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                            Principal Investigator’s name: Charlotte Cunningham-Rundles
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REQUEST FOR ACCESS TO PHI 

OF DECEDENTS

An investigator may request access to a decedent’s protected health information (PHI) to conduct research. PHI is defined as individually identifiable health information. The Code of Federal Regulations Title 45, Part 164.512 (i) permits access if specific criteria are met, and appropriate “specific representations” are made. Your request will be considered on a case-by-case basis by the IRB on behalf of the Privacy Officer. To determine if your request meets the requirements, you must answer the following series of questions:

Please provide us with a description of the research being conducted. 


In this project data on patients with rare immune defects will be collected in the form of a patient registry.  The collected data will contain the diagnosis, the immune defects, the clinical outcomes and complicating medical features, if any. The age of the subjects and the sex and race or ethnic background will be included. The collected data will be submitted by participating physicians and scientists, and submitted with only initials and year of birth. When the data is entered into the registry the initials will be removed and a code attached that will categorize the subject into the correct immune defect.  The data collected at Mount Sinai will be about subjects already seen and on newly enrolled subjects with this defect or another immune defect.  In some cases, the subject may have died, thus review of the medical information available will complete the record.

Research that also involves living persons or their health information will need submission to the GCO and IRB for more extensive review.  This is true even if the source of the data is solely from the decedent’ medical record. In that case this form should be submitted as part of the full GCO/IRB submission.
A. What PHI will be accessed?  Please note the standard is that only the minimum necessary information to conduct the research project should be accessed. Please indicate whose records will be accessed as well as the data that will be extracted.  PHI to be accessed: Name of subject who has had the immune defect,and age, (to be sure that we have a correct identification) also cause of death, complications that occurred, surgical procedures, and infections experienced.  Only the records of the patient with these rare disease will be accessed.

B. Is access and use of this information necessary for the research described above?  FORMDROPDOWN 
     

Please explain your answer and be sure to describe why de-identified data or a limited data set could not be used instead of PHI.  


For subjects who have expired with these rare defects, it is required that the specific details of that subject be connected to the patient and his or her prior history and other medical information. De-identified data would  not allow the records to be compiled correctly.

· I seek access to the PHI described above solely for research.

· I agree to provide, at the Privacy Officer’s request, documentation of the death of the decedent(s) whose records I propose to access as described above.

By signing below I represent that all of the above statements are true.








						


Name of the Principal Investigator








____________________________________                 _____________________
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