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View xForm - Continuing Review Application v6.0

Use this form to request one (1) additional year to continue your study.

Continuing Review Data Entry
- Submitted 07/24/2026 6:06 PM ET by Jessica Khouri, MD

Continuing Review Header

Use this form to request one (1) additional year to continue your
project.

CPHS will not process continuing reviews submitted more than 60
days before the end of the current approval period. Continuing
reviews submitted prior to this period will be returned to you.

Please note that if you need to amend your protocol, you will need to
submit a separate amendment form. For instructions on how to
submit an amendment, refer to the IRBManager Manual for
Researchers

This is version 4.0 of this application effective October 5, 2022.

Form Creator:

Jessica Khouri, MD
Email: Jessica.Khouri@cdph.ca.gov Business: (510) 231-7600
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This is the existing study personnel on the form. If anyone listed here
is no longer on the study, you will need to submit a separate
amendment to add/remove personnel. See the IRBManager Manual
for Researchers for instructions on submitting an amendment.

Note that if you update the project personnel, you will need to start a
new Continuing Review form to reflect those changes, once the CPHS
IRB has approved the personnel changes. This form will not update
the project personnel.

Principal Investigator
Jessica Khouri, MD

Email: Jessica.Khouri@cdph.ca.gov Business: (510) 231-7600

Administrative contact(s):
Name Role

Study personnel list

Name Role

Amelia Hinteregger Research Team

Ashley Scarborough-Gonzalez, MPH Research Team
BETHANY MOORE Research Team

Daniel Bernal, Bachelors of Science in Biology Research Team

Heather Lee, MSN-CNP Research Team

Ian Baird, MD Co-Principal Investigator
Jason Barash, MT(ASCP) PHM Research Team

Jeff Schapiro, MD Responsible Official
Jennifer Botte, BS, RN Research Team

Jennifer Read, MD Co-Principal Investigator
Jessica Khouri, MD Principal Investigator
Nicole Cheng, B.S Research Team

PI City Output

Richmond

PI Location State Output

California
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Project information

Project Number
2023-204

Project Title

Tolerability and Immunogenicity of a Single 40-ug Dose of Recombinant
Botulinum Vaccine A/B (rBV A/B) for the Production of BabyBIG® in
Volunteers with Existing Botulinum Immunity

Current Approval Period
12/5/2025 for 12 months - Expiration: 12/4/2026

Project Status
Active

Project Type
Drug, Recruitment-Participant

Study Events

Does your research project involve contact or interaction with human
subjects, whether in person, or by mail, phone, text message,

cellphone app, online survey, etc., or by a third-party working for
you?

This excludes data-only studies, in which information is obtained only
from existing databases.

Yes

Study Details

Has the involvement of human subjects ended for this study?
Yes

Have any complaints (verbal or written) been received from
participants in the past year?

No

When did you first begin collecting information from human subjects?

07/09/2024

How many human subjects so far are being studied?

25
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How many additional human subjects will be recruited in the coming
year?

0

Have there been any changes in how the study is being conducted in
the past year?

Yes

Describe the changes below.

There have been no changes to how the study is being conducted in the past
year. There was an administrative amendment submitted on 02 February
2026 which was approved on 03 February 2026 to change the Responsible
Official for this Project to Dr. Jeff Schapiro, M.D., D(ABMM), Assistant Deputy
Director, Center for Laboratory Sciences, CDPH, and to remove Dr. Katya
Ledin who is no longer with CDPH.

Did CPHS approve amendments for the changes described above?
Yes

Have there been any adverse events or unanticipated problems in the
past year?

An adverse event is an event that occurs during the course of a research
protocol that causes physical or psychological harm, increases the risk of
physical or psychological harm, results in a loss of privacy and/or
confidentiality to a research participant or others (such as family members),
or results in a loss of privacy and/or confidentiality for data or information on
research participants or others.

An unanticipated problem is any unforeseen event that increases risk to
the participant or others that is related to either a research intervention or
interaction, or the conduct of the study in general, including but not limited to
a complaint from a research participant that indicates an unanticipated risk,
or unexpected changes to the risk/benefit profile of the study.

No

Have any breaches of data security or other new data security issues
occurred in the past year?

No
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What were the major activities in this project during the past year?

The major activities included finalizing validations of the data analysis,
updating ClinicalTrials.gov with the study results (results were released on
21 May 2026 and subsequently posted on 18 June 2026), and preparing the
final Clinical Study Report (CSR) to be submitted to FDA. Given the need to
prioritize other programmatic urgencies including infant botulism outbreak
responses and BabyBIG manufacturing issues, we plan to complete the
submission of the CSR later this summer or early fall.

What are the major activities expected for this project in the coming
year?

Submission of the Clinical Study Report to FDA.
Have there been any changes in applicable laws in the past year that
could affect the research?

No

Has analysis of data ended for the study?

Yes

Explain why you are requesting continuation instead of closing the
study below.
We anticipate publishing the study data.

What is the expected completion date for this project?

12/01/2029

Is this different from the previously approved completion date?
No

CPHS members are interested in the results of your research. Please
attach abstracts of reports or significant interim findings.

No answer provided.

If you plan to obtain additional data in the coming year that has not
been previously approved by CPHS, you must submit an amendment,
for example to use a different source of data, or to obtain additional
variables or additional years from a previously approved source.

PI Signature
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To sign this form, enter your IRBManager password. By signhing this form, you are
indicating that the information within this form is accurate.

Signed Friday, July 24, 2026 6:06:21 PM ET by Jessica Khouri, MD
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Notify IRB for Pre-Screening
- Submitted 07/24/2026 7:05 PM ET by Sussan Atifeh

Internal IRB Screening

This version of the continuing review form utilizes the multiple
expedited reviewer functionality

Is the continuing review ready to be reviewed by the CPHS?

Yes

Does the submission require committee member review?

Continuing reviews must be reviewed by a committee member if any of the
following conditions have been met:

1. Human subject involvement is ongoing.

2. Complaints have been received from participants in the past year.

3. Adverse events or unanticipated problems have occurred in the past year.
4. There have been breaches of data security or other new data security
issues in the past year.

5. There have been changes in laws in the past year that could affect the
research.

6. There are responses elsewhere in the application that staff think should be
seen by a committee member.

7. Only administrative reviews (non-members) have been conducted in the
previous 4 years.

Yes

Does vital statistics need to be copied on the approval letter?

