Centers for Disease Control
and Prevention (CDC)
Atlanta, GA 30333

) 5@{ DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

TO: , Responsible Official

FROM: Centers for Disease Contral and Prevention, Division of Select Agents and Toxins
DATE: August 8, 2014

RE: Joint CDC and FBI Investigation of Vials labeled “Variola™ and other Vials Discovered on
the NTH Bethesda, MD Campus

Pursuant to the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, the
United States Department of Health and Human Services (HHS) has established regulatory requirements
for the possession, use, and transfer of biological agents and toxins that have the potential to pose a severe
threat to public health and safety. These requirements can be found at 42 CFR Part 73. The Centers for
Disease Control and Prevention’s (CDC) Division of Select Agents and Toxins (DSAT) inspects entities
to evaluate whether they meet the regulatory requirements set forth in 42 CFR Part 73. See 42 CFR §
73.18. The above referenced regulations and supporting guidance information may be found

at http://www .selectagents.gov/.

Background

On July I, 2014,_, Director, National Institutes of Health (NIH) Division of
Occupational Health and Safety (DOHS) and Responsible Official (RO) for the NIH Bethesda, MD
campus registered entity notified the CDC DSAT of the discovery of vials possibly containing Variola
virus (the material) on the NIH Bethesda campus.

In response to this notification, CDC DSAT and the Federal Bureau of Investigation (FBI) conducted a
joint investigation at the NIH Bethesda, MD campus, from July 7 - 9, 2014, to gather the facts regarding
the discovery of the material, how the material was secured upon discovery, the security environment the
material was in prior to its discovery, and what actions the NIH Bethesda, MD campus is, or will be,
taking to prevent any future incidents of this type.

The following CDC DSAT personnel participated in the investigation (CDC DSAT Investigation Team):
Deputy Director
Lead Microbiologist, DSAT Operations Branch
SJDSAT Security Specialist

The following personnel from the HHS Office of General Counsel participated in the investigation:
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The following FBI personnel participated in the investigation:

Physical Security Specialist

y, Assistant Special Agent in Charge
Special Agent

Micrebiologist

Supervisory Special Agent
ecial Agent

Supervisory Special Agent
Supervisory Special Agent
Microbiologist
upervisory Microbiologist
Special Agent
pervisory Special Agent
Special Agent

Special Agent

hysical Security Specialist
upervisory Special Agent
Microbiologist

The following Food and Drug Administration (FDA) and NIH personnel were present at some point
during the investigation:

[, Senior Investigator, Center for Drug Evaluation and Research (CDER)/FDA
Director, Office of Research Services, NIH
, Research Chemist, Center for Biologics Evaluation and Research (CBER)/TDA
|, Safety Director, CBER/FDA, FDA biosafety specialist
ternate RO, BioRisk Manager, DOHS, NiH
irector, Division of Viral Products, CBER/FDA.
Associate Director for Regearch, CBRER/FDA
RO and Director, DOHS, NIH

The following personneI from the CDC Division of High-Consequence Pathogens and Pathology assisted
in the laboratory investigation:

The CDC DSAT investigation team was on the NIH Bethesda, MD campus at 10 a.m. on July 7, 2014 and
started a joint investigation of the incident with the FBI. In addition, on July 7, personnel from the CDC
Division of High-Consequence Pathogens and Fathology assisted the FBI in reviewing the labels on the
vials, establishing a preliminary inventory of the vials, and the transfer of sixteen of the vials to the CDC
in Atlanta, GA. The CDC DSAT and FBI investigation continued on July 8. On July 9, 2014, one member
of the CDC DSAT team remained onsite with FBI personne! to witness the destruction of some of the
vials and the transfer of the remainder of the vials to the FBI for transport to the U.S. Department of
Homeland Security’s National Bicforensic Analysis Center.

During the CDC DSAT and FBI joint investigation, seven FDA and NIH staff were interviewed (see
Appendix A), including all four FDA and NIH peisonnel that were associated with the discovery or



quent handling of the material. Records were obtained that included access records to building
, where the material wag secured upon discovery.

The observations and findings during the joint CDC and FBI inspection are provided below.

