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( ° DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service
Y C Centers for Discase Control
\.., and Prevention (CDC)
Atlanta GA 30341-3724
August 31, 2007
Richard Ewing, Responsible Official
Texas A&k M University (Registration #C20060605-0489)
1112 TAMU ‘ Received
Collegs Station, TX 77843-1112
FAX: (979) 845.1855 AUG 3 1 2007
Subjoct: Texss Ad M University: Report of 5ito Visht Research Compliance
Dsor Dr, Bwing: ' '

On June 30, 2007, the Director of Centers for Disease Control and Preveation (CDC) notified Texas A&M
University (TAMU) that in order to protect public health and safety, the April 20, 2007 cease and desist
order from CDC 1 TAMU was being expanded to include sll work with select agents and wxins at TAMU.

This notification alss infarmed TAMU thet & comprehengive review of all select agent und toxin eetivities st
TAMU was to be conducted.

Doring the period July 23, 2007 twough July 27, 2007, the following representatives performeda
compreheasive site review of TAMU, located st 1112 TAMY, Collegs Station, TX 77843, 10 evatume
TAMU’s compliance with the select agent regulstions (42 CFR Pert 73):

Robhin Weyant, Directo, Division of 8elect Agents and Toxins (DSAT), CDC
Richard Henkel, Biosafety Manager, DSAT, CDC

Diane Mastin, Senior Jospector, DSAT, COC

Lori Bane, Compliance Officer, DSAT, CDC

Jercs Blaing, Sewior Inspecior, DSAT, CDC

Marsha Ray, Senior Inspector, DSAT, CDC

Tracy Howite, Senior lnspoactor, DSAT, CDC

Yoon Miller, Seaior Inspeotor, DSAT, CDC-

Thomas Miller, Security 8pecialist, DSAT, CDC

JefYery Sheppard, Sendor Inspector, DSAT, CDC

Rob Marmrere, Inspector, DSAT, CDC

Vondgurous MoClee, Inspector, DSAT, CDC

Doger Fumer, Senior Inspector, DEAT, CDC

Dwuyne Lasky, Biosafety Officer, Office of Health & Safety, CDC

Msllory Tute, Attending Voterinarian, Division of Scientific Rorources, CDC
Nate Powell, Chicf of Animal Resources, Division of Scientific Resources, CDC
Eli Warmnock, Medical Divector, Occupstiona) Health Clinics, CDC

James Holt, Seniar Attomney, Office of General Counsel, HHS

Individuals from TAMU present during the introductory nocsting held on July 23, 2007 inoluded:

Eddie }. Davis, Interim President

Mike McKinney, Chancellor

Richard Ewing, Vice President (VP) of Ressarch, Rosponsible Official

Angelia Raines, Director, Office of Regearch Compliance, Altemste Responsible Official
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Fuller Bazer, Associate Vice President for Research, Alternate Responsible Ofheial
Scott Kelly, Depury General Counisel

Annette Wallis, Director of University Comphanoe

Viokie Sutton, Professor of Law for Texas Tech University

Chris Msyer, Azst. VP, Safety & Secwity

Brem Mattox, Biossfety Offiocr, Alternate Respansible Official

Chaxley Clark, Agst. Vice President

Vemon Tesh, Arsoviste Profesaor, Principal Invostigator

Thomas Fioht, Professor, Prinvipsl lnvestigator

John Sulaman, Director, Environrocutal Health and Safoty Dopartment
Frank Stein, Directar of the Veterinary Medics) Park

Elien Mitchell, Chief Scourity Analyst

Vincemt Gresham, Facility Coordinator

Jim Joyue, Asst. VP for Researoh Administrstioo and Graduale Studies
L.G. Adams, Associste Dean, Principal Investigatos

David Carlson, VP for Resgarch Administration and Graduats Studies
Jim Samuel, Professor of Microbial & Molecular Psthogenesis, Principal Investigator
Melonie Tig, Director, Comprative Medicine Prognam

Elizbath Browder, Associate Director, Comparative Medlcine Program
Blmer Schnieder, Jr., Chicf of Police

Bert Kretzaschmar, Assistant Chief of Police

Based on the comprehenstve revicw of eclost sgent snd toxin activities at TAMU, the CDC has determined
that the suspension of select agent and toxin work will remain in effect until the ettsched programmatic
iusuos that were identified in the CDC review have been eddressed. The summarized observations for the
catity and the Principal Investigators arc in Attachments ) and 2.

