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$$GenerationDate$$ 

$$PIFormattedName$$ 
$$PIDepartment$$ 
$$PIAddress$$ 

Project Title: $$StudyDescription$$ 
Project Number: $$ProtocolCode$$ 

Dear $$PIPrefix$$ $$PILastName$$: 

This letter serves to inform you that the Committee for the Protection of Human Subjects (CPHS) 
has reviewed and approved your request for a Waiver of Authorization through [expedited 
review/full board review] under the Health Insurance Portability and Accountability Act (HIPAA) 
Privacy Rule for the above-referenced research project. 

Approval Details: 

Criteria Met: The IRB has determined that the proposed research project meets the following 
criteria necessary for a HIPAA Waiver of Authorization: 

o The use or disclosure of Protected Health Information (PHI) involves no more than

minimal risk to the privacy of individuals.

o The research could not practicably be conducted without the waiver.

o The research could not practicably be conducted without access to and use of the

PHI.

o There is an adequate plan to protect the identifiers from improper use and

disclosure.

o There is an adequate plan to destroy the identifiers at the earliest opportunity

consistent with the conduct of the research, unless there is a health or research

justification for retaining the identifiers or retention is otherwise required by law.

o There are adequate written assurances that the PHI will not be reused or

disclosed to any other person or entity, except as required by law, for authorized

oversight of the research study, or for other research for which the use or

disclosure of PHI would be permitted by this waiver.

Protected Health Information Needed: 
A brief description of the protected health information for which use or access has been determined to be 
necessary by the institutional review board or privacy board. 



Committee for the Protection of Human Subjects 
1215 O St, 11th Floor  ⚫  Sacramento, CA 95814 

(916) 651-5599  ⚫  Email Address: CPHS@chhs.ca.gov

Duration of Waiver: 
This waiver is effective as of the approval date of the research project and will remain in effect 
until the conclusion of the research project as specified in the application, unless sooner 
terminated or amended by the IRB. 

Reporting Requirements: 
Please remember to report any modifications to the research protocol or changes in the use of 
PHI to the IRB prior to implementation to ensure continued compliance with HIPAA regulations 
and IRB policies. 
If a project has been completed or is no longer active, CPHS must be notified of its completion or 
that it is being withdrawn. Any unanticipated problems, adverse events, protocol deviations, and 
breaches in data security must be reported to CPHS via a Report Form within 48 hours of the 
event (even if also reported to another IRB). Instructions for these processes can be found in the 
CPHS IRBManager Manual for Researchers located on the CPHS website. 

If you have any questions, please contact our office at (916) 651-5599 or 
CPHS@chhs.ca.gov. 

Thank you for your attention to the protection of participant privacy and adherence to HIPAA 
regulations in conducting this valuable research. 

Sincerely, 

Darci Delgado, PsyD. 
Committee for the Protection of Human Subjects (CPHS) Chair. 

mailto:CPHS@chhs.ca.gov
mailto:CPHS@chhs.ca.gov

	HIPAA Waiver of Authorization Approval Notice
	Approval Details:
	Protected Health Information Needed:
	Duration of Waiver:
	Reporting Requirements:




Accessibility Report


		Filename: 

		Item D. Draft HIPAA Waiver Approval Letter-Final.pdf




		Report created by: 

		

		Organization: 

		




[Enter personal and organization information through the Preferences > Identity dialog.]


Summary


The checker found no problems in this document.


		Needs manual check: 1

		Passed manually: 0

		Failed manually: 0

		Skipped: 2

		Passed: 29

		Failed: 0




Detailed Report


		Document



		Rule Name		Status		Description

		Accessibility permission flag		Passed		Accessibility permission flag must be set

		Image-only PDF		Passed		Document is not image-only PDF

		Tagged PDF		Passed		Document is tagged PDF

		Logical Reading Order		Needs manual check		Document structure provides a logical reading order

		Primary language		Passed		Text language is specified

		Title		Passed		Document title is showing in title bar

		Bookmarks		Passed		Bookmarks are present in large documents

		Color contrast		Skipped		Document has appropriate color contrast

		Page Content



		Rule Name		Status		Description

		Tagged content		Passed		All page content is tagged

		Tagged annotations		Passed		All annotations are tagged

		Tab order		Passed		Tab order is consistent with structure order

		Character encoding		Passed		Reliable character encoding is provided

		Tagged multimedia		Passed		All multimedia objects are tagged

		Screen flicker		Passed		Page will not cause screen flicker

		Scripts		Passed		No inaccessible scripts

		Timed responses		Passed		Page does not require timed responses

		Navigation links		Passed		Navigation links are not repetitive

		Forms



		Rule Name		Status		Description

		Tagged form fields		Passed		All form fields are tagged

		Field descriptions		Passed		All form fields have description

		Alternate Text



		Rule Name		Status		Description

		Figures alternate text		Passed		Figures require alternate text

		Nested alternate text		Passed		Alternate text that will never be read

		Associated with content		Passed		Alternate text must be associated with some content

		Hides annotation		Passed		Alternate text should not hide annotation

		Other elements alternate text		Passed		Other elements that require alternate text

		Tables



		Rule Name		Status		Description

		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot

		TH and TD		Passed		TH and TD must be children of TR

		Headers		Passed		Tables should have headers

		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column

		Summary		Skipped		Tables must have a summary

		Lists



		Rule Name		Status		Description

		List items		Passed		LI must be a child of L

		Lbl and LBody		Passed		Lbl and LBody must be children of LI

		Headings



		Rule Name		Status		Description

		Appropriate nesting		Passed		Appropriate nesting






Back to Top