No

Review routing
Continuing Review Required

Review cycle month
August

Review cycle year
2026

IRB committee reviewing this project (defaults to CPHS; no need to change)

CPHS
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Preliminary level of review determination
Full Review

Please provide a rationale for your level of review preliminary determination

This project originally involved Greater than Minimal Risk due to human
subjects' contacts components. The Human Subjects' contacts components
have been ended. The decision of changing the level of risk of a project with
Greater than minimal risk to “"Minimal risk” should be made in a full board
meeting.

Choose the CPHS Chair
Catherine Hess, PhD
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Load CR/Closure into IRBManager
- Submitted 07/24/2026 7:06 PM ET by The System
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Chair Review and Full Board Set-Up
- Submitted 07/24/2026 7:07 PM ET by Sussan Atifeh

Full Board Set Up

' The office will complete the questions on this page and submit this

form after the teleconference with the Chair regarding this project is
complete.

Confirmation of Level of Review

Full Board Greater than Minimal Risk

Provide the rationale for the level of review determination.

This project originally involved Greater than Minimal Risk due to human
subjects' contacts components. The Human Subjects' contacts components
have been ended. The decision of changing the level of risk of a project with

Greater than minimal risk to “*Minimal risk” should be made in a full board
meeting.

Assign Presenter

Larry Dickey, MD, MPH, MSW

Enter the meeting date for this project.
08/07/2026
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Awaiting Full Board
Awaiting Full Board Review
"Instructions (Full Board Review)

The form will remain in this stage until the day of the meeting, at which
point it will move to the Processing of Full Board Review stage. No action is
needed form the IRB Staff at this point, and the form does not need to be

submitted.
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 		Serial		Page No.		Element Path		Checkpoint Name		Test Name		Status		Reason		Comments

		1						7.1 General		Document		Passed		Document element passed.		

		2						7.1 General		Table Cells		Passed		All Table Data Cells and Header Cells passed		

		3						7.1 General		Table Rows		Passed		All Table Rows passed.		

		4						7.1 General		Table		Passed		All Table elements passed.		

		5				MetaData		7.1 General		Metadata - Title and Viewer Preferences		Passed		Please verify that a document title of View xForm - Continuing Review Application v6.0 is appropriate for this document.		Verification result set by user.

		6						7.1 General		No Suspects in document.		Passed		The Suspects entry is not set to true		

		7						7.1 General		Untagged Content		Passed		No Untagged annotations were detected, and no elements have been untagged in this session.		

		8		1,2,3,4,5,6,7,8,9,10,11		Tags		7.1 General		Correct Reading Order		Passed		Please verify that the reading order of the document is correct.		Verification result set by user.

		9						7.1 General		Figure and Formula BBox attribute		Passed		All Figure and Formula tags have their BBox attributes set correctly.		

		10						7.1 General		Placement attribute		Passed		No case detected where the specification of the Placement attribute is necessary or all specified correctly.		

		11						7.1 General		Tagged Document		Passed		Tags have been added to this document.		

		12				MetaData		7.2 Text		Natural Language		Passed		Please ensure that the specified language (en) is appropriate for the document.		Verification result set by user.

		13						7.2 Text		Semantically appropriate nesting		Passed		All tags are nested in a semantically appropriate manner		

		14						7.2 Text		Unicode mapping		Passed		All text in the document has valid unicode mapping.		

		15						7.3 Graphics		Tagged in Figures, Formula or Artifacts		Passed		Paths, XObjects, Form XObjects and Shadings are included in Figures, Formula or Artifacted.		

		16		1		Tags->0->0->0		7.3 Graphics		Alternate Representation		Passed		Please verify that Alt of " Logo of Center For Data Insights and Innovation (California Health and Human Services Agency) " is appropriate for the highlighted element.		Verification result set by user.

		17		11		Tags->0->132->0		7.3 Graphics		Alternate Representation		Passed		Please verify that Alt of " Powered by, Institutional Review Board Manager (IRB) Logo. " is appropriate for the highlighted element.		Verification result set by user.

		18		1,11		Tags->0->0->0,Tags->0->132->0		7.3 Graphics		Alt vs. Actual Text		Passed		Please verify that Alt Text is more appropriate than Actual Text for the highlighted element.		Verification result set by user.

		19		1,11		Tags->0->0->0,Tags->0->132->0		7.3 Graphics		Figures without caption.		Passed		A Figure without caption has been detected. Please ensure to tag a caption if required.		Verification result set by user.

		20						7.3 Graphics		Grouped graphics		Passed		No Figures with semantic value only if grouped were detected in this document.		

		21		1,11		Tags->0->0->0,Tags->0->132->0		7.3 Graphics		Graphics most accessible representation.		Passed		A graphic has been detected. Please verify that the most accessible representation is used.		Verification result set by user.

		22						7.4 Headings		Numbered Headings - Nesting		Passed		All Headings are nested correctly		

		23						7.4 Headings		Mixed Headings		Passed		Document does not use a both unnumbered and numbered headings.		

		24						7.4 Headings		Numbered Headings - Arabic Numerals		Passed		All Headings are using arabic numerals.		

		25				Doc->0		7.4 Headings		Headings representing a 7th level		Passed		Please verify that the document does not contain content that should be tagged as H7 or higher.		Verification result set by user.

		26						7.5 Tables		Header Cells		Passed		All table cells have headers associated with them.		

		27						7.5 Tables		Scope Attribute		Passed		All TH elements define the Scope attribute.		

		28						7.5 Tables		Column headers in rows		Passed		No rows with inappropriate or missed headers were detected in document.		

		29						7.5 Tables		Row headers in columns		Passed		No rows with inappropriate or missed headers were detected in document.		

		30		2		Tags->0->19,Tags->0->21		7.5 Tables		Organize Table		Passed		A table has been detected, please ensure that the table is well organized in rows and columns.		Verification result set by user.

		31						7.6 Lists		Correct Structure - Lbl		Passed		All Lbl elements passed.		

		32						7.6 Lists		Correct Structure - LBody		Passed		All LBody elements passed.		

		33						7.6 Lists		Correct Structure - LI		Passed		All List Items passed.		

		34						7.6 Lists		Correct Structure - L		Passed		All List elements passed.		

		35						7.6 Lists		ListNumbering		Passed		All List elements passed.		

		36				Pages->0		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 1 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		37				Pages->1		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 2 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		38				Pages->2		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 3 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		39				Pages->3		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 4 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		40				Pages->4		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 5 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		41				Pages->5		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 6 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		42				Pages->6		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 7 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		43				Pages->7		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 8 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		44				Pages->8		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 9 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		45				Pages->9		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 10 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		46				Pages->10		7.8 Page headers and footers		Header/Footer pagination artifacts		Passed		Page 11 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		47						7.15 XFA		Dynamic XFA		Passed		Document doesn't contains a dynamic XFA form.		