DSAT acknowledges the efforts akeady undertaken by TAMU leadership to begin to remedinte these
deficiencies and will coptinue to provide techuical ssistance. Ploase provide written notification to this

office shier DSAT"s concemns have bean addressed. A DSAT inspector team will then be schiedulod to
conduct a verification giwe visit.

Should you have further questions concerning this oasvospondence or the requircments of 42 CFR 73, pleass
Tefor to our web site at http://www ode,gov/od/sapy Or contact Diane Martin, Senior Ingpector with this

office by il at: Division of Select Agents snd Toxins, 1600 Clifion Rozd, MS A-46, Atlanta, GA 30333,
or by phone #t (404) 718-2031, or fax st (404) 718-2096.

G et
pbbin Weyent, P!;D PT, USPHS
Direstor

Divizion of Select Agents end Toxins
Coordinating Office for Terrorism Preperedness end
Emergency Response

c¢: Julic Gerberding, Duvcior, CDC

R.igggd Besger, Direcior, Coardinating Office for Terrorism Preparedness and Emergency Responss,
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Attachment 1: Below are summarized observations group by category that relate to
entity-wide issues identified at TAMU. We have included the appropriate references
from 42 CFR Part 73 and CDC/Nationa) Instinutes of Health (NIH), Biasafety in

Microbtological and Biomedical Laboratories Manual (BMBL) specifying each
requircment.

Resoonsjble Official (42 CFR § 73,9)

. Requirement: Prior to any change, the Responsible Official must apply for an amendment to a
certificate of regisiration by submimring the relevant Page(s) of tha registration application. [42CFR Y
73.72(0)¢1)}.

Observation: Information was provided o inspestors that the Responsible Official hag failed to submit
smendments and receive prior spproval from DSAT for work bring performed by TAMU Principa}
lnmt.igam. I addition ta the unapproved Brucelle work citod in previous correspondence, Inspectors

were informed thet o resedroher was performing restricted experiments with Coxiella burnetis.

Specifically, Kasi Russel)-Lodriguc indicated that aeropolization cxperiments with Camella burnetil had
been performed oo 5/28/03, 7/25/03, 8/4/03, 10727403, 31/10/03, 11/1 8/03, 1/5/04, 1/14/04, and 6/2/085,
prios W the spproval of this work by e DSAT on 10/2005. In sddition, TAMU's approved certificate
of registration includes a Principal Invostigator (Tsolis) who is no longer cmployed by TAMU,

Corrective action: The entity st keop accurate and owrrent records and these rocords st

aocurntely reflect what is on file with DSAT. b addition, TAMU must not parform sclect apent work
that hes 0ot been approved by DSAT untid TAMU subarits an application t amend your vertificate of
registration for these sdditiona) nctivitics bas been apmroved by DSAT,

2. Requirernent: .., The Responsible

Officiai must be familiar with the requirements and enture
compliance. {42 CFR § 73.9(a)}

Observaton: Tho safery, security, wnd invident Tespunse plans reviewed by the Inspectors were draft
documants, Tho plans did not contatn s provision that they be reviewed annus ily and revised a1
neceetwry. Drills or exercises hod not been conducted at Jesst annually to test and svaluats the
effectiveness of the plans 83 required by 42 CFR § 73.1U(D), § 73.12(d), and § 73.14(4).

incident responsc plans that meet the requirements outined under 42 CFR § 73.11, § 73.12, and §
73.14, Speci ish y the plans are reviewed

Observation: There was no documentation fhat deficiencies identified during annual nspections
conducted by the Instisonal Biosafety C

ormittee (IBC) wete comrected. The BC inspection reparts
This documan! s Wndandod for e exchatve use af 0w rociplanify) nered pbove. & €ontain sonsitve Infor maflon that iy patoctad,
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provided by the sltemnate Responsible Official for inspection conducted in 2007 indicated deSiciencies,
but no corrective actions to these deficiencles were provided. Inspectars noted that biogafety
observations were not noted by the IBC swch as the biosafety cabinet in Room vhich had 5 lerge
crack in the front sash.  This appareat bivsafety concern was not noted on the IBC inspection report for
this room provided by the alternmte Responsible Official. hspectors also noted that obasrvations cited
on previons inspections reported to be resolved by TAMU had not been resolved. For example, workers
wore front-buttoned laborstory costs into suite , Building . contrury to the description in the
Tsboratory*s biosrfety manual that “protective clothing such as sohd-front or wrap-around gowns, serud
suits, or coveralls must be worm.” Pror to the 2007 IBC inspection dates, the Iaboratonans interviewed
could ot recol] regular visits, or acknowledged “very rare vigits™ by the Responsible Official 1o the
BSL-3 facility (Building room ¢ oves the lest year; end the majority of the
imerviewees could not recall the Respansible Official's or the Alternste Responsible Officisls’ names.

