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From: "Su, John (CDC/NCEZID/DHQP/ISO)"

To: "Nair, Narayan (FDA/CBER)" , "Shimabukuro, Tom
(CDC/NCEZID/DHQP/ISO)"

Cc: "Duffy, Jonathan M. (CDC/NCEZID/DHQP/1SO)" || EEGEGNG
Subject: RE: [EXTERNAL] RE: FDA coauthor for tinnitus paper
Date: Fri, 19 Jan 2024 13:56:03 +0000
Importance: Normal
Attachments: tinnitus_after COVID vaccination 17 Jan 2024.docx

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the
sender and know the content is safe.

You’re awesome --- thanks! Please see enclosed.

e John

From: Nair, Narayan
Sent: Friday, January 19, 2024 8:45 AM

To: Su, John (CDC/NCEZID/DHQP/ISO) ; Shimabukuro, Tom (CDC/NCEZID/DHQP/ISO)_
Cc: Duffy, Jonathan M. (CDC/NCEZID/DHQP/1SO)

Subject: RE: [EXTERNAL] RE: FDA coauthor for tinnitus paper

Sure, |think we can do that. Do you have the latest draft?

Narayan

From: Su, John (CDC/NCEZID/DHQP/ISO)

Sent: Thursday, January 18, 2024 3:32 PM

To: Nair, Narayan ; Shimabukuro, Tom (CDC)_
Cc: Duffy, Jonathan M (CDC)

Subject: RE: [EXTERNAL] RE: FDA coauthor for tinnitus paper

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the
sender and know the content is safe.

Hi Narayan,
Adding Jon Duffy to this thread, for his awareness.

Also, while I'd indicated Jan 31 as a target date, there’s interest in moving this paper forward with haste. Would
the end of next week (Jan 26) be doable? Any priority you could put on this ask would be greatly appreciated. Thanks!

e John

From: Nair, Narayan
Sent: Wednesday, January 17, 2024 11:27 PM

To: Su, John (CDC/NCEZID/DHQP/ISO)_; Shimabukuro, Tom (CDC/NCEZID/DHQP/ISO)_

Subject: RE: [EXTERNAL] RE: FDA coauthor for tinnitus paper
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SMR1.Point32Health.org made the following annotations

Confidential, Proprietary, Exempt or Privileged: This email message with any attachments contains information
intended for the exclusive use of the individual or entity to whom it is addressed and may contain information
that is considered privileged, proprietary, confidential and/or exempt from disclosure under applicable law. If
you are not the intended recipient, you are hereby notified that any review, disclosure, reproduction, distribution
or other use of this communication is strictly prohibited. If you received this email in error, please notify the
sender by reply or telephone and delete the message, including any attachments, without saving, copying or

PSI-HHS-000001136463



AUTHORIZED FOR PUBLIC RELEASE BY CHAIRMAN JOHNSON

disclosing it.

Confidential, Proprietary, Exempt or Privileged: This email message with any attachments contains information
intended for the exclusive use of the individual or entity to whom it is addressed and may contain information
that is considered privileged, proprietary, confidential and/or exempt from disclosure under applicable law. If
you are not the intended recipient, you are hereby notified that any review, disclosure, reproduction, distribution
or other use of this communication is strictly prohibited. If you received this email in error, please notify the
sender by reply or telephone and delete the message, including any attachments, without saving, copying or
disclosing it.

