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           801 Ostrum St. Bethlehem, PA 18015

Phone:  610-776-4832 or 610-776-4856


Request for Waiver of Subject Authorization
Submit this application (signed) with all required documents to the IRB Office
The IRB may waive the requirement to obtain written authorization from the subject to use his/her protected health information (PHI), provided that the investigator meets the following HIPAA criteria. PHI is defined by HIPAA as individually identifiable health information (including both identifiers and health information) transmitted or maintained in any form (electronic, paper, oral communication) that relates to the past or future physical or mental health or conditions of an individual.
	Certification of Compliance with Regulatory Requirements:

All Must be Checked:
 FORMCHECKBOX 
 FCOI is current for all listed personnel                       Project is (Please Check One)

 FORMCHECKBOX 
 No FCOI exists for any listed personnel                      FORMCHECKBOX 
 Research      
 FORMCHECKBOX 
 CITI training is current for all listed personnel          FORMCHECKBOX 
 Quality Improvement

	IRB #:       


	
	Version date 3/8/2022

	Attachments:  

Check and include all that apply:

 FORMCHECKBOX 
 Project Proposal/Summary                                                                                  FORMCHECKBOX 
 Request for IRB Exemption Form                                           

 FORMCHECKBOX 
 Patient Materials (e.g. Questionnaires, diaries, phone scripts, etc.)            FORMCHECKBOX 
 Script of Information to be given verbally                                           
 FORMCHECKBOX 
 Other: ______________________________






PROTOCOL TITLE:      
DEPARTMENT:      
	SECTION A: Study Personnel
(Include the Principal Investigator, all Sub-Investigators, Research Nurses and Coordinators, Data personnel, Regulatory personnel, and any other personnel directly involved in the conduct of the research)

	Name
	Address
	City
	State
	Zip
	Phone

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	
	
	
	
	
	

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	
	
	
	
	
	


	SECTION B: Sites where the research will be conducted (please check all applicable boxes)

	 FORMCHECKBOX 
  SLH - Allentown
	 FORMCHECKBOX 
  SLH - Miners

	 FORMCHECKBOX 
  SLH - Bethlehem
	 FORMCHECKBOX 
  SLH - Anderson

	 FORMCHECKBOX 
  SLH - Quakertown
	 FORMCHECKBOX 
  SLH - Warren

	 FORMCHECKBOX 
  SLH – SHH
	 FORMCHECKBOX 
  SLH - Easton

	 FORMCHECKBOX 
  SLH - Carbon
	 FORMCHECKBOX 
  SLH - Monroe

	 FORMCHECKBOX 
  Private Office (Specify Location(s):      
	 FORMCHECKBOX 
  Other (e.g private offices and/or other institutions for multi-center IITs):      


	SECTION C: PHI Information
1. Please check all protected health information (PHI) to be collected. This includes identifiers and health information. Name, MR# and phone # are identifiers. Specific testing, medical history and diagnosis are health information.

 FORMCHECKBOX 
 Names (individual, employer, relatives, etc.)

 FORMCHECKBOX 
 Address (street, city, county, zip code – initial 3 digits if geographic unit contains less than 20K people or any other geographical codes)

 FORMCHECKBOX 
 Telephone/Fax Numbers

 FORMCHECKBOX 
 Social Security Numbers

 FORMCHECKBOX 
 Dates (except for years). Please specify below:

 FORMCHECKBOX 
 Birth Date

 FORMCHECKBOX 
 Admission Date

 FORMCHECKBOX 
 Discharge Date

 FORMCHECKBOX 
 Date of Death

 FORMCHECKBOX 
 Ages >89 and all elements of dates indicative of such age (except that such age and elements may be aggregated into a category “Age>90”

 FORMCHECKBOX 
 E-mail Addresses/URLs

 FORMCHECKBOX 
 Medical Record Numbers

 FORMCHECKBOX 
 Health Plan Beneficiary Numbers

 FORMCHECKBOX 
 Account Numbers

 FORMCHECKBOX 
 Certificate/License Numbers

 FORMCHECKBOX 
 Vehicle Identifiers and Serial Numbers (e.g. VINs, License Plate Numbers)

 FORMCHECKBOX 
 Device Identifiers and Serial Numbers

 FORMCHECKBOX 
 Biometric Identifiers (e.g. finger or voice prints or full face photographic images)

 FORMCHECKBOX 
 Any other unique identifying number, characteristic or code.