Corvecttve action: The Responsible Offtoinl st ensuse that annuas) inspestions are conducted for
each laboratory where seloct agents of taxins are stored ar used in order to determine compliance with
the requirements of the select agent regulations. The reaults of cach inspection must be documented, eny

deficiencies identified during an inspection must be corrected, and these corrective actions should be
documented.

Requirement: An individual or enity may not conduci @ restricisd experiment with an overlap relect
agent or toxin unless approved by and conducted in accordance with any condltions prescribed by the
HHS Secretary, after consultation witk Administraror [42 CFR § 73.13(a)).

Obgervation: During an imterview by the Inspeviory, Prinoipsl Investigator Semuel indicated that he
was oying 1o ostablisk recarmbinant DNA routants of Coxlella burnett! using chlorampheaicol,
lanamycia, smpicillio, and rifampin amtibiotic resistance markers. Te date, these restricted experiments
have not been epproved by DSAT. TAMU must not perform resuricted experiments that have not been
spproved by DSAT until TAMU yeceives approval fiom DSAT to perform restriciad experirnents.

Corrective action: TAMU must not perform seleot agent work that has not boen apptoved by the

DSAT umtil TAMU submits an application 1o amend your cenificato of registration for these eddsticnal
2clivitics das been approved by DSAT.

Blosafety (42 CFR § 73.12)

5. Requirerent: An tndividual or entity required io reglster under this part must develop and implement
a writien biozafesy plan that (s cammensurate with the risk of ths agent or toxin, given its intended use.

The blorafety plan muss contain sufficient information and decumentation (o describe the biosafesy and
coainmant proceduras (42 CFR § 73.12{a)].

Obhservation: The blosafety manuals foc Principal Investigators reviewed by Inspectors sontained
inadequate site-specific, agentapecific information. The plans did not cansider the risk of the select
ageas o1 toxin or the rescarch being performed on thess agents.

Corrective acton: Develop and wraplement s biosafeyy plan that is comoncasurate with tho risk of the
agent or toxin, given its intended use and meste all the required elements outline in 42 CFR § 73.12

5. Requiremsent: TAe biosqfety and contalwment procedures must b sufficient to coniain the select agent

or taxin (4.8, phyaical strucnore and features of the entity, and aperational and procedural sofeguards).
{42 CFR § 73.12(0)]

This docsnen is Inimdod for ta excusive 1me of e racipient{s) nned abova. i May contn sanaZive information ™l Gs proleced,
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Obzervationa: Upon review of medica) récords and aceess logs thet wesc given 10 Inspeetors, it wag
determined that individuale were granted acoess to the laboratoriss and the animal 100ms witbout the
proper medioal cotry requirancnt. It wos also noted that there wes ne policy or procedure in place as
tecompnended by the BMBL that swtes *...only persons who have been adwvised of the potendial
biohazard, who meet any specific eniry requirements (s.g., immunization), and wha comply with all
anlry and exit procedures, enter ihe laboratory or animai rooms " (BMBL- B3, p.29]. 1u sddition, most
of the workers assigned to suppor: the high containment lebs were wnaware of the potential hazards
present in their work environment, methods for mitigatmng these hazards and avuiloble regources for
protecting and monitoring their bealth. During the inspection, Inspectors were informed that a member
of the support staff had entered ths BSL3 laboratary wearing “some type of mask”. The Ingpactors
were 1old that zo fit testing or reining had been provided to this employee. Based upom the description
provided to the Inspegtors, it was determined that the employss, who had 2 full beard, wos wearing an
N-95 respinasar which is inconsiswent with Ocoupational Sefoty and Health Administration's safety
steadards. Sipce an N-85 respirator would not have provided sdequate protection for this werker, the
woployce should have been provided with the proper type of respiratory protection before catering 4
pountinl Wazardous arca and been spproprisiely treined to use the ussigned respiratory protection.

