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

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

Ce: "Duffy, Jonathan M. (CDC/NCEZID/DHQP/1S0)" i
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.

« John

From: Nair, Narayan

Sent: Friday, January 19, 2024 8:45 AM

To: Su, John (CDC/NCEZID/DHQP/ISO) |; Shimabukuro, Tom (CDC/NCEzID/OHQP/\sO) i
Cc: Duffy, Jonathan M. (CDC/NCEZID/DHQP/ISO)|
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) i
Sent: Thursday, January 18, 2024 3:32 PM

To: Nair, Narayan Shimabukuro, Tom (cc) iy
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!

« John

From: Nair, Narayan

Sent: Wednesday, January 17, 2024 11:27 PM

To: Su, John (CDC/NCEZID/OHQP/'sO) i ; Shimabukuro, Tom (CDC/NCEzID/OHQP/\sO) i
Subject: RE: [EXTERNAL] RE: FDA coauthor for tinnitus paper
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¢Ƙŀƴƪǎ WƻƘƴΦ  DƻƻŘ ǘƻ ƘŜŀǊ ŦǊƻƳ ȅƻǳΦ  ²Ŝ ǿƛƭƭ ǘǊȅ ŀƴŘ ƎŜǘ ōŀŎƪ ǘƻ ȅƻǳ ōȅ ǘƘŜ ŘǳŜ ŘŀǘŜΦ 
 
bŀǊŀȅŀƴ
 
CǊƻƳΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5IvtκL{hύ 
{ŜƴǘΥ ²ŜŘƴŜǎŘŀȅΣ WŀƴǳŀǊȅ мтΣ нлнп сΥлф ta
¢ƻΥ bŀƛǊΣ bŀǊŀȅŀƴ Τ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/ύ 
{ǳōƧŜŎǘΥ w9Υ ώ9·¢9wb![ϐ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
/!¦¢LhbΥ ¢Ƙƛǎ ŜƳŀƛƭ ƻǊƛƎƛƴŀǘŜŘ ŦǊƻƳ ƻǳǘǎƛŘŜ ƻŦ ǘƘŜ ƻǊƎŀƴƛȊŀǘƛƻƴΦ 5ƻ ƴƻǘ ŎƭƛŎƪ ƭƛƴƪǎ ƻǊ ƻǇŜƴ ŀǘǘŀŎƘƳŜƴǘǎ ǳƴƭŜǎǎ ȅƻǳ ǊŜŎƻƎƴƛȊŜ ǘƘŜ
ǎŜƴŘŜǊ ŀƴŘ ƪƴƻǿ ǘƘŜ ŎƻƴǘŜƴǘ ƛǎ ǎŀŦŜΦ

 
                Iƛ bŀǊŀȅŀƴΣ
 
                L ƘƻǇŜ ȅƻǳΩǊŜ ƪŜŜǇƛƴƎ ǿŀǊƳΗ LǘΩǎ ŦǊƻǎǘȅ ƻǳǘ ǘƘŜǊŜΦ ❄
 
                L ǘƘƛƴƪ ǘƘƛǎ ǇŀǇŜǊ ŦŜƭƭ ƻŦŦ ŀ ƭƻǘ ƻŦ ǊŀŘŀǊǎΦ ²ŜΩǊŜ ǘǊȅƛƴƎ ǘƻ ƳƻǾŜ ǘƘƛǎ ǇŀǇŜǊ ŦƻǊǿŀǊŘΦ LΩƳ ǿƻǊƪƛƴƎ ƻƴ ǳǇŘŀǘƛƴƎ ǘƘŜ
Ƴƻǎǘ ŎǳǊǊŜƴǘ ŘǊŀŦǘ ǿƛǘƘ Řŀǘŀ ŦǊƻƳ ±!9w{ ōȅ ŘƻǎŜ ƴǳƳōŜǊΤ LΩƭƭ ǎŜƴŘ ƭŀǘŜǊ ǘƻƴƛƎƘǘ ǳƴŘŜǊ ǎŜǇŀǊŀǘŜ ŎƻǾŜǊΦ tƭŜŀǎŜ ŀƳŜƴŘ ǿƛǘƘ
9. Řŀǘŀ ƳƛƴƛƴƎ ƭŀƴƎǳŀƎŜ όƳŜǘƘƻŘǎΣ ǊŜǎǳƭǘǎύΦ L ŘƻƴΩǘ ƪƴƻǿ ƻŦ ŀ ŘǳŜ ŘŀǘŜ ǇŜǊ ǎŜ ς ǿƻǳƭŘ Wŀƴ ом ōŜ ǊŜŀǎƻƴŀōƭŜΚ hŦ ŎƻǳǊǎŜΣ
ǎƻƻƴŜǊ ǿƻǳƭŘ ōŜ ƎǊŜŀǘƭȅ ŀǇǇǊŜŎƛŀǘŜŘΦ
 
                ¢ƘŀƴƪǎΗ
 

WƻƘƴ
 
CǊƻƳΥ bŀƛǊΣ bŀǊŀȅŀƴ 
{ŜƴǘΥ CǊƛŘŀȅΣ 5ŜŎŜƳōŜǊ мΣ нлно ммΥло !a
¢ƻΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5IvtκL{hύ Τ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5IvtκL{hύ 
{ǳōƧŜŎǘΥ w9Υ ώ9·¢9wb![ϐ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
Iƛ ¢ƻƳ ŀƴŘ WƻƘƴΣ
¢Ƙƛǎ ŦŜƭƭ ƻŦŦ Ƴȅ ǊŀŘŀǊ ǿƛǘƘ ŎƻƳǇŜǘƛƴƎ ǇǊƛƻǊƛǘƛŜǎΦ  5ƛŘ ȅƻǳ ƘŀǾŜ ŀ ŘǳŜ ŘŀǘŜ ŦƻǊ ǳǎ ǘƻ ǇǊƻǾƛŘŜ ŎƻƳƳŜƴǘǎκŜŘƛǘǎ ƻƴ ǘƘƛǎ ǇŀǇŜǊΚ
 
bŀǊŀȅŀƴ
CǊƻƳΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ 
{ŜƴǘΥ CǊƛŘŀȅΣ hŎǘƻōŜǊ нтΣ нлно фΥнр ta
¢ƻΥ {ǳΣ WƻƘƴ ό/5/ύ Τ bŀƛǊΣ bŀǊŀȅŀƴ Τ .ŀȊŜƭΣ {ŀƳŀƴŜƘ

{ǳōƧŜŎǘΥ w9Υ ώ9·¢9wb![ϐ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
/!¦¢LhbΥ ¢Ƙƛǎ ŜƳŀƛƭ ƻǊƛƎƛƴŀǘŜŘ ŦǊƻƳ ƻǳǘǎƛŘŜ ƻŦ ǘƘŜ ƻǊƎŀƴƛȊŀǘƛƻƴΦ 5ƻ ƴƻǘ ŎƭƛŎƪ ƭƛƴƪǎ ƻǊ ƻǇŜƴ ŀǘǘŀŎƘƳŜƴǘǎ ǳƴƭŜǎǎ ȅƻǳ ǊŜŎƻƎƴƛȊŜ ǘƘŜ
ǎŜƴŘŜǊ ŀƴŘ ƪƴƻǿ ǘƘŜ ŎƻƴǘŜƴǘ ƛǎ ǎŀŦŜΦ

 
!ƎǊŜŜŘΦ L ǘƘƛƴƪ ǿŜ ǎƘƻǳƭŘ ǳǎŜ ǘƘŜ C5! 9. Řŀǘŀ ƳƛƴƛƴƎ ŀƴŘ ŘŜǎŎǊƛōŜ ǘƘŜ ƭƛƳƛǘŀǘƛƻƴǎ ǘƘŀǘ ƳƛƎƘǘ ōŜ ǳƴƛǉǳŜ ǘƻ /h±L5πмф
ǾŀŎŎƛƴŜǎΦ
 
CǊƻƳΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ 
{ŜƴǘΥ CǊƛŘŀȅΣ hŎǘƻōŜǊ нтΣ нлно оΥму ta
¢ƻΥ bŀƛǊΣ bŀǊŀȅŀƴ όC5!κ/.9wύ Τ .ŀȊŜƭΣ {ŀƳŀƴŜƘ όC5!κ/.9wύ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ 
{ǳōƧŜŎǘΥ w9Υ ώ9·¢9wb![ϐ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
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                Iƛ bŀǊŀȅŀƴΣ
 
                ¢Ƙŀƴƪǎ ŦƻǊ ǘƘŜ ŦŜŜŘōŀŎƪΗ LΩƭƭ ŘƛǎŎǳǎǎ ǿƛǘƘ YŀǘƘŜǊƛƴŜ ŀƴŘ ŎƻƳǇŀƴȅΦ aȅ ƛƴŎƭƛƴŀǘƛƻƴ ƛǎ ǘƻ ŜƛǘƘŜǊ ǳǎŜ ŜȄƛǎǘƛƴƎ 9. Řŀǘŀ
ƳƛƴƛƴƎ Řŀǘŀ ŦǊƻƳ C5!Σ ƻǊ ƴƻǘ ς ƴƻǾŜƭ ƳŜǘƘƻŘƻƭƻƎƛŜǎ ƳŀƪŜ ƳŜ ǳƴŎƻƳŦƻǊǘŀōƭŜ ƛŦ ǘƘŜȅ ƘŀǾŜƴΩǘ ōŜŜƴ ǾŜǘǘŜŘ ƻǊ ƻǘƘŜǊǿƛǎŜ
ǾŀƭƛŘŀǘŜŘΦ
 

WƻƘƴ
 
CǊƻƳΥ bŀƛǊΣ bŀǊŀȅŀƴ 
{ŜƴǘΥ CǊƛŘŀȅΣ hŎǘƻōŜǊ нтΣ нлно оΥлп ta
¢ƻΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ Τ .ŀȊŜƭΣ {ŀƳŀƴŜƘ όC5!κ/.9wύ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ 
{ǳōƧŜŎǘΥ w9Υ ώ9·¢9wb![ϐ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
Iƛ WƻƘƴΣ
{ƘŜ ŘƻŜǎ ōǊƛƴƎ ǳǇ ŀ ƎƻƻŘ ǇƻƛƴǘΦ  !ǎ ȅƻǳ ƪƴƻǿΣ Řŀǘŀ ƳƛƴƛƴƎ Ƙŀǎ ŀƭƭ ǘƘŜ ƭƛƳƛǘŀǘƛƻƴǎ ƻŦ ǇŀǎǎƛǾŜ ǎǳǊǾŜƛƭƭŀƴŎŜ ŀǎ ǿŜƭƭ ŀǎ ƻǘƘŜǊǎΦ  
IƻǿŜǾŜǊΣ ŘǳǊƛƴƎ ǘƘŜ /h±L5 ǾŀŎŎƛƴŜ ŜǊŀ ǘƘŜǊŜ ƛǎ ŀƴ ŀŘŘƛǘƛƻƴŀƭ ƭƛƳƛǘŀǘƛƻƴΦ  {ƛƴŎŜ Ƴƻǎǘ ǊŜǇƻǊǘǎ ǊŜŎŜƛǾŜŘ ƛƴǾƻƭǾŜ /h±L5πмф
ǾŀŎŎƛƴŜǎΣ ŘƛǎǇǊƻǇƻǊǘƛƻƴŀǘŜƭȅ ǎŎƻǊŜǎ όǿƘƛŎƘ ŀǊŜ ŀŘƧǳǎǘŜŘ ōȅ ȅŜŀǊ ǘƻ ŎƻƴǘǊƻƭ ŦƻǊ ǘƛƳŜπŘŜǇŜƴŘŜƴǘΣ ǇƻǘŜƴǘƛŀƭƭȅ ŎƻƴŦƻǳƴŘƛƴƎΣ
ŜȄǇƻǎǳǊŜ ŀƴŘ ƻǳǘŎƻƳŜ ǾŀǊƛŀōƭŜǎύ Ŏŀƴ ōŜ ŘǊƛǾŜƴ ǘƻǿŀǊŘǎ ǘƘŜ ƴǳƭƭ ōȅ /h±L5πмф ǾŀŎŎƛƴŜ ǊŜǇƻǊǘǎ ŎƻƴǘǊƛōǳǘƛƴƎ ǎǳōǎǘŀƴǘƛŀƭƭȅ ǘƻ
ǘƘŜ ŎƻƳǇŀǊŀǘƻǊ ƎǊƻǳǇΦ  ¢Ƙƛǎ ǿƻǳƭŘ ŎƻǳƭŘ ƻŎŎǳǊ ƛƴ ǘƘŜ ǎŜǘǘƛƴƎ ƛŦ ǘƘŜǊŜ ǿŀǎ ǎƻƳŜ ǘȅǇŜ ƻŦ ŎƭŀǎǎπŜŦŦŜŎǘ όŜΦƎΦΣ ƛŦ ōƻǘƘ Ƴwb!
/h±L5πмф ǾŀŎŎƛƴŜǎ ŀǊŜ ŀǎǎƻŎƛŀǘŜŘ ǿƛǘƘ ǘƘŜ ǎŀƳŜ ŀŘǾŜǊǎŜ ŜǾŜƴǘύΦ
²Ŝ ǿŜǊŜ ŀǿŀǊŜ ƻŦ ǘƘƛǎ ƭƛƳƛǘŀǘƛƻƴ ōŜŦƻǊŜ ŀƴŘ ŘǳǊƛƴƎ ǘƘŜ ǇŀƴŘŜƳƛŎΦ  ¢ƘŜǊŜ ŀǊŜ Ƴŀƴȅ Řŀǘŀ ƳƛƴƛƴƎ ǘƻƻƭǎ ŀƴŘ ǘƘŜǊŜ ǿŀǎ ǎƻƳŜ
ŘƛǎŎǳǎǎƛƻƴ ŀōƻǳǘ ǳǘƛƭƛȊƛƴƎ ŀ ƴƻǾŜƭ ǘƻƻƭ ǘƻ ŀŘƧǳǎǘ ŦƻǊ ǘƘƛǎΦ  IƻǿŜǾŜǊΣ  ǿŜ ǘƘƻǳƎƘǘ ƛǘ ǿƻǳƭŘ ōŜ ǇǊƻōƭŜƳŀǘƛŎ ǘƻ ǳǎŜ ŀ ōǊŀƴŘ
ƴŜǿΣ  Ǉƻǎǎƛōƭȅ ǳƴǾŀƭƛŘŀǘŜŘ ǘƻƻƭ ƛƴ ǘƘŜ ŎƻƴǘŜȄǘ ƻŦ ŀƴ 9¦!Φ   ²Ŝ ŜƴŘŜŘ ǳǇ ǳǎƛƴƎ ǘƘŜ ǎŀƳŜ 9.Da Řŀǘŀ ƳƛƴƛƴƎ ǿŜ ǳǎŜ ŦƻǊ ŀƭƭ
ǾŀŎŎƛƴŜǎ ŀƴŘ Ƙŀǎ ŀ ƭƻƴƎ ƘƛǎǘƻǊȅ ƻŦ ǳǎŜ ǊŀǘƘŜǊ ǘƘŀƴ ǘŀƪŜ ŀƴ ŜȄǇŜǊƛƳŜƴǘŀƭ ŀǇǇǊƻŀŎƘΦ    !ǎ ƴŜǿ ƴƻƴπ/h±L5 ǾŀŎŎƛƴŜ ǊŜǇƻǊǘǎ
ŀǊŜ ŀŘŘŜŘ ǿŜ ǘƘƛƴƪ ǘƘƛǎ ƭƛƳƛǘŀǘƛƻƴ ǿƛƭƭ ōŜ ƳƛǘƛƎŀǘŜŘ ǘƻ ǎƻƳŜ ŘŜƎǊŜŜΦ
!ǎ ŦŀǊ ŀǎ ǘƘŜ ǇŀǇŜǊ ƎƻŜǎ ǘƘŜǊŜ ŀǊŜ ǎŜǾŜǊŀƭ ƻǇǘƛƻƴǎ ǘƻ ŀŘŘǊŜǎǎ ǘƘƛǎΥ