		48						7.16 Security		P entry in encryption dictionary		Passed		This file is encrypted, but it contains the P key in the encryption dictionary and the 10th bit is set to true.		

		49						7.17 Navigation		Document Outline (Bookmarks)		Passed		Bookmarks are logical and consistent with Heading Levels.		

		50		1,2,3,5,11		Tags->0->0->1->0,Tags->0->8->1->0,Tags->0->8->1->1,Tags->0->11->0->0,Tags->0->12->1->0,Tags->0->16->0->0,Tags->0->17->1->0,Tags->0->21->1->0->0->0->0,Tags->0->21->2->0->0->0->0,Tags->0->21->3->0->0->0->0,Tags->0->21->4->0->0->0->0,Tags->0->21->5->0->0->0->0,Tags->0->21->6->0->0->0->0,Tags->0->21->7->0->0->0->0,Tags->0->21->8->0->0->0->0,Tags->0->21->9->0->0->0->0,Tags->0->21->10->0->0->0->0,Tags->0->21->11->0->0->0->0,Tags->0->21->12->0->0->0->0,Tags->0->28->0->0,Tags->0->65->1->0,Tags->0->132->1->0		7.18.1 Annotations		Annotations correct reading order.		Passed		Please verify that the annotation is in correct reading order.		Verification result set by user.

		51		1,2,3,5,11		Tags->0->0->1->0,Tags->0->8->1->0,Tags->0->8->1->1,Tags->0->11->0->0,Tags->0->12->1->0,Tags->0->16->0->0,Tags->0->17->1->0,Tags->0->21->1->0->0->0->0,Tags->0->21->2->0->0->0->0,Tags->0->21->3->0->0->0->0,Tags->0->21->4->0->0->0->0,Tags->0->21->5->0->0->0->0,Tags->0->21->6->0->0->0->0,Tags->0->21->7->0->0->0->0,Tags->0->21->8->0->0->0->0,Tags->0->21->9->0->0->0->0,Tags->0->21->10->0->0->0->0,Tags->0->21->11->0->0->0->0,Tags->0->21->12->0->0->0->0,Tags->0->28->0->0,Tags->0->65->1->0,Tags->0->132->1->0		7.18.1 Annotations		Annotations for visual formatting		Passed		If the annotation is used for visual formatting, please verify it is tagged according to its semantic function.		Verification result set by user.

		52						7.18.2 Annotation Types		TrapNet		Passed		No TrapNet annotations were detected in this document.		

		53						7.18.3 Tab Order		Tabs Key		Passed		All pages that contain annotations have tabbing order set to follow the logical structure.		

		54						7.18.5 Links		Link Annotations - Valid Tagging		Passed		All tagged Link annotations are tagged in Link tags.		

		55						7.18.5 Links		Includes Link Annotation		Passed		All Link tags contain at least one Link annotation.		

		56		1		Tags->0->0->1		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of "https://chhs.my.irbmanager.com/" is appropriate for the highlighted element.		Verification result set by user.

		57		1		Tags->0->0->1->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of " https://chhs.my.irbmanager.com/ " is appropriate for the highlighted element.		Verification result set by user.

		58		1		Tags->0->8->1		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " IRBManager Manual for  " is appropriate for the highlighted element.		Verification result set by user.

		59		1		Tags->0->8->1->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  IRBManager Manual for   " is appropriate for the highlighted element.		Verification result set by user.

		60		1		Tags->0->8->1->1		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Researchers   " is appropriate for the highlighted element.		Verification result set by user.

		61		1,2		Tags->0->11->0,Tags->0->16->0,Tags->0->21->11->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Jessica Khouri, MD  " is appropriate for the highlighted element.		Verification result set by user.

		62		1,2		Tags->0->11->0->0,Tags->0->16->0->0,Tags->0->21->11->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Jessica Khouri, MD   " is appropriate for the highlighted element.		Verification result set by user.

		63		1,2		Tags->0->12->1,Tags->0->17->1		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Jessica.Khouri@cdph.ca.gov  " is appropriate for the highlighted element.		Verification result set by user.

		64		1,2		Tags->0->12->1->0,Tags->0->17->1->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Jessica.Khouri@cdph.ca.gov   " is appropriate for the highlighted element.		Verification result set by user.

		65		2		Tags->0->21->1->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Amelia Hinteregger  " is appropriate for the highlighted element.		Verification result set by user.

		66		2		Tags->0->21->1->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Amelia Hinteregger   " is appropriate for the highlighted element.		Verification result set by user.

		67		2		Tags->0->21->2->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Ashley Scarborough-Gonzalez, MPH  " is appropriate for the highlighted element.		Verification result set by user.

		68		2		Tags->0->21->2->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Ashley Scarborough-Gonzalez, MPH   " is appropriate for the highlighted element.		Verification result set by user.

		69		2		Tags->0->21->3->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " BETHANY MOORE  " is appropriate for the highlighted element.		Verification result set by user.

		70		2		Tags->0->21->3->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  BETHANY MOORE   " is appropriate for the highlighted element.		Verification result set by user.

		71		2		Tags->0->21->4->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Daniel Bernal, Bachelors of Science in Biology  " is appropriate for the highlighted element.		Verification result set by user.

		72		2		Tags->0->21->4->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Daniel Bernal, Bachelors of Science in Biology   " is appropriate for the highlighted element.		Verification result set by user.

		73		2		Tags->0->21->5->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Heather Lee, MSN-CNP  " is appropriate for the highlighted element.		Verification result set by user.

		74		2		Tags->0->21->5->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Heather Lee, MSN-CNP   " is appropriate for the highlighted element.		Verification result set by user.

		75		2		Tags->0->21->6->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Ian Baird, MD  " is appropriate for the highlighted element.		Verification result set by user.

		76		2		Tags->0->21->6->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Ian Baird, MD   " is appropriate for the highlighted element.		Verification result set by user.

		77		2		Tags->0->21->7->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Jason Barash, MT(ASCP) PHM  " is appropriate for the highlighted element.		Verification result set by user.

		78		2		Tags->0->21->7->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Jason Barash, MT(ASCP) PHM   " is appropriate for the highlighted element.		Verification result set by user.

		79		2		Tags->0->21->8->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Jeff Schapiro, MD  " is appropriate for the highlighted element.		Verification result set by user.

		80		2		Tags->0->21->8->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Jeff Schapiro, MD   " is appropriate for the highlighted element.		Verification result set by user.

		81		2		Tags->0->21->9->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Jennifer Botte, BS, RN  " is appropriate for the highlighted element.		Verification result set by user.

