


































































































































































































































































































































































































































































































































































The FDA recently noted that the NIH is developing a capacity to do performance evaluations of 
antibody tests being developed to look for signs of past SARS-CoV-2 infection. 

Can you confirm that news and provide any details, like when the results of such evaluations 
might be available publicly, and w hether the evaluations will include head-to-head comparisons 
of the tests to test their relative accuracy? 

My deadline is today, later this morning. 

NCI responded: 

NCl's Frederick National Laboratory for Cancer Research is validating antibody tests in 
cooperation with the FDA. To clarify, antibody tests- also called serology tests - are tests that 
are designed to detect antibodies in a person's blood to determine if that person's immune 
system has responded to the virus. These tests don't detect the virus itself {i.e. they are not 
diagnostic tests). Validating antibody tests is a crucial task in ensuring that they are effective and 
standardized. NCI is working in cooperation with the FDA to fulfill this task. 

From: Hatch, Shannon (NIH/NCI) [E] ---------(b)(6) 

Sent : Tuesday, April 21, 2020 1:00 PM ---------~ To: Wojtowicz, Emma (NIH/OD) [El (b)(6); NIAID OCGR NSWB ----------<NIAIDOCGRNSWB@mail.nih.gov>; NCI Press Officers <ncipressofficers@mail.nih.gov> 
Cc: Myles, Renate {NIH/OD) [El <l, (b)(~ ; Fine, Amanda (NIH/OD) [El 

(b)(6) 

Subject: RE: Q on performance evaluations of COVID-19 antibody tests 

Hi Emma, 
We had requested that phrase be removed from FDA's statement on Friday (see attached), but that edit 
didn't get incorporated. The Frederick National Laboratory for Cancer Research (FNLCR) already had the 
capability to do serological testing for HPV ant ibodies. We're using that same capability to validate 
antibody tests for Coronavirus. The reporter is correct - the effort at FNLCR is to validate the antibody 
tests on the market; it's not a study to determine how many people in the US have tested positive for 
SARS COV2 antibodies. 

There are several serology efforts going on, so it's possible reporters may be conflating them. I'm most 
famil iar with the FNLCR effort to validate the antibody tests. If that's what the reporter is asking about, 
then I recommend this response (already cleared): 

NCl's Frederick National Laboratory for Cancer Research is validating antibody tests in 
cooperation with the FDA. To clarify, antibody tests- also called serology tests- are tests that 
are designed to detect antibodies in a person's blood to determine if that person's immune 
system has responded to the virus. These tests don't detect the virus itself (i.e. they are not 

diagnostic tests). Validating antibody tests is a crucial task in ensuring that they are effective and 
standardized. NCI is working in cooperation with the FDA to fulfill this task. 
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Thanks, 
Shannon 

Shannon P. Hatch 
Branch Chief, Media Relations 

Office of Communications and Public Liaison 

National Cancer Institute 

Direct:r (b) (6X I Mobile( (b)@ I ... r ____ _,_Cb.._H ...,.6t 

www.cancer.gov 

From: Wojtowicz, Emma (NIH/OD) [E] (b)(6) 

Sent: Tuesday, April 21, 2020 12:38 PM 
To: NIAID OCGR NSWB <NIAIDOCGRNSWB@rnail.nih.gov>; Hatch, Shannon (NIH/NCI) [E] 

(b)(6); NCI Press Officers <ncipressofficers@rnail.nih.gov> ---------Cc: Myles, Renate (NIH/OD) [E] (b)(6)>; Fine, Amanda (NIH/OD) [E] 
(b) (6)> -------

Subject: FW: Q on performance evaluations of COVID-19 antibody tests 

Hello-

Please see the inquiry below. ls this something NIAID or NCI can handle? 

Thanks­
Emma 

From: Carlson, Joe <Joe.Carlson@startribune.com> 
Sent: Tuesday, April 21, 2020 9:11 AM 

--------~~ To: Wojtowicz, Emma (NIH/OD) [E] (b)(6) 

Cc: Myles, Renate (NIH/OD) [E] (b)(6)>; Fine, Amanda (NIH/OD) [E] 
(b)(6) 

Subject: RE: Q on performance evaluations of COVID-19 antibody tests 

Thanks Emma. Are you sure this is the right study? 