Description of the Event

Based on interviews with FDA and NIH personnel associated with the discovery or subsequent handling
of the material (Appendix A), events transpired on July 1, 2014 as follows (a graphical time line of these
events is provided as Appendix B):

e  Between approximately 11:30 a.m. and 12:30 p.m. an FDA. investigator
storage room in building 29A, detenmining what pieces of equipment wi
FDA White Oak Facility in Silver Spring, MD (photos of the cold reom, a room generally held at
4° C and used for extended storage of materials or equipment requiring refrigeration, are provided
as Appendix D).

e Afapproximately 12:30 p.m., investigates the contents of 12 brown cardboard boxes

Jocated on a shelf in the back left corner of the cold room (photos are provided as Appendix D).

In the first box opened, he sces, among the other g]ass vials with typed iabels a vial of

lyophilized material bearing the typed label: “v

exits the cold room, and proceeds to laboratory

abeled “variola.”

@ At approximately 1:00 p.m.
reopen the box identified b
vial labeled “variola.”

e Between approximately 1:00 p.m. and 1:30 p.m

boxes, finding vials with labels such as “Q-fever,

“variola.”

At appr oximately 1:30 p. m,

{one hand-carries the matema! to the
An aerial view of the route taken between building 29A and buifding|
C.

provided as Appendix



& At approximately 5:50 p. m.,
office.
from FDA to NIH.

hands over

the material to
isarms and enters

||, and places the material in the biosafety cabinet within|

o her office in the building 29 complex and notifies her supervisor,
Diirector, CBER:

o Between 6:00 p.m. and 6:08 p
The FBI makes contact with

o  At6:35 p.m.

tries three times to get in confact with the FBL
at 6:28 pam.
calls and notifies the CDC DSAT director.

According to access logs provided by NIH, no personnel accessed ; A after 5:51 pan. July
I, 2014 uniil 10:54 a.m, July 7, 2014 when the joint CDC Division of High- Consequencc Pathogens and
Pathology and the FBI team started the photo documentation and preliminary inventory of the vials.

Description of the Security Environment of the Material upon Discovery and Prior fo 1ts Transfer
te ¥BI Custody

At the time of its discovery, thc material was in an unsecure, shared cold storage room, , on the third

floor of building
transported to

Security of Campus

¢ Buildings 29, 29A, and 29B (building 29 complex) and buildin reside on a closed campus.
The campus is proiected by a perimeter fence, surveillance cameras, guards at the entrances, as
well as roving security.

e Security is managed by a Security Operations Center which monitors alarms and directs response
(NIH Division of Police). i

Security of Building 29 Complex

=

The building 29 complex consists of 3 buildings, 29, 294, and 29B, linked by common hallways.

There are 13 exterior doors to the building 29 complex (4 have card readers and gunards; the

remaining doors are keyed).

e Access to the building 29 complex is limited to FDA, NIH, and HHS employees with access to
the NTH campus,

¢  With the exception of laboratory in butlding 29A, which is registered with the Federal
Select Agent ProgramI and has access controls administered by NI, access fo all other areas
within the building 29 complex is administered by the FDA.

« There are four video cameras on the outside of the building. |

¢

' The Federal Select Agent Program, a joint effort of the CDC's DSAT and the Animal and Plant Health Inspection
Services’ Agriculture Select Agent Services, has regulatory oversight of the possession, use and transfer of
biological select agents and toxins, which have the potential fo pose a severe threat to public, animal or plant health
or to animal or plant products.
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Security of Cold Room 3C16

floor of building 29A.

¢  The cold room is accessed from a common hallway, across from a suite of laboratories.

o The i \ hared between the laboratories of two FDA i i

" . They are from different FDA divisions.
not know who may have stored material in this room before 1992
material was in the room before he began using the room in the 1990s.

e At the time of the discovery, the room was not locked and there is no indication that it has been
focked in the past. '

e There is no means to detesmine who may have entered the room (e.g. card key readers, access
logs, or video camneras).

& There was no means
material inside room

termine who was responsible for the storage area or who owned

Security of laborator

During work hours when the building is occupied, there are two secured doors.
e  After work hours, the main points of entry to building and an additional door are antomatically

locked.

@

e  Personnel who had access to the fier a Security Risk Assessment
previously conducted by the FBI, have been approved by the Federal Select Agent Program for
access to select agents and toxins; and are enrolled in the NIH Bethesda, MDD campus personnel
reliability program.

