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- Submitted 06/03/2026 6:35 PM ET by Kimberly Berger, MPH, PhD

UP or AE Questions

‘Submitter

Kimberly Berger, MPH, PhD
Email: kimberly@sequoiafoundation.org Business: (310) 977-1054

'Project number

2025-133

'Principal Investigator

Kimberly Berger, MPH, PhD
Email: kimberly@sequoiafoundation.org Business: (310) 977-1054

' Study title

Evaluating the Effectiveness of Air Quality Monitoring and Health Education
on Reducing Indoor Pollution Exposure in Low-Income Housing Communities
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Study personnel

Name Role

Charlene Sacramento Research Team

Daniella Rodrigues, AA, AS Research Team

Hannah Wohl Sanchez, BS Research Team

Jeff W Sanchez, B.A. Responsible Official
Kazukiyo Kumagai, Ph.D Research Team

Kimberly Berger, MPH, PhD Principal Investigator
Ping Wang, PhD Research Team
Rosemary Castorina, PhD MPH Co-Principal Investigator
Zhong-Min Wang, Ph.D. Research Team

Monitoring Entity

Principal Investigator

Report Type

Protocol deviation or violation that was harmful (caused harm to participants
or others, or placed them at risk of harm - including physical, psychological,
economic, or social harm)
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Provide a brief description of event or information for your selection
above

On Saturday, May 30 a participant emailed cphs@otsi.ca.gov with me cc'd
with the following message:

"I need to be paid for my time. The Air Smart Study personnel barraged me
with phone calls, texts and emails and questioned me about incidents that
that they were informed about themselves as they were copied on emails. 1
had NOT given permission (nor was I even asked for permission) to text me
yet my data plan was compromised by the Air Smart company's texts. The
angst, time and expense alone requires a payment of $50.00 sent to me
ASAP from Air Smart as an additional 20 minutes of my time was taken from
me this morning. NO ONE should be subjected to this barrage of phone
calls, texts and emails and then denied promised payment. California
Committee for the Protection of Human Subjects, please see that I am
compensated for my time and suffering, otherwise please shut the study
down so no other unfortunate subjects are harmed. Thank you, "

Below is a summary of our interactions with this participant.

The participant booked a phone appointment for May 26 to go over our
informed consent form. After she booked the appointment she emailed us to
ask for the phone number we would be calling from, which I responded to
with our study phone number. I called her on the 26th but she didn't answer,
so the next day I texted her and sent an email asking if she wanted to
reschedule. Turns out she had rescheduled for May 29 and I hadn't seen it.
She responded to my text with STOP, so I did not text her again. At the time
I texted her, she had not consented to receiving text messages.

Hannah called the participant for her appointment on May 29. I received a
call shortly after they hung up with Hannah in tears. Hannah reported that
the participant had been aggressively rude, impatient, and accusatory on
the call. She repeatedly cut Hannah off, called her a liar, and was aggressive
in her words and tone. After speaking with Hannah I decided to withdraw the
participant from the study because I was not comfortable sending my staff
into her home, which would have been the next step in the study. I sent the
participant a respectful email informing her that we were withdrawing her,
cancelling the study visit that she and Hannah had scheduled on their call,
and deleting her information from our systems. That is the last interaction
we had. I was on vacation that day so I did not get a chance to delete her
information before she emailed CPHS the next day. I will hold off for now
until this is resolved.

Here is the content of both the text and email I sent her on May 28: "Hi.
This is Kim from the Air Smart Research study. We tried to call you
yesterday for our appointment but didn't get an answer. Would you like to
reschedule?"

And here is the email I sent her on May 29:
"Hello,

I am writing to inform you that I have decided to withdraw you from the Air
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Smart Research study. Respectful communication with study staff is required
for participation, and the conduct during your recent phone call with our
team does not meet that expectation.

We will remove your information from our study systems and cancel the
appointment we scheduled earlier today.

Thank you,
Kim"

In total, we called her twice (one missed call from me, one answered call
from Hannah), texted her once, and emailed her three times (once as a
confirmation of the phone appointment she booked, once in response to her
email asking for the phone number we would be calling from, and once to
tell her we were withdrawing her). Our eligibility survey and informed
consent form (which she did sign) is very clear that the first payment comes
after the first study visit is complete. This participant did not complete the
study visit.