²Ŝ ŎƻǳƭŘ ǊŜǇƻǊǘ ƻǳǊ Řŀǘŀ ƳƛƴƛƴƎ ŦƛƴŘƛƴƎǎ ŀƴŘ Ƨǳǎǘ ŀŎƪƴƻǿƭŜŘƎŜ ǘƘƛǎ ŀǎ ŀ ƭƛƳƛǘŀǘƛƻƴ όǘƘƛǎ ƛǎ ǿƘŀǘ ǿŜ ƘŀǾŜ ŘƻƴŜ ƛƴ
ƻǘƘŜǊ ǇŀǇŜǊǎύ
²Ŝ ŎƻǳƭŘ ƴƻǘ ƛƴŎƭǳŘŜ ŀƴȅ Řŀǘŀ ƳƛƴƛƴƎ ŦƛƴŘƛƴƎǎ
¸ƻǳ ŎƻǳƭŘ ŘŜǾŜƭƻǇ ŀƴƻǘƘŜǊ ǘƻƻƭ ǘƘŀǘ ǿƻǳƭŘ ŎƻƳǇŜƴǎŀǘŜ ŦƻǊ ǘƘŜ ƎǊŜŀǘŜǊ ƴǳƳōŜǊ ƻŦ /h±L5 ǾŀŎŎƛƴŜ ǊŜǇƻǊǘǎΦ  L ŀƳ ƴƻǘ
ǎǳǊŜ Ƙƻǿ ǘƻ Řƻ ǘƘƛǎ ōǳǘ ȅƻǳ ǿƻǳƭŘ ƴŜŜŘ ŀ ǎǘŀǘƛǎǘƛŎƛŀƴ ǿƛǘƘ 5a ŜȄǇŜǊƛŜƴŎŜΦ   ¢Ƙƛǎ ǿƻǳƭŘ ōŜ ōŜȅƻƴŘ ƻǳǊ ŎŀǇŀōƛƭƛǘƛŜǎ
ŀǘ C5!Φ 

 
bŀǊŀȅŀƴ
 
CǊƻƳΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ 
{ŜƴǘΥ ¢ƘǳǊǎŘŀȅΣ hŎǘƻōŜǊ нсΣ нлно фΥон !a
¢ƻΥ bŀƛǊΣ bŀǊŀȅŀƴ Τ .ŀȊŜƭΣ {ŀƳŀƴŜƘ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/ύ 
{ǳōƧŜŎǘΥ ώ9·¢9wb![ϐ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
/!¦¢LhbΥ ¢Ƙƛǎ ŜƳŀƛƭ ƻǊƛƎƛƴŀǘŜŘ ŦǊƻƳ ƻǳǘǎƛŘŜ ƻŦ ǘƘŜ ƻǊƎŀƴƛȊŀǘƛƻƴΦ 5ƻ ƴƻǘ ŎƭƛŎƪ ƭƛƴƪǎ ƻǊ ƻǇŜƴ ŀǘǘŀŎƘƳŜƴǘǎ ǳƴƭŜǎǎ ȅƻǳ ǊŜŎƻƎƴƛȊŜ ǘƘŜ
ǎŜƴŘŜǊ ŀƴŘ ƪƴƻǿ ǘƘŜ ŎƻƴǘŜƴǘ ƛǎ ǎŀŦŜΦ

 
                Iƛ ŦƻƭƪǎΣ
 
                tƭŜŀǎŜ ǎŜŜ ōŜƭƻǿ ŜƳŀƛƭ όƛǘ ǿŀǎ ƭŀǘŜΣ ŀƴŘ L Ǝƻǘ ŀ ōƛǘ ŎƻƴŦǳǎŜŘύΦ L ƪƴƻǿ 9. Řŀǘŀ ƳƛƴƛƴƎ ƭƻƻƪǎ ŀǘ ǾŀŎŎƛƴŜπŜǾŜƴǘ ǇŀƛǊǎ
ōŜǘǿŜŜƴ ǘƘŜ ǾŀŎŎƛƴŜ ƻŦ ƛƴǘŜǊŜǎǘ ŀƴŘ ŀƴ ŀŘǾŜǊǎŜ ŜǾŜƴǘΣ ŀƴŘ ŎƻƳǇŀǊŜǎ ŀƎŀƛƴǎǘ ŀƭƭ ƻǘƘŜǊ ǾŀŎŎƛƴŜǎ ƛƴ ǘƘŜ ±!9w{ ŘŀǘŀōŀǎŜ ŀƴŘ
ǘƘŜ ǎŀƳŜ ŀŘǾŜǊǎŜ ŜǾŜƴǘΣ ǘƻ ǎŜŜ ƛŦ ŀ ŘƛǎǇǊƻǇƻǊǘƛƻƴŀƭƛǘȅ ōŜȅƻƴŘ ŀƴ ŜǎǘŀōƭƛǎƘŜŘ ǘƘǊŜǎƘƻƭŘ ƛǎ ǇǊŜǎŜƴǘΦ IƻǿŜǾŜǊΣ L ŘƻƴΩǘ ƪƴƻǿ
ǘƘŜ ƳŜǘƘƻŘǎ ǿŜƭƭ ŜƴƻǳƎƘ ǘƻ ŀŘŘǊŜǎǎ WǳŘȅΩǎ ŎƻƳƳŜƴǘǎΦ Iƻǿ Řƻ ǘƘŜ ƳŜǘƘƻŘǎ C5! ǳǎŜǎ ŀŘŘǊŜǎǎ ǘƘŜǎŜ ǇƻƛƴǘǎΚ ¢ƘŀƴƪǎΗ
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WƻƘƴ
 
CǊƻƳΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ
{ŜƴǘΥ ¢ƘǳǊǎŘŀȅΣ hŎǘƻōŜǊ нсΣ нлно фΥмл !a
¢ƻΥ aŀǊƻΣ WǳŘȅ Τ ¸ƛƘΣ YŀǘƘŜǊƛƴŜ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ Τ aƻǊƻΣ tŜŘǊƻ ό/5/κb/9½L5κ5Ivtύ Τ bŀƛǊΣ
bŀǊŀȅŀƴ όC5!κ/.9wύ 
{ǳōƧŜŎǘΥ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
                Iƛ WǳŘȅΣ
 
                {ƻǊǊȅΣ LΩǾŜ ōŜŜƴ ƧǳƎƎƭƛƴƎ ŀ ōƛǘ ŀƴŘ Ǝƻǘ Ƴȅ ŎƻŀǳǘƘƻǊǎ ŎǊƻǎǎŜŘΦ C5! ǇŜǊŦƻǊƳǎ 9. Řŀǘŀ ƳƛƴƛƴƎ ŦƻǊ ±!9w{Σ ŀƴŘ
ǘƘǊƻǳƎƘƻǳǘ ǇƻǎǘŀǳǘƘƻǊƛȊŀǘƛƻƴ ǎŀŦŜǘȅ ƳƻƴƛǘƻǊƛƴƎ ŦƻǊ /h±L5πмф ǾŀŎŎƛƴŜǎΣ Ƙŀǎ ǎƘŀǊŜŘ ǿƛǘƘ /5/ ǘƘŜ ǊŜǎǳƭǘǎΦ ²ƘƛƭŜ LΩƳ
ŦŀƳƛƭƛŀǊ ŎƻƴŎŜǇǘǳŀƭƭȅ ǿƛǘƘ 9. Řŀǘŀ ƳƛƴƛƴƎΣ LΩƭƭ ƴŜŜŘ ǘƻ ŘƛǎŎǳǎǎ ǿƛǘƘ C5! ǘƻ ōŜǘǘŜǊ ǳƴŘŜǊǎǘŀƴŘ Ƙƻǿ ǘƘŜ ƳŜǘƘƻŘǎ ǘƘŜȅ ǳǎŜ
ŀŘŘǊŜǎǎ ǘƘŜ ŎƻƴŎŜǊƴǎ ȅƻǳΩǾŜ ǊŀƛǎŜŘΦ ¢ƘŀƴƪǎΗ
 