		82		2		Tags->0->21->9->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Jennifer Botte, BS, RN   " is appropriate for the highlighted element.		Verification result set by user.

		83		2		Tags->0->21->10->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Jennifer Read, MD  " is appropriate for the highlighted element.		Verification result set by user.

		84		2		Tags->0->21->10->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Jennifer Read, MD   " is appropriate for the highlighted element.		Verification result set by user.

		85		2		Tags->0->21->12->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " Nicole Cheng, B.S  " is appropriate for the highlighted element.		Verification result set by user.

		86		2		Tags->0->21->12->0->0->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  Nicole Cheng, B.S   " is appropriate for the highlighted element.		Verification result set by user.

		87		3		Tags->0->28->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " 2023-204  " is appropriate for the highlighted element.		Verification result set by user.

		88		3		Tags->0->28->0->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  2023-204   " is appropriate for the highlighted element.		Verification result set by user.

		89		5		Tags->0->65->1		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of " ClinicalTrials.gov " is appropriate for the highlighted element.		Verification result set by user.

		90		5		Tags->0->65->1->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of "  ClinicalTrials.gov  " is appropriate for the highlighted element.		Verification result set by user.

		91		11		Tags->0->132->1		7.18.5 Links		Alternate Representation		Passed		Please verify that Alt of "http://www.techsoftware.com/" is appropriate for the highlighted element.		Verification result set by user.

		92		11		Tags->0->132->1->0		7.18.5 Links		Alternate Representation		Passed		Please verify that Contents of " http://www.techsoftware.com/ " is appropriate for the highlighted element.		Verification result set by user.

		93						7.18.5 Links		IsMap attribute		Passed		No Server-side image maps were detected in this document (Links with IsMap set to true).		

		94						7.20 XObjects		Content referenced more than once		Passed		No Form XObjects contain MCIDs and are referenced more than once.		

		95						7.21 Fonts		Embedding		Passed		All fonts used for rendering are embedded		

		96						7.21 Fonts		CIDFont - Type 2 CIDToGIDMap exists		Passed		All Type 2 CID fonts contain CIDToGIDMap dictionaries.		

		97						7.21 Fonts		CIDFont - Type 2 CIDToGIDMap Type		Passed		All Type 2 CID fonts contain CIDToGIDMaps that are either set to Identity or are stream.		

		98						7.21 Fonts		Font and FontDescriptor dictionaries		Passed		Passed		

		99						7.21 Fonts		Type 0 Fonts - Encoding CMap		Passed		All CMaps are either predefined or embedded.		

		100						7.1 General		Correct Structure - RP, RB and RT		Not Applicable		No RP, RB or RT elements were detected in this document.		

		101						7.1 General		Correct Structure - Ruby		Not Applicable		No Ruby elements were detected in this document.		

		102						7.1 General		THead, TBody and TFoot		Not Applicable		No THead, TFoot, or TBody elements were detected in this document.		

		103						7.1 General		TOCI		Not Applicable		No TOCI elements were detected in this document.		

		104						7.1 General		TOC		Not Applicable		No TOC elements were detected in this document.		

		105						7.1 General		Correct Structure - Warichu		Not Applicable		No Warichu elements were detected in this document.		

		106						7.1 General		Correct Structure - WT and WP		Not Applicable		No WP or WT elements were detected in the document		

		107						7.1 General		Valid Role Maps		Not Applicable		No Role-maps exist in this document.		

		108						7.1 General		Role Maps - Semantic appropriateness		Not Applicable		No Role-maps exist in this document.		

		109						7.1 General		Use the Beep function		Not Applicable		No scripts were detected in this document.		

		110						7.1 General		No Flicker		Not Applicable		No elements that could cause flicker were detected in this document.		

		111						7.1 General		Sound Alternatives		Not Applicable		No multimedia elements were detected in this document.		

		112						7.1 General		OCR validation		Not Applicable		No raster-based images were detected in this document.		

		113						7.3 Graphics		Graphics tagged inside Link		Not Applicable		No graphics inside link were detected in this document.		

		114						7.4 Headings		Unnumbered Headings		Not Applicable		No unnumbered headings (H tags) were detected in this document.		

		115						7.7 Mathematical Expressions		Formula - Alternate Representations		Not Applicable		No Formula tags were detected in this document.		

		116						7.7 Mathematical Expressions		Formula - Appropriate alternate representations.		Not Applicable		No Formula tags were detected in this document.		

		117						7.7 Mathematical Expressions		Formula text tagged in Formula		Not Applicable		No formula text were detected in this document.		

		118						7.9 Notes and references		Note tag unique ID		Not Applicable		No Note tags were detected in this document.		

		119						7.9 Notes and references		References		Not Applicable		No internal links were detected in this document		

		120						7.10 Optional Content		Names and AS keys		Not Applicable		No Optional Content were detected in this document.		

		121						7.11 Embedded Files		F, UF and Desc keys		Not Applicable		No Embedded files were detected in this document.		

		122						7.12 Article Threads		7.12 Article Threads		Not Applicable		No Article threads were detected in the document		

		123						7.14 Non-Interactive Forms		PrintField attributes		Not Applicable		No non-interactive forms were detected in this document.		

		124						7.18.1 Annotations		Form Annotations - Valid Tagging		Not Applicable		No Form Annotations were detected in this document.		

		125						7.18.1 Annotations		Other Annotations - Valid Tagging		Not Applicable		No Annotations (other than Links and Widgets) were detected in this document.		

		126						7.18.1 Annotations		Other annotations doesn't have alternative description		Not Applicable		No other annotations were detected in this document.		

		127						7.18.2 Annotation Types		Unknown Annotations		Not Applicable		No unknown annotations were detected in this document.		

		128						7.18.4 Forms		Accessible Radio Buttons		Not Applicable		No Radio Buttons were detected in this document.		

		129						7.18.4 Forms		Alternate Representation		Not Applicable		No Form Fields were detected in this document.		

		130						7.18.8 PrinterMark Annotations		PrinterMark Annotations - Valid tagging		Not Applicable		No PrinterMark Annotations were detected in this document.		

		131						7.19 Actions		Script keystroke timing		Not Applicable		No scripts were detected in this document.		

		132						7.20 XObjects		Reference Form XObjects		Not Applicable		No Form XObjects were detected in the document.		

		133						7.21 Fonts		Type 0 Fonts - Registry		Not Applicable		No Type 0 fonts with encoding other than Identity-H or Identity-V were detected in this document.		

		134						7.21 Fonts		Type 0 Fonts - Ordering		Not Applicable		No Type 0 fonts with encoding other than Identity-H or Identity-V were detected in this document.		