The FDA said, "we are collaborating with the National Institutes of Health's National Cancer Institute 
(NCI) and National Institute of Allergy and Infectious Diseases (NIAID) and the Centers for Disease 
Control and Prevention (CDC) to establish a capability at NIH to evaluate serologica l tests for developers. 
This effort includes tests already available for use, as well as tests not yet on the market where 
additional validation data is needed to support an EUA. Performance assessments for serological tests 
will begin soon, and we expect to start seeing results shortly thereafter. We will review NIH's results 
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expeditiously, and performance results from NI H's assessment may complement and inform the 
determination of whether FDA issues an EUA for a particular test." 

-- It seems like the FDA is talking about a system to do performance evaluations of the tests' accuracy, 
not a study to determine how many people in the US have anitbodies to SARS-CoV-2. 

Thanks, 
-Joe 

(b)(6)> From: Wojtowicz, Emma (NIH/OD) [E] ----------Sent: Tuesday, April 21, 2020 8:06 AM 
To: Carlson, Joe <Joe.Carlson@startribune.com> 
Cc: Myles, Renate (NIH/OD) [El (b)(6J>; Fine, Amanda (NIH/OD) [El 

(b)(6) 

Subject: RE: Q on performance evaluations of COVID-19 antibody tests 

Hi Joe-

Here is the link to our press release: https:/ /www.nih.gov/news-events/news-re leases/nih­
begins-study-quant ify-undetected-cases-coronavirus-infection. If you have follow up questions, 
please reach out to the contact listed on the release. 

Thank you­
Emma 

Emma Wojtowicz 
Public Affairs Specialist 
National Institutes of Health 
Tel: (b)(6) 

(b)(6) 

Web: http://www.nih.gov 

NIH ... Turning Discovery Into Health 

From: Carlson, Joe <Joe.Carlson@startribune.com> 
Sent: Tuesday, April 21, 2020 8:22 AM 
To: NIH NMB (NIH/OD) <nmb@OD.N IH.GOV> 
Subject: Q on performance evaluations of COVID-19 antibody tests 

Hello - The FDA recently noted that the NIH is developing a capacity to do performance 
evaluations of antibody tests being developed to look for signs of past SARS-CoV-2 infection. 
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Can you confirm that news and provide any details, like when the results of such evaluations 
might be available publicly, and whether the evaluations will include head-to-head comparisons 
of the tests to test their relative accuracy? 

My deadline is today, later this morning. 

Thanks, 
-Joe 

Joe Carlson 
Staff Reporter 
Star Tribune 
w612-673-4 779 
m ____ (b_)_<6)_, 

-

~l,.UulGOI 

~orw.-ici 
ln'eclloulO.S-

Vaccme Research Center 
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From: 
Sent: 
To: 
Subject: 

Graham, Barney (NIH/VRC) [E) 
Fri, 7 Feb 2020 23:36:59 +0000 
Gall, Jason (NIH/VRC) [C);Stein, Judy (NIH/VRC) [C) 
Fwd: Wuhan coronavirus vaccine 

Hi Jason. I think you've been talking to this group? 

BG 

Sent from my iPhone 

Begin forwarded message: 

From: oo~oo~ 
Date: February 7, 2020 at 6:14:05 PM EST ---------=-ca-=, To: "Graham, Barney (NIH/VRC) [E]" (b)(6)> 

~: 00~0000 

Subject: FW: Wuhan coronavirus vaccine 

Hi Barney: 

(b) (4) Per the call just completed, ------------------------
It seems they have a standing contract with them to do a certain number of them at an agreed rate. I 

hate to burden you with these administrative steps but is this CDA process moving? I do think we need 
(b) (4) 

Safe t ravels to Atlanta/Geneva. 

