To: CPHS Board Members

From: CPHS Administrator; CPHS Chair; CPHS Vice-Chair

Date: August 26, 2026

Subject: Revised CPHS Policies & Procedures Manual — High-Level Overview

Purpose: This memorandum provides a high-level overview of proposed updates to the
California Health & Human Services Agency (CalHHS) Committee for the Protection of
Human Subjects (CPHS) Policies & Procedures (P&P) Manual. The updates modernize the
manual, clarify scope and processes, and aligh CPHS operations with applicable federal and
state requirements. This summary is informational and the proposed revisions do not
change CPHS statutory authorities, responsibilities, or the standards applied to review.

About CPHS: CPHS serves as CalHHS’s Institutional Review Board (IRB), responsible for the
protection of human subjects in research in which CalHHS is engaged, ensuring that such
research is ethically conducted, minimizes risk, and complies with applicable federal and
state requirements, including the Common Rule (45 CFR 46) and relevant FDA regulations
(21 CFR Parts 50, 56, 312, and 812). CPHS also reviews requests for the release of
identifiable state data for research under the California Information Practices Act (IPA; Civ.
Code §1798.24(1)).

Summary of Proposed Updates at a Glance:

e Clarifies when CalHHS is “engaged” in human subjects research and how that
determines CPHS IRB oversight versus IPA-only review.

e Aligns submission pathways with federal categories, enabling consistent use of
expedited review for eligible minimal-risk research.

e Transitions eligible minimal-risk studies from annual Continuing Reviews to an
Annual Administrative Check-In consistent with federal expectations.

e Combines member expectations with institutional support: defines roles, training,
appointment/renewal, attendance, conflict-of-interest standards, and recognizes
the need for protected time to prepare and participate in CPHS activities.

e Establishes a clear oversight and accountability framework for non-federally funded
research under CPHS authority.

e Standardizes documentation, operational procedures, and key definitions across
the manual.

1. Engagement and Scope of CPHS Oversight. The proposed revisions clarify that CPHS
conducts IRB review when CalHHS is engaged in human subjects research in alignment



with guidance from the Office for Human Research Protections (OHRP)'. Engagement is
determined by objective criteria consistent with published federal guidance and includes
CalHHS conducting or directing research activities (including through research
contracts), participating in consent procedures, intervening or interacting with
participants for research purposes, or obtaining identifiable private information for
research purposes.

Releasing identifiable state administrative data for secondary analysis, by itself, does not
constitute CalHHS engagement. A narrow exception applies when identifiable
information is used to contact individuals for recruitment; in that circumstance, CPHS
would review the limited scope of the recruitment, screening, and consent activities that
create engagement, while other research procedures remain under the researching
institution’s IRB.

These clarifications are intended to provide consistent pathways for IRB review and for
IPA-governed data requests, ensuring that CPHS oversight is consistently applied.

2. Submission Pathways and Expedited Review. The manual updates align CPHS
practice with federal expedited review categories for eligible minimal-risk research and
clarify exclusions. Standardized reviewer tools and checklists will support consistent
application of regulatory criteria across review types (exempt, expedited, and convened).
Use of expedited review is an IRB process conducted by designated, experienced
members and applies the same approval standards as convened review.

3. Annual Administrative Check-In. For eligible minimal-risk studies, the revised manual
replaces routine annual Continuing Reviews with an Annual Administrative Check-In
conducted by CPHS administrative staff. This maintains an annual compliance
touchpoint and alighs with federal expectations for minimal-risk research. When
continuing review is required, it is conducted by the IRB (a member or the convened
board, as applicable).

4. Member Expectations and Institutional Support. The revised manual describes
member roles and responsibilities, training expectations, conflict-of-interest standards,
and in-person attendance requirements consistent with quorum and open-meeting
laws. It formalizes appointment and renewal on a defined cycle, with expectations that
promote preparedness, participation, and respectful deliberation. Recognizing the time
required for rigorous review and participation, the manual identifies proposed
mechanisms, such as protected work time for CalHHS employees appointed to CPHS,
to prepare for and participate in CPHS activities, subject to Agency policies and decision-

1See 2008 and 2011 OHRP guidance.


https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/september-22-2011-non-engaged-scenarios/index.html

making. Eligibility for alternates is broadened to include individuals who meet training
and conflict-of-interest requirements, enhancing flexibility to maintain quorum and
continuity.

5. Oversight, Accountability, and Enforcement for Non-Federally Funded Research.
The revised manual clarifies investigator responsibilities, Responsible Official oversight,
and CPHS’s authority to make determinations and require corrective actions when
necessary to protect participants and uphold CPHS requirements. The CalHHS
Secretary is responsible for enforcing CPHS determinations, including sanctioning
investigators who violate CPHS requirements, federal regulations, or the rights and
welfare of human subjects. The manual also standardizes processes for addressing
reportable events, noncompliance, and required notifications across funding sources.

