From: SH1@fda.hhs.gov [SH1@fda.hhs.gov]

Sent: 3/31/2020 7:29:11 AM
To: Joe Grogan [Joseph.).Grogan @who.eop.gov]; Debi Birx [Deborah.L.Birx@nsc.eop.gov]
Subject: Fwd: Rural Testing

From: Giroir, Brett (HHS/OASH) <Brett.Giroir@hhs.gov>

Date: March 30, 2020 at 3:56:26 PM EDT

To: Jernigan, Daniel B (CDC) <dbj0@cdc.gov>

Cc: Monroe, Stephan S (CDC) <stm2@cdc.gov>, Redfield, Robert R (CDC) <olx1@cdc.gov>, Beckham, Tammy
(OS) <Tammy.Beckham@hhs.gov>, Schuchat, Anne (CDC) <acs1@cdc.gov>, Haddad, Carla (OS)
<Carla.Haddad@hhs.gov>, Hahn, Stephen <SH1@fda.hhs.gov>, Haddad, Carla (OS) <Carla.Haddad@hhs.gov>
Subject: RE: Rural Testing

FDA-OC-2020-2523-000484



From: SH1@fda.hhs.gov [SH1@fda.hhs.gov]

Sent: 3/30/2020 3:58:51 PM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]; Fauci, Anthony S (NIH) [/o=Exchangelabs/ou=Exchange Administrative
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=759a71a9291b47a2bf83b77989d40cc3-HHS-afauci-]

Subject: Fwd: Rural Testing

Thoughts?

From: Giroir, Brett (HHS/OASH) <Brett.Giroir@hhs.gov>

Date: March 30, 2020 at 3:56:26 PM EDT

To: Jernigan, Daniel B (CDC) <dbj0@cdc.gov>

Cc: Monroe, Stephan S (CDC) <stm2@cdc.gov>, Redfield, Robert R (CDC) <olx1@cdc.gov>, Beckham, Tammy
(0S) <Tammy.Beckham@hhs.gov>, Schuchat, Anne (CDC) <acs1@cdc.gov>, Haddad, Carla (OS)
<Carla.Haddad@hhs.gov>, Hahn, Stephen <SH1@fda.hhs.gov>, Haddad, Carla (OS) <Carla.Haddad@hhs.gov>
Subject: RE: Rural Testing
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From: SH1@fda.hhs.gov [SH1@fda.hhs.gov]

Sent: 3/31/2020 7:48:38 AM

To: Giroir, Brett (OS) [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee4c4234d3834c77adala7bla7cl76a2-HHS-Brett.G]; Debi Birx
[Deborah.L.Birx@nsc.eop.gov]

Subject: Fwd: [EXTERNAL] Abbott COVID-19 update

From: Wainer, Andrea F <andrea.wainer@abbott.com>

Date: March 31, 2020 at 1:22:02 AM EDT

To: Birx, Deborah L. EOP/NSC <Deborah.L.Birx@nsc.eop.gov>

Cc: Hahn, Stephen <SH1@fda.hhs.gov>, Shuren, Jeff <Jeff.Shuren@fda.hhs.gov>, Stenzel, Timothy
<Timothy.Stenzel@fda.hhs.gov>, Ford, Robert B <Robert.Ford@abbott.com>

Subject: RE: [EXTERNAL] Abbott COVID-19 update
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From: SH1@fda.hhs.gov [SH1@fda.hhs.gov]

Sent: 4/15/2020 5:55:18 PM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]; Redfield, Robert R (CDC) [/o=Exchangelabs/ou=Exchange Administrative
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=0f1ab650905f424381ffbdd983419fcd-HHS-olx1-cd]; Joe Grogan
[Joseph.).Grogan@who.eop.gov]

Subject: Fwd: Issue for VP TF

Steve

From: Shuren, Jeff <Jeff.Shuren@fda.hhs.gov>

Date: April 14, 2020 at 1:58:13 PM EDT

To: Hahn, Stephen <SH1@fda.hhs.gov>, Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>
Subject: Issue for VP TF

FDA-OC-2020-2523-000487



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH|
Sent: 4/9/2020 5:36:10 PM

To: Grogan, Joseph J. EOP/WHO [Joseph.).Grogan@who.eop.gov]
Subject: Tentative: ALS Check-In

Location: Dial-in 202-395-6392 NG

Start: 4/9/2020 5:45:00 PM

End: 4/9/2020 6:15:00 PM

Recurrence: (none)
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From: SH1@fda.hhs.gov [SH1@fda.hhs.gov]

Sent: 4/13/2020 8:39:19 AM

To: Grogan, Joseph J. EOP/WHO [Joseph.).Grogan@who.eop.gov]

cC: Lenihan, Keagan [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee7320ee8c184d66bfd521b0105d17d2-Keagan.Leni]

Subject: Re: list of essential tests and items from China

Ok thx

Sent from my iPhone

On Apr 13, 2020, at 8:36 AM, Grogan, Joseph J. EOP/WHO <Joseph.).Grogan@who.eop.gov> wrote:
Individual items

Sent from my iPhone
On Apr 13, 2020, at 8:24 AM, Hahn, Stephen <SH1@fda.hhs.gov> wrote:

Joe,

Thank you. ] Keagan, lets tlk

Steve

From: Grogan, Joseph J. EOP/WHO <Joseph.J.Grogan@who.eop.gov>
Date: April 13,2020 at 8:23:50 AM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>

Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>

Subject: list of essential tests and items from China

IS ared is going to trouble shoot.
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From: Abernethy, Amy [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=C84171967C724EE799BB2658197086BC-AMY.ABERNET]

Sent: 3/26/2020 7:30:35 PM

To: Hahn, Stephen [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a0afacOcfa3c4b98913833e38a036e9f-Stephen.Hah]; Fauci, Anthony S (NIH)
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=759a71a9291b47a2bf83b77989d40cc3-HHS-JBJIBJ Redfield, Robert R
(CDC) [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f1ab650905f424381ffbdd983419fcd-HHS-olx1-cd]; Debi Birx
[Deborah.L.Birx@nsc.eop.gov]

CC: Lenihan, Keagan [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee7320ee8c184d66bfd521b0105d17d2-Keagan.Leni]; Rutter, Joni L (NIH)
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0a90497bad684a6b81166a82a65e76c3-HHS-joni.ru]; Brooks, John T (CDC)
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=def0cf9cfof84fc6a40c4dde8c51b199-HHS-zud4-cd]; Franklin, Joseph
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ace8af0979a847c59ea26c37c4904883-Joseph.Fran]; Hunter, Nina L
[/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8005f93bd66a4dfc83ebdaa67d9fd33b-NLH]

Subject: Re: Collection of COVID-19 patient data from medical records

Thank you very much, Steve.