After this incident, I went back through my phone records and found three
other participants who I texted before they opted in to receiving text
messages. I have discontinued texting all participants, except for the few
who explicitly requested to receive text message reminders. To correct this
deviation, we will: 1) amend our informed consent form to include a
checkbox to opt in to receiving text messages for study activity reminders,
2) use that consent form going forward, and 3) re-consent the participants
who explicitly requested to receive text messages with the new informed
consent form.

Following study protocol is a top priority and I apologize for and regret this
deviation. I will follow any guidance from you on communications or
decisions regarding the participant above; my current intent is to not pay
her compensation because she did not complete the study visit. I also do not
intend on initiating further communication with her.

Thank you,
Kimberly Berger

Date of event
05/30/2026

Date PI learned of event
05/30/2026

Enrolled in OSHPD research (OSHPD campus including Foothills
facilities)?
No
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Are there proposed changes to the protocol?

Yes

As you indicated that there are proposed changes to the protocol, you
will need to submit an amendment to your project. In order to do so,
you will need to go into your study in IRBManager and click on the
'initial submission event'. Once inside the event, go to the xform list
and click the 'copy for amend' icon next to your application name.

Attach any relevant documents to the report

No answer provided.

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

Signed Wednesday, June 3, 2026 6:10:08 PM ET by Kimberly Berger, MPH,
PhD
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Notify IRB for Pre-Screening

IRB pre-screening

Is the AE report ready to be reviewed by the Chair/designee?

No answer provided.

Copyright ©2000-2026 Tech Software. All Rights Reserved.
2026.5.8472.0/Release/1030d2c | GCWBWS1 | 2026-06-04 16:03:37Z
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		16		1,2,3,6		Tags->0->0->1,Tags->0->0->1->0,Tags->0->6->0,Tags->0->6->0->0,Tags->0->7->1,Tags->0->7->1->0,Tags->0->10->0,Tags->0->10->0->0,Tags->0->12->0,Tags->0->12->0->0,Tags->0->13->1,Tags->0->13->1->0,Tags->0->18->1->0->0->0,Tags->0->18->1->0->0->0->0,Tags->0->18->2->0->0->0,Tags->0->18->2->0->0->0->0,Tags->0->18->3->0->0->0,Tags->0->18->3->0->0->0->0,Tags->0->18->4->0->0->0,Tags->0->18->4->0->0->0->0,Tags->0->18->5->0->0->0,Tags->0->18->5->0->0->0->0,Tags->0->18->6->0->0->0,Tags->0->18->6->0->0->0->0,Tags->0->18->7->0->0->0,Tags->0->18->7->0->0->0->0,Tags->0->18->8->0->0->0,Tags->0->18->8->0->0->0->0,Tags->0->18->9->0->0->0,Tags->0->18->9->0->0->0->0,Tags->0->24->1,Tags->0->24->1->0,Tags->0->58->1,Tags->0->58->1->0		Section C: PDFs containing Links		C3. Understandable Links		Passed		Passed.		Verification result set by user.

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

		18		1,6		Tags->0->0->0,Tags->0->58->0		Section D: PDFs containing Images		D2. Figures Alternative text		Passed		Passed.		Verification result set by user.

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

		20		1,6		Tags->0->0->0,Tags->0->58->0		Section D: PDFs containing Images		D4. Complex Images		Passed		Passed.		Verification result set by user.

		21		1,6		Tags->0->0->0->0,Tags->0->58->0->0		Section D: PDFs containing Images		D5. Images of text		Passed		Passed.		Verification result set by user.

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

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

		24		2		Tags->0->18		Section E: PDFs containing Tables		E2. Table structure vs. visual layout		Passed		Passed.		Verification result set by user.

		25		2		Tags->0->18		Section E: PDFs containing Tables		E3. Table cells types		Passed		Passed.		Verification result set by user.

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

		27		2		Tags->0->18		Section E: PDFs containing Tables		E5. Merged Cells		Passed		Passed.		Verification result set by user.

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

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

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

		31						Section G: PDFs containing Headings		G3 & G4. Headings mark section of contents		Passed		Passed.		Verification result set by user.

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

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

		34						Section I: PDFs containing other common elements		I4. Table of Contents		Passed		Passed.		Verification result set by user.

		35						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.		

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

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

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

		39						Section F: PDFs containing Lists		F1. List tags		Not Applicable		No List elements were detected in this document.		