Best, Peter 

(b) (4), (b) (6) 
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(b) (4), (b) (6) 

From:( > 
Sent: f -u-e-sd_a_y_, -Fe_b_r_u_a_ry_4_,_2_0_2_0_3_:_37_ A_M _______ _ 

_ r _o ..!:: =====~~-===========(b=)=(4=),=(b=)(:;:6)~ '=G~ra-,.-h=a=m, Barne y (NI H/VRC) [E]' 
(b) (6)•>; (b) (4), (b) (6) 

"=:"":-=:::;:::::======~~;--:--=--:-:--:-----. 
Cc: 'Mascola, John {NIH/VRC) [E] (b) (6)'>; 'Gall, Jason (NIH/VRC) [C]' ,.:.__...:.....:.....:.!::========:::!.....:..__..:.._ _ ____:_...:__,..'..__.:_~~ 

(b)(6)'>; (b)(4), (b)(6) 

(b) (4), (b) (6) 

Subject: AW: W uhan coronavirus vaccine 

Dear Barney, dear Graham, 

it will be my pleasure exchanging with you on this topic. Please feel free to share a draft CDA with me 

for our review. I trust we will be able to execute the same on short term. Upon receipt of the necessary 

technical information, we may then directly proceed with drafting a project proposal. We are of course 

also available to schedule a conference call to discuss details. 

Dear (b) (4) 

thanks for establ ishing the contact! We wi ll get back to you once we have been in exchange with Barney 

and Graham. 

Best wishes, 

(b) (4) 

We will attend: 

(b) (4), (b) (6) 
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Von: 
(b) (4), (b) (6) 

-.-----------~--=-----------Ge send et: Dienstag, 4. Februar 2020 12:23 --------~= An: 'Graham, Barney (NIH/YRC) [E]'; (b)(4) 
"----~= Cc: 'Mascola, John (NIH/VRC) [E]'; 'Gall, Jason (NIH/VRC) [C]'; ____ (b_H_4)' 

Betreff: Wuhan coronavirus vaccine 

Dear Barney, 

Thank you very much for the insight on Wuhan coronavirus vaccine. 

Thanks for extending your support. 

Dear Both, 

(b) (4) 

I would like to connect both of you to (b) (4)through this -----------------em a i I. You can have appropriate CDA in place. 

(b) (4) 

Dear (b) (4) 

Kindly evaluate the same and submit us a proposal for development of the same, including cost & 
t imelines. 

Regards. _________ (b~ )~(=
4

)~,(b~)~(6)= 
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Page appears bliiiili m ongmal 
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From: 
Sent: 
To: 
Subject : 
Attachments: 

FYI. 

BG 

Graham, Barney (NIH/VRC) [El 
Mon, 16 Mar 2020 22:50:09 +0000 
Corbett, Kizzmekia (NIH/VRC) [El 
Fw d: CoV spike phylogenetic tree figures 
CoV _spike_trees3.pptx, ATTOOOOl. htm 

Sent from my iPhone 

Begin forwarded message: 

(b) (6)> From: "Boyington, Jeffrey (NIHNRC) [E)'' ----------Date: March 16, 2020 at 5:59:23 PM EDT 
To: "Wang, Lingshu (NIHNRC) [E]"l-------~(b~)<~6]> 
Cc: "Mascola, John (NTH/VRC) [E)'' 4' (b) C6)f, "Graham, Barney (NIHNRC) 
[E)" (b) (6} 

Subject: CoV spike phylogenetic tree figures 

Hi Lingshu, 

Attached are 3 versions of phylogenetic trees for coronavirus spike protein sequences for your figures. 
The first two slides are from 55 representative strains and the last is for 1672 full length spike sequences 
from NCBI. Note that for spike protein, alpha d ivides into 2 different clades. 

Best, Jeffrey 
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From: 
Sent: 
To: 
Subject : 
Attachments: 

Graham, Barney (NIH/VRC) [El 
Tue, 31 Mar 2020 17:06:36 +0000 
Loomis, Rebecca (NIH/VRC) [El 
RE: Meeting today at 1pm 

(b) (6) Quad review 2018.docx 

Here is a quad review letter I wrote for (b) (6) a couple of years ago. 

Barney 

From: Loomis, Rebecca (NIH/VRC) [El ---------(b)(6) 

Sent: Tuesday, March 31, 2020 12:26 PM 
To: Graham, Barney (NIH/VRC) [E) _______ (b'"')"'(6)=> 

Subject: Meeting today at 1pm 
Importance: High 

Hi Barney, 

I am scheduled to have a meeting with you today at 1pm - which I am happy to keep if you have the 
time. 