Right now | am working with Joni Rutter at NIH/NCATS and John Brooks at COC. s
7

.

I really appreciate all of your input.
Amy

From: Hahn, Stephen <SH1@fda.hhs.gov>

Sent: Thursday, March 26, 2020 5:39 PM

To: Fauci, Anthony S (NIH) <BlBJB) niaid.nih.gov>; Redfield, Robert R (CDC) <olx1@cdc.gov>; Debi Birx
<Deborah.L.Birx@nsc.eop.gov>

Cc: Abernethy, Amy <Amy.Abernethy@fda.hhs.gov>; Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>
Subject: Collection of COVID-19 patient data from medical records

Tony, Bob and Debi,

Amy is working on )

I am copying Amy to see if she has

anything clsc to add. | S

Thanks
Steve
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From: Mail Delivery System [MAILER-DAEMON @ fda-ifw-00.fda.gov]

Sent: 3/22/2020 8:43:26 PM
To: mitchellkatz@nychhc.org
Subject: Undeliverable: [EXTERNAL] re ramping up personnel and ventilators

Attachments: Re: [EXTERNAL] re ramping up personnel and ventilators

Your message

To: Birx, Deborah L. EOP/NSC; mitchellkatz@NYCHHC.org
CC: Mary Dale Peterson

Subject: Re: [EXTERNAL] re ramping up personnel and ventilators
Sent: 3/22/2020 8:43:23 PM

The following message to <mitchellkatz@nychhc.org> was undeliverable.
The reason for the problem:
5.1.0 - Unknown address error 550-'#5.1.0 Address rejected.'
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From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/31/2020 1:35:01 PM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]; Debi Birx [Deborah.L.Birx@nsc.eop.gov]

Subject: Fwd: Confidential Draft Press Release

Attachments: Confidential Draft Release.docx

FYI

From: Daniel O'Day <daniel oday@gilead.com>

Date: March 31, 2020 at 1:34:12 PM EDT

To: Woodcock, Janet <Janet. Woodcock(@fda.hhs.gov>, Hahn, Stephen <SH1(@fda hhs.gov>
Cc: Brett Pletcher <Brett.Pletcher@gilead.com>

Subject: Confidential Draft Press Release

Dear Janet and Steve,

Janet, as mentioned briefly yesterday. I am writing to share with you a draft announcement we would like to issue later
this week. which at a high level commits to donating [NNENA) of remdesivir at no cost. As public
and government interest increases daily, and concems about cost during the peak of this pandemic are top of mind, I feel a
responsibility to communicate this commitment even ahead of clinical data or a regulatory authorization of any kind. At
the same time, because existing supply is limited, we also want to communicate our expansive efforts to increase supply
as rapidly as possible, through our own efforts and partnerships with external pharmaceutical and chemical manufacturing
companics. This is critical to assuring a coordinated cffort across the globe that can maximize the production of
remdesivir if needed, and is time sensitive.

The point of this communication is to assure the public of our view — that this is an extraordinary time and we will take
extraordinary measures to ensure access to remdesivir, through current expanded access programs, and through other
mechanisms when and if data supports broader access. This is also a follow-on to my open letter this past weekend on the
Gilead website about our Compassionate use and Expanded access efforts, and consistent with our commitment to
transparency.

We are sharing this draft press release in parallel with the review team at FDA, following the process my regulatory tcam
follows for standard submissions and discussion. [ appreciate you helping us to keep this information confidential, and
also appreciate vou letting me know your thoughts by the end of the day if possible.

We would also intend to share this with members of the Coronavirus task force, and the white house as a second step
tomorrow prior to release.

Please call or email at any time. Cell: [[NNBNE)

Best,
Dan

FDA-OC-2020-2523-000492



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
STEPHEN.HAH]

Sent: 3/30/2020 12:01:51 PM
To: Joe Grogan [Joseph.).Grogan@who.eop.gov]
Subject: Fwd: Updated CTAP Graphic

Attachments: CTAP_print_combined_v4_3.30.20.pdf

We’re putting it in landscape version but wanted you to see most recent version.
Steve

From: Guram, Jeet <Jeet.Guram(@fda.hhs.gov>

Date: March 30, 2020 at 11:55:11 AM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>

Cec: Lenihan, Keagan <Keagan. Lenihan@fda.hhs.gov>, Shah, Anand <Anand.Shah@fda.hhs.gov>, Rom, Colin
<Colin.Rom@fda.hhs.gov>, Woodcock, Janet <Janet. Woodcock@fda.hhs.gov>, Cavazzoni, Patrizia
<Patrizia.Cavazzoni@fda.hhs.gov>, Marks, Peter <Peter. Marks@fda.hhs.gov>

Subject: Updated CTAP Graphic

Dr. Hahn, please see an updated graphic attached. The following changes have been made:

. Data points have been added for the projected number of doses available for convalescent plasma and
hyperimmune globulin.

]
. IL-6 Inhibitors are shown to have “Trials Ongoing” in April (since trials for one therapy are starting this month).
. The status of clinical trials/production of hyperimmune globulin now reads, “Working with manufacturers and

on donor identification to ramp up production.”

We'll have a formatted one-pager describing CTAP to you shortly.

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1(202) 230-0451 | jeet.guram@fda.hhs.gov

FDA-OC-2020-2523-000493



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 4/1/2020 12:34:13 PM

To: Olivarria, Frank [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c180721db774423f99990dd86e67057c-Frank.Oliva]; Lenihan, Keagan
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee7320ee8c184d66bfd521b0105d17d2-Keagan.Leni]; Joe Grogan
(Joseph.).Grogan@who.eop.gov) [Joseph.).Grogan@who.eop.gov]

Subject: Re: Slides for noon teleconference

Thx

From: Olivarria, Frank <Frank Olivarria@fda.hhs.gov>

Date: April 1,2020 at 12:31:48 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Lenihan, Keagan <Keagan.Lenihan@fda. hhs.gov>, Joe Grogan
(Joseph.J.Grogan@who.eop.gov) <Joseph.J. Grogan@who.eop.gov>

Subject: FW: Slides for noon teleconference

Frank

From: Rom, Colin <Colin.Rom@fda.hhs.gov>

Sent: Wednesday, April 1, 2020 11:47 AM

To: Sheehy, Janice <Janice.Sheehy@fda.hhs.gov>; Olivarria, Frank <Frank.Olivarria@fda.hhs.gov>
Subject: Fwd: Slides for noon teleconference

Here are slides from Dan O’Day for Gilead call. Would you mind adding to the invite so all folks can access

From: Daniel O'Day <daniel.oday@gilead.com>
Date: April 1, 2020 at 11:37:42 AM EDT

To: Rom, Colin <Colin.Rom@fda.hhs.gov>
Subject: Slides for noon teleconference

Hi Colin,
Can you please distribute to the participants from the USG side for our noon call.