During the inspection, thers wis no ¢vidence of baselins setum being coliected for all laboratory snd
other at-risk personnol as described in the medical surveillance plan end as recommended by the BMBL
that states “baselina 3orum samplas are collected as appropriaie and stored for ali laboratory and other
at-risk personnel” [BMBL: B6, p2]. For cxample, the APHIS/CDC Form 3 which wat faxed to
DSAT on May 18, 2007 reported the elevatod titar for Q-fever (1:1024) for & employee, butno
baseline serum had been colleoted to determine when the titeg develaped. According to the Form 3, the
Principal lavestigator failed to follow bis writien protocol regarding baseline senmo coliection.

Based oninterviews of lsboratory staff, there was 0o effective medical surveillance Frogram that was
sppropriate for work: with select agents smd toxins as recommended by the BMBL thst stotes “an
appropriate medical survetllance program is in place™ [BMBL: A3, p.62}. The Inspeotors determined
through interviews end provided documents that elevated serologicsl titers for Q fever were reported for
spproximately 17% of personnel who hed wuried in Laborstories or had been in lsboratories where
resenrch with Casiella durnesif had boen conducted. For example, the Caxieila burnetii reportable titers
for (1:64 phase ] antigen and 1:1024 phase Il antigen on 3/06), ! (<1:64
phase | antigen and 1:1024 phase IT antigen, S/1807) (<1:64 phase ! antigen and 1:256 phase
T aatigen, 3/06), and <1:64, phase ] antigen and 1:512 phase 3 antigen, 6/16/05) were not
investignted 1o determme 1t o occupational exposwre had occurred. Thare was na evidence that 2
coordinated respanie or biosafoty assessment was perdonned as & result of these elevated titers. In
sddition, there is no procedure in place to provide laborstary stafT instructions on how to deterrnine
whether they should seek an evaluation by the Qacupatiorsl Health provider ar how they should obtain
the svalostion. Inspectors noted inconsistonsies ju how Principal Investigatars and lsborstory workers
were notified ond responded to situations where the worker's titer was elevated.

The Madisog Azrcaol Cliamber used for animai studies in Building opensd directly fnto the
research laboratory without any primary containment barriers. The BMBL states “confinumy flow
centrifuges or othar equipmens that may produce asrorols are comatned in devices that axhaust air
hrough HEPA filters before discharge into the laboratory” [BMBL: D11, p 35},

Administrative controls tn plece 10 prevent workers from being exposed to bichazards were not
edequate. Standand operating procedures wero not svailable to sddress animal handling or msintenance
procedures for Jaboratary workers using the Madison Aerosol Chamber. In addition, laberstory warker

madmmmutmfwNuuuw-wnﬂmmdpbmx(c)mwmmkmymmuntmemmwmw}unmmn.
vnvhctd.orwmmurammmludmmw.am.mmdwmmmm».- o such it lon, I you
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8id not know how to deterinine that the unit was functioning properly or whal routine maintenmes was
required. The BMBL recoremends that “loboratory and support personnel raceive appropriate iraining
on the potential hazards associated with the work involved, the necsssary precautions to prevest
exposures, and the exporure evaluarion procedures* {RMBL. BS, p.30).

During fhe inspection of the Jarge snimal isolstan buildings, the inspectors were tn)d that the jooms
wors fumugated but the standerd operating procedure wes not provided for review. The Inspectors
noted considerable dirnt end debris in many of the buildings after fumnigstion. Thers was no
documentation 10 support the use of quality controls during thia process. DSAT mspectors were
inforrned by support staff that they were unaware of the health hazards assacigted with formaldehyds,
whick i 3 common fumigant uscd by TAMU. According 1o TAMU support steff, the Principal
loveatigators congducting the experiments are responsible for deconlamibation of the guites. Howeaver,
the aniral care §taf and the Building operstor were not familiar with the process and no independont
verification system is in place. The BMBL. recammends that “laborafory and support personnel receive
appropriaic iraining on the potential hazards associated with ths work involved, the nacessary
precautions to prevens exposures, and the exposurg evaluation procedures” [BMBL: B8, p.30).