=

Between July 4 and 7, 2014 there were two FB] agents stationed at the access point t

o Three NIH and FDA personnel knew that the material found in building 29A was stored inside
the building] both knew its location and
had access. | was present when it was stored, however she stated she did not telf
anyone and when asked, could not recall the room nwmnber. did not
know the storage location. :

»  No one entered laboratory fter 5:51 pm., July 1, 2014 until 10:54 a.m., July 7, 2014
when the personnel from the CDC Division of High-Consequence Pathogens and Pathology and
the FBI entered the room to begin their inventory of the materials contained in the box.

Deseription of Biosafety and Seeurity Oversight for Building 29A

Access to the building 29 complex is administered by and limifed to I NIH, and HHS employees with
access to the NI Bethesda campus. With the exception of laboratory in building 29A, which is
registered with the Federal Select Agent Program and has access controls administered by NIH, access to
all other areas within the building 29 complex is administered by the FDA.

indicated that as a tenant, work conducted by FDA researchers is subject to review and
approval by the NIH Institutional Biosafety Committee (IBC) and must adhere to the stipulations of the
[BC as well as overall NIH biosafety requirements. However said that NiH does not




perform laboratory inspections of the FDA labs, with the exception that they do faboratory safety surveys
when active work is being conducted if the Jaboratories are registered with the NIH Recombinant DNA
Advisory Committee (RAC).

that NIH is in charge of the safety oversight of the work
being conducted in the building 29 complex. They indicated that, annually, people from NIH inspect
their laboratories, but to their knowledge the NIH personnel have never inspected cold rooms in the
building 29 complex.

When inferviewing the FDA biosafety specialist for the building 29 complex, she likewise
indicated that NIH manages safety for the building 29 complex. indicated that inthe 11
months she had worked there, she had never done a laboratory inspection or been in the 3C16 cold
storage room. According to “Response to CDC Memo of July 11, 2014” the FDA biosafety specialist
serves as a liaison between FDA research staff and the NiH DOHS.

is listed on the door as & point of contact.

responsibility for ndicated that the cold rooms are officialiy assigned
to different divisions and groups. echoed the sentiment that cold room
storage spaces but indicated that there is no centralized assignment of the cold room space.
aid that people voluntarily list themselves as the contact person in case there are problems with

the cold room, There was no biological hazard signage on the door,

On July 11, 2014, CDC DSAT requested that provide additional information to better
understand the relationship between the FDA building 29 complex and N1H, the biosafety and security
responsibilities for oversight of the building 29 complex, and any additional measures that have been
taken to ensure that no additional regulated materials exist on the NIH Bethesda, MD campus in areas not
registered with the Federal Select Agent Program (Appendix F).

The information provided by in response to the CDC DSAT request was received on July
18, 2014 and includes an update on the actions taken to ensure there is no more of this type of material in
unregistered space on the NIH Bethesda campus (see below for a summary of those actions).

Description of progress made, since July 1, 2014, in assessing the centents of cold storage rooms in
~ buildings 29, 29A, and 29B along with other Iaboratery and storage areas on the NIH Bethesda,
MI} campus.

On July 1,
cold room

and July 8, 2014, respectively, FDA personnel and DSAT personnel separately searched
where the material was discovered; with no additional material of this fype being found.

provided documents indicating that on July 3 and 8 they
examined a ding 29 complex looking for additional unassigned biological

material and found none.

As of July 18, 2014, NIH and FDA created a new “attestation” document requiring FDA PIs to check
their laboratory, its contents and all associated freezers, refrigerators, cold rooms, storage cabinets for
select agents on the NIH Bethesda, MD campus.

Effective July 18, 2014, FDA ceased moving material from the building 29 complex to its White Oak
facility until the attestation is completed by each FDA PI. This includes the materials already transferred
from NIH to the FDA White Oak campus. Furthermore, before any more material is moved from the NIH



campus to the White Oak campus, FDA is requiring that the entire contents of each storage container be
visually surveyed and any select agent be identified and handled in accordance with the NIH safety plan.

Effeciive July 18, 2014, NIH created a new “attestation” statement requiring alt NIH Institutes and
Centers (1C) Scientific Directors fo atfest, by September 30, 2014, that all 1C Jaboratories, contents, and
all associated freezers, refrigerators, cold rooms, storage cabinets had been surveyed for select agents and
other potentially hazardous biological materials. All human pathogenic organisms that require BL2 level
2 containment and above, and biological toxins, venoms, or poisons will be recorded and inventoried as to
location and reported to NIH/DOHS.