		135						7.21 Fonts		Type 0 Fonts - Supplement		Not Applicable		No Type 0 fonts with encoding other than Identity-H or Identity-V were detected in this document.		

		136						7.21 Fonts		ToUnicode map exists		Not Applicable		All fonts either define the ToUnicode entry or a known encoding.		

		137						7.21 Fonts		TrueType Font Encoding		Not Applicable		No TrueType fonts were detected in this document.		

		138						7.21 Fonts		Type 0 Fonts - WMode		Not Applicable		No Type 0 fonts with stream Encoding defined in the document.		

		139						7.21 Fonts		Type 0 Fonts - Referenced CMaps		Not Applicable		No CMap references another CMap.		

		140		2		Tags->0->19,Tags->0->21		7.5 Tables		Summary		Warning		Table doesn't define the Summary attribute.		

		141						7.1 General		Format, layout and color		Skipped		Make sure that no information is conveyed by contrast, color, format or layout, or some combination thereof while the content is not tagged to reflect all meaning conveyed by the use of contrast, color, format or layout, or some combination thereof.		
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     		Serial		Page No.		Element Path		Checkpoint Name		Test Name		Status		Reason		Comments

		1				Doc		Additional Checks		2. Concise file names		Passed		Please verify that a document name of Continuing Review - Project 2023-204 (PI-Dr. Khouri)-SME-Dr. Dickey is concise and makes the contents of the file clear.		Verification result set by user.

		2						Section A: All PDFs		A1. Is the PDF tagged?		Passed		Tags have been added to this document.		

		3				MetaData		Section A: All PDFs		A2. Is the Document Title filled out in the Document Properties?		Passed		Please verify that a document title of View xForm - Continuing Review Application v6.0 is appropriate for this document.		Verification result set by user.

		4				MetaData		Section A: All PDFs		A3. Is the correct language of the document set?		Passed		Please ensure that the specified language (en) is appropriate for the document.		Verification result set by user.

		5				Doc		Section A: All PDFs		A4. Did the PDF fully pass the Adobe Accessibility Checker?		Passed		Did the PDF fully pass the Adobe Accessibility Checker?		Verification result set by user.

		6						Section A: All PDFs		A6. Are accurate bookmarks provided for documents greater than 9 pages?		Passed		Bookmarks are logical and consistent with Heading Levels.		

		7				Doc		Section A: All PDFs		A7. Review-related content		Passed		Is the document free from review-related content carried over from Office or other editing tools such as comments, track changes, embedded Speaker Notes?		Verification result set by user.

		8		1,2,3,4,5,6,7,8,9,10,11		Tags		Section A: All PDFs		A8. Logically ordered tags		Passed		Is the order in the tag structure accurate and logical? Do the tags match the order they should be read in?		Verification result set by user.

		9						Section A: All PDFs		A9. Tagged content		Passed		No Untagged annotations were detected, and no elements have been untagged in this session.		

		10						Section A: All PDFs		A11. Text correctly formatted		Passed		Property set status to Passed		

		11						Section A: All PDFs		A12. Paragraph text		Passed		Do paragraph tags accurately represent visual paragraphs?		Verification result set by user.

		12						Section A: All PDFs		A13. Resizable text		Passed		Text can be resized and is readable.		

		13				Pages->0		Section B: PDFs containing Color		B1. Color alone		Passed		Page 1 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		14				Pages->1		Section B: PDFs containing Color		B1. Color alone		Passed		Page 2 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		15				Pages->2		Section B: PDFs containing Color		B1. Color alone		Passed		Page 3 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		16				Pages->3		Section B: PDFs containing Color		B1. Color alone		Passed		Page 4 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		17				Pages->4		Section B: PDFs containing Color		B1. Color alone		Passed		Page 5 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		18				Pages->5		Section B: PDFs containing Color		B1. Color alone		Passed		Page 6 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		19				Pages->6		Section B: PDFs containing Color		B1. Color alone		Passed		Page 7 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		20				Pages->7		Section B: PDFs containing Color		B1. Color alone		Passed		Page 8 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		21				Pages->8		Section B: PDFs containing Color		B1. Color alone		Passed		Page 9 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		22				Pages->9		Section B: PDFs containing Color		B1. Color alone		Passed		Page 10 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		23				Pages->10		Section B: PDFs containing Color		B1. Color alone		Passed		Page 11 contains color. Please ensure that all information conveyed with color is also available without color.		Verification result set by user.

		24						Section C: PDFs containing Links		C1. Tagged links		Passed		All link annotations are placed along with their textual description in a Link tag.		

		25		1,2,3,5,11		Tags->0->0->1->0,Tags->0->8->1->0,Tags->0->8->1->1,Tags->0->11->0->0,Tags->0->12->1->0,Tags->0->16->0->0,Tags->0->17->1->0,Tags->0->21->1->0->0->0->0,Tags->0->21->2->0->0->0->0,Tags->0->21->3->0->0->0->0,Tags->0->21->4->0->0->0->0,Tags->0->21->5->0->0->0->0,Tags->0->21->6->0->0->0->0,Tags->0->21->7->0->0->0->0,Tags->0->21->8->0->0->0->0,Tags->0->21->9->0->0->0->0,Tags->0->21->10->0->0->0->0,Tags->0->21->11->0->0->0->0,Tags->0->21->12->0->0->0->0,Tags->0->28->0->0,Tags->0->65->1->0,Tags->0->132->1->0		Section C: PDFs containing Links		C2. Distinguishable Links		Passed		Is this link distinguished by a method other than color?		Verification result set by user.

		26		1		Tags->0->0->1		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of "https://chhs.my.irbmanager.com/" is appropriate for the highlighted element.		Verification result set by user.

		27		1		Tags->0->0->1->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of " https://chhs.my.irbmanager.com/ " is appropriate for the highlighted element.		Verification result set by user.

		28		1		Tags->0->8->1		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " IRBManager Manual for  " is appropriate for the highlighted element.		Verification result set by user.

		29		1		Tags->0->8->1->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  IRBManager Manual for   " is appropriate for the highlighted element.		Verification result set by user.

		30		1		Tags->0->8->1->1		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Researchers   " is appropriate for the highlighted element.		Verification result set by user.

		31		1,2		Tags->0->11->0,Tags->0->16->0,Tags->0->21->11->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Jessica Khouri, MD  " is appropriate for the highlighted element.		Verification result set by user.

		32		1,2		Tags->0->11->0->0,Tags->0->16->0->0,Tags->0->21->11->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Jessica Khouri, MD   " is appropriate for the highlighted element.		Verification result set by user.