Best,
Dan

FDA-OC-2020-2523-000494



From: Hahn, Stephen [JO=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/30/2020 7:54:20 AM
To: Joe Grogan [Joseph.).Grogan@who.eop.gov]
Subject: Fwd: Need the CTAP graphics for my call with Joe Grogan at 7:45

Attachments: CTAP_print_3.29.20.pdf

From: Guram, Jeet <Jeet. Guram(@fda.hhs.gov>

Date: March 30, 2020 at 7:09:38 AM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Shah, Anand <Anand.Shah@fda.hhs.gov>, Lenihan, Keagan
<Keagan.Lenihan@fda.hhs.gov>

Subject: RE: Need the CTAP graphics for my call with Joe Grogan at 7:45

Apologies for the delay — here is the current draft. Please let us know if you have any comments or edits. S8}

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

From: Hahn, Stephen <SH1@fda.hhs.gov>

Sent: Monday, March 30, 2020 7:05 AM

To: Guram, Jeet <Jeet.Guram@fda.hhs.gov>; Shah, Anand <Anand.Shah@fda.hhs.gov>; Lenihan, Keagan
<Keagan.Lenihan@fda.hhs.gov>

Subject: Need the CTAP graphics for my call with Joe Grogan at 7:45

FDA-OC-2020-2523-000495



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/30/2020 7:27:46 AM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]

Subject: Fwd: Need the CTAP graphics for my call with Joe Grogan at 7:45

Attachments: CTAP_print_3.29.20.pdf

From: Guram, Jeet <Jeet. Guram(@fda.hhs.gov>

Date: March 30, 2020 at 7:09:38 AM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Shah, Anand <Anand.Shah@fda.hhs.gov>, Lenihan, Keagan
<Keagan.Lenihan@fda hhs.gov>

Subject: RE: Need the CTAP graphics for my call with Joe Grogan at 7:45

Apologies for the delay — here is the current draft. Please let us know if you have any comments or edits. [iSJi8)

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

From: Hahn, Stephen <SH1@fda.hhs.gov>

Sent: Monday, March 30, 2020 7:05 AM

To: Guram, Jeet <Jeet.Guram@fda.hhs.gov>; Shah, Anand <Anand.Shah@fda.hhs.gov>; Lenihan, Keagan
<Keagan.Lenihan@fda.hhs.gov>

Subject: Need the CTAP graphics for my call with Joe Grogan at 7:45

FDA-OC-2020-2523-000496



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/31/2020 6:12:53 PM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]

CC: Rom, Colin [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f59636221f4340d697dbd43ee27255fb-Colin.Rom]; McGuffee, Tyler Ann A.
EOP/OVP [Tyler.A.McGuffee2 @ovp.eop.gov]

Subject: Two issues

Debi,

Sorry to bother you. There are two issues that require some urgent advice/follow up
1. Request from Gilead to discuss remdesivir

2. Serology update

If you have 5 minutes to talk tomorrow, please let me know.

Thanks

Steve

FDA-OC-2020-2523-000497



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/31/2020 7:54:26 AM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]

We're obviously going to miss our 7:45 call. Want to catch you up on CTAP roll out, convalescent plasma,
hyperimmune globulin, and supply chain issues. Let me know what works for you.

Thanks

S

FDA-OC-2020-2523-000498



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/24/2020 6:30:58 PM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]

Subject: Fwd: Summary of clinician feedback

Attachments: Rapid Clinician impressions from Oracle COVID 032320docx.docx

Clinician feedback on the Oracle system

From: Abernethy, Amy <Amy.Abernethy(@fda.hhs.gov>

Date: March 24, 2020 at 9:30:07 AM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Rom, Colin <Colin.Rom@fda.hhs.gov>, Lenihan, Keagan
<Keagan.Lenihan@fda hhs.gov>, Amin, Stacy <Stacy. Amin@fda.hhs.gov>

Subject: Summary of clinician feedback

Hi - As per our discussion this morning, here is a quick summary of the feedback from 30 clinicians who used
the Oracle COVID-19 system yesterday.

Take care,

Amy

Amy P. Abernethy, MD PhD

Principal Deputy Commissioner
Acting Chief Information Officer
US Food & Drug Administration

Mobile: 240-429-7034
Email: amy.abernethy@fda.hhs.gov

FDA-OC-2020-2523-000499



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/31/2020 12:35:17 PM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]

Subject: Fwd: Please send to me

Attachments: UPDATED_CTAP_print_combined_V8_ 3.30.20.pdf; CTAP-handout-1col-draft3.pdf

From: Guram, Jeet <Jeet. Guram(@fda.hhs.gov>

Date: March 31, 2020 at 12:06:13 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Shah, Anand <Anand.Shah@fda.hhs.gov>

Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>, Rom, Colin <Colin. Rom@fda.hhs.gov>
Subject: RE: Please send to me

f it's not too Iate 5]

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

From: Guram, Jeet

Sent: Tuesday, March 31, 2020 11:14 AM

To: 'Hahn, Stephen' <SH1@fda.hhs.gov>; Shah, Anand <Anand.Shah@fda.hhs.gov>

Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>; Rom, Colin <Colin.Rom@fda.hhs.gov>
Subject: RE: Please send to me

Here is the latest version of the graphic, and I've re-attached the bullets page as well.

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

From: Hahn, Stephen <SH1@fda.hhs.gov>

Sent: Tuesday, March 31, 2020 11:05 AM

To: Guram, Jeet <Jeet.Guram@fda.hhs.gov>; Shah, Anand <Anand.Shah@fda.hhs.gov>

Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>; Rom, Colin <Colin.Rom@fda.hhs.gov>
Subject: RE: Please send to me

Ok thx

From: Guram, Jeet <Jeet.Guram@fda.hhs.gov>
Date: March 31, 2020 at 10:29:25 AM EDT

FDA-OC-2020-2523-000500



To: Hahn, Stephen <SH1@fda.hhs.gov>, Shah, Anand <Anand.Shah@fda.hhs.gov>
Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>, Rom, Colin <Colin.Rom@fda.hhs.gov>
Subject: RE: Please send to me

Got it,
Il send the version of the graphic with the larger font size as soon as it comes in, which should be later this
morning.