2. What are the specific sources of the PHI? (i.e., Dr. X’s outpatient records, hospital EMR, Pathology records, etc.)

     
3. The PHI will be collected by (check all applicable):  

 FORMCHECKBOX 
 Chart/image/database review                                 FORMCHECKBOX 
 Survey/questionnaire (in person)

 FORMCHECKBOX 
 Survey/questionnaire (mail)                                    FORMCHECKBOX 
 Interview/group discussion
 FORMCHECKBOX 
 Survey/questionnaire (phone)                                 FORMCHECKBOX 
 Observational/prospective review
 FORMCHECKBOX 
 Survey/questionnaire (on-line)                                FORMCHECKBOX 
 Other:      

	


	SECTION D: Waiver Justification

1. Investigators are required to adhere to the “minimum necessary” standard when obtaining PHI without written authorization.  Please justify why the PHI you wish to obtain is the minimum necessary to achieve the goals of the research. (This requirement prohibits collection of PHI for which you will not have an immediate, defined use, according to the stated goals of your research study.)  
2. Please justify why it is unfeasible to obtain a written authorization from the subjects to use their PHI: 
3. The research could not practicably be conducted without access to and use of PHI because: 
4. Please check off those steps noted below that you intend to implement to ensure confidentiality of subject data and to protect the identifiers or codes that can be linked to identifiers from improper use or disclosure. 


 FORMCHECKBOX 
 List of identifiers will be kept in a separate location from the coded subject data that can be linked to identifiers.


 FORMCHECKBOX 
 Subject data will be kept in a locked filing cabinet or desk and in a locked office.


 FORMCHECKBOX 
 Subject data will be kept on a password-protected, encrypted on-site computer.


 FORMCHECKBOX 
 Subject data will be kept on an SLUHN server. 

 FORMCHECKBOX 
 Other (please describe):      
5. Specify those individuals who will have access to identifiable subject data: 
6. If a code that links to identifiers will be used, please describe the coding mechanism. 
7. Identifiers and/or codes that can be linked to identifiers should be destroyed at the earliest possible time. Please describe your plans to destroy identifiers/codes. 
8. If there is a health or research justification, for retaining the identifiers/codes, or if it is required by law, please provide justification. 
9. If appropriate, how will subjects be provided with pertinent information after research? 
10. If not appropriate to provide subjects with pertinent information after research, please specify why. 


	SECTION K: Signatures and Attestation
PI certifies to the following (please check boxes):
 FORMCHECKBOX 
 The information listed in this waiver application is accurate, and all study personnel will comply with the HIPAA regulations and the waiver criteria.  All study personnel have completed HIPAA training.

 FORMCHECKBOX 
  I assure that the PHI obtained as part of this research will not be used or disclosed to any other person or entity other than those listed on this form, except as required by law.  If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entities, I will seek approval by the IRB before doing so.
Principal Investigator Signature
Date

I have reviewed this human subject research proposal and have determined that 1) the listed investigators are members or associates of the medical staff of the hospital where the research will be conducted and have been appropriately granted hospital privileges to perform the procedures outlined in the research proposal; and/or 2) the listed investigators are employees of the hospital whose job descriptions and competencies qualify them to perform the procedures outlined in the research proposal.
Department /  Division Chief

Date

I have reviewed this human subject research proposal and have determined that it meets the mission of this department service line.