Inspectors hed conoerns about waste handling prosedures ot the Veterinory Medicol Park. After
cuthenesiz, jagge animels we sectioned, double bagped in plastic, eprayed with a disinfectant, and
pasaed trough ¢ thirty inch square opening for transpoct by tnuok oz front end loader ta the inoineratsr
lacated appraximately one mile away at the College of Veterinary Medicine, The BMBL recormmends
that “all wastes from the animal room musi be autoclaved prior to acineration or other appropriate
terminal treatmant (BMBL: BS, p.65]. in addition, there wus no standard operating procedure svailable
that specifics appropriate contsct tiwe for the disinfectant sprayed on the outside of the bagged waste
prioy W oponing the outside door of the conteinment ares and no procedures were in piace to oddieas

~ potential spills that could occur during tramsport of waste. The BMBL recommends thet "'alf wastes

Jrom the animal room (including animel tissues, carcasses, contaminated bedding, unused feed, sharps,
and plther refuse anémal tissues) are transporied from ihe animal room in leak-proaf, coverad
containers for appropriaie dispasal in compliance with applicable institutional or local reguirements.

Incihgration is recommended. The outer surface of the coniainers by disinfected prior to moving the
mgterial™ (BMBL: A§, p. 63].

Inspectors had concerns abowt the overall condition and age of the sninal facilities at TAMU such as
the plysical facility conditions at Veterinary Medical Park ans the limitations of decreased operaticnal
cfliciency in Bulding The approrimalely twenty yeor old mechanics) ¢age washer in Building

currently supports four separate facilities. The incressed requirernent for clean cages and limited
throughput capacity of the cage wesher negatively impacts the onimal care and use progmm. The cage
wusher also does not cansistently reach the required 180° Fahrenheit temmperature in the fmal rinse cycle
68 recominendad by the BMBL, which states “rthe mechanical cage washor has a final rinse
temperanure of nf least 180F * [BMBL: D10, p. 68).

Inspectors have canoerns regarding the difculty in mainteining relotive sir pressures io the
oontrinmem suite in Building In order to mainlain negative nir pregsiwres in animal and laborntory
areas and riot overside the sutomatic door closure ond latching mechanisms, the air balanos required
frequent adjustment sud support from the physical facility staff, The BMBL recommends “s ducted
exhaust air ventilation System is provided; this system orcates directiona! sirflow which draws sir into
the laboratory from 'clean' areas and toward ‘contaminated’ arees; and the cxhaust aly is not
regitoulated 10 any other area of the building” [BMBL: DY, p.34).
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Caxrective agtign: Develop and implement opetations! and procedural snfeguards sufficicot to contasn the

select agent or toxin as requirad by 42 CFR § 73.12(b) by doveloping policiss and procedures as
recoramended by the BMBL.,

s i 73.11

7. Requirement: The socurily plan must be designed according 1o ¢ site~specific risk assessment and must

provide graded protection in accordance with the risk of the select agent or toxin, given its bytended use
[42CFR § 73.1) (b)].

Observation: Thero wax no docinnentation that the security plan bad been designed accarding 1o o
site-specific aeourhy risk ssserement. In addition, seourity plans did not sdzquatcly sddress procedures
for maving seiect agents and téxina from one building to another. For example, 8 ascurity risk
dssessment should be conduoted and appropriate procedures developed and implemented for the

transoortation of geleot agents betwoen mbhoratories in Building through the
‘M ’

Corrective setion: Develop and implement » secwrity plan nccording to site-specific risk nsaesement
ond 1igk of the select agent and toxn, given jts intended use.

8. Requirerneat: ... allow access only o individuals with secess approval from the HHS Secretary or
Admintsirator {42 CFR § 73.11(d)(1)].

Ohservation: At the timie of the inspection, Inspestors confirmed at deast 7 imes where unauthorizzd
access 1o select spents was nllowed bty TAMU. Specifically, Chon Chen told Inspectort that he had
cntered the BSL3 specifically room on three occasions to filter o
centrifuge sers from animals infectsd with Caxleflc burnetii. Using access resords, the nspectors

