needed.
· Public health agencies.
· Research monitors and reviewer.
· Accreditation agencies.
· ADD ANY OTHERS.	Comment by Author: Add any other persons or entities who will have access to the information for safety or oversight purposes, including other IRBs which may have access to information
· Sometimes a Principal Investigator or other researcher moves to a different institution. If this happens, your information may be shared with that new institution and their oversight offices. Information will be shared securely and under a legal agreement to ensure it continues to be used under the terms of this consent.