Additional Notable Updates:

e Integration of applicable FDA regulatory frameworks, including device risk
determinations and emergency use.

e Expanded definitions and glossary (e.g., engagement, minimal risk, secondary
research, vulnerable populations).

e Enhanced procedures for exempt research, informed consent (including non-
English consent), recruitment, advertisements, and compensation.

e Policies for vulnerable populations consistent with federal subparts.

e Records management and retention standards for IRB documentation.

e High-level data security expectations for IPA-governed research, including secure
storage, access controls, and incident reporting.

e Procedures for complaints and appeals, with transparent documentation of
resolution steps.

Closing: The proposed updates are designed to clarify CPHS processes, promote
consistency, and support timely, high-quality reviews. They do not change the standards
applied to protect the rights and welfare of research participants or CPHS’s authority within
its scope of oversight.
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		3						Guideline 1.3 Create content that can be presented in different ways		Lbl - Valid Parent		Passed		All Lbl elements passed.		

		4						Guideline 1.3 Create content that can be presented in different ways		LBody - Valid Parent		Passed		All LBody elements passed.		

		5						Guideline 1.3 Create content that can be presented in different ways		Link Annotations		Passed		All tagged Link annotations are tagged in Link tags.		

		6						Guideline 1.3 Create content that can be presented in different ways		Links		Passed		All Link tags contain at least one Link annotation.		

		7						Guideline 1.3 Create content that can be presented in different ways		List Item		Passed		All List Items passed.		

		8						Guideline 1.3 Create content that can be presented in different ways		List		Passed		All List elements passed.		

		9						Guideline 1.3 Create content that can be presented in different ways		Tagged Document		Passed		Tags have been added to this document.		

		10						Guideline 1.3 Create content that can be presented in different ways		Heading Levels		Passed		All Headings are nested correctly		

		11		1,3		Tags->0->13,Tags->0->28		Guideline 1.3 Create content that can be presented in different ways		ListNumbering		Passed				Verification result set by user.

		12						Guideline 1.3 Create content that can be presented in different ways		Orientation		Passed		Document is tagged and content can be rendered in any orientation.		

		13						Guideline 1.3 Create content that can be presented in different ways		Tabs Key		Passed		All pages that contain annotations have tabbing order set to follow the logical structure.		

		14						Guideline 1.3 Create content that can be presented in different ways		Meaningful Sequence		Passed		No Untagged annotations were detected, and no elements have been untagged in this session.		

		15				Doc		Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Format, layout and color		Passed				Verification result set by user.

		16						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Reflow		Passed		Document is tagged and content can be rendered in any device size.		

		17						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Text Spacing		Passed		Document is tagged and content can be rendered by user agents supporting tagged PDFs in any text spacing.		

		18						Guideline 2.1 Make all functionality operable via a keyboard interface		Server-side image maps		Passed		No Server-side image maps were detected in this document (Links with IsMap set to true).		

		19				MetaData		Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Metadata - Title and Viewer Preferences		Passed				Verification result set by user.

		20						Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Headings defined		Passed		Headings have been defined for this document.		

		21		2		Tags->0->15->2->0->0,Tags->0->24->1->1->0,Tags->0->24->1->3->0		Guideline 2.5 Input Modalities		Target Size (Minimum)		Passed				Verification result set by user.

		22				MetaData		Guideline 3.1 Make text content readable and understandable.		Language specified		Passed				Verification result set by user.

		23						Guideline 3.2 Make Web pages appear and operate in predictable ways		Change of context		Passed		No actions are triggered when any element receives focus		

		24				Pages->0,Pages->1,Pages->2		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed				Verification result set by user.

		25						Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Figures		Not Applicable		No Figure or Formula tags with alternate representation were detected in this document.		

		26						Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Formulas		Not Applicable		No Formula tags were detected in this document.		

		27						Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Other Annotations		Not Applicable		No other annotations were detected in this document.		

		28						Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Forms		Not Applicable		No Form Fields were detected in this document.		

		29						Guideline 1.2 Provide synchronized alternatives for multimedia.		Captions 		Not Applicable		No multimedia elements were detected in this document.		

		30						Guideline 1.3 Create content that can be presented in different ways		Form Annotations - Valid Tagging		Not Applicable		No Form Annotations were detected in this document.		

		31						Guideline 1.3 Create content that can be presented in different ways		Other Annotations - Valid Tagging		Not Applicable		No Annotations (other than Links and Widgets) were detected in this document.		

		32						Guideline 1.3 Create content that can be presented in different ways		RP, RT and RB - Valid Parent		Not Applicable		No RP, RB or RT elements were detected in this document.		