		40						Section F: PDFs containing Lists		F2. List items vs. visual layout		Not Applicable		No list tags were detected in this document		

		41						Section F: PDFs containing Lists		F3. Nested lists		Not Applicable		No list tags were detected in this document		

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

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

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

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

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

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

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

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

		50				Doc		Additional Checks		1. Special characters in file names		Warning		The document name Adverse Event-Project 2025-133-Sequoia Foundation (PI-Dr. Berger) (SME-Dr. Dickey) contains special characters.		

		51				Doc		Additional Checks		2. Concise file names		Warning		The document name Adverse Event-Project 2025-133-Sequoia Foundation (PI-Dr. Berger) (SME-Dr. Dickey) contains more than 30 characters.		

		52						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		1,6		Tags->0->0->0,Tags->0->58->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Figures		Passed		Passed.		Verification result set by user.

		2		1,2,3,6		Tags->0->0->1,Tags->0->0->1->0,Tags->0->6->0,Tags->0->6->0->0,Tags->0->7->1,Tags->0->7->1->0,Tags->0->10->0,Tags->0->10->0->0,Tags->0->12->0,Tags->0->12->0->0,Tags->0->13->1,Tags->0->13->1->0,Tags->0->18->1->0->0->0,Tags->0->18->1->0->0->0->0,Tags->0->18->2->0->0->0,Tags->0->18->2->0->0->0->0,Tags->0->18->3->0->0->0,Tags->0->18->3->0->0->0->0,Tags->0->18->4->0->0->0,Tags->0->18->4->0->0->0->0,Tags->0->18->5->0->0->0,Tags->0->18->5->0->0->0->0,Tags->0->18->6->0->0->0,Tags->0->18->6->0->0->0->0,Tags->0->18->7->0->0->0,Tags->0->18->7->0->0->0->0,Tags->0->18->8->0->0->0,Tags->0->18->8->0->0->0->0,Tags->0->18->9->0->0->0,Tags->0->18->9->0->0->0->0,Tags->0->24->1,Tags->0->24->1->0,Tags->0->58->1,Tags->0->58->1->0		Guideline 1.1 Provide text alternatives for all non-text content		Alternative Representation for Links		Passed		Passed.		Verification result set by user.

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

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

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

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

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

		8						Guideline 1.3 Create content that can be presented in different ways		Table		Passed		All Table 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						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.		

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

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

		14						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.		

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

		16						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.		

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

		18		1,6		Tags->0->0->0->0,Tags->0->58->0->0		Guideline 1.4 Make it easier for users to see and hear content including separating foreground from background.		Non-Text Contrast		Passed		Passed.		Verification result set by user.

		19						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.		

		20						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.		

		21						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).		

		22						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.		

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

		24						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.		

		25		1,2,3,6		Tags->0->6->0->0,Tags->0->7->1->0,Tags->0->10->0->0,Tags->0->12->0->0,Tags->0->13->1->0,Tags->0->18->1->0->0->0->0,Tags->0->18->2->0->0->0->0,Tags->0->18->3->0->0->0->0,Tags->0->18->4->0->0->0->0,Tags->0->18->5->0->0->0->0,Tags->0->18->6->0->0->0->0,Tags->0->18->7->0->0->0->0,Tags->0->18->8->0->0->0->0,Tags->0->18->9->0->0->0->0,Tags->0->24->1->0,Tags->0->58->1->0		Guideline 2.5 Input Modalities		Target Size (Minimum)		Passed		Passed.		Verification result set by user.

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

		27						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		

		28				Pages->0,Pages->1,Pages->2,Pages->3,Pages->4,Pages->5		Guideline 3.2 Make Web pages appear and operate in predictable ways		Header/Footer pagination artifacts		Passed		Passed.		Verification result set by user.

		29						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.		

		30						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.		

		31						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.		

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

		33						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.		

		34						Guideline 1.3 Create content that can be presented in different ways		Lbl - Valid Parent		Not Applicable		No Lbl elements were detected in this document.		

		35						Guideline 1.3 Create content that can be presented in different ways		LBody - Valid Parent		Not Applicable		No LBody elements were detected in this document.		

		36						Guideline 1.3 Create content that can be presented in different ways		List Item		Not Applicable		No List Items were detected in this document.		

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

		38						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.		

		39						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.		

		40						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.		

		41						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.		

		42						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.		

		43						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		

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

		45						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.		

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

		47						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.		

		48						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.		

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

		50						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.		

		51						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.		

		52						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.		

		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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