NIH has directed a ‘clean sweep’ of all NiH] laboratories, clinical spaces, and offices associated with
faboratories fo be compleied by September 30, 2014. This will include identification and labeling of
material. It will also include assigning a responsible person for the material or destruction if it’s not
needed.  Phase 2 of this plan is under development and will address policy review and revision, pofential
changes to the NIF Table of Penaliies, and establishiment of enhanced management responsibilities.

After the “clean sweep,” NIH/DOHS will perform systematic compliance checks of all the laboratory
spaces, all freezers and refrigerators, cold rooms, dry storage areas, etc. including review of the
inventories for potentially hazardous biological materials.

For areas registered with the Federal Select Agent Program, DOHS will provide follow-up compliance
checks of storage areas during annual surveys of registered laboratories (those conducting infectious
disease and recombinant nucleic acid research). Safety specialists will document compliance checks.

Findings

The cold room where the glass vials were found has been used by numerous investigators since at least
1992 and likely since the building was constructed in 1968. Though the room had the capability of being
locked, interviewed FDA personnel indicated thai the room had never been locked to their knowledge,
going back to at least 1992,

There were no access logs or inventory records for any material or equipment in the cold room where the
vials were found.

The material found by FDA personnel and transferred to | consisted of a total of 327 glass

vials of Iyophilized material in 12 boxes.

At least nine of the 327 vials had labels indicating that they were potentially select agents (six Variola
© major virus or Variola minor viruses, one Russian Spring and Summer Eneephalitis virus, one Bastern
Hquine Bncephalitis virus, and one Coxiella burnetii).

1. "Variola- Lee Strain, 2nd egg passage, CAM 20% in milk, 2.5¢ce, H{FEB47" one vial
2. "Variola- Kim Strain, 2nd egg passage, CAM 20% in milk, 2.5c¢, [1FEB47" one vial
3 - 4, "Alastrim, CAM3, 20%suspension, 0.5cc dried, 7TAPR59" two vials

5 - 6. "Variola-Yamada, 32 egg pass, 20% CAM, susp. In H2O, 2cc, 10FEB54" two vials
7. "RSSE 45, 10%MB, 1.0ce, 1/26/57" one Vial

8. "EEE 462" cone vial

9. "Q fever (Dyer strain)" one vial

Cne vial was labeled "RMSF." Until December 4, 2012, Rocky Mountain Spoited Fever or Rickeitsia
rickettsii was listed as a select agent.
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On July 7, 2014, vials | - 7 along with 9 other vials that could not be identified by their labels were sent
to the CDC Poxvirus and Rabies Branch BSL-4 laboratory (a total of 16 vials). One vial labeled “MNOR.
SPL. ANT. Lot 1 1.0ml 11/19/59” was found breached and destioyed by submersion in Microchem.

On July 9, 2014, 31 vials, four labeled “Vaccinia WR 10% IN 20% NRS 2mol pass 1.0m} 4/17/52 and 27
additional vi NT. Lot T 1.0mi 11/19/99” were destroyed using the antoclave in
the building] . The remaindey of the vials, including vials 8 and 9, were moved
to the U.S. Department o ecurity’s National Bioforensic Analysis Center on July 9, 2014 (a
total of 279 vials).

On July 8, 2014, the CDC Division of High-Consequence Pathogens and Pathology confismed by using
two variola-specific PCR assays that all six vials that were labeled "Variola" or “Alastrim” contained
Variola virus genetic material.

On July 10, 2014, the CDC Division of High-Consequence Pathogens and Pathology confirmed that the
Variola virus in at least two of the six vials was viable, therefore confirming that the material was a select
agent.

The 12 boxes were marked on the outside with a series of Roman nwmerals and letters, 1A - 1H, 1A - TIC,
and {IF - IIH. Based upon the numbering system, there may be at least two boxes that are not accounted
for (i.e. IID and IIE). All other lettering on the outside of the boxes had been previously matked through,
Although some of the marked out lettering was legible (e.g., Measles, Enders strain, Rubella, bent tip
pipettes), none of the boxes contained information that identified the source of the material (e.g. PI name
of organization). Photos are presenied as Appendix D).