Confidential, Proprietary, Exempt or Privileged: This email message with any attachments contains information
intended for the exclusive use of the individual or entity to whom it is addressed and may contain information
that is considered privileged, proprietary, confidential and/or exempt from disclosure under applicable law. If
you are not the intended recipient, you are hereby notified that any review, disclosure, reproduction, distribution
or other use of this communication is strictly prohibited. If you received this email in error, please notify the
sender by reply or telephone and delete the message, including any attachments, without saving, copying or
disclosing it.
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From: "Nair, Narayan" [N

'

To: "Zinderman, Craii E' . (- schik, David"

Subject: RE: suggested edits as discussed...
Date: Fri, 07 May 2021 19:40:02 -0000
Importance: Normal
Attachments: Data Mining Note to CDER 2021 0507 dm cz nn (2).docx

Hi Craig and David,
Thanks for working on this email. | think it is excellent. | had a couple of suggestions but definitely nothing | feel strong
about so feel free to ignore if they don’t work for you. | plan to talk to Karen about this issue early next week.

Narayan

From: Zinderman, Craig £ | IENEEEEENE

Sent: Friday, May 7, 2021 2:59 PM

To: Menschik, David | K - \2rayan ]

Subject: RE: suggested edits as discussed...

Narayan:
Sorry to send a second version, but David and | made a tweak to the last paragraph that we think works better.

Thanks,
Craig

From: Zinderman, Craig E
Sent: Friday, May 07, 2021 2:49 PM

To: Menschik, David Narayan Nair _)

Subject: RE: suggested edits as discussed...

Narayan:
| drafted, and David edited, the attached message to Ana as discussed. Please feel free to edits as you see fit. It’s pretty
long so feel to shorten if you can see any opportunity for that.

| put it in Word for ease of tracked changes.

Thanks,
Craig

From: Wenschik, 0= [

Sent: Friday, May 07, 2021 12:33 PM
To: zinderman, Craie ¢ [

Subject: suggested edits as discussed...

...attached...
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Good AfternoonMerning Ana,

Thank you again for talking with us back in March about your work exploring new data mining
approaches and discussing your interest in CBER’s COVID-19 vaccine products. We are writing to
kindly ask thatyou to please hold offlon step-creating and sending data mining reports and analyses

using COVID-19 vaccine AE data.

In CBER OBE, we have been reviewing the various COVID-19 vaccine data mining results that you
have been forwarding. While we appreciate your interest in sharing your results, they have not
contributed to our alreadywe-already-have-a robust process for continuous-monitering-ofreviewing
incomingand-aggregated VAERS (and other vaccine safety) data. | will describe a little bit
below:including:

-AESIs: CBER and CDC have established sets of AESIs (sets of PTs representing Adverse Events of
Special Interest) for key events. Incoming reports captured by these AESIs are highlighted for FDA
reviewer screening, as well as medical record follow-up and chart abstraction by CDC

reviewers. Many of the alerts that you have been sending relate to AESIs for which we are already
screening and reviewing reports, such as AMI, TTS, Thromboembolic events, and other forms of
coagulopathy. Having our staff examine your alerts creates an extra, and somewhat redundant
workstream for them, since these AESIs are already under close observation. AESIs for which we
are seeing substantial or notable reporting are further evaluated via comparisons to background
rates (using known COVID vaccine administration data tracked by CDC and provided weekly to FDA)
as well as in population-based data sources both at FDA and CDC (e.g., BEST, CMS, Vaccine Safety
Datalink (VSD)).

-Serious report screening: FDA MOs review sSerious reports coming into VAERS daily until meeting
pre- speafled milestones (i.e., certain time since authorlzatlon and doses administered) and then =

weekhﬂewew e#aggregated PT counts weekly by seriousness, AESI, Lot number, most frequent
PTs, weekly changes in PT rankings, and other metrics.

-Pre-screening: for a couple of notable issues, the VAERS program contractor flags reports when
they hit the door: these pre-screened events will have expedited gathering of medical records and
CDC review and abstraction. TTS and anaphylaxis both have fallen into this category.

Of note, data mining alerts, which are designed to generate hypotheses of possible safety issues,
are no longer particularly useful for our pharmacovigilance purposes when a signal has already
been identified, such as for TTS, or when an issue (e.g., an AESI such as AMI) is being worked up in a

more robust (e. g actlve survelllance) svstem Seme—aJeﬁs—Hwa{—yeH-have-eeﬁt—hke-Fer—AMl—have

Also-asyouknewFurther, we have a standard process for data mining screening in place for VAERS
data; this screening was in place at the start of, and throughout, the COVID vaccine campaign; the
frequency/nature of the calculations, stratifications and other parameters, are known and
understood by us and our stakeholders. We understand that exploring new approaches and
varying the stratifications-orother parameters might improve the methodology and is of interest to
you. However, from our perspective, the approach employed during a period of intense, high
profile surveillance should be standard, and-predictable, and road-tested. Results from Aadjusting
parameters thate ralse or lower sensmwty of the alerts as the vaccination campaign is undenNay
could lead to seme
eafe{y—resal-ts—confusmn and have unlntended consequences (e g., regardmg vaccine confldence)

Commented [NN1]: Agree with not using “stop”. But|
was worried she may misread the sentence as “please hold
on” to doing what she is doing.

Nair, Narayan

2021-05-07 15:35:00
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|We would be happy to engage with you should you wish to explore your new approaches on CDER

regulated products. | Commented [NN2]: This is my clumsy attempt to
redirect her. Feel free to delete this sentence if not
So, while we appreciate your work and interest at CDER on the COVID vaccine VAERS data,—ferall-of :::";&":a‘g‘e“b'e
the abovereasons; | that examining the analyses you have been .
in the above context, we have found 2021-05-07 15:33:00

sending-haslargelyreflected-events-otherwise-underevaluatienno indication for action based on

your findings, which have been consuming a lot of resources at a time when resources are
stretched across arpreexustlng robust pharmacowgllance mﬁcast&uetu;eactlvmes We#aven—t—seen—a

So, we are asklng that you please hold off on creatlng and sendlng data mining results for COVID 19
vaccine AE data. Thanks much for your time and attentionunderstanding, and; sorry for the long
email.

Kind regards, Fhanks,

Craig Zinderman, MD, MPH

Associate Director for Medical Policy

Office of Biostatistics and Epidemiology
FDA/Center for Biologics Evaluation and Research
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From: "Nair, Narayan"
To: "Menschik, David"

, "Zimderman, Craig"

, "Baer, Bethany"
Subject: RE: Data mining question
Date: Fr1, 15 Mar 2024 19:21:26 -0000
Importance: Normal
Inline-Images: image001.png; image002.jpg; image003.jpg; image004.jpg; image005.jpg; 1mage006.jpg

Ok, thank you for checking.

Narayan

From: Menschik, David
Sent: Friday, March 15, 2024 1:30 PM
To: Nair, Narayan

; Zinderman, Craig_; Baer, Bethany

Subject: RE: Data mining question

I understood we provided CDC language for this limitation for the 6 month safety review of mRNA vaccines (and | could
share that language if helpful) but in looking at the published article, it now appears that they took it out before
publication. I’'m not aware of such language included in another publication.

From: Nair, Narayan
Sent: Friday, March 15, 2024 1:04 PM
To: Menschik, David

; Zinderman, Craig_; Baer, Bethany

Subject: Data mining question

Good afternoon,

I know in the past we have discussed one of the possible limitations of data mining currently is the vast number of VAERS
reports from the COVID vaccines may limit our ability to detect statistical alerts because disproportionality scores may be
driven towards the null. Do you know if there is a public reference that discusses this limitation? | have found some
references that discuss general limitations for data mining but not sure if there is one that talks about how a large volume
of reports from a single class of products could masks results.

Narayan Nair, MD (he/him/his)

Division Director

Division of Pharmacovigilance

Office of Biostatistics and Pharmacovigilance
Center for Biologics Evaluation and Research
U.S. Food and Drug Administration

I
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From: "Nair, Narayan"
To: "Sly, Elizabeth"

, "Zinderman, Craig E"
, "Alimchandani, Meghna"

Cc: "Burk, Suzann"
Subject: RE: [EXTERNAL] Empirical Bayesian (EB) Data Mining
Date: Fri, 30 Sep 2022 14:21:04 -0000
Importance: Normal

Thanks — | hope you have a nice weekend also (I think it will be a rainy one!)

Narayan

From: Sly, Elizabeth
Sent: Friday, September 30, 2022 10:16 AM
To: Zinderman, Craig E
Nair, Narayan
Cc: Burk, Suzann
Subject: RE: [EXTERNAL] Empirical Bayesian (EB) Data Mining

; Alimehandani, Meghn= [

Hi All,

Thank you all so much. I'll simply let them know that this information is inaccurate and FDA continues to regularly conduct
data mining for all approved/authorized vaccines (and I'll direct them to the link you provided).

I'll also encourage them to have their CDC SME’s speak with you directly if they need any further information as | know
you communicate regularly.

Thanks again for the prompt reply and have a wonderful weekend.

-Liz

From: Zinderman, Craig E
Sent: Friday, September 30, 2022 10:10 AM
To: Alimchandani, Meghna
Elizabeth

Cc: Burk, Suzann
Subject: RE: [EXTERNAL] Empirical Bayesian (EB) Data Mining

Nothing for me either.

Thanks,
Craig

From: Alimchandani, Meghna
Sent: Friday, September 30, 2022 9:53 AM
To: Nair, Narayan

; Sly, Elizabeth _; Zinderman, Craig E

Cc: Burk, Suzann
Subject: RE: [EXTERNAL] Empirical Bayesian (EB) Data Mining
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Elnetta Mitchell, MBA

Goldbelt C6, LLC
DHQP/NCEZID/CDC

Centers for Disease Control and Prevention
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From: "Nair, Narayan"

To: "Sly, Elizabeth" , "Zinderman, Craig E"

" Alimchandani, Meghna"

Cc: "Burk, Suzann"
Subject: RE: [EXTERNAL] Empirical Bayesian (EB) Data Mining
Date: Fri, 30 Sep 2022 13:43:32 -0000
Importance: Normal

Hi Liz,
Seem my responses below in red. Craig/Meghna, please let me know if you have anything to add.
Happy to discuss further if needed.

1) Please let me know if information they have summarized is accurate and/or if there is any further
clarification you can provide.
The statement is not accurate. FDA is still regularly conducting data mining for all approved/authorized

vaccines.

2) Is there any cleared language/statement available on this topic that we could share with CDC that’s
publicly releasable?
| am not quite sure what they are looking for but here is a link that describes FDA datamining efforts.
https://www.fda.gov/science-research/data-mining

Some additional background with regard to Question #1 — we would regularly send CDC the results of our datamining for
the COVID vaccines by email. Earlier, this summer | suggested to CDC ISO that we discontinue the routine regular emails.
| told them that DPV would continue to conduct data mining and would notify CDC if we found any datamining alerts that
were clinical relevant and required further action. This was intended as a time saving measure and to reduce email
traffic. Since it had been some time that we had a datamining alert that required further evaluation, CDC agreed with
this approach. It appears someone at CDC mistook the discontinuation of the weekly emails to mean that we had
stopped conducting data mining

Narayan

From: Sly, Elizabeth
Sent: Thursday, September 29, 2022 4:55 PM
To: Nair, Narayan
Meghna
Cc: Burk, Suzann
Subject: FW: [EXTERNAL] Empirical Bayesian (EB) Data Mining

; Zinderman, Craig E_; Alimchandani,

Good Afternoon,

Please see below for an e-mail from CDC seeking clarification related to data mining. They’ve let me know that right now
they are just seeking clarification for background purposes but they also mentioned that they would appreciate a
statement/quote (if available) which could be used to respond to a FOIA request, if necessary.

1. Please let me know if information they have summarized is accurate and/or if there is any further clarification you
can provide.
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