		33		1,2		Tags->0->12->1,Tags->0->17->1		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Jessica.Khouri@cdph.ca.gov  " is appropriate for the highlighted element.		Verification result set by user.

		34		1,2		Tags->0->12->1->0,Tags->0->17->1->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Jessica.Khouri@cdph.ca.gov   " is appropriate for the highlighted element.		Verification result set by user.

		35		2		Tags->0->21->1->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Amelia Hinteregger  " is appropriate for the highlighted element.		Verification result set by user.

		36		2		Tags->0->21->1->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Amelia Hinteregger   " is appropriate for the highlighted element.		Verification result set by user.

		37		2		Tags->0->21->2->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Ashley Scarborough-Gonzalez, MPH  " is appropriate for the highlighted element.		Verification result set by user.

		38		2		Tags->0->21->2->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Ashley Scarborough-Gonzalez, MPH   " is appropriate for the highlighted element.		Verification result set by user.

		39		2		Tags->0->21->3->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " BETHANY MOORE  " is appropriate for the highlighted element.		Verification result set by user.

		40		2		Tags->0->21->3->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  BETHANY MOORE   " is appropriate for the highlighted element.		Verification result set by user.

		41		2		Tags->0->21->4->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Daniel Bernal, Bachelors of Science in Biology  " is appropriate for the highlighted element.		Verification result set by user.

		42		2		Tags->0->21->4->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Daniel Bernal, Bachelors of Science in Biology   " is appropriate for the highlighted element.		Verification result set by user.

		43		2		Tags->0->21->5->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Heather Lee, MSN-CNP  " is appropriate for the highlighted element.		Verification result set by user.

		44		2		Tags->0->21->5->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Heather Lee, MSN-CNP   " is appropriate for the highlighted element.		Verification result set by user.

		45		2		Tags->0->21->6->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Ian Baird, MD  " is appropriate for the highlighted element.		Verification result set by user.

		46		2		Tags->0->21->6->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Ian Baird, MD   " is appropriate for the highlighted element.		Verification result set by user.

		47		2		Tags->0->21->7->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Jason Barash, MT(ASCP) PHM  " is appropriate for the highlighted element.		Verification result set by user.

		48		2		Tags->0->21->7->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Jason Barash, MT(ASCP) PHM   " is appropriate for the highlighted element.		Verification result set by user.

		49		2		Tags->0->21->8->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Jeff Schapiro, MD  " is appropriate for the highlighted element.		Verification result set by user.

		50		2		Tags->0->21->8->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Jeff Schapiro, MD   " is appropriate for the highlighted element.		Verification result set by user.

		51		2		Tags->0->21->9->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Jennifer Botte, BS, RN  " is appropriate for the highlighted element.		Verification result set by user.

		52		2		Tags->0->21->9->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Jennifer Botte, BS, RN   " is appropriate for the highlighted element.		Verification result set by user.

		53		2		Tags->0->21->10->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Jennifer Read, MD  " is appropriate for the highlighted element.		Verification result set by user.

		54		2		Tags->0->21->10->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Jennifer Read, MD   " is appropriate for the highlighted element.		Verification result set by user.

		55		2		Tags->0->21->12->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " Nicole Cheng, B.S  " is appropriate for the highlighted element.		Verification result set by user.

		56		2		Tags->0->21->12->0->0->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  Nicole Cheng, B.S   " is appropriate for the highlighted element.		Verification result set by user.

		57		3		Tags->0->28->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " 2023-204  " is appropriate for the highlighted element.		Verification result set by user.

		58		3		Tags->0->28->0->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  2023-204   " is appropriate for the highlighted element.		Verification result set by user.

		59		5		Tags->0->65->1		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of " ClinicalTrials.gov " is appropriate for the highlighted element.		Verification result set by user.

		60		5		Tags->0->65->1->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of "  ClinicalTrials.gov  " is appropriate for the highlighted element.		Verification result set by user.

		61		11		Tags->0->132->1		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Alt of "http://www.techsoftware.com/" is appropriate for the highlighted element.		Verification result set by user.

		62		11		Tags->0->132->1->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Please verify that Contents of " http://www.techsoftware.com/ " is appropriate for the highlighted element.		Verification result set by user.

		63						Section D: PDFs containing Images		D1. Images in Figures		Passed		Paths, XObjects, Form XObjects and Shadings are included in Figures, Formula or Artifacted.		

		64		1		Tags->0->0->0		Section D: PDFs containing Images		D2. Figures Alternative text		Passed		Please verify that Alt of " Logo of Center For Data Insights and Innovation (California Health and Human Services Agency) " is appropriate for the highlighted element.		Verification result set by user.

		65		11		Tags->0->132->0		Section D: PDFs containing Images		D2. Figures Alternative text		Passed		Please verify that Alt of " Powered by, Institutional Review Board Manager (IRB) Logo. " is appropriate for the highlighted element.		Verification result set by user.

		66						Section D: PDFs containing Images		D3. Decorative Images		Passed		Paths, XObjects, Form XObjects and Shadings are included in Figures, Formula or Artifacted.		

		67		1,11		Tags->0->0->0,Tags->0->132->0		Section D: PDFs containing Images		D4. Complex Images		Passed		Do complex images have an alternate accessible means of understanding?		Verification result set by user.

		68		1,11		Tags->0->0->0->0,Tags->0->132->0->0		Section D: PDFs containing Images		D5. Images of text		Passed		Is this image an image of text? Fail if yes, Pass if no.		Verification result set by user.

		69						Section D: PDFs containing Images		D6. Grouped Images		Passed		No Figures with semantic value only if grouped were detected in this document.		

		70						Section E: PDFs containing Tables		E1. Table tags		Passed		All tables in this document are data tables.		

		71		2		Tags->0->19,Tags->0->21		Section E: PDFs containing Tables		E2. Table structure vs. visual layout		Passed		Does the table structure in the tag tree match the visual table layout?		Verification result set by user.

		72		2		Tags->0->19,Tags->0->21		Section E: PDFs containing Tables		E3. Table cells types		Passed		Are all header cells tagged with the TH tag? Are all data cells tagged with the TD tag?		Verification result set by user.

		73						Section E: PDFs containing Tables		E4. Empty header cells		Passed		All table header cells contain content or property set to passed.		

		74		2		Tags->0->19,Tags->0->21		Section E: PDFs containing Tables		E5. Merged Cells		Passed		Please verify that the highlighted Table does not contain any merged cells.		Verification result set by user.