| oonfirmed that Chen had entered : on 11/15/06, 11/22/06, 12/13/06, and 6/07. Chan was nok
spproved 10 have access to select agents untit 1/11/07. On 7/26/07, Tnspectors reviewed the notebook of
Kaai Russell-Lodrigue end determined that she had conducted ascrosolization experiments with Coxiella
burnatti on 5/28/03, 7/25/03, 8/4/03, and subsequent dates. She was pot approved 10 have access to
selects agents until 10/2/03, The electranic acoess logs reviewed by Inspectors noted imdividusls who
bave not received wocess spproval had enternd into registered rooms. The TAMU security pien slso
docs not contain adequate prooedures for the control of access to seleot agents and toxins. For example,
laboratory workers informed Inspectors that they uge keys o sccess laboratories; howeves, the secusity
plin docs not contain provisions for the mansgement of Inboratory keys 10 ensure only suthorized
access to select agents and toxing. In addition, TAMU does not appear to have an administranive plan in
place 1o review sccess logs on an ongoing basis for emors ar unsuthorized entry.

Corrective action: The entity rwst not allow unauthorized sccese to sclect sgentz. In addition, the

security plan must be sufficient to safeguand the seleot sgent against uusuthorized sccess and mocets all
the requirernsnts as ontlinad m 62 CER § 73.11.

Iraiuine (42 CTR § 73.15)

9. Dequirement: An individual or antity requirsd to raglster undsr this part must provide information and
Uraining on biosafety and securily to each individual with uccess approval from the HHS Secrewary or
Adminisirator before he/she has such accass. In addition, an individval or emity mus provide
informatlon and tratning on blosafory and secunity 1o each individual act approved for access from the
11HS Secretary or Administrator bafore ha/she works in or visits areas where salect agents or taxins are
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handled or stored {e.g., laborasories, growth chambers, animal rooms, greenhouses. storage areas,
ete.). The training must address the particular needs of the individual, the work they will do, and the
risks posed by the select agents or toxing. Refregher training must be provided anmually. A record of
the training provided to each individual must be maintatned. The record must include the name of the
individual, the date of the raining, o description of fhe iroining provided, and the means used to vertly
tkat the employse undersiood the fraining {42 CFR § 73.15].

Observation: Training reconds were not provided to Inspecion for individuals spproved 1o parform
select gent nctivities supervised by Principal Investgators. In addition, there was no documentation
pavided that a fermal treining progresn had been sstablished for all personnel that work in laborataries
gupervised by Principal Invertigators. Based on inferviews, new perzonne) are expected to read the
required plams and standard operating procedures befare wortlong in laboratories supervised by tha
Principal Investigntars and are expected lo obsesve @ procedure conducted by a more experienoed
individual pricr to performmg the proccdure under their guidance. The provided training slso did aot
sddress the particular nezds of the individual, the work they will do, sod the risks posed by select agents
and toxins. For example, Inspectars observed safety lapses indicstive af an ineffestive trainivg
program. Laboratory workers were ohsarved entering the laborstories wearing inappropricte personal
protective equipment (FPE) and wearing 1ab coats outaide the laborataries, contrary to the description in
the site-specific biosaficty nmnual and recommended guidelines desoribed in the BMBL. It was also
determined that enmus] refresher training wos not being performed annually,

Corrective action: Provide taining as required by 42 CFR § 73.1$ thot eddresses the particular needs
of the individual, the work they will do, and the risk pozed by tho select agents end toxins. The wraining
must be provided to 81} individuals that are spproved to perform select agent activities in the
lsboratories supervises by the Principal Investigators and those individuals who visit or workin these
Jsboratories. A record of the training provided to each individual must be maimtoinad. The record must
mclude the name of the individual, the date of the training, @ description of the brnining provided, snd

the meana used to verify that the employee understood the trainmg. This weining must occur oo ap
srnual basis,

CO, q

10. Requiroment: ... Jgfonnation about all entries tnto areas containing select agonis or toxins, including

11.

Tris cocnart i Intondcd tor #13 exoetve use of the

the name of the individual, name of the ascort (if applicabls), and daic and time of entry {92 CFR §
73.17(2)(4)).

Observation: At the timc of the inspection, there was no secord of accoss to registered laborstory
roorna such as

Correetive action: Records must be kept for all entries into areas comsining select agents snd toxins.

Reguiroments ... A current list of all individualy that have been granted access approval from the HHS
Secretary or Adminissrator (42 CFR § 73.12(a)(3)].

Observation: The TAMU's approved certificate of registration did not match the list of individuals
providad by the Printips! Investigatars.