The dates on the Iabels on the vials ranged from the 1946 to the 1964. While the vast majority of the
labels did not contain any information identifying any particular source of the material (e.g. PI name ot
organization), some of the labels contained possible names (e.g. Gilliam 5.T., Herbert Clack, Karp S.T.)
or potential sources (e.g. Department of Biologics Research WRAIR, WRAMC L13, Microbiological
Associates Bethesda, Maryland).

revealed that the boxes may have been in cold room 29A
at least the early 1990’s, but no one was aware of the owner or

Interviews wit
where the mate
source of the material.

The location in which the material was found does not meet the requirements of the select agent
regulations (42 CFR Part 73) for the possession of select agents in general and for Variola virus in
particular, and there were significant vulnerabilities with access control and accountably.

After discovery, thougl the location in which the material was stored did not meet the specific additional
requirements of the select agent regulations required for possession of Variola virus, the investigation

team did not identify ar icant vulnerability for the short time it was secured in the building
BSL3 laboratory, room

When moved from building 29A to buildin, the vials were not packaged and transported in a manner
sufficient to prevent their release from the transport container (cardboard box) in the event of an accident,
and, had any of the six glass vials containing the Variola virus been breached, there would have been
nothing to contain the agent and prevent its release to the surrounding environment, During the initial
inspection of the vials on July 7, 2014 it was noted that one vial labeled *NOR. SPL, ANT.” (plesumably
Normal Spleen Aniigen) had been breached. It is not known when this breach occurr 1d
have occurred during the movement on July 1, 2014 to buildinggdl In her interview,




indicated that she heard the vials clinking together as she transporfed them from building 29A to building

Section 202 (a) of Public Law 107-188, the Public Health Security and Bioterrorism Preparedness and
Response Act of 2002, signed into law on June 12, 2002, directed the HHS Secretary to provide written
guidance within 30 days of enactment of the bill on how facilities in possession of select agents shall
notify the Secretary of possession, CDC on July 12, 2002 published a notice that staies that each facility
should designate a responsible facility official (RFO) to complete the notification of possession form by
September 10, 2002, The notice stated that to complete the notification form the RFO would need to
inventory its facility and consult with others (e.g. principal investigators) as necessary to obtain
information required for the notification form. Variola major was lisied on that notification form.
Neither NIH nor FDA identified the possession of Variola major.

The selcct agent regulations (42 CFR Part 73) became effective on February 7, 2003, These regulations
require the registration of the possession, use, and transfer of select agents and toxins including Variola
major and Variola minor virus. The regisivation application submitted by NIH as required under the
select agent regulations did not include Variola major and Variola minor vigus,

Assessmment of the Root Cause and Next Steps

Failure of past NH and FDA actions to fully identify and account for material labeled as potentially
select agents and toxins an the NIH Bethesda campus, specifically the failure to have oversight and
accountability for material in a shared storage space (e.g. walk in coolel) were ownership of the material
is not cleay or unknown.

DSAT is reforring this incident to the HHS Office of Inspector General for further investigation and
possible action.

In order to address the findings noted above, please provide DSAT by August 22, 2014, the
following:

1. An updated security and incident response plan to address appropriate security and safety of
select agents, or potential select agents, after identification in unregistered arcas and during
transfer between unregistered space and registered space.

2. A copy of the completed “Phase 2 of NIH’s plan, currently in development, aimed to address
review and revision to NIH policies, potential changes to the NIH Table of Penalties, and
establishment of enhanced management responsibilities at all levels of NIH. If the plan is not
completed by August 22, 2014 please md:cate when it will be completed and provide the
completed plan by that date

3. Please clarify how the Biological Material Survey Attestation and the Phase I of the NIH
Potential Hazardous Biological Materials Management Plan will address identification and the
accountability for biological materials where ownership is not clear or unknown (e.g. the current
incident where there was no Principal Investigator or other personnel specifically assigned to
account for the collection containing Variola virus).

In addition, please provide the date by which NIH/DOHS will provide documentation that it has
completed under Phase I of the NJH Potential Hazardous Biological Materials Management Plan the



systematic compliance checks of all the laboratory spaces, all freezers and refrigerators, cold rooms, dry
storage areas, etc. and has reviewed all invenfories for potentially hazardous biological matertals and the
results of these checks with respect to select agents and toxins.

Please contact y phone
any questions regarding this repost.

Sincerely,

Robbin §. Weyant, PhDD, RBP (ABSA)
Captain, USPHS (Ret.)