		75						Section E: PDFs containing Tables		E6. Header scope		Passed		All simple tables define scope for THs		

		76						Section F: PDFs containing Lists		F1. List tags		Passed		All List elements passed.		

		77		1,7,9,10		Tags->0->4,Tags->0->85,Tags->0->92,Tags->0->111,Tags->0->113		Section F: PDFs containing Lists		F2. List items vs. visual layout		Passed		Does the number of items in the tag structure match the number of items in the visual list?		Verification result set by user.

		78		1,7,9,10		Tags->0->4,Tags->0->85,Tags->0->92,Tags->0->111,Tags->0->113		Section F: PDFs containing Lists		F3. Nested lists		Passed		Please confirm that this list does not contain any nested lists		Verification result set by user.

		79						Section G: PDFs containing Headings		G1. Visual Headings in Heading tags		Passed		All Visual Headings are tagged as Headings.		

		80						Section G: PDFs containing Headings		G2. Heading levels skipping		Passed		All Headings are nested correctly		

		81						Section G: PDFs containing Headings		G3 & G4. Headings mark section of contents		Passed		Is the highlighted heading tag used on text that defines a section of content and if so, does the Heading text accurately describe the sectional content?		Verification result set by user.

		82						Section H: PDFs containing Forms		H5. Tab order		Passed		All pages that contain annotations have tabbing order set to follow the logical structure.		

		83						Section I: PDFs containing other common elements		I3. Language for words and phrases		Passed		Property set status to Passed		

		84						Section I: PDFs containing other common elements		I4. Table of Contents		Passed		No Table of Contents (TOCs) were detected in this document.		Verification result set by user.

		85						Section A: All PDFs		A5. Is the document free from content that flashes more than 3 times per second?		Not Applicable		No elements that could cause flicker were detected in this document.		

		86						Section A: All PDFs		A10. Role mapped custom tags		Not Applicable		No Role-maps exist in this document.		

		87						Section D: PDFs containing Images		D2. Figures Alternative text		Not Applicable		No Formula tags were detected in this document.		

		88						Section E: PDFs containing Tables		E7. Headers/IDs		Not Applicable		No complex tables were detected in this document.		

		89						Section H: PDFs containing Forms		H1. Tagged forms		Not Applicable		No Form Annotations were detected in this document.		

		90						Section H: PDFs containing Forms		H2. Forms tooltips		Not Applicable		No form fields were detected in this document.		

		91						Section H: PDFs containing Forms		H3. Tooltips contain requirements		Not Applicable		No Form Annotations were detected in this document.		

		92						Section H: PDFs containing Forms		H4. Required fields		Not Applicable		No Form Fields were detected in this document.		

		93						Section I: PDFs containing other common elements		I1. Nonstandard glyphs		Not Applicable		No special glyphs detected		

		94						Section I: PDFs containing other common elements		I2. OCR text		Not Applicable		No raster-based images were detected in this document.		

		95						Section I: PDFs containing other common elements		I5. TOC links		Not Applicable		No Table of Contents (TOCs) were detected in this document.		

		96						Section I: PDFs containing other common elements		I6. References and Notes		Not Applicable		No internal links were detected in this document		

		97				Doc		Additional Checks		1. Special characters in file names		Warning		The document name Continuing Review - Project 2023-204 (PI-Dr. Khouri)-SME-Dr. Dickey contains special characters.		

		98				Doc		Additional Checks		2. Concise file names		Warning		The document name Continuing Review - Project 2023-204 (PI-Dr. Khouri)-SME-Dr. Dickey contains more than 30 characters.		

		99						Section B: PDFs containing Color		B2. Color contrast		Skipped		Does all text (with the exception of logos) have a contrast ratio of 4.5:1 or greater no matter the size?		
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     		Serial		Page No.		Element Path		Checkpoint Name		Test Name		Status		Reason		Comments

		1		1		Tags->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Figures		Passed		Please verify that Alt of " Logo of Center For Data Insights and Innovation (California Health and Human Services Agency) " is appropriate for the highlighted element.		Verification result set by user.

		2		11		Tags->0->132->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Figures		Passed		Please verify that Alt of " Powered by, Institutional Review Board Manager (IRB) Logo. " is appropriate for the highlighted element.		Verification result set by user.

		3		1		Tags->0->0->1		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of "https://chhs.my.irbmanager.com/" is appropriate for the highlighted element.		Verification result set by user.

		4		1		Tags->0->0->1->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of " https://chhs.my.irbmanager.com/ " is appropriate for the highlighted element.		Verification result set by user.

		5		1		Tags->0->8->1		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " IRBManager Manual for  " is appropriate for the highlighted element.		Verification result set by user.

		6		1		Tags->0->8->1->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  IRBManager Manual for   " is appropriate for the highlighted element.		Verification result set by user.

		7		1		Tags->0->8->1->1		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Researchers   " is appropriate for the highlighted element.		Verification result set by user.

		8		1,2		Tags->0->11->0,Tags->0->16->0,Tags->0->21->11->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Jessica Khouri, MD  " is appropriate for the highlighted element.		Verification result set by user.

		9		1,2		Tags->0->11->0->0,Tags->0->16->0->0,Tags->0->21->11->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Jessica Khouri, MD   " is appropriate for the highlighted element.		Verification result set by user.

		10		1,2		Tags->0->12->1,Tags->0->17->1		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Jessica.Khouri@cdph.ca.gov  " is appropriate for the highlighted element.		Verification result set by user.

		11		1,2		Tags->0->12->1->0,Tags->0->17->1->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Jessica.Khouri@cdph.ca.gov   " is appropriate for the highlighted element.		Verification result set by user.

		12		2		Tags->0->21->1->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Amelia Hinteregger  " is appropriate for the highlighted element.		Verification result set by user.

		13		2		Tags->0->21->1->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Amelia Hinteregger   " is appropriate for the highlighted element.		Verification result set by user.

		14		2		Tags->0->21->2->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Ashley Scarborough-Gonzalez, MPH  " is appropriate for the highlighted element.		Verification result set by user.

		15		2		Tags->0->21->2->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Ashley Scarborough-Gonzalez, MPH   " is appropriate for the highlighted element.		Verification result set by user.

		16		2		Tags->0->21->3->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " BETHANY MOORE  " is appropriate for the highlighted element.		Verification result set by user.

		17		2		Tags->0->21->3->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  BETHANY MOORE   " is appropriate for the highlighted element.		Verification result set by user.

		18		2		Tags->0->21->4->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Daniel Bernal, Bachelors of Science in Biology  " is appropriate for the highlighted element.		Verification result set by user.

		19		2		Tags->0->21->4->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Daniel Bernal, Bachelors of Science in Biology   " is appropriate for the highlighted element.		Verification result set by user.