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

From: Hahn, Stephen <SH1@fda.hhs.gov>

Sent: Tuesday, March 31, 2020 10:25 AM

To: Guram, Jeet <Jeet.Guram@fda.hhs.gov>; Shah, Anand <Anand.Shah@fda.hhs.gov>

Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>; Rom, Colin <Colin.Rom@fda.hhs.gov>
Subject: RE: Please send to me

From: Guram, Jeet <Jeet.Guram@fda.hhs.gov>

Date: March 31, 2020 at 9:50:15 AM EDT

To: Hahn, Stephen <SH1@fda.hhs.gov>, Shah, Anand <Anand.Shah@fda.hhs.gov>

Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>, Rom, Colin <Colin.Rom@fda.hhs.gov>

Subject: RE: Please send to me

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

From: Guram, Jeet

Sent: Tuesday, March 31, 2020 9:17 AM

To: 'Hahn, Stephen' <SH1@fda.hhs.gov>; Shah, Anand <Anand.Shah@fda.hhs.gov>

Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>; Rom, Colin <Colin.Rom@fda.hhs.gov>
Subject: RE: Please send to me

Here are the documents — the team is working on making the font larger for the graphics document, I'll check on the
status of that.




Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

From: Hahn, Stephen <SH1@fda.hhs.gov>

Sent: Tuesday, March 31, 2020 9:03 AM

To: Guram, Jeet <Jeet.Guram@fda.hhs.gov>; Shah, Anand <Anand.Shah@fda.hhs.gov>

Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>; Rom, Colin <Colin.Rom@fda.hhs.gov>
Subject: Please send to me

The 3 pager CTAP document
Page 1 the bullet points about the program
Pages 2-3 graphics of pipeline

The Secretary wants this [ EEEEEIE) \When can you

get this to me?
Thanks
Steve

FDA-OC-2020-2523-000502



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/24/2020 5:40:14 PM
To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]
Subject: FW: Gilead FDA material

Attachments: protocol GS-US-540-5821_Approved.pdf; CU Update for FDA _final.pptx

Need to talk to you about this.
S

From: Daniel O'Day <daniel oday@gilead.com>

Date: March 23, 2020 at 3:48:06 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Birx, Deborah L. EOP/NSC <Deborah.L Birx@nsc.eop.gov>
Subject: FW: Gilead FDA material

Dear Deborah and Steve,

Steve, I thought I would share the attached with Deborah as well, as we have not had a chance to connect vet today, and I
know how busy you both are! (and should we connect I wanted Deborah to have the material in front of her) I know
Steve’s team at FDA and our Clinical team discussed the protocol (first attachment) and are well on the way to
implementation.

The bigger issue is th e
e
]

Best,
Dan

From: Daniel O'Day <danicl.oday(@gilead.com>

Date: Sunday, March 22, 2020 at 10:37 PM

To: "shl@fda hhs.gov" <shl@fdahhs.gov>

Subject: Gilead FDA material

Hi Steve,

Please see attached the interim analysis for 53 CU patients and the draft expanded access treatment protocol.

These materials were sent to your team in preparation for a 9am call tomorrow moring between our teams to discuss.
Due to the nature of the interim analysis, I believe it would be helpful to have a discussion with you and Dr. Birx
tomorrow when possible in addition to the team discussion. Can you let me know if you agree, and if you support me
sharing the interim analysis with Dr. Birx?

If possible, I would prefer that we speak prior to this data being shared beyond FDA and Dr.Birx.

Pleasc let me have your thoughts. Ilook forward to secking your advice on next steps.

Best,

Dan

FDA-OC-2020-2523-000503



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/23/2020 6:47:22 AM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]

Subject: Fwd: Gilead FDA material

Attachments: protocol GS-US-540-5821_ Approved.pdf; CU Update for FDA _final.pptx

Thoughts? Let me know when you’re free for a call.
Thanks
S

From: Daniel O'Day <daniel.oday@gilead.com>
Date: March 22, 2020 at 10:39:25 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>
Subject: Gilead FDA material

Hi Steve,

Please see attached the interim analysis for 53 CU patients and the draft expanded access treatment protocol.

These materials were sent to your team in preparation for a 9am call tomorrow moming between our teams to discuss.
Due to the nature of the interim analysis, I believe it would be helpful to have a discussion with yvou and Dr. Birx
tomorrow when possible in addition to the team discussion. Can you let me know if you agree, and if you support me
sharing the interim analysis with Dr. Birx?

If possible, I would prefer that we speak prior to this data being shared bevond FDA and Dr.Birx.

Please let me have your thoughts. Ilook forward to seeking your advice on next steps.

Best,
Dan

FDA-OC-2020-2523-000504



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/27/2020 2:00:02 PM

To: Abernethy, Amy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c84171967¢724ee799bb2658197086bc-Amy.Abernet]; Shah, Anand
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=e2172ebbd96946c08e189fd612855f51-Anand.Shah]; Lenihan, Keagan
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee7320ee8c184d66bfd521b0105d17d2-Keagan.Leni]; Rom, Colin
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f59636221f4340d697dbd43ee27255fb-Colin.Rom]; Joe Grogan
[Joseph.).Grogan@who.eop.gov]; Amin, Stacy [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=cb3764b7438648838c22881a06fc6afb-Stacy.Amin]

Subject: Fwd: Chinese convalescent plasma pre-print in BMJ

Attachments: The feasibility of convalescent plasma therapy in severe COVID19 patients --a pilot
study.2020.03.16.20036145v1.full.pdf

From: Tierney, Julia <Julia. Tierney(@fda.hhs.gov>

Date: March 26, 2020 at 4:37:31 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>

Cec: Rom, Colin <Colin.Rom(@fda.hhs.gov>, Marks, Peter <Peter Marks@fda.hhs.gov>
Subject: Chinese convalescent plasma pre-print in BMJ

Dear Dr. Hahn,

Colin had asked if | could forward the BMJ preprint on convalescent plasma from the early Chinese experience — it is
attached.

Please let us know if you have any questions or need anything else on this.

Thanks,

Julie

Julia C. Tierney, JD
Chief of Staff

Center for Biolegics Evaluation and Research
U.S. Food and Drug Administration

(301) 796-8602 (direct)

Julia. Tierney@fda.hhs.gov

U.S. FOOD & DRUG

ADMINISTRATION

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected, privileged, or confidential, and it
should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution or copying is strictly prohibited. If you think you have received this e-mail message in error, please e-mail the sender immediately at
julia.tierney@fda.hhs.gov.
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From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]
Sent: 3/24/2020 5:23:15 PM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]
Subject: Fwd: FDA encourages use of experimental coronavirus treatment made from survivors' blood
This is really good work.

From: POLITICO Pro Health Care <politicoemail @politicopro.com>

Date: March 24, 2020 at 5:09:53 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>

Subject: FDA encourages use of experimental coronavirus treatment made from survivors' blood

FDA encourages use of experimental coronavirus treatment made from survivors' blood
By Arthur Allen
03/24/2020 05:08 PM EDT

FDA today encouraged researchers to study the experimental treatment of desperately ill Covid-19 patients with
convalescent serum, a 130-year-old therapy that medicine periodically retrieves from its black bag with mixed
success during pandemics.