Department of Health and Human Services
Centers for Digeage Control and Prevention
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Appendices

Appendix A - Names and Titles of NIH and FDA Staff Interviewed
Appendix B - Graphical Timeline of July 1, 2014 events

Appendix C - Map Depicting Route Material Traveled After Discovery
Appendix 1> - Photographs |
Appendix ¥ - Preliminary Inventory of 12 Boxes from July 7, 2014
Appendix 81 - Explanation of Preliminary Inventory Discrepancies

Appendix F — Additional Information Requested on July 11, 2014
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Appendix A

FDA personnel interviewed during the investigation:

Laboratory 01 Molecular and Developmental Immunology
Division of Monoclonal Antibodies, Office of Bzotechnology Producis
Center for Drug Evaluation and Research

Kot | -
(ffice of Vaccines Research and Review
Center for Biologics Evaluation and Research

“Assistant Director for Safety
Office of the Center Director
Center for Biologics Evaluation and Research

Direc or, Division of Viral Products
Office of Vaccines Research and Review
Center for Biologics Evaluation and Research

Associate Director for Research
Office of the Center Director
Center for Biologics Evaluation and Research

NIH personnel interviewed during the investigation:

Drivector, Office of Research Services
National Institutes for Health

Director, Division of Occupational Health and Safety
National Institutes for Health



Appendix B
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Appendix C

Map Depicting Roufe Material Traveled After Discovery

Distance that material was hand carried between the building where the material was
discovered (Building 29A) and where it was secured miles.




Appendix D

Door to cold roon- on the third floor of building 29A where the material was found.




lnterior of cold room -




Shelf in the back left section of the cold room where the material was found,
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Door and access controls t-- in buildinthe- lab to which the material was transferred is
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Box that was used to hand carry the 12 boxes from Building 29A to Builcling.sil‘fing inside biosafety cabinet in

The 12 boxes of material found in the cold room inside the office packing box. Note the debris on the top of the
smaller boxes possibly indicating that they may have not been disturbed for some time.




Samples of exterior markings on boxes (single letters A-L added by FBI)
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Samples of markings on box dividers




Vial labeled Variola Lee Strain,
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Vial labeled RSSE

TTTT™

Laynu
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The box containing the vial labeled "EEE 462".




The box containing the material labeled: RMSF, Q fever, and Alastrim.

The box containing the 2 vials labeled Variola (Yamada).




A B C 8]
i Boy of Origin Information on Tube/Ampaule Number of Ampoules Additianal Information |
2 & LCIi 160 3
3 A Vaceinia WR 4
4 A LCM WE 5
5 A Mumps E46 3
G A Mumps 3
7 A Psitiacosis 1
8 A Rubella M33 2
9 A Psittacosis 1{**may be duplicate
10 A SLE Hubbard 1852 1
Variola- Lee Strain, Znd egg passage, CAM
11 A 20% in milk, 2.5cc, 1AFER47 1 ltem 1, pinkish powder
Varicia- Kin Strain, 2nd egg passage, CAM
12 A 20% in milk, 2.5cc, 1IFER47 1 lterm 2, pinkish powder
13 A RSSE 45, 10%4MB, 1.0¢c, 1/76/57 1 ltem 3, pinkish powder
14 24
15
16 B Dengue type 2 3
17 B EEE 462 1
18 B Flu PRB {IS5C) EES A-4 2
19 B Flu A Formosa/313/57 1
20 B Flu A Hawaii 303-56 2
21 B Flu A Hong Kong 30457 1
22 B Flu AfIAP/30557 5
23 B Flu A Malaya 301-54 2
24 B Flu A Malaya 311-57 1
25 B Flu A Malaya/MAL/310/57 1
26 8 Flu AJ/MAL/317/57 1
27 B Flu A/MD 30156 i
28 21
29
30 C LCM CF ANT 35
31 C Typhus Group {soluble C-F antigen} 3
3z C Rubella M33 a7
33 75
34
35 D Epidemic Typhus dry 1
36 D Murine typhus 1
37 D Rickettsia pox 2
38 D RMSF 1
39 ] Gilllam 5.7. 1ipresumed ST=scrub typhus
40 D Kapp 8.T. 1presumed ST=scrub typhus
41 1] Q fever {Dyar strain) 1
42 0 Colorado Tick Faver Florio strain 1
43 [a] CTF Condon6 strain 1|prasumed CTF=Colorado tick fever
44 D Dengue #115 1
Alastrim, CAM3, 20%suspension, 0.5¢cc dried, Htem 4, pinkish powder, collected and
45 D 7APR5S 2{transporied to COC
46
47 13
48
49 £ Spotted Fever GP 9
50 E WEE CAL 26 1
51 3 Flu 1B 1 EES A4 2
52 E Flu FiM 1 EES B2 2
53 E Cuppett EES B2 3
54 E Flu Cugpett EES D2 2
55 E Flu Conley EES A2 1
56 E Flu Cuppett EES A3 4
57 E Flu PRE Heinmetz 3
Variola-Yamada, 32 egg pass, 20% CAM, susp. .
58 E In H2O, 2cc, 10FERSY 2 items 6,7; pinkish powder
59 29
60
61 F Flu PM (I55C) 2
62 F FluiB i 3