		20		2		Tags->0->21->5->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Heather Lee, MSN-CNP  " is appropriate for the highlighted element.		Verification result set by user.

		21		2		Tags->0->21->5->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Heather Lee, MSN-CNP   " is appropriate for the highlighted element.		Verification result set by user.

		22		2		Tags->0->21->6->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Ian Baird, MD  " is appropriate for the highlighted element.		Verification result set by user.

		23		2		Tags->0->21->6->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Ian Baird, MD   " is appropriate for the highlighted element.		Verification result set by user.

		24		2		Tags->0->21->7->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Jason Barash, MT(ASCP) PHM  " is appropriate for the highlighted element.		Verification result set by user.

		25		2		Tags->0->21->7->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Jason Barash, MT(ASCP) PHM   " is appropriate for the highlighted element.		Verification result set by user.

		26		2		Tags->0->21->8->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Jeff Schapiro, MD  " is appropriate for the highlighted element.		Verification result set by user.

		27		2		Tags->0->21->8->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Jeff Schapiro, MD   " is appropriate for the highlighted element.		Verification result set by user.

		28		2		Tags->0->21->9->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Jennifer Botte, BS, RN  " is appropriate for the highlighted element.		Verification result set by user.

		29		2		Tags->0->21->9->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Jennifer Botte, BS, RN   " is appropriate for the highlighted element.		Verification result set by user.

		30		2		Tags->0->21->10->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Jennifer Read, MD  " is appropriate for the highlighted element.		Verification result set by user.

		31		2		Tags->0->21->10->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Jennifer Read, MD   " is appropriate for the highlighted element.		Verification result set by user.

		32		2		Tags->0->21->12->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " Nicole Cheng, B.S  " is appropriate for the highlighted element.		Verification result set by user.

		33		2		Tags->0->21->12->0->0->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  Nicole Cheng, B.S   " is appropriate for the highlighted element.		Verification result set by user.

		34		3		Tags->0->28->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " 2023-204  " is appropriate for the highlighted element.		Verification result set by user.

		35		3		Tags->0->28->0->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  2023-204   " is appropriate for the highlighted element.		Verification result set by user.

		36		5		Tags->0->65->1		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of " ClinicalTrials.gov " is appropriate for the highlighted element.		Verification result set by user.

		37		5		Tags->0->65->1->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of "  ClinicalTrials.gov  " is appropriate for the highlighted element.		Verification result set by user.

		38		11		Tags->0->132->1		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Alt of "http://www.techsoftware.com/" is appropriate for the highlighted element.		Verification result set by user.

		39		11		Tags->0->132->1->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Please verify that Contents of " http://www.techsoftware.com/ " is appropriate for the highlighted element.		Verification result set by user.

		40						Guideline 1.3 Create content that can be presented in different ways		No nested Headings		Passed		Heading tags are not nested inside one another.		

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

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

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

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

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

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

		47						Guideline 1.3 Create content that can be presented in different ways		Table Cells		Passed		All Table Data Cells and Header Cells passed		

		48						Guideline 1.3 Create content that can be presented in different ways		Table Rows		Passed		All Table Rows passed.		

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

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

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

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

		53						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.		

		54						Guideline 1.3 Create content that can be presented in different ways		Header Cells		Passed		All table cells have headers associated with them.		

		55						Guideline 1.3 Create content that can be presented in different ways		Summary attribute		Passed		All Table elements define the Summary attribute.		

		56						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.		

		57						Guideline 1.3 Create content that can be presented in different ways		Scope attribute		Passed		All TH elements define the Scope attribute.		

		58						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.		

		59				Doc		Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Format, layout and color		Passed		Make sure that no information is conveyed by contrast, color, format or layout, or some combination thereof while the content is not tagged to reflect all meaning conveyed by the use of contrast, color, format or layout, or some combination thereof.		Verification result set by user.

		60		1,11		Tags->0->0->0->0,Tags->0->132->0->0		Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Non-Text Contrast		Passed		Please verify that all graphical elements need to have a contrast ratio of at least 3:1 against adjacent colors.		Verification result set by user.

		61						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.		

		62						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.		

		63						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).		

		64						Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Outlines (Bookmarks)		Passed		Bookmarks are logical and consistent with Heading Levels.		

		65				MetaData		Guideline 2.4 Provide ways to help users navigate, find content, and determine where they are		Metadata - Title and Viewer Preferences		Passed		Please verify that a document title of View xForm - Continuing Review Application v6.0 is appropriate for this document.		Verification result set by user.

		66						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.		

		67		1,2,3,5,11		Tags->0->8->1->0,Tags->0->8->1->1,Tags->0->11->0->0,Tags->0->12->1->0,Tags->0->16->0->0,Tags->0->17->1->0,Tags->0->21->1->0->0->0->0,Tags->0->21->2->0->0->0->0,Tags->0->21->3->0->0->0->0,Tags->0->21->4->0->0->0->0,Tags->0->21->5->0->0->0->0,Tags->0->21->6->0->0->0->0,Tags->0->21->7->0->0->0->0,Tags->0->21->8->0->0->0->0,Tags->0->21->9->0->0->0->0,Tags->0->21->10->0->0->0->0,Tags->0->21->11->0->0->0->0,Tags->0->21->12->0->0->0->0,Tags->0->28->0->0,Tags->0->65->1->0,Tags->0->132->1->0		Guideline 2.5 Input Modalities		Target Size (Minimum)		Passed		Is the target of the pointer input constrained by the line-height of non-target text, or this particular presentation of the target essential or legally required? Pass if Yes, Fail if No.		Verification result set by user.

		68				MetaData		Guideline 3.1 Make text content readable and understandable.		Language specified		Passed		Please ensure that the specified language (en) is appropriate for the document.		Verification result set by user.

		69						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		

		70				Pages->0		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 1 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		71				Pages->1		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 2 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		72				Pages->2		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 3 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		73				Pages->3		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 4 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		74				Pages->4		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 5 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		75				Pages->5		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 6 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		76				Pages->6		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 7 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		77				Pages->7		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 8 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		78				Pages->8		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 9 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		79				Pages->9		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 10 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		80				Pages->10		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Page 11 contains content but does not define header or footer pagination artifacts. Please confirm this is correct.		Verification result set by user.

		81						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.		

		82						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.		

		83						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.		

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

		85						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.		

		86						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.		

		87						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.		

		88						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.		

		89						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.		

		90						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.		

		91						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		

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

		93						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.		

		94						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.		

		95						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.		

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

		97						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.		

		98						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.		

		99						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.		

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

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

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

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

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

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

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

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

		108						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.		

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

		110						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.		

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

		112						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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