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                            Principal Investigator’s name Cunningham-Rundles
Phone:659-9268  
                       Email:charlotte.cunningham-rundles@mssm.edu

REQUEST FOR  FORMDROPDOWN 
 OF AUTHORIZATION 

TO RELEASE PHI FOR RESEARCH PURPOSES

An investigator may request a  FORMDROPDOWN 
 of authorization for the release of protected health information (PHI) for research purposes. PHI is defined as individually identifiable health information. The Code of Federal Regulations Title 45, Part 164.512 (i) permits the IRB to approve a  FORMDROPDOWN 
waiver of authorization, if very specific criteria are met. Your request will be considered on a case-by-case basis by the IRB. To determine if your request meets of these criteria, you must answer the following series of questions.

I am requesting a FORMDROPDOWN 
      
Please provide us with a description of the research being conducted.

Clinical Immunologists are attempting to build a National Registry of subjects with primary immune deficiency, which would include demographic, immunologic, and health data on a large group of patients to discover the frequency of certain complications (autoimmunity, cancer hepatitis, etc), the age of the subjects, relationship between  immune function and outcomes, race/or ethnicity and cause of death if known. I want to submit whatever I can of my own patient information that I have already collected over several decades, to this National Registry. 
A. What PHI will be accessed?  Please note the standard is that only the minimum necessary information to conduct the research should be accessed. 

Only initials of the subject, the year of birth, (not date of birth), state of residence, state of birth, race/ethnicity, sex, the serum immune globulin levels at diagnosis, number of T  and B cells in blood at diagnosis, means of establishing the diagnosis, and the clinical illnesses, or other conditions the patient experienced, the cause of death.  



B. With whom will this PHI be disclosed (shared, transferred or otherwise given access to), and why? Make sure to indicate any persons other than the primary investigator who will receive the information, and specify which, if any, of the 18 identifiers
 will be shared.   Only the minimum necessary information, if any, should be shared.

These data will be given to the  Primary Immune Deficiency Registry,  housed at the USIDNet, an NIH sponsored consortium of scientists, based in Maryland, in the offices of the Immune Deficiency Foundation.  These data will be added to the data submitted by other investigators on patients with this disease. The Administrator or her assistant will enter these data into the secure Registry computer at this location, stripping the subjects of the initials and year of birth (after she has checked to be sure that these data do not appear to represent duplicate entries, going by these two identifiers. If they  do, she will contact me and/or the other investigator submitting the matching data, to verify if this  is a duplicate or not.)   The Registry will  then assign a unique identifier to the subject based on the diagnosis such as "CVID#1". Only the person's initials of the 18 identifiers will be actually  included  in the data I want to submit.  (Just initials) To use this data, an investigator will have to contact the Registry, ouline the purpose of the study and then be approved by the Advisory Panel of the Registry  and the NIH program officer, to have this data. The data shared will not have any personal identifiers attached, only the patient number and the basic demographics, clinical and immunologic data which is attached. 
C. Could this research be practicably conducted without access to and use of this PHI?   FORMDROPDOWN 
 Why not?  [Please explain your response and be sure to include why de-identified data or a limited data set couldn’t be used, instead of asking for a waiver or alteration.] 
These are rare conditions and no one medical center can collect enough information to make any conclusions about the overall nature of these diseases. Collecting large pools of data reveal more about the nature of these diseases, unexpected outcomes, complications, and  factors permitting  survival etc. As noted, the data will indeed be de-identified after it reaches the Registry. 
D. Could this research be practicably carried out without a waiver/alteration of authorization?

 FORMDROPDOWN 
 Why not?

The data  I wish to submit and for which this waiver of authorization is requested, has been collected for about 20-25 years, slowly building up a personal file of information, at this site on subjects I have personally seen  with these immune defects; about 25% of subjects are now dead, another 30% are not seen at Mount Sinai and their location is unknown to me.  Over time this has become a good collection of information about these diseases but it will be much more valuable if added to a large group of other subjects with these defects,  collected elsewhere. 
E. Does the research present more than minimal risk to the privacy of the subject? 


 FORMDROPDOWN 
 Why not? [Appropriate answers to next questions are essential to minimize risk.] The risk of allowing this information to be pooled with that of other investigators is negligible and only due to the remote possibility that very limited personal information will be leaked to others. Since the information will be sent to one secure location with a knowledgeable administrator trained  in security, and equipped with appropriate systems to prevent  perposeful or accidental dissemination of the very limited PHI supplied to her, the risk to privacy is negligible. Remember that all that will be submitted are initials, sex, and year of birth, and after submission, even the initials will be removed.
1) What is the plan to protect the identifiers (i.e. the list of 18) from improper use or disclosure? If a linking code is being used describe security measures to safeguard the code. 

In fact only one of the list of 18 identifiers will actually be shared with the Registry. We only use initials, sex, and year of birth.  We do share limited lab data ( which verifies the diagnosis) age at death, and the kind of medical complications experienced, with the Registry administrator, but the initials are removed when the subject is added to the Registry, as all entries are re-assigned a Registry code number that can't be linked to any PHI. 
2a) When and how do you plan to destroy the identifiers at the earliest opportunity consistent with the research? Examples include at the end of subject participation, after FDA approval,  after specimen processing, after data analysis, etc.

 After the data we supply  is added to the data sent by other investigators at the central computer, our information  will be stripped of the initials before the aggegated data is used by any investigator for research.  Any investigator who wishes to use the aggregated data ( including me) have to apply to the Registry, explain the reason, and be approved. Then the aggregated data can be released.  There will be no means of knowing who submitted  any portion of the data, or who any subjects are.  I do retain the list of the patients I have seen; these are also retained with initials, year of birth, and sex.  These are retained on my personal computer which is password protected and located in a locked office. I have no plans to remove these lists from my computer at any specific point in time. 


OR

2b) What are the justifications for retaining the identifiers indefinitely? Examples include indefinite longitudinal studies, specific legal or regulatory requirements, etc. 

The identifiers I do retain (as noted above) are to be sure that I do not keep duplicated data by mistake.



I assure that the protected health information will not be disclosed to any other person or entity not listed on this form except where required by law or for the authorized oversight of this research project.  If at any time I want to reuse this PHI for other purposes or disclose it to other individuals or entities I will seek approval from the IRB.








						


Name of Principal Investigator








____________________________________                 _____________________


Signature						Date











� Names


All geographic subdivisions smaller than a state, including street address, city, county, precinct, zip code and equivalent geocodes, except for the initial three digits of the zip code if according to the current publicly available information from the bureau of the census the initial three digits of the zip code for all the geographic units contains more than 20,000 persons. 


All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and for all ages over 89 all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.


Telephone numbers


Fax numbers


Electronic mail addresses


Social security numbers


Medical records numbers


Health plan beneficiary numbers


Account numbers


Certificate/License numbers


Vehicle identifiers and serial numbers, including license plate numbers


Device identifiers and serial numbers


Web Universal Resource Locators (URL’s)


Internet Protocol (IP) address numbers


Biometric identifiers, including finger and voice prints


Full face photographic images and any comparable images


Any other unique identifying number characteristic, or code, except a special re-identification code that cannot be shared with the investigator
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