If not, wou ld you be willing to send me a reference letter or two to use as templates? (b) (6)3sked me to 
write a letter of reference for : _P& T committee review coming up. It is due (b)(6)1 don~t have a lot 
of experience writing letters and want to use the right language, format, etc. 

Other items; -----------------------------------(b"')"(""'S) 
1. 

2. 

3. 

4. 
5. 

6. 

7. 
8. 

9. Lastly, organizing my data files, general upkeep and reading literature. 

NIH-002509 



NIH-002510

Thank you and I hope you and family are staying safe, 
Rebecca 



From: 
Sent: 
To: 

Graham, Barney (NIH/VRC) [E] 
Tue, 25 Feb 2020 17:37:30 +0000 
Beigel, John (NIH) [E] 

Cc: Cassetti, Cristina (NIH/NIAID) [E];Marston, Hilary (NIH/NIAID) [E);Ledgerwood, 
Julie (NIH/NIAID) [E] 
Subject: FW: Coronavirus vaccine 

Hi John, 

Passing this to you in case you need more clinical sites. 

Barney 

From: Fauci, Anthony (NIH/NIAID) [E] (b)(6) 

Sent: Tuesday, February 25, 2020 12:26 PM 
To: Gary Simor, (b) <~ 
Cc: Graham, Barney (NIH/VRC) [E] (b)(6) ; Ledgerwood, Julie {NIH/NIAID) [E] 

(b)(6); Chen, Grace (NIH/NIAID) [E] (b)(6) ; Conrad, Patricia 
":"""'."~""".".""""'.'""":-:-:-:-.::=====:.;,__-.;_--=,.,..,.;, 
{NIH/NIAID) [E] (b)(6)>; Mascola, John (NIH/VRC) [E] (b)(6)> 

Subject : RE: Coronavirus vaccine 

Thanks, Garry. I will pass your note on to the people who wil l be conducting t he 
phase 1 vaccine trial here at NIH. 
Best rega rds, 
Tony 

Anthony S. Fauci, MD 
Director 
National Institute of Allergy and Infectious Diseases 
Building 31 , Room 7A-03 
31 Center Drive, MSC 2520 
National Institutes of Health 
Bethesda, MD 20892-2520 
Phone:~........, (b)(6) 

FAX: (301) 496-4409 
E-mail l (b) (6) 

The information in this e-mail and any of its attachments is confidential and may contain sensitive 
information. It should not be used by anyone who is not the original intended recipient. If you 
have received this e-mail in error please inform the sender and delete it from your mailbox or any 
other storage devices. The National Institute of Allergy and Infectious Diseases (NIAID) shall not 
accept liability for any statements made that are the sender's own and not expressly made on 
behalf of the NIAID by one of its representatives. 
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From: Gary Simon< (b)(6)> 

Sent: Tuesday, February 25, 2020 10:42 AM -----~~ To: Fauci, Anthony (NIH/NIAID) [E] ______ (b_ )_C_6)>; Fauci, Anthony (NIH/NIAID) [E] 
(b)(6) 

Subject: Coronavirus vaccine 

Dear Tony, 

I'm not sure which email you use. Anyway, we have done and are doing phase vaccine trials. Currently 
HIV with IAVI. Anyhow if you can use a site for a coronavirus vaccine trial, we are available and would 
like to participate if possible. I'm pretty sure we have a large population of medical students and 
housestaff who would volunteer (especially for some funding). It would certainly expedite getting 
samples to NIH for immune assays. 

gary 

Gary L. Simon, MO, PhD, MACP 
Walter G. Ross Professor of Medicine 
Director, Division of Infectious Diseases 
Vice-Chairman, Department of Medicine 
T (b)(6) 

F 202 741-2241 

Confidentiality Note: This e-mail is intended only for the person or entity to which it 
is addressed and may contain information that is privileged, confidential or 
otherwise protected from disclosure. Dissemination, distribution or copying of this 
e-mail or the information herein by anyone other than the intended recipient, or an 
employee or agent responsible for delivering the message to the intended recipient, 
is prohibited. If you have received this e-mail in error, please call (202) 741-3636 
and destroy the original message and all copies. 
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From: 
Se nt: 
To: 
Subject: 

Hi Bart, 

Graham, Barney (NIH/VRC) [E] 
Fri, 24 Jan 2020 14:20:25 +0000 
B.L. Haagmans 
XVth International Nidovirus Symposium 

I'm sure you are as busy as anyone in response to the Wuhan outbreak. It will make the upcoming 
Nidovirus meeting very timely. Likely to have more attendance than usual. I will be able to describe 
what we've done here in my talk. 