Corvective nctlon: The entity must kecp socurate pod curent recorda and these records must
acauzately reflect what is on file with DSAT,

#) hathad 02ove, (| may contiin 22nalf ve Intgrmplon sl Is protectad,
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¢ 12. Requircment: The budividual or entty musi implement a system 10 enswrd that all records and data
' boses croated under this part are accurgse, have consrolled access, and rhai thyir authenticity may be
verified (42 CFR § 73.17(b)].

Observation: The Inspectors noted that the institutional inventary oversight for select agent materials
wis inadequate. Inventory checrepancies were noted between the inventory records and actusl inveotory.
Inspeciors notad that three vials containing a select agent for ons Principal wvestigame wers migsing
and additdonal vigls not accounted for in the inventory records of another Principal Investigator. Three
of the four Principsl Investigators hid poorly organized inventory recards that made inventory
reconcilistion difficult apd cumbersome.

Corrective sction: The entity st Keep accurate and curzent records and thase recards must
accirately reflact what is on file with DSAT. In addition, the eptity must implement a sysiem to ensure
that all records and dota bases are accurate, have controlled access, and that their authenticity has been
vetified.

Thus Cooumend s intbncsad for he exclinive usa of tha raciplant(s) nemed sbowo, % may conkcin ocnsave informaton that ie profecabs,
orivinged, or cors donisal and i eheuld not be DsLeminetad, sutbulnd, or cagied 1o P23 AAY SVEDMZEd to rocesve SuCh Idommaiion. I yeu
a7 not (e i adest reclpient(s), 8y dlss &MMSION, STSDUBON. Or COPYIng Ls strinly prohiited. B you S¥nk you Fvo ron sved (his gocumant in
o, flaiss natily 1he sender ¥mediswly wxl gestoy tye oighat.
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Attackment 2; Below are summarized observations group by category that relate to
Principal Investigators at TAMU. We have included the appropriate references from

42 CFR Part 73 and CDC/ N1H, Bijosafety in Microbiological and Biomedical
Laboratories Manual! (BMBL) specifying each requirement,

A, Dr. Garry Adamg
Blosafety (42 CFR § 73.12).

L. Requirement: The biosafety and contalnment procedures must be sufficient 1o contatn the select agan:

or {axin fe.p., physical structure and features of the entity, and operational and procedural safeguards)
{42 CFR § 73.1205)]

Observetions: Upon review of medical records and ascess logs that were given 0 Inspectors, 5t was
determined fhat individuals were granted access to the laboratories and the anirmal rooms without the
proper medical entry requirements. In addition, it was noted thet there was no policy ar procedure m
pisce a2 recommended by the BMBL that stetes “...only persuns who have been advised of the potentiol
biokazard, who meet any specific entry reguirements (e.g., immunizarion), and whe comply with all
ontry and exit proceduras, enter the laboratory or animal rooms’* (BMBL- B3, p.29].

There was no documentation that personnel who worked with Brucalla abortus, Brucella melitonsis,
and Brucella 11 vectived the approprime serological testing us described in the medical surveillance
plin and es recommended by the BMBL that states “laboratory personnel receive the appropriate

; immiunlzations or tests for the agents handled or potentially present in the laboratory fe.g., hepatitis B

X vaccine or TB skin testing), and periodic testing as recommended for the ageant being handied” (BMBL.
BS, p.29].

During the inspection, thare was 1o evidence of baseline scrumn being collectad for all laboratory and
other at-risk perzommel as deseribed in the medical surveillanes plan end a8 recommended by the BMBL

that states “baseline serum sampies are collectod as appropriare and stored for afl laboratory and other
a-risk personnel” (BMBL: B6, p.29].

Based on interviews of laborstory stafT, there wos no effestive wedical surveillonce program that was
appvopriate for animal wesk with Brueella abortus, Brucelia melitensis, and Brucella suls ag

resonwnended by the BMBL thet stetes “An appropriote medical swrveilluncs program s in place”’
[BMBL: 43, p.63]. :

Comrectivo aetion: Develop and implement oporational and procedurul s feguards sufficient to contin
the seleot agent or toxin ag required by 42 CFR § 73.12(b) by developing polioies and procedures es
recommended by the BMBL that include only persoms who have beea ndvised of the potential
biokazand, who meet any specifio entry requiresnents (e.g., inumumization), and who comply with ali
entry mnd exit procedures, enter the Jabaratory or animal rooms. Theae apecific entry requirements cmy
include immunizaticns