The agency also said it would approve emergency use of the treatment — plasma rich with coronavirus
antibodies, taken from the blood of people who have recovered from the disease — on severely ill patients.
FDA said it would require donors' blood be carefully screened to make sure there was no residual coronavirus
or other contaminants.

Convalescent serum was used to treat a variety of infections from the 1890s until around World War II. The
1925 dogsled trek that brought diphtheria "antitoxin" to save children in Nome, Alaska, is memorialized in the
Balto movies and the annual Iditarod dog race.

More recently, Chinese doctors gave convalescent plasma to 21 patients during the 2009 swine flu pandemic; a
fifth died, compared to 55 percent in a control group. The serum had almost no impact in Guinea when used in a
group of Ebola patients in 2014. Chinese doctors have also employed human serum against coronavirus in the
current pandemic.

Antibody therapy is most effective when used to prevent disease rather than in treatment, according to an article
published last week by experts Arturo Casadevall of Johns Hopkins University and Liise-anne Pirofski of the
Albert Einstein College of Medicine, who are organizing a trial to test the serum.

In contrast to the FDA, which said it would only give permission for emergency use in the sickest patients,
Casadevall and Pirofski write that the serum might be most appropriate to temporarily boost protection in
infected health care workers who would otherwise need to go into quarantine.

FDA provided emergency numbers for doctors to reach officials at the agency who can approve use of the
therapy at short notice in the most desperate cases.

To view online:
https://subscriber.politicopro.com/health-care/whiteboard/2020/03/fda-encourages-use-of-experimental -
coronavirus-treatment-made-from-survivors-blood-397843 1

You received this POLITICO Pro content because your customized settings include: FDA. To change
your alert settings, please go to https://subscriber.politicopro.com/settings.
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This email alert has been sent for the exclusive use of POLITICO Pro subscriber, sh1@fda.hhs.gov. Forwarding
or reproducing the alert without the express, written permission of POLITICO Pro is a violation of copyright
law and the POLITICO Pro subscription agreement.

Copyright © 2020 by POLITICO LLC. To subscribe to Pro, please go to politicopro.com.

This email was sent to sh1(@fda.hhs.gov by:
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1000 Wilson Blvd.

Arlington, VA 22209

USA.
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From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/30/2020 7:56:22 AM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]

Subject: Fwd: Need the CTAP graphics for my call with Joe Grogan at 7:45

Attachments: CTAP_print_3.29.20.pdf

From: Guram, Jeet <Jeet. Guram(@fda.hhs.gov>

Date: March 30, 2020 at 7:09:38 AM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Shah, Anand <Anand.Shah@fda.hhs.gov>, Lenihan, Keagan
<Keagan.Lenihan@fda hhs.gov>

Subject: RE: Need the CTAP graphics for my call with Joe Grogan at 7:45

Apologies for the delay — here is the current draft. Please let us know if you have any comments or edits. [iSJi8)

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

From: Hahn, Stephen <SH1@fda.hhs.gov>

Sent: Monday, March 30, 2020 7:05 AM

To: Guram, Jeet <Jeet.Guram@fda.hhs.gov>; Shah, Anand <Anand.Shah@fda.hhs.gov>; Lenihan, Keagan
<Keagan.Lenihan@fda.hhs.gov>

Subject: Need the CTAP graphics for my call with Joe Grogan at 7:45

FDA-OC-2020-2523-000508



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/27/2020 8:25:03 AM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]

Subject: Fwd: Chinese convalescent plasma pre-print in BMJ

Attachments: The feasibility of convalescent plasma therapy in severe COVID19 patients --a pilot
study.2020.03.16.20036145v1.full.pdf

These are interesting and promising early results.

From: Tierney, Julia <Julia. Tierney@fda.hhs.gov>

Date: March 26, 2020 at 4:37:31 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>

Cc: Rom, Colin <Colin.Rom@fda.hhs.gov>, Marks, Peter <Peter Marks@fda.hhs.gov>
Subject: Chinese convalescent plasma pre-print in BMJ

Dear Dr. Hahn,

Colin had asked if | could forward the BMJ preprint on convalescent plasma from the early Chinese experience — it is
attached.

Please let us know if you have any questions or need anything else on this.

Thanks,

Julie

Julia C. Tierney, JD
Chief of Staff

Center for Biologics Evaluation and Research
U.S. Food and Drug Administration

(301) 796-8602 (direct)

Julia. Tierney@fda.hhs.gov

prt U.S. FOOD & DRUG

| ADMINISTRATION

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is protected, privileged, or confidential, and it
should not be disseminated, distributed, or copied to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution or copying is strictly prohibited. If you think you have received this e-mail message in error, please e-mail the sender immediately at
julia.tierney@fda.hhs.gov.
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From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/24/2020 5:03:19 PM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]

Subject: FW: Gilead FDA material

Attachments: protocol GS-US-540-5821_ Approved.pdf; CU Update for FDA _final.pptx

From: Daniel O'Day <daniel oday@gilead.com>

Date: March 23, 2020 at 3:48:06 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Birx, Deborah L. EOP/NSC <Deborah.L Birx@nsc.eop.gov>
Subject: FW: Gilead FDA material

Dear Deborah and Steve,

Steve, I thought I would share the attached with Deborah as well, as we have not had a chance to connect vet today, and |
know how busy you both are! (and should we connect I wanted Deborah to have the material in front of her) I know
Steve’s team at FDA and our Clinical team discussed the protocol (first attachment) and are well on the way to
implementation.

The bigger issuc i |
I ————
A—

Best,
Dan

From: Daniel O'Day <daniel.oday@gilead.com>

Date: Sunday, March 22, 2020 at 10:37 PM

To: "shl@fda.hhs.gov" <shl@fda.hhs.gov>

Subject: Gilead FDA material

Hi Steve,

Please see attached the interim analysis for 53 CU patients and the draft expanded access treatment protocol.

These materials were sent to your team in preparation for a 9am call tomorrow moming between our teams to discuss.
Due to the nature of the interim analysis, I believe it would be helpful to have a discussion with you and Dr. Birx
tomorrow when possible in addition to the team discussion. Can vou let me know if you agree, and if you support me
sharing the interim analysis with Dr. Birx?

If possible, I would prefer that we speak prior to this data being shared bevond FDA and Dr.Birx.

Please let me have vour thoughts. Ilook forward to seeking vour advice on next steps.