N A I ) D
| 63| F Flu A Rhode | B S i 1 o
64 & Flu Conley — 3
65 F Flu Cuppett o N 5
66 F FluFv-1 4
67 o I Flu Shangri-La WRAIR 1
68 B 19
69 i
70 G Herpes RT o 1
71 G Flu Lee (Horslall) 2
72 G Herpes Z o 3
73 G Flu VA-301-55 2 e
74 G Flu WS i 2
75 G Flu Lee (IS5C) 3
76 G LCM WE 2
77 G |LEM Jermain 9
78 24
79
Itemn & (ane ampoule) packaged and transported
80 H NOR. SPL. ANT. Lot 1 1,.0ml 11/19/59 29|to CDC for characterization and identification
81 H Psitt LGV 1
82 H Murine GP Pool 13 1
83 H Flu Lee (Horsfall) 2
84 H Flu Conley 1
85 H Flu 1233 4
86 H 1 breached tube - discarded to Microchem 1
87 H FLU WS EES A2 ) 9
88 48
89 )
90 | Klebsiella pneumoniae strain 3C 2
o1 | Klebsiella pneurnoniae strain 418 2
92 | Preteus OX19 2
93 | Preteus vulgaris 2
94 I Vibrio cholerae INABA 4
95 1 Vibrio cholerae 47 4
96 16
97
98 i} Q fever anti-serum 7
99 J Epidemic human pool Murine 2
100 1 RMSF human pool 3
101 J R pox Guinea pig serum 1{presumed Rickeltsial pox
102 J Typhus group CF pig serum 3
103 1 Herpes GP serum 6
104 1 Epidemic Typhus GP 3
Items 9,10,11; off-white powder; packaged and
105 i} Herbert Clark, 7/19/55, 2cc 3[transported to CDC
106 28
107
108 I Murine typhus serum 3
109 I Epdiemic typhus GP pool 6
110 I Murine G Pig serum 1
111 I Epl. Typhus G Pig Pool 1
112 I Murine Typhus Human Pool 5
113 16
114
115 L RMSF Human Pool 5§
116 L RMSF G Pig Pool 1
117 L Herpes Scoggins 1
118| L Herpes Tamala 1
119 L Herpes GP ser 3
Iterns 12,13,14,15,16 packaged and transported
120 L Unknown "T" 5|to CDC
121 16
122
123 0 0
124 TOTAL 329




Appendix E-1
Rxplanation Of Preliminary Inventory Discrepancies

On July 7, 2014 the material was first inventoried by the FBI and the CDC Division Of High-
Consequence Pathogens And Pathology. The first inventory spreadsheet generated by the FBI indicated
the presence of 329 vials of material,

Sixteen vials were transported to the CDC on the evening of July 7 (6 "Variola," | "RSSE," 5 unknown
labeled "T" 3 unknown labeled "Herbert Clark," and one unknown labeled "NOR SPL ANT.") .

i

One vial labeled "NOR 5P1 ANT." was discovercd to be breached and desiroyed on sife by placing the
vial in a Microchem solution.