		33						Guideline 1.3 Create content that can be presented in different ways		Correct Structure - Ruby		Not Applicable		No Ruby elements were detected in this document.		

		34						Guideline 1.3 Create content that can be presented in different ways		Table Cells		Not Applicable		No Table Data Cell or Header Cell elements were detected in this document.		

		35						Guideline 1.3 Create content that can be presented in different ways		THead, TBody and TFoot		Not Applicable		No THead, TFoot, or TBody elements were detected in this document.		

		36						Guideline 1.3 Create content that can be presented in different ways		Table Rows		Not Applicable		No Table Row elements were detected in this document.		

		37						Guideline 1.3 Create content that can be presented in different ways		Table		Not Applicable		No Table elements were detected in this document.		

		38						Guideline 1.3 Create content that can be presented in different ways		Correct Structure - Warichu		Not Applicable		No Warichu elements were detected in this document.		

		39						Guideline 1.3 Create content that can be presented in different ways		Correct Structure - WT and WP		Not Applicable		No WP or WT elements were detected in the document		

		40						Guideline 1.3 Create content that can be presented in different ways		Article Threads		Not Applicable		No Article threads were detected in the document		

		41						Guideline 1.3 Create content that can be presented in different ways		Identify Input Purpose		Not Applicable		No Form Annotations were detected in this document.		

		42						Guideline 1.3 Create content that can be presented in different ways		Header Cells		Not Applicable		No tables were detected in this document.		

		43						Guideline 1.3 Create content that can be presented in different ways		Summary attribute		Not Applicable		No Table elements were detected in the document.		

		44						Guideline 1.3 Create content that can be presented in different ways		Scope attribute		Not Applicable		No TH elements were detected in this document.		

		45						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Content on Hover or Focus		Not Applicable		No actions found on hover or focus events.		

		46						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Images of text - OCR		Not Applicable		No raster-based images were detected in this document.		

		47						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Non-Text Contrast		Not Applicable		No Paths, XObjects, Form XObjects or Shadings were detected in document.		

		48						Guideline 2.1 Make all functionality operable via a keyboard interface		Character Key Shortcuts		Not Applicable		No character key shortcuts detected in this document.		

		49						Guideline 2.2 Provide users enough time to read and use content		Timing Adjustable		Not Applicable		No elements that could require a timed response found in this document.		

		50						Guideline 2.3 Do not design content in a way that is known to cause seizures		Three Flashes or Below Threshold		Not Applicable		No elements that could cause flicker were detected in this document.		

		51						Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Focus Not Obscured (Minimum)		Not Applicable		This criterion is not applicable to pdf files.		

		52						Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Outlines (Bookmarks)		Not Applicable		Document contains less than 9 pages.		

		53						Guideline 2.5 Input Modalities		Dragging Movements		Not Applicable		This criterion is not applicable to pdf files.		

		54						Guideline 2.5 Input Modalities		Label in Name		Not Applicable		No Form Annotations were detected in this document.		

		55						Guideline 2.5 Input Modalities		Motion Actuation		Not Applicable		No elements requiring device or user motion detected in this document.		

		56						Guideline 2.5 Input Modalities		Pointer Cancellation		Not Applicable		No mouse down events detected in this document.		

		57						Guideline 2.5 Input Modalities		Pointer Gestures		Not Applicable		No RichMedia or FileAtachments have been detected in this document.		

		58						Guideline 3.2 Make Web pages appear and operate in predictable ways		Consistent Help		Not Applicable		This criterion is not applicable to pdf files.		

		59						Guideline 3.3 Help users avoid and correct mistakes		Accessible Authentication (Minimum)		Not Applicable		This criterion is not applicable to pdf files.		

		60						Guideline 3.3 Help users avoid and correct mistakes		Redundant Entry		Not Applicable		No form elements requiring redundant information detected in this document.		

		61						Guideline 3.3 Help users avoid and correct mistakes		Form fields value validation		Not Applicable		No form fields that may require validation detected in this document.		

		62						Guideline 3.3 Help users avoid and correct mistakes		Required fields		Not Applicable		No Form Fields were detected in this document.		

		63						Guideline 4.1 Maximize compatibility with current and future user agents, including assistive technologies		4.1.2 Name, Role, Value		Not Applicable		No user interface components were detected in this document.		

		64						Guideline 4.1 Maximize compatibility with current and future user agents, including assistive technologies		Status Message		Not Applicable		Checkpoint is not applicable in PDF.		

		65						Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Minimum Contrast		Skipped		Please ensure that the visual presentation of text and images of text has a contrast ratio of at least 4.5:1, except for Large text and images of large-scale text where it should have a contrast ratio of at least 3:1, or incidental content or logos
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