Best,
Dan

FDA-OC-2020-2523-000510



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]
Sent: 3/20/2020 3:09:33 PM

To: Debi Birx MD [Deborah.L.Birx@nsc.eop.gov]; Fauci, Anthony S (NIH) [/o=Exchangelabs/ou=Exchange Administrative
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=759a71a9291b47a2bf83b77989d40cc3-HHS-afauci-]

Subject: Fwd: CDC Summary for Clinicians on COVID Potential Therapies

Attachments: image002.png; ATT00001.htm; 20200319 Information for Clinicians on COVID-19 Therapies revised_FDA.docx;
ATT00002.htm

- b))

Sent from my iPad

Begin forwarded message:

From: "Guram, Jeet" <Jeet.Guram@fda.hhs.gov>

Date: March 20, 2020 at 2:18:47 PM EDT

To: "Hahn, Stephen" <SH1@fda.hhs.gov>

Cc: "Shah, Anand" <Anand.Shah@fda.hhs.gov>, "Rom, Colin" <Colin.Rom@fda.hhs.gov>
Subject: CDC Summary for Clinicians on COVID Potential Therapies

Dr. Hahn, please see attached CDC’s document with one comment that FDA has. Just let me know if you have any
questions.

Jeet Guram, M.D.

Senior Advisor, Office of the Commissioner
Food and Drug Administration

+1 (202) 230-0451 | jeet.guram@fda.hhs.gov

FDA-OC-2020-2523-000511



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/16/2020 2:26:00 PM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]; kac@who.eop.gov

Subject: Fwd: Blood Donation

Attachments: AABB-COVID-19-Outbreak-Checklist.docx

Kellyanne and Deb,

Here is the information about blood donation [ e
P please let me know how we can help.

Steve

From: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>
Date: March 16, 2020 at 2:09:01 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>

Subject: Blood Donation

Sir — The blood centers have the attached extensive checklist, but the long and the short of it is the following:

. Blood centers either have or are working on developing appointment calendars for individuals to donate, so that
people don’t have to wait in long lines

. Blood centers screen donors before they enter the donor room to make sure that they are healthy

. Staff are skilled at dealing with infection control practices from prior experience and will be taking all

appropriate precautions to facilitate donor safety.
Just let me know if you need anything else. Dr. Marks is happy to brief anyone on this as need.

Thanks,
KL

FDA-OC-2020-2523-000512



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/13/2020 1:18:47 PM

To: Shuren, Jeff [fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=44335a0c2f834535bc8713dfd643905e-Jeff.Shuren]; Lenihan, Keagan
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee7320ee8c184d66bfd521b0105d17d2-Keagan.Leni]; Rom, Colin
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f59636221f4340d697dbd43ee27255fb-Colin.Rom]; Debi Birx
[Deborah.L.Birx@nsc.eop.gov]

Subject: Re: Swabs/ Viral Transport Media Tubes

Jeff

Thx. Copying Dr. Birx. There are additional questions.
Steve

From: Shuren, Jeff <Jeff. Shuren@fda.hhs.gov>

Date: March 13, 2020 at 12:38:13 PM EDT

To: Hahn, Stephen <SH1(@fda.hhs.gov>, Lenihan, Keagan <Keagan.Lenihan@fda hhs.gov>, Rom, Colin
<Colin.Rom@fda.hhs.gov>

Subject: Swabs/ Viral Transport Media Tubes

New FAQ just posted on our website that should help relieve some of the strains on specimen collection swab/tube
availability and more under consideration,

Q: | am having trouble obtaining viral transport media/ universal transport media (VTM/UTM) to collect and transport
patient samples. Are there alternatives that | can use?

A: While VTM/UTM remains the preferred transport media, FDA believes that the following alternative transport media
could be used to collect and transport patient samples for molecular RT-PCR SARS-CoV-2 assays in a manner that will
stabilize the RNA without meaningful degradation:

. Liquid Amies-based transport media.

o Supplies:

= E-Swab by Copan (Catalogue # 481C and 482C) with regular or flex minitip applicator
= Opti-Swab by Puritan (Catalogue # LA-117), swab included in kit (Catalog#3317-H).

o Storage: Up to 72 hours at 4°C, or frozen for longer storage.

If the above are not available, FDA believes that the following could be used to collect and transport samples for
molecular RT-PCR sARS-CoV-2 assays:

. Dry swab in saline
o Supplies:
- Puritan: 25-3317-H, 25-3316-U, 25-3316-H, 25-3317-U, 25-3318-U, 25-3318-H, 3316-U, 3317-U,

3318-U, 25-3319-H, 3316-H, 3318-H, 25-3320-U, 25-3320-U EMB 100MM, 25-3320-U EMB 80MM, 25-3320-H and 25-
3320-H EMB 80MM

= Copan: 501CS01, 503CS01, 516CS01, 518CS01 and 534CS01

o Storage: Up to 72 hours at 4°C, or frozen for longer storage.

Please be aware that the CDC does not recommend use of calcium alginate swabs or swabs with wooden shafts, as they
may contain substances that inactivate some viruses and inhibit PCR testing.

We are continuing to evaluate other options for specimen collection supplies, and we will update this list accordingly as
this information becomes available.

FDA-OC-2020-2523-000513



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 3/13/2020 1:15:19 PM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]

Subject: VTM

New FAQ just posted on our website that should help relieve some of the strains on specimen
collection swab/tube availability and more under consideration,

Q: | am having trouble obtaining viral transport media/ universal transport media (VTM/UTM)
to collect and transport patient samples. Are there alternatives that | can use?

A: While VTM/UTM remains the preferred transport media, FDA believes that the following alternative
transport media could be used to collect and transport patient samples for molecular RT-PCR SARS-
CoV-2 assays in a manner that will stabilize the RNA without meaningful degradation:

. Liquid Amies-based transport media.

o Supplies:

- E-Swab by Copan (Catalogue # 481C and 482C) with regular or flex minitip applicator
- Opti-Swab by Puritan (Catalogue # LA-117), swab included in kit (Catalog#3317-H).

o Storage: Up to 72 hours at 4°C, or frozen for longer storage.

If the above are not available, FDA believes that the following could be used to collect and transport
samples for molecular RT-PCR sARS-CoV-2 assays:

. Dry swab in saline
o Supplies:
. Puritan: 25-3317-H, 25-3316-U, 25-3316-H, 25-3317-U, 25-3318-U, 25-3318-H, 3316-U, 3317-U,

3318-U, 25-3319-H, 3316-H, 3318-H, 25-3320-U, 25-3320-U EMB 100MM, 25-3320-U EMB 80MM, 25-3320-H and 25-
3320-H EMB 80MM

. Copan: 501CS01, 503CS01, 516CS01, 518CS01 and 534CS01

o Storage: Up to 72 hours at 4°C, or frozen for longer storage.