As we've been working on the Wuhan response the last few weeks, it has been very helpful to have 
accumulated so much information on beta-CoV in general because we know how to stabilize proteins, 
etc. However, it has made me wonder what we would do if this was an arterivirus instead of a 
coronavirus. Will there be much at the conference on other nidoviruses with potential for crossing into 
humans. I know David O'Connor has worked on simian hemorrhagic fever virus and I'm sure there are 
others, but it would be informative for me to hear more about all the other potential zoonotic 
nidoviruses. 

Best wishes, 

Barney 



From: Graham, Barney (NIH/VRC) [El 
Sent: Mon, 20 Apr 2020 16:52:51 +0000 
To: Banerjee, Anirban (NIH/NICHD) [El 
Subject: RE: Query from Pl in NICHD IRP - about testing SARS-COV-2 infectivity with virus 
bearing mutants of Spike protein 

He would possibly know of groups with BL3 facil ities. Connie Smalljohn now head the IRF (Intramural 
Research Facility) which is a NIAID program and has high level containment capacity. This is in the NIAID 
Division of Clinical Research headed by Cliff Lane. 

Barney 

From: Banerjee, Anirban (NIH/NICHD) (E] (b)(6) 

Sent: Monday, April 20, 2020 12:49 PM 
To: Graham, Barney (NIH/VRC) [E] _______ (b'"'~"'(~= > 

Subject : Re: Query from Pl in NICHD IRP - about testing SARS-COV-2 infectivity with virus bearing 
mutants of Spike protein 

Dear Barney, 

Thanks very much for your response. No, I haven't yet solved this. Ideally, I would like to collaborate 
with someone in the intramural program. Would Eric Freed be a good first point of contact at Frederick 
? 

Warm regards, 

Anirban 

From: "Graham, Barney (NIH/VRC) [E]" (b)(~> 

Date: Monday, April 20, 2020 at 12:43 PM ----------=~ To: "Banerjee, Anirban (NIH/NICHD) [E]" (b)(~ 

Subject: RE: Query from Pl in NICHD IRP - about testing SARS-COV-2 infectivity with virus 

bearing mutants of Spike protein 

Sorry, but it looks like I missed this email earlier. You may have already solved your problem. At the 
VRC we are not working directly with the live virus. Most of our work is synthetic and focused on 
immune response measurements. I would ask investigators at IRF in Frederick or extramural 

investigators like Matt Frieman at Univ MD or Mark Denison at Vanderbilt. 

Best wishes, 
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Barney 

From: Banerjee, Anirban (NIH/NICHD) [E] (b)(6) 

Se nt: Wednesday, April 1, 2020 1:14 PM 
To: Graham, Barney (NIH/VRC) [E] (b)(6) 

Subject: Query from Pl in NICHD IRP - about testing SARS-COV-2 infectivity with virus bearing mutants of 
Spike protein 

Dear Dr. Graham, 

I am a Pl in NICHD intramural program. We are looking into the (b)(5) ______ ;;;_ __ --=============~~ 
(b) (5) We are following up on (b) (5) 

(b) (5) was shown to (b)(5) 

(b) (5) one of our main focuses. ---------------------------
Is there any way you may be able to help out assaying the effect of (b) (5) 

This is a shot in the blue . I am guessing that you must be very very busy right 
now. Even if you cannot and point me towards someone who can, that would be of great help. 

I apologize for the bother. 

Warm regards, 

Anirban 

Anirban Banerjee 
Head, Unit on Structural and Chemical Biology of Membrane Proteins 

Neurosciences and Cellular and Structural Biology Division 
Eunice Kennedy Shriver National Institute of Child Health and Human Development (NICHD) 
National Institutes of Health (NIH) 

Build ing 35, Room 2F-127 
35A Convent Drive 
MSC 3758 
Bethesda, MD 20892-3758 
Tel : (b)(6) 

Fax: 301-402-9319 
(b)(6) 

https://science.nichd.nih.gov/confluence/display/banerjee/Home 
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