According o the preliminary inventory, this would have left 312 vials.
On July 8, 2014, the FBI photographed all of the remaining vials,
On the morning of July 9, 2014, a final inventory of material remaining was generated by the FBIL

Of note: 1) the tinal inventory spreadsheet identifies that the breached and destroyed tube
was part of the 29 original NOR SLP ANT vials, rather than a separate unknown,

This would have lefi 311 instead of 312 after transport to CDC on July 7, and
328 original vials

2) the final inventory spreadsheet indicates that box L contained only 4 vials of
“RMSF Human Pool,” as opposed to 5 on the original July 7 spreadsheet. Photos
247249 confirm only 4 vials. '

Thiz would have left 318 instead of 312 after transport to CDC on July 7, and
327 original vials

3) FBI photographs 182 and 184 from July 8 identify 2 vials labeled Flu 1233
Amn A2 7 May 51, titer 1:640. These vials are not on the final inventory, This
would bring the total number of vials remaining on July 8 back up to 312,
however, 2 additional vials, box H “Flu Lee (Horsfally” were not on the final
inventory. Bringing the number of vials left on July 8, back to 318, and stilf 327
original vials. Photos confirm that box H did not contain these samples.

On July 9, 4 vials of vaccinia and 27 vials of NOR SLP ANT were destroyed by autoclaving.
310 vials remaining on July 8
- 31 autoclaved on July 9

=279 remaining as of 1300 July 9, 2014.



On July 14, 2014 NBACC provided a defailed spreadshect apparently consiructed afier doing a 100%
vial-by-vial inventory of material delivered by the FBI and received on July, 9, 2014, The spreadsheet
indicates 27% vials received, including 2 vials labeled “Flu 1233 Amn A2 7 May 51, titer 1:640”, only 4
labeled “RMSY Human Pool,” and only 2 fabeled “Flu Lee (Horsfall).”

The final reconciled vial count is:
327 vials were discovered in 12 boxes on July 1, 2014
16 were fransported to CDC on July 7, 2014

32 were destroyed on the NIH Rethesda campus (1 on July 7 using Microchem; 31 on July 9 by
autoclaving)

2779 were transported to the NBACC



Public Health Service

Centers for Disease Conirol
and Prevention (CDC)
Atlanta, GA 30333

TO: B - sponsible Official

FROMs Centers for Discase Control and Prevention, Division of Select Agents and Toxins
DATIE: July 11,2014
RE: Request for Information

Dear [N

On July 7-9, 2014, representatives from the Centers for Disease Control and Prevention (CDC), Division
of Select Agents and Toxins (DSAT) conducted a site visit at the National Institutes of Health (NTH)
Bethesda, MD campus to gather information regarding the NTH’s July 1, 2014 disclosure that glass vials,
some of which had labels indicating they were potentially select agents, were discovered in an area not
registered with the Federal Seleet Agent Program.

Between July 7-8, interviews were conducted with Food and Drug Administration (FDA) and NIH
personnel that were associated with the discovery or subsequent handling of the material to gather facts
regarding its discovery, how the material was secured, and the additional actions taken to ensure that no
additional material of this type remains in the building 29 complex (buildings 29, 29A, and 29B) or in
additional areas not registered for the posscssion of sclect agents or toxins.

By July 18, 2014, please provide the following:

1) contracts and/or memorandums detailing the terms and conditions under which the FDA
occupies the building 29 complex and otherwise conducts research/operations on the NIH
Bethesda, MD campus,

2)  any NIH or FDA documents addressing biosafcty oversight of the building 29 complex,

3) any NIH or FDA documents addressing security oversight of the building 29 complex,

4)  any NIH or FDA policies addressing access to the building 29 complex,

5) any guard instructions for the building 29 complex,

0) any NIH or FDA documents specifically assigning responsibility for room-in building 29A
to a particular person or group, including the scope of such responsibilities as of July 1, 2014,

7)  documentation of the measures implemented by NIH to ensure that no regulated materials have
been transferred off the NIH Bethesda, MD campus in 2014, without an approved
APHIS/CDC Form 2,

8)  documentation ol the measures implemented by NTH, since J uly 1, 2014, to ensure that no
additional regulated materials exist on the NIH Bethesda, MD campus in areas not registered
with the Federal Select Agent Program,

9)  documentation of the historical actions taken by NIH to identify select agents and toxins on the
NIH Bethesda, MD campus in order to meet the regulatory 1cqulrcmcnts of 42 CFR § 72.6
and 42 CER Part 73. P P p *,‘7,,4»4-;’:

““4Robbin S. Weyant, PhD, RBP(ABSA)
Caplain, USPHS (Rel.)
Director, Division of Select Agents and Toxins
Office of Public Health Preparedness and Response, CDC