WƻƘƴ
 
CǊƻƳΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ
{ŜƴǘΥ ¢ƘǳǊǎŘŀȅΣ hŎǘƻōŜǊ нсΣ нлно уΥрф !a
¢ƻΥ aŀǊƻΣ WǳŘȅ Τ ¸ƛƘΣ YŀǘƘŜǊƛƴŜ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ Τ aƻǊƻΣ tŜŘǊƻ ό/5/κb/9½L5κ5Ivtύ Τ bŀƛǊΣ
bŀǊŀȅŀƴ όC5!κ/.9wύ 
{ǳōƧŜŎǘΥ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
                Iƛ WǳŘȅΣ
 
                ¢Ƙŀƴƪǎ ŦƻǊ ǘƘŜ ŦŜŜŘōŀŎƪΦ //ƛƴƎ bŀǊŀȅŀƴ ŦƻǊ ŀǿŀǊŜƴŜǎǎΦ ²ŜΩƭƭ ƎŜǘ ōŀŎƪ ǘƻ ȅƻǳΦ
 

WƻƘƴ
 
CǊƻƳΥ aŀǊƻΣ WǳŘȅ 
{ŜƴǘΥ ²ŜŘƴŜǎŘŀȅΣ hŎǘƻōŜǊ нрΣ нлно ммΥпо ta
¢ƻΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ Τ ¸ƛƘΣ YŀǘƘŜǊƛƴŜ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ Τ aƻǊƻΣ tŜŘǊƻ ό/5/κb/9½L5κ5Ivtύ 
{ǳōƧŜŎǘΥ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
Iƛ WƻƘƴ ς
 
¢ƻ Řƻ ŀ ŘƛǎǇǊƻǇƻǊǘƛƻƴŀƭƛǘȅ ŀƴŀƭȅǎƛǎ ƻŦ ŀƴȅ ƪƛƴŘ ό9.Da ƛǎ Ƨǳǎǘ ƻƴŜ ǾŜǊǎƛƻƴ ōǳǘ ǘƘŜȅ ŀǊŜ ǎǘŀǘƛǎǘƛŎŀƭƭȅ ǎƛƳƛƭŀǊύΣ ȅƻǳ ƴŜŜŘ п
ǉǳŀƴǘƛǘƛŜǎ ƻǊ ŀ ǘȅǇƛŎŀƭ н Ȅ н ŎƻƴǘƛƴƎŜƴŎȅ ǘŀōƭŜΦ
 
{ƻΣ ƻƴŜ ǿƻǳƭŘ ƴŜŜŘ
 
9ȄǇƻǎǳǊŜ ¸ŜǎΣ 5ƛǎŜŀǎŜ ȅŜǎ ς ŀƴȅ ǎǇŜŎƛŦƛŎ ǾŀŎŎƛƴŜ Ҍ ǘƛƴƴƛǘǳǎ ǊŜǇƻǊǘǎ
 
9ȄǇƻǎǳǊŜ ¸ŜǎΣ 5ƛǎŜŀǎŜ ƴƻ ς ŀƴȅ ǎǇŜŎƛŦƛŎ ǾŀŎŎƛƴŜ Ҍ ƴƻƴπǘƛƴƴƛǘǳǎ ǊŜǇƻǊǘǎ
 
9ȄǇƻǎǳǊŜ ƴƻΣ 5ƛǎŜŀǎŜ ȅŜǎ ς ŀƭƭ ŜȄǇƻǎǳǊŜǎ ōǳǘ ŦƻǊ ǘƘŜ ǎǇŜŎƛŦƛŎ ǾŀŎŎƛƴŜΦ Lƴ ǘƘŜ ŎƻǾƛŘ ŜǊŀΣ ǘƘƛǎ ƳŜŀƴǎ ōŀǎƛŎŀƭƭȅ /h±L5 Ҍ
ǘƛƴƴƛǘǳǎ
 
9ȄǇƻǎǳǊŜ ƴƻΣ 5ƛǎŜŀǎŜ ƴƻ ς ŀƭƭ ŜȄǇƻǎǳǊŜǎ ōǳǘ ŦƻǊ ǘƘŜ ǎǇŜŎƛŦƛŎ ǾŀŎŎƛƴŜ Ҍ ƴƻƴπǘƛƴƴƛǘǳǎ ǊŜǇƻǊǘǎΦ !ƎŀƛƴΣ ƛƴ ǘƘƛǎ ŜǊŀΣ ǘƘŀǘ ƳŜŀƴǎ
/h±L5 Ҍ ƴƻƴπǘƛƴƴƛǘǳǎ
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²!wbLbDΥ ¢Ƙƛǎ ŜƳŀƛƭ ƻǊƛƎƛƴŀǘŜŘ ŦǊƻƳ ƻǳǘǎƛŘŜ ƻŦ ǘƘŜ ƻǊƎŀƴƛȊŀǘƛƻƴΦ
5ƻ ƴƻǘ ŎƭƛŎƪ ƭƛƴƪǎ ƻǊ ŀǘǘŀŎƘƳŜƴǘǎ ǳƴƭŜǎǎ ȅƻǳ ǊŜŎƻƎƴƛȊŜ ǘƘŜ ǎŜƴŘŜǊ ŀƴŘ ƪƴƻǿ ǘƘŜ ŎƻƴǘŜƴǘ ƛǎ ǎŀŦŜΦ

 
{ƻΣ ŦƻǊ ǘƘŜ мтΣурфΣ ƛǘΩǎ ƛƳǇƻǊǘŀƴǘ ǘƻ ƪƴƻǿ Ƙƻǿ ǘƘŜǎŜ ŀǊŜ ǎǇǊŜŀŘ ŀƳƻƴƎ ǿƘŀǘ ǾŀŎŎƛƴŜǎ ŀƴŘ ǘƻ ŎƘƻƻǎŜ ǘƘŜ ǾŀŎŎƛƴŜǎ ǘƘŀǘ ȅƻǳ
ǿŀƴǘ ǘƻ ŜȄŀƳƛƴŜ ŦƻǊ ŀ ǎƛƎƴŀƭΦ Lǘ ǿƛƭƭ ōŜ Ƴƻǎǘƭȅ ǳǎŜƭŜǎǎ ǘƻ ǘǊȅ ǘƻ ƳŀƪŜ ǎǘŀǘŜƳŜƴǘǎ ŀōƻǳǘ ǘƘŜ /h±L5 ǾŀŎŎƛƴŜǎ ōŜŎŀǳǎŜ ǘƘŜ
ŘŀǘŀōŀǎŜ ǿƛƭƭ ƘŀǾŜ ǎƻ Ƴŀƴȅ /h±L5 ǊŜǇƻǊǘǎ ǘƘŀǘ ȅƻǳ ŎŀƴΩǘ ŎǊŜŀǘŜ ŀ ŎƻƳǇŀǊŀǘƻǊΦ ¸ƻǳ ŀƭǎƻ ƴŜŜŘ ǘƻ ƪƴƻǿ ǿƘŀǘ ǘƘŜ ŎŀǇǘǳǊŜ ƛǎ
ŦƻǊ ǘƘŜ ǇŜǊƛƻŘ ȅƻǳ ŀǊŜ ŜȄŀƳƛƴƛƴƎ ƻŦ ǘƘŜ ƴƻƴπǘƛƴƴƛǘǳǎ ǊŜǇƻǊǘǎΦ
 