Please be aware that the CDC does notrecommend use of calcium alginate swabs or swabs with
wooden shafts, as they may contain substances that inactivate some viruses and inhibit PCR testing.
We are continuing to evaluate other options for specimen collection supplies, and we will update this
list accordingly as this information becomes available.
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From:

Sent:
To:

CC:

Subject:

Bob

’
Great to see you tod ]

Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]
4/14/2020 5:04:55 PM

Redfield, Robert R (CDC) [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f1ab650905f424381ffbdd983419fcd-HHS-olx1-cd]; Shuren, Jeff
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=44335a0c2f834535bc8713dfd643905e-leff.Shuren]; Joe Grogan
[Joseph.).Grogan@who.eop.gov]

Lenihan, Keagan [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee7320ee8c184d66bfd521b0105d17d2-Keagan.Leni]

Follow up - samples needed for test developers

Thanks

Steve

FDA-OC-2020-2523-000515



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]
Sent: 4/14/2020 4:53:19 PM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]

cc: Lenihan, Keagan [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee7320ee8c184d66bfd521b0105d17d2-Keagan.Leni]

Subject: Would this help our efforts?

thanks
Steve
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From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 4/12/2020 11:22:33 AM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]; Fauci, Anthony S (NIH) [/o=Exchangelabs/ou=Exchange Administrative
Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=759a71a9291b47a2bf83b77989d40cc3-HHS- [BJIBJ Redfield, Robert
R (CDC) [/o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f1ab650905f424381ffbdd983419fcd-HHS-olx1-cd]; Adams, Jerome (OS)
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=302991451fc341bf9a7ffa53eba3f81c-HHS-Jerome.]; Giroir, Brett (OS)
[/o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=ee4c4234d3834c77adala7bla7cl76a2-HHS-Brett.G]

Subject: Fwd: Retail Infographic - Best Practices for Retail During the COVID-19 Pandemic

Attachments: Best Practices_Retail_COVID.pdf

For your information. We created this for our regulated food industry.
Steve

From: Yiannas, Frank <Frank.Yiannas@fda.hhs.gov>

Date: April 11,2020 at 11:19:56 AM EDT

To: Hahn, Stephen <SH1(@fda hhs.gov>, Lenihan, Keagan <Keagan.Lenihan@fda hhs.gov>
Subject: Retail Infographic - Best Practices for Retail During the COVID-19 Pandemic

Commissioner Hahn:
Yesterday, you asked that I share a copy of the retail infographic we created. [ENE)

As I think you know, in retail food settings, a significant
percentage of front-line staff may not speak English as their primary language.

Therefore, for our retail guidance, we wanted to communicate in a way that relied less on words to enhance the
communication and understanding process.

Attached a copy of the infographic, and below is a link to where it resides on our website.

https://www.fda.gcov/food/food-safety-during-emergencies/best-practices-retail-food-stores-restaurants-and-
food-pick-updelivery-services-during-covid-19

We’ve been told by one fast food chain, Chipotle, that they are giving a color copy to each employee and others
have also said they’ve shared with all stores nationwide. We’ve also received requests for translation into other
languages.

Small thing, but sometimes it’s the little things that make a difference. And we know that with this virus,
education to influence behavior change is critical to prevent transmission and strengthen prevention.

Frank Yiannas
Deputy Commissioner, Food Policy & Response

U.S. Food and Drug Administration
10903 New Hampshire Ave.

Silver Spring, Maryland 20993

Tel: 301-796-4665
frank.yiannas@fda.hhs.gov

FDA-OC-2020-2523-000517



From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 4/8/2020 9:50:51 AM

To: Debi Birx [Deborah.L.Birx@nsc.eop.gov]

Subject: Fwd: Serology testing -CONFIDENTIAL AND PREDECISIONAL

FYI

From: Hahn, Stephen <SH1@fda hhs.gov>

Date: April 8, 2020 at 9:49:31 AM EDT

To: Shuren, Jeff <Jeff Shuren@fda.hhs.gov>, Shah, Anand <Anand.Shah@fda.hhs.gov>
Cc: Lenihan, Keagan <Keagan.Lenihan@fda.hhs.gov>

Subject: Serology testing -CONFIDENTIAL AND PREDECISIONAL

Jeff and Anand,
I wanted to give you feedback from yesterday’s TF meeting




I am sorry for the long email. I’'m happy for us to have a quick call to review and/or you can respond via
email. Thanks for your hard work on this.
Steve
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From: Hahn, Stephen [/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=AOAFACOCFA3C4B98913833E38A036E9F-STEPHEN.HAH]

Sent: 4/8/2020 9:15:07 AM

To: Joe Grogan [Joseph.).Grogan@who.eop.gov]

Subject: Fwd: Serology Question Follow Up - BD

For the top of your inbox.
This request for help with respect to challenges faced in China.
Thanks, Joe

From: Dave Hickey <Dave Hickey@bd.com>

Date: April 6, 2020 at 9:31:04 PM EDT

To: Whitaker, Scott <SWhitaker@AdvaMed.org>, Hahn, Stephen <SH1(@fda hhs.gov>
Subject: RE: Serology Question Follow Up - BD

Scott,
Thanks for forwarding

Dr Hahn — thank you again for taking time on the call today and for listening to our questions / asks and for the guidance
from you and your team. Very much appreciated.

Da

Dave Hickey
President, Integrated Diagnostic Solutions

Dave.Hickey@bd.com

7 Loveton Circle,
Sparks, Maryland 21152
us

t: 4103164121

bd.com

From: Whitaker, Scott <SWhitaker@AdvaMed.org>
Sent: Monday, April 6, 2020 9:26 PM

To: Stephen Hahn <SH1@fda.hhs.gov>

Cc: Dave Hickey <Dave_Hickey@bd.com>

Subject: Fwd: Serology Question Follow Up - BD

Do you recognize this sender? This email came from an external source. Use caution when opening attachments
or clicking links.

Dr. Hahn,

Per our earlier discussion, see below an email from Dave Hickey, President BD Integrated Diagnostic Solutions, outlining
the challenges we are facing in China as well as a recommendation on CLIA. Thanks for your consideration.
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Scott

Sent from my iPad

Scott, please find below an email to Commissioner Hahn to follow-up on the issue that | raised during today’s
AdvaMedDx Board discussion. As he requested, if you could feed this into him it would be really appreciated.

Commissioner Hahn,

Last week, we announced a partnership with BioMedomics and Henry Schein to bring a high quality serology test to the
U.S. market (see release below). This will meet a critical need for new point-of-care test that can detect antibodies in
blood to confirm current or past exposure to COVID-19 in as little as 15 minutes. At this point, we are facing two
barriers to bringing this tests to patients.

