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Title:  

Johns Hopkins CIRB HIPAA Authorization/Consent Form Addendum

(Attach to all John Hopkins CIRB Consent Forms)

How will your privacy be protected?
Johns Hopkins has rules to protect information about you.  Federal and state laws also protect your privacy.  
The research team working on the study will collect information about you.  This includes things learned from the procedures described in this consent form.  They may also collect other information including your name, address, date of birth, and other details.

Generally, only people on the research team will know your identity and that you are in the research study.  However, sometimes other people at Johns Hopkins may see or give out your information.  These include people who review research studies, their staff, lawyers, or other Johns Hopkins staff.

People outside of Johns Hopkins may need to see your information for this study.  Examples include government groups (such as the Food and Drug Administration), safety monitors, other hospitals in the study and companies that sponsor the study.

Organizations that may look at and/or copy your medical records for research, quality assurance, and data analysis include:
· The Children’s Oncology Group
· National Cancer Institute (NCI) Clinical Trials Cooperative Groups
· Representatives of the NCI, Food and Drug Administration (FDA), and 
· Other U.S. and international governmental regulatory agencies involved in keeping research safe for people
· The Johns Hopkins Medicine IRB
· The Central Institutional Review Board (CIRB) of the National Cancer Institute
· The Pediatric Central Institutional Review Board (CIRB) of the National Cancer Institute
We cannot do this study without your permission to use and give out your information.  You do not have to give us this permission.  If you do not, then you may not join this study.

We will use and disclose your information only as described in this form and in our Notice of Privacy Practices; however, people outside Hopkins who receive your information may not be covered by this promise.  We try to make sure that everyone who needs to see your information keeps it confidential – but we cannot guarantee this.

The use and disclosure of your information has no time limit. You may cancel your permission to use and disclose your information at any time by notifying the Principal Investigator of this study by phone or in writing.  If you contact the Principal Investigator by phone, you must follow-up with a written request that includes the study number and your contact information.  The Principal Investigator can be reached by phone at Insert phone number or by sending a letter to:  


[image: image1]
If you do cancel your permission to use and disclose your information, your part in this study will end and no further information about you will be collected. Your cancellation would not affect information already collected in the study.


What treatment costs will be paid if you are injured in this study? 
Johns Hopkins and the federal government do not have a program to pay you if you are hurt or have other bad results from being in the study.  However, medical care at Johns Hopkins is open to you as it is to all sick or injured people.  
· If you have health insurance:  The costs for any treatment or hospital care you receive as the result of a study-related injury will be billed to your health insurer. Any costs that are not paid for by your health insurer will be billed to you. 
· If you do not have health insurance:  You will be billed for the costs of any treatment or hospital care you receive as the result of a study-related injury.

By signing this form you will not give up any rights you otherwise have to seek compensation 
for injury.

What other things should you know about this research study?
a.     What is the Institutional Review Board (IRB) and how does it protect you?
The Johns Hopkins Medicine IRB is made up of:
· Doctors
· Nurses
· Ethicists
· Non-scientists
· and people from the local community. 
The IRB reviews human research studies. It protects the rights and welfare of the people taking part in those studies.  You may contact the IRB if you have questions about your rights as a participant or if you think you have not been treated fairly.  The IRB office number is 410-955-3008.  You may also call this number for other questions, concerns or complaints about the research. 
b.   What do you do if you have questions about the study?
Call the principal investigator, Dr. ___ at ___________.  If you cannot reach the principal investigator or wish to talk to someone else, call the IRB office at 410-955-3008.
c.    What should you do if you are injured or ill as a result of being in this study?

Call Dr. at phone or pager number available 24 hours, if you have an urgent medical problem related to your taking part in this study. 

If you insert a pager number, include the following instructions: After the tone, enter the phone number where you can be called, press the # key, and hang up.

Call Dr. ____at _____________ you think you are injured or ill because of this study.
d.   What happens to Data, Tissue, Blood and Specimens that are collected in the study?
       
Scientists at Johns Hopkins work to find the causes and cures of disease. The data, tissue, blood and specimens collected from you during this study are important to both this study and to future research.
If you join this study:
· You will not own the data, or the tissue, blood or other specimens given by you to the investigators for this research.
· Both Johns Hopkins and any sponsor of this research may study your data and the tissue, blood, or other specimens collected from you.
· If data, tissue, blood or other specimens are in a form that identifies you, Johns Hopkins may use them for future research only with your consent or IRB approval.

· If data, tissue, blood or other specimens are in a form that we believe does not identify you, they may be shared with other academic medical centers, non-profit organizations, corporate sponsors and other commercial companies without your consent or IRB approval. 

· You will not own any product or idea created by the researchers working on this study.
· You will not receive any financial benefit from the creation, use or sale of such a product or idea.
e.     What are the Organizations that are part of Johns Hopkins?
Johns Hopkins includes the following: 
· The Johns Hopkins University
· The Johns Hopkins Hospital
· Johns Hopkins Bayview Medical Center
· Howard County General Hospital
· Johns Hopkins Community Physicians

· Suburban Hospital
· Sibley Hospital

NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM AND THIS ADDENDUM MUST BE KEPT BY THE PRINCIPAL INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT‘S MEDICAL RECORD
A 24 hour number must be included if the research is more than minimal risk.





A 24 hour number must be included if the research is more than minimal risk.





If your study does not include tissue, blood and specimens, you may delete these words from the heading and text.





Include below the name, address, and fax number of the Principal Investigator
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