.Ŝǎǘ
WǳŘȅ
 
 
CǊƻƳΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ 
{ŜƴǘΥ ²ŜŘƴŜǎŘŀȅΣ hŎǘƻōŜǊ нрΣ нлно ммΥмр ta
¢ƻΥ aŀǊƻΣ WǳŘȅ Τ ¸ƛƘΣ YŀǘƘŜǊƛƴŜ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ Τ aƻǊƻΣ tŜŘǊƻ ό/5/κb/9½L5κ5Ivtύ 
{ǳōƧŜŎǘΥ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 

 
 

                Iƛ WǳŘȅΣ
               
                DƭŀŘ ȅƻǳΩǊŜ ŀōƭŜ ǘƻ ƘŜƭǇΦ ²ŜΩǊŜ ƘƻǇƛƴƎ ŦƻǊ ŀƴ ŀƴŀƭȅǎƛǎ ƻŦ ǊŜǇƻǊǘǎ ǘƻ ±!9w{ ǿƛǘƘ ǘƘŜ aŜŘ5w! tǊŜŦŜǊǊŜŘ ¢ŜǊƳ όt¢ύ
άǘƛƴƴƛǘǳǎέ ǊŜŎŜƛǾŜŘ ŘǳǊƛƴƎ 5ŜŎ мпΣ нлнл ǘƘǊƻǳƎƘ aŀȅ пΣ нлноΦ {ǇŜŎƛŦƛŎŀƭƭȅΣ ƛŦ ǾŀŎŎƛƴŜπǇŀƛǊǎ ŦƻǊ ǘƘƛǎ t¢ ŜȄŎŜŜŘ ǘƘǊŜǎƘƻƭŘǎ ŦƻǊ
ǎǘŀǘƛǎǘƛŎŀƭ ǎƛƎƴƛŦƛŎŀƴŎŜΦ
 
                LŦ ƘŀǾƛƴƎ Ŏƻǳƴǘǎ ƻǊ ŀ ƭƛƴŜ ƭƛǎǘ ǿƻǳƭŘ ƘŜƭǇΣ ǿŜ Ŏŀƴ Ǉǳǘ ȅƻǳ ƛƴ ǘƻǳŎƘ ǿƛǘƘ ƻǳǊ ǎŜƴƛƻǊ Řŀǘŀ ƳŀƴŀƎŜǊΦ ²Ŝ ƛŘŜƴǘƛŦƛŜŘ
мтΣурф ǊŜǇƻǊǘǎ ŘǳǊƛƴƎ ǘƘŜ ŀƴŀƭȅǘƛŎ ǇŜǊƛƻŘΦ L Ŏŀƴ ǎƘŀǊŜ ǘƘŜ ƭŀǘŜǎǘ ŘǊŀŦǘ ƻŦ ǘƘŜ ƳŀƴǳǎŎǊƛǇǘ όŎƻƴŦƛŘŜƴǘƛŀƭƭȅΣ ƻŦ ŎƻǳǊǎŜύ ƛŦ ǘƘŀǘ
ǿƻǳƭŘ ƘŜƭǇΦ
 
                tƭŜŀǎŜ ƭŜǘ ƳŜ ƪƴƻǿ ƛŦ ȅƻǳ ƘŀǾŜ ŀƴȅ ƻǘƘŜǊ ǉǳŜǎǘƛƻƴǎΦ ¢ƘŀƴƪǎΗ
 

WƻƘƴ
 
CǊƻƳΥ aŀǊƻΣ WǳŘȅ 
{ŜƴǘΥ ²ŜŘƴŜǎŘŀȅΣ hŎǘƻōŜǊ нрΣ нлно млΥмф ta
¢ƻΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ Τ ¸ƛƘΣ YŀǘƘŜǊƛƴŜ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ Τ aƻǊƻΣ tŜŘǊƻ ό/5/κb/9½L5κ5Ivtύ 
{ǳōƧŜŎǘΥ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
CƻƭƪǎΣ
LΩƳ ŦŀƛǊƭȅ ŦŀƳƛƭƛŀǊ ǿƛǘƘ 9.Da ς Řƻ ȅƻǳ ƘŀǾŜ ǘƘŜ ƴǳƳōŜǊǎ ǘƘŀǘ ǿŜǊŜ ǳǎŜŘΚ
 
hƴ ƛƴŎƭǳŘƛƴƎ ǘƘŜ C5!Σ L ƘŀǾŜ ƴƻ ƻōƧŜŎǘƛƻƴǎ ōǳǘ ǿŀƴǘ ǘƻ ƴƻǘŜ ǘƘŀǘ ƛǘ ǿƛƭƭ ƛƴǾƻƭǾŜ ŀƴƻǘƘŜǊ ŎƭŜŀǊŀƴŎŜ ŎƘŀƛƴ ǿƘƛŎƘ ǿƛƭƭ ŀŘŘ
ǇǊƻōŀōƭȅ ŀ ƎƻƻŘ ŀƳƻǳƴǘ ƻŦ ǘƛƳŜ ƛƴǘƻ ǘƘŜ ǘƛƳŜƭƛƴŜΦ
 
IŀǇǇȅ ǘƻ ƘŜƭǇ ƛƴ ŀƴȅ ǿŀȅ L ŎŀƴΣ
 
.Ŝǎǘ
WǳŘȅ
 
CǊƻƳΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ 
{ŜƴǘΥ ²ŜŘƴŜǎŘŀȅΣ hŎǘƻōŜǊ нрΣ нлно ммΥмр !a
¢ƻΥ ¸ƛƘΣ YŀǘƘŜǊƛƴŜ 
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²!wbLbDΥ ¢Ƙƛǎ ŜƳŀƛƭ ƻǊƛƎƛƴŀǘŜŘ ŦǊƻƳ ƻǳǘǎƛŘŜ ƻŦ ǘƘŜ ƻǊƎŀƴƛȊŀǘƛƻƴΦ
5ƻ ƴƻǘ ŎƭƛŎƪ ƭƛƴƪǎ ƻǊ ŀǘǘŀŎƘƳŜƴǘǎ ǳƴƭŜǎǎ ȅƻǳ ǊŜŎƻƎƴƛȊŜ ǘƘŜ ǎŜƴŘŜǊ ŀƴŘ ƪƴƻǿ ǘƘŜ ŎƻƴǘŜƴǘ ƛǎ ǎŀŦŜΦ

²!wbLbDΥ ¢Ƙƛǎ ŜƳŀƛƭ ƻǊƛƎƛƴŀǘŜŘ ŦǊƻƳ ƻǳǘǎƛŘŜ ƻŦ ǘƘŜ ƻǊƎŀƴƛȊŀǘƛƻƴΦ
5ƻ ƴƻǘ ŎƭƛŎƪ ƭƛƴƪǎ ƻǊ ŀǘǘŀŎƘƳŜƴǘǎ ǳƴƭŜǎǎ ȅƻǳ ǊŜŎƻƎƴƛȊŜ ǘƘŜ ǎŜƴŘŜǊ ŀƴŘ ƪƴƻǿ ǘƘŜ ŎƻƴǘŜƴǘ ƛǎ ǎŀŦŜΦ

/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ Τ aƻǊƻΣ tŜŘǊƻ ό/5/κb/9½L5κ5Ivtύ Τ aŀǊƻΣ
WǳŘȅ 
{ǳōƧŜŎǘΥ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 

 
 

                {ƻǳƴŘǎ ƎǊŜŀǘ ς ǘƘŀƴƪǎΗ

WƻƘƴ
 
CǊƻƳΥ ¸ƛƘΣ YŀǘƘŜǊƛƴŜ 
{ŜƴǘΥ ²ŜŘƴŜǎŘŀȅΣ hŎǘƻōŜǊ нрΣ нлно ммΥмм !a
¢ƻΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ Τ aƻǊƻΣ tŜŘǊƻ ό/5/κb/9½L5κ5Ivtύ Τ aŀǊƻΣ
WǳŘȅ 
{ǳōƧŜŎǘΥ w9Υ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 
Iƛ WƻƘƴΣ
LŦ ȅƻǳ ŀƭƭ ǘƘƛƴƪ ƛǘΩǎ ƛƳǇƻǊǘŀƴǘ ǘƻ ƛƴŎƭǳŘŜ ǘƘƛǎ ŀƴŀƭȅǎƛǎΣ ǘƘŜƴ ƛǘΩǎ ŦƛƴŜ ǿƛǘƘ ƳŜ ǘƻ ƛƴŎƭǳŘŜ ŀ ŎƻǳǇƭŜ ƻŦ ŎƻπŀǳǘƘƻǊǎ ŦǊƻƳ C5!Φ 
όLΩƳ ŜȄǇŜŎǘƛƴƎ ǎƻƳŜ ƻǊ ŀƭƭ ƻŦ ǘƘŜ ±{5 ǎƛǘŜǎ ǘƻ ǇǊƻǇƻǎŜ ŀ ŎƻπŀǳǘƘƻǊΣ ǘƻƻΣ ǎƻ ǿƻǳƭŘƴΩǘ ǿŀƴǘ ǘƘŜ ƴǳƳōŜǊ ƻŦ ŎƻπŀǳǘƘƻǊǎ ǘƻ ƎŜǘ
too ƘƛƎƘ όŦƻǊ ƭƻƎƛǎǘƛŎŀƭ ǊŜŀǎƻƴǎύΦύ
¢Ƙŀƴƪǎ ŦƻǊ ŎƘŜŎƪƛƴƎΦ  /ŎπƛƴƎ WǳŘȅ aŀǊƻΣ ƛƴ ŎŀǎŜ ǎƘŜ Ƙŀǎ ŎƻƳƳŜƴǘǎ ŀōƻǳǘ ǘƘƛǎ ǇƭŀƴΦ
YŀǘƘŜǊƛƴŜ
 
CǊƻƳΥ {ǳΣ WƻƘƴ ό/5/κb/9½L5κ5Ivtύ 
{ŜƴǘΥ ²ŜŘƴŜǎŘŀȅΣ hŎǘƻōŜǊ нрΣ нлно млΥол !a
¢ƻΥ ¸ƛƘΣ YŀǘƘŜǊƛƴŜ 
/ŎΥ {ƘƛƳŀōǳƪǳǊƻΣ ¢ƻƳ ό/5/κb/9½L5κ5Ivtύ Τ aƻǊƻΣ tŜŘǊƻ ό/5/κb/9½L5κ5Ivtύ 
{ǳōƧŜŎǘΥ C5! ŎƻŀǳǘƘƻǊ ŦƻǊ ǘƛƴƴƛǘǳǎ ǇŀǇŜǊ
 

 
 

                Iƛ YŀǘƘŜǊƛƴŜΣ
 
                ²Ŝ ŀǇǇǊŜŎƛŀǘŜ ȅƻǳǊ ŎƻƴǘƛƴǳŜŘ ǇŀǘƛŜƴŎŜ ŀǎ ǿŜ ǿƻǊƪ ƻƴ ǘƘƛǎ ǇŀǇŜǊΗ 5ŜǎƛǊŜ Ƙŀǎ ōŜŜƴ ŜȄǇǊŜǎǎŜŘ ǘƻ ƛƴŎƭǳŘŜ
9ƳǇƛǊƛŎŀƭ .ŀȅŜǎƛŀƴ Řŀǘŀ ƳƛƴƛƴƎ ƻŦ ǘƘŜ ±!9w{ ŘŀǘŀΣ ǿƘƛŎƘ ƛǎ ǇŜǊŦƻǊƳŜŘ ōȅ ƻǳǊ ŎƻƭƭŜŀƎǳŜǎ ŀǘ C5!Φ LŦ ǿŜ ƛƴŎƭǳŘŜ ǘƘƻǎŜ ŘŀǘŀΣ
ǿŜΩƭƭ ƴŜŜŘ ǘƻ ƛƴŎƭǳŘŜ ŎƻŀǳǘƘƻǊǎ ŦǊƻƳ C5!Φ !ǊŜ ȅƻǳ ƻƪŀȅ ǿƛǘƘ ǘƘƛǎ ŀǇǇǊƻŀŎƘΚ LŦ ǎƻΣ LΩƭƭ ǊŜŀŎƘ ƻǳǘ ŀƴŘ ƎŜǘ ǘƘŜƳ ƛƴǾƻƭǾŜŘΦ
¢ƘŀƴƪǎΗ
 

WƻƘƴ
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From: "Nair, Narayan" 
To: "Zinderman, Craig E" , "Menschik, 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.  I think it is excellent.  I had a couple of suggestions but definitely nothing I feel strong
about so feel free to ignore if they don’t work for you.  I plan to talk to Karen about this issue early next week.
 
Narayan
 
From: Zinderman, Craig E 
Sent: Friday, May 7, 2021 2:59 PM
To: Menschik, David  Nair, Narayan 
Subject: RE: suggested edits as discussed...
 
Narayan:
Sorry to send a second version, but David and I 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:
I 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. 
 
I put it in Word for ease of tracked changes.
 
Thanks,
Craig
 
From: Menschik, David 
Sent: Friday, May 07, 2021 12:33 PM
To: Zinderman, Craig E 
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 that you to please hold off pn 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- monitoring ofreviewing
incoming and 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-specified milestones (i.e., certain time since authorization and doses administered) and then

for the first couple months with the mRNA vaccines, and still currently for dal, DA MOs review:

weekly review ofaggregated 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 AES! such as AMI) is being worked up in a
more robust (e.g., active surveillance) system: 3 1 that-yout: tike-for AMI te

thorough review of VAERS data

Also-as-you-knowFurther, 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 or other 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 raise or lower er sensitivity of the alerts as the vaccination campaign is + underway
could lead to oe a : -:safety results—confusion and have unintended consequences (el Be regarding vvaccine confidence).

‘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. |

So, while we appreciate your work and interest at CDER on the COVID vaccine VAERS data,-for-all-of
the above-reasons, in the above context, we have found that- examining the analyses youhave been
sending has largely reflected-events otherwise under evaluationno indication for action based on

your findings, which have been consuming a lot of resources at a time when resources are
stretched across 2-preexisting robust pharmacovigilance infrastructureactivities. Wehaven‘tseen2

So, we are asking that you please hold off on creating and sending data mining results for COVID-19
vaccine AE data. Thanks much for your time and attentionunderstanding, and; sorry for the long

email.

Kind regards, Thanks,

Craig Zinderman, MD, MPH
Associate Director for Medical Policy
Office of Biostatistics and Epidemiology
FDA/Center for Biologics Evaluation and Research

‘Commented [NN2]: This is my clumsy attempt to
redirect her. Feel free to delete this sentence if not
desirable or feasible
Nair, Narayan

2021-05-07 15:33:00

PSI-HHS-000001148714

AUTHORIZED FOR PUBLIC RELEASE BY CHAIRMAN JOHNSON



AUTHORIZED FOR PUBLIC RELEASE BY CHAIRMAN JOHNSON

From: "Nair, Narayan"

To: "Menschik, David" , "Zinderman, Craig"
, "Baer, Bethany"

Subject: RE: Data mining question

Date: Fri, 15 Mar 2024 19:21:26 -0000

Importance: Normal

Inline-Images: image001.png; image002 jpg; image003.jpg; image004.jpg; image005 jpg; image006.jpg

Ok, thank you for checking.

Narayan

Sent: Friday, March 15, 2024 1:30 PM

To: Nair, Narayan |; Zinderman, Cri is : Baer, Bethany

Subject: RE: Data mining question

| 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, Cries Baer, Bethany

Subject: Data mining question

Good afternoon,
| 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

a

iy U.S. FOOD & DRUG
ADMINISTRATION
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From: "Nair, Narayan"

To: "Sly, Elizabeth" ‘inderman, Craig E"

Ce: "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: hy, €icebet
Sent: Friday, September 30, 2022 10:16 AM

To: Zinderman, Craig E |; Alimchandani, Meghna ee ;
Nair, Narayan

Ce: Burk, Suzann

Subject: RE: [EXTERNAL] Empirical Bayesian (EB) Data Mining

Hi All,

Thank you all so much. |’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 ; Nair, Narayan i ; Sly,
Elizabeth

Ce: Burk, Suzann

Subject: RE: [EXTERNAL] Empirical Bayesian (EB) Data Mining

Nothing for me either.

Thanks,

Craig

Sent: Friday, September 30, 2022 9:53 AM

To: Nair, Narayan ; Sly, Elizabeth Ee: Zinderman, Craig E

Ce: Burk, Suzann

Subject: RE: [EXTERNAL] Empirical Bayesian (EB) Data Mining
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L ŘƛŘ ƴƻǘ ƘŀǾŜ ŀƴȅǘƘƛƴƎ ǘƻ ŀŘŘΤ ǘƘŀƴƪ ȅƻǳΦ
 
.Ŝǎǘ ǊŜƎŀǊŘǎΣ
aŜƎƘƴŀ
 
CǊƻƳΥ bŀƛǊΣ bŀǊŀȅŀƴ 
{ŜƴǘΥ CǊƛŘŀȅΣ {ŜǇǘŜƳōŜǊ олΣ нлнн фΥпп !a
¢ƻΥ {ƭȅΣ 9ƭƛȊŀōŜǘƘ Τ ½ƛƴŘŜǊƳŀƴΣ /ǊŀƛƎ 9 Τ !ƭƛƳŎƘŀƴŘŀƴƛΣ
aŜƎƘƴŀ 
/ŎΥ .ǳǊƪΣ {ǳȊŀƴƴ 
{ǳōƧŜŎǘΥ w9Υ ώ9·¢9wb![ϐ 9ƳǇƛǊƛŎŀƭ .ŀȅŜǎƛŀƴ ό9.ύ 5ŀǘŀ aƛƴƛƴƎ
 

 
 
Iƛ [ƛȊΣ
{ŜŜƳ Ƴȅ ǊŜǎǇƻƴǎŜǎ ōŜƭƻǿ ƛƴ ǊŜŘΦ  /ǊŀƛƎκaŜƎƘƴŀΣ ǇƭŜŀǎŜ ƭŜǘ ƳŜ ƪƴƻǿ ƛŦ ȅƻǳ ƘŀǾŜ ŀƴȅǘƘƛƴƎ ǘƻ ŀŘŘΦ 
IŀǇǇȅ ǘƻ ŘƛǎŎǳǎǎ ŦǳǊǘƘŜǊ ƛŦ ƴŜŜŘŜŘΦ
 
 

мύ                  tƭŜŀǎŜ ƭŜǘ ƳŜ ƪƴƻǿ ƛŦ ƛƴŦƻǊƳŀǘƛƻƴ ǘƘŜȅ ƘŀǾŜ ǎǳƳƳŀǊƛȊŜŘ ƛǎ ŀŎŎǳǊŀǘŜ ŀƴŘκƻǊ ƛŦ ǘƘŜǊŜ ƛǎ ŀƴȅ ŦǳǊǘƘŜǊ
ŎƭŀǊƛŦƛŎŀǘƛƻƴ ȅƻǳ Ŏŀƴ ǇǊƻǾƛŘŜΦ
The statement is not accurate.  FDA is  still regularly conducting data mining for all approved/authorized

vaccines.
нύ                  Lǎ ǘƘŜǊŜ ŀƴȅ ŎƭŜŀǊŜŘ ƭŀƴƎǳŀƎŜκǎǘŀǘŜƳŜƴǘ ŀǾŀƛƭŀōƭŜ ƻƴ ǘƘƛǎ ǘƻǇƛŎ ǘƘŀǘ ǿŜ ŎƻǳƭŘ ǎƘŀǊŜ ǿƛǘƘ /5/ ǘƘŀǘΩǎ

ǇǳōƭƛŎƭȅ ǊŜƭŜŀǎŀōƭŜΚ
I 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 

 
{ƻƳŜ ŀŘŘƛǘƛƻƴŀƭ ōŀŎƪƎǊƻǳƴŘ ǿƛǘƘ ǊŜƎŀǊŘ ǘƻ vǳŜǎǘƛƻƴ Ім ς ǿŜ ǿƻǳƭŘ ǊŜƎǳƭŀǊƭȅ ǎŜƴŘ /5/ ǘƘŜ ǊŜǎǳƭǘǎ ƻŦ ƻǳǊ ŘŀǘŀƳƛƴƛƴƎ ŦƻǊ
ǘƘŜ /h±L5 ǾŀŎŎƛƴŜǎ ōȅ ŜƳŀƛƭΦ  9ŀǊƭƛŜǊΣ ǘƘƛǎ ǎǳƳƳŜǊ L ǎǳƎƎŜǎǘŜŘ ǘƻ /5/ L{h ǘƘŀǘ ǿŜ ŘƛǎŎƻƴǘƛƴǳŜ ǘƘŜ ǊƻǳǘƛƴŜ ǊŜƎǳƭŀǊ ŜƳŀƛƭǎΦ 
L ǘƻƭŘ ǘƘŜƳ ǘƘŀǘ 5t± ǿƻǳƭŘ ŎƻƴǘƛƴǳŜ ǘƻ ŎƻƴŘǳŎǘ Řŀǘŀ ƳƛƴƛƴƎ ŀƴŘ ǿƻǳƭŘ ƴƻǘƛŦȅ /5/ ƛŦ ǿŜ ŦƻǳƴŘ ŀƴȅ ŘŀǘŀƳƛƴƛƴƎ ŀƭŜǊǘǎ ǘƘŀǘ
ǿŜǊŜ ŎƭƛƴƛŎŀƭ ǊŜƭŜǾŀƴǘ ŀƴŘ ǊŜǉǳƛǊŜŘ ŦǳǊǘƘŜǊ ŀŎǘƛƻƴΦ  ¢Ƙƛǎ ǿŀǎ ƛƴǘŜƴŘŜŘ ŀǎ ŀ ǘƛƳŜ ǎŀǾƛƴƎ ƳŜŀǎǳǊŜ ŀƴŘ ǘƻ ǊŜŘǳŎŜ ŜƳŀƛƭ
ǘǊŀŦŦƛŎΦ   {ƛƴŎŜ ƛǘ ƘŀŘ ōŜŜƴ ǎƻƳŜ ǘƛƳŜ ǘƘŀǘ ǿŜ ƘŀŘ ŀ ŘŀǘŀƳƛƴƛƴƎ ŀƭŜǊǘ ǘƘŀǘ ǊŜǉǳƛǊŜŘ ŦǳǊǘƘŜǊ ŜǾŀƭǳŀǘƛƻƴΣ /5/ ŀƎǊŜŜŘ ǿƛǘƘ
ǘƘƛǎ ŀǇǇǊƻŀŎƘΦ  Lǘ ŀǇǇŜŀǊǎ ǎƻƳŜƻƴŜ ŀǘ /5/ Ƴƛǎǘƻƻƪ ǘƘŜ ŘƛǎŎƻƴǘƛƴǳŀǘƛƻƴ ƻŦ ǘƘŜ ǿŜŜƪƭȅ ŜƳŀƛƭǎ ǘƻ ƳŜŀƴ ǘƘŀǘ ǿŜ ƘŀŘ
ǎǘƻǇǇŜŘ ŎƻƴŘǳŎǘƛƴƎ Řŀǘŀ ƳƛƴƛƴƎ
 
bŀǊŀȅŀƴ
 
CǊƻƳΥ {ƭȅΣ 9ƭƛȊŀōŜǘƘ 
{ŜƴǘΥ ¢ƘǳǊǎŘŀȅΣ {ŜǇǘŜƳōŜǊ нфΣ нлнн пΥрр ta
¢ƻΥ bŀƛǊΣ bŀǊŀȅŀƴ Τ ½ƛƴŘŜǊƳŀƴΣ /ǊŀƛƎ 9 Τ !ƭƛƳŎƘŀƴŘŀƴƛΣ
aŜƎƘƴŀ 
/ŎΥ .ǳǊƪΣ {ǳȊŀƴƴ 
{ǳōƧŜŎǘΥ C²Υ ώ9·¢9wb![ϐ 9ƳǇƛǊƛŎŀƭ .ŀȅŜǎƛŀƴ ό9.ύ 5ŀǘŀ aƛƴƛƴƎ
 
DƻƻŘ !ŦǘŜǊƴƻƻƴΣ
 
tƭŜŀǎŜ ǎŜŜ ōŜƭƻǿ ŦƻǊ ŀƴ ŜπƳŀƛƭ ŦǊƻƳ /5/ ǎŜŜƪƛƴƎ ŎƭŀǊƛŦƛŎŀǘƛƻƴ ǊŜƭŀǘŜŘ ǘƻ Řŀǘŀ ƳƛƴƛƴƎΦ ¢ƘŜȅΩǾŜ ƭŜǘ ƳŜ ƪƴƻǿ ǘƘŀǘ ǊƛƎƘǘ ƴƻǿ
ǘƘŜȅ ŀǊŜ Ƨǳǎǘ ǎŜŜƪƛƴƎ ŎƭŀǊƛŦƛŎŀǘƛƻƴ ŦƻǊ ōŀŎƪƎǊƻǳƴŘ ǇǳǊǇƻǎŜǎ ōǳǘ ǘƘŜȅ ŀƭǎƻ ƳŜƴǘƛƻƴŜŘ ǘƘŀǘ ǘƘŜȅ ǿƻǳƭŘ ŀǇǇǊŜŎƛŀǘŜ ŀ
ǎǘŀǘŜƳŜƴǘκǉǳƻǘŜ όƛŦ ŀǾŀƛƭŀōƭŜύ ǿƘƛŎƘ ŎƻǳƭŘ ōŜ ǳǎŜŘ ǘƻ ǊŜǎǇƻƴŘ ǘƻ ŀ ChL! ǊŜǉǳŜǎǘΣ ƛŦ ƴŜŎŜǎǎŀǊȅΦ
 

мΦ tƭŜŀǎŜ ƭŜǘ ƳŜ ƪƴƻǿ ƛŦ ƛƴŦƻǊƳŀǘƛƻƴ ǘƘŜȅ ƘŀǾŜ ǎǳƳƳŀǊƛȊŜŘ ƛǎ ŀŎŎǳǊŀǘŜ ŀƴŘκƻǊ ƛŦ ǘƘŜǊŜ ƛǎ ŀƴȅ ŦǳǊǘƘŜǊ ŎƭŀǊƛŦƛŎŀǘƛƻƴ ȅƻǳ
Ŏŀƴ ǇǊƻǾƛŘŜΦ
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нΦ Lǎ ǘƘŜǊŜ ŀƴȅ ŎƭŜŀǊŜŘ ƭŀƴƎǳŀƎŜκǎǘŀǘŜƳŜƴǘ ŀǾŀƛƭŀōƭŜ ƻƴ ǘƘƛǎ ǘƻǇƛŎ ǘƘŀǘ ǿŜ ŎƻǳƭŘ ǎƘŀǊŜ ǿƛǘƘ /5/ ǘƘŀǘΩǎ ǇǳōƭƛŎƭȅ
ǊŜƭŜŀǎŀōƭŜΚ

 
 
¢Ƙŀƴƪ ȅƻǳΣ
 
[ƛȊ
 
 
CǊƻƳΥ aƛǘŎƘŜƭƭΣ 9ƭƴŜǘǘŀ ό/5/κ55L5κb/9½L5κ5Ivtύ ό/¢wύ 
{ŜƴǘΥ aƻƴŘŀȅΣ {ŜǇǘŜƳōŜǊ нсΣ нлнн оΥру ta
¢ƻΥ {ƭȅΣ 9ƭƛȊŀōŜǘƘ 
/ŎΥ ¢ƘƻƳǇǎƻƴΣ tŜǊǎǘŜǇƘŀƴƛŜ ό/5/ύ 
{ǳōƧŜŎǘΥ ώ9·¢9wb![ϐ 9ƳǇƛǊƛŎŀƭ .ŀȅŜǎƛŀƴ ό9.ύ 5ŀǘŀ aƛƴƛƴƎ
 
CAUTION: ¢Ƙƛǎ ŜƳŀƛƭ ƻǊƛƎƛƴŀǘŜŘ ŦǊƻƳ ƻǳǘǎƛŘŜ ƻŦ ǘƘŜ ƻǊƎŀƴƛȊŀǘƛƻƴΦ 5ƻ ƴƻǘ ŎƭƛŎƪ ƭƛƴƪǎ ƻǊ ƻǇŜƴ ŀǘǘŀŎƘƳŜƴǘǎ ǳƴƭŜǎǎ ȅƻǳ ǊŜŎƻƎƴƛȊŜ ǘƘŜ
ǎŜƴŘŜǊ ŀƴŘ ƪƴƻǿ ǘƘŜ ŎƻƴǘŜƴǘ ƛǎ ǎŀŦŜΦ

 
DƻƻŘ !ŦǘŜǊƴƻƻƴ 9ƭƛȊŀōŜǘƘΣ
 
hƴŜ ƻŦ ƻǳǊ {a9ǎ ǎǘŀǘŜŘ ǘƘŀǘ ƛǘ ƛǎ ǘƘŜƛǊ ǳƴŘŜǊǎǘŀƴŘƛƴƎ ǘƘŀǘ C5! ŘƛǎŎƻƴǘƛƴǳŜŘ 9ƳǇƛǊƛŎŀƭ .ŀȅŜǎƛŀƴ ό9.ύ Řŀǘŀ ƳƛƴƛƴƎ ŦƻǊ
/h±L5πмф ǾŀŎŎƛƴŜǎ ŀŦǘŜǊ Wǳƭȅ рΣ нлннΣ ƻƴ ǘƘŜ ōŀǎƛǎ ǘƘŀǘ ŀŦǘŜǊ ƻǾŜǊ слл Ƴƛƭƭƛƻƴ ŘƻǎŜǎ ŀŘƳƛƴƛǎǘŜǊŜŘΣ ŀƴŘ ǘƘŜ ǎǘŀōƛƭƛǘȅ ƻŦ
ƻōǎŜǊǾŀǘƛƻƴǎ ƻŦ ǘƘŜ ǿŜŜƪƭȅ ŘŀǘŀΣ ǘƘŜ Řŀǘŀ ǿŜǊŜ ƳŀǘǳǊŜ ŀƴŘ ƴƻ ŀŘŘƛǘƛƻƴŀƭ ǇƻǘŜƴǘƛŀƭ ǎŀŦŜǘȅ ǎƛƎƴŀƭǎ ǿƻǳƭŘ ōŜ ŦƻǳƴŘΦ  Lǎ ǘƘƛǎ
ŀŎŎǳǊŀǘŜΚ tƭŜŀǎŜ ŀŘǾƛǎŜΦ  ¢ƘŀƴƪǎΦ
 
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"

Ce: "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.

htt www. fda.gov/science-research/dat

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

Sent: Thursday, September 29, 2022 4:55 PM

|; Zinderman, Craig yt 00tti‘“‘COCSCSCSC‘*@S Alimchandani,To: Nair, Narayan

Meghna

Ce: Burk, Suzann

Subject: FW: [EXTERNAL] Empirical Bayesian (EB) Data Mining

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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