The first is a new requirement that the Chinese government has put in place to limit low quality exports based on
criticism China has received abroad. However, this is an instance of a high quality test that has been clinically validated
at several hospitals and clinical laboratories in both the U.S. and China, and BioMedomics published clinical data in

the Journal of Medical Virology was one of the world's first for a COVID-19 serology test [ S

P NMPA registration process for a product like this could take 2-3 years. We understand that a meeting was
planned with USTR today to discuss this new requirement, and we hope that some type of waiver can be granted in this
instance.

The second barrier is the EUA/CLIA waiver issue that we discussed during the call. It is encouraging that FDA will
prioritize review of EUAs for these tests, and it is also critical that they are deemed CLIA-waived while an EUA is pending.

We look forward to working with you to ensure appropriate access to these critical tests.

Dave

BD, BioMedomics Announce Launch of
Rapid Serology Test to Detect Exposure to
COVID-19

Point-of-care blood test detects evidence of present or past exposure in 15 minutes

FRANKLIN LAKES, N.J. and MORRISVILLE, N.C., March 31, 2020 /PRNewswire [prnewswire.com]/ -- BD (Becton,
Dickinson and Company) (NYSE: BDX), a leading global medical technology company, and BioMedomics, a
privately held, North Carolina-based clinical diagnostics company, today announced the release of a new point-of-
care test that can detect antibodies in blood to confirm current or past exposure to COVID-19 in as litile as 15
minutes.

The new test, developed and manufactured by BioMedomics, will be available through BD and distributed
exclusively by Henry Schein, Inc. to health care providers throughout the United States.

The test does not require special equipment and may be used in a laboratory or at the point of care. The test detecis
antibodies in the blood that are produced by the body in response to coronavirus infection. These antibodies are
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typically present in the middle to later stages of COVID-19 infection, but may remain present after exposure, which
helps clinicians determine who has been exposed to the coronavirus, even if a person didn't exhibit any symptoms
of the COVID-19 disease. Dala on past exposure is important for researchers 1o more accurately understand the
likely true occurrence of SARS-CoV-2 infection across a population. This information will be helpful in informing
future strategies for combatting COVID-18.

"Serology tests are important because they provide an additional piece of information to aid in characterizing
possible prior exposure to SARS-CoV-2, especially since many infections are mild or asymplomatic in severity,”

said Dave Hickey, president of Integrated Diagnostic Solutions for BD. "Initial evidence suggests that nearly all
patients infected with SARS-CoV-2 will have developed a detectable antibody response within days of symplom
onset, at which time a negative serclogic test, along with molecular diagnostics, could be helpful in ruling out
COVID-19. Our agreement with BioMedomics adds a rapid serology test that can augment current tests already on
the market, and we are pleased to collaborate in this effort with Henry Schein, which has extensive knowledge of the
point-of-care test field.”

The test is completed in four, simple steps. First, blood is collected through normal blood collection devices such as
the BD Microtainer® Contact-Activated Lancet. A few drops of blood are then transferred 1o the test cartridge,
followed by two to three drops of a buffer. The resulis can be read in 15 minutes, similar to how over-the-counter
pregnancy tests show multiple lines for positive results and a single line for negative results.

"BioMedomics designed the test to be easy to use and provide results in minutes, with no special equipment
necessary or the need to transport the sample to a laboratory for analysis,” said Frank Wang, CEO of BioMedomics.
"Our test has been clinically validated at several hospitals and clinical laboratories in both the U.S. and China, and
our published clinical data in the Journal of Medical Virology was one of the world's first for a COVID-18 serology
test. It has been used widely in China during the COVID-19 outbreak and is now ready to help combat coronavirus
in the U.S. through our collaboration with BD. We are commitied to doing our part to ballle this disease and are
excited 1o have BD as a pariner to help deliver our high-gualily rapid test to those who need it most.”

The test analyzes blood, serum or plasma samples for the presence of immunoglobulin M (IgV) and
Immunoglobulin G (gG) antibodies associated with the coronavirus (SARS-CoV-2). lgM provides the first line of
defense during viral infections, followed by the generation of adaptive, high-affinity lgG responses for long-term
immunity and immunological memory. The detection of COVID-19 IgM antibodies tends to indicate a recent
exposure to COVID-19, and detection of COVID-19 1gG antibodies indicates a later stage of infection, so this
combined antibody test could also provide information on the stage of the disease in patients. Current guidance
from the U.S. Food and Drug Administration (FDA) recommends that results from antibody testing should not be
used as the sole basis to diagnose or exclude coronavirus infection. Depending on the clinical scenario, additional
testing, such as those used on the BD MAX™ System may be considered to further evaluate the possibility of
SARS-CoV-2 infection.

"We look forward to working with such an outstanding company as BD to help make the antibody test part of the
standard of care,” said Stanley M. Bergman, Henry Schein's chairman of the board and chief executive officer. "The
test will help to identify people who have developed antibodies to the virus, which may inform future strategies
regarding COVID-18."

The test has not been reviewed by the FDA but is permitted for distribution and use under the public health
emergency guidance issued by FDA on March 16, 2020, and BD expects to begin shipping tests in April. BD will
have capacity 1o supply more than one million tests over the coming months, with the ability to scale up based on
rnarket demand and is working with medical products distribution company Henry Schein to make these tests
available 1o medical care facilities throughout the United States. Health care providers can order the test and all
collection devices needed to perform the test by contacting their BD or Henry Schein representatives.

About BD

BD is one of the largest global medical technology companies in the world and is advancing the world of health by
improving medical discovery, diagnostics and the delivery of care. The company supports the heroes on the
frontlines of health care by developing innovative technology, services and solutions that help advance both clinical
therapy for patients and clinical process for health care providers. BD and its 65,000 employees have a passion and
commitment to help enhance the safety and efficiency of clinicians' care delivery process, enable laboratory
scientists to accurately detect disease and advance researchers' capabilities to develop the next generation of
diagnostics and therapeutics. BD has a presence in virtually every country and partners with organizations around
the world to address some of the most challenging global health issues. By working in close collaboration with
customers, BD can help enhance outcomes, lower cosls, increase efficiencies, improve safety and expand access
to health care. For more information on BD, please visit bd.com [c212.net].
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About BioMedomics

BioMedomics is a point-of-care diagnostics company that aims to provide novel, rapid point-of-care tests to aid in
the diagnosis of critical diseases. The company uses cutting-edge technology to create life-saving diagnostic
solutions and address global health care needs. its diagnostic tesis produce rapid and accurate clinical results at the
point-of-care without requiring complex and expensive lab equipment — placing immediate health care knowledge
in the hands of providers. With that knowledge comes the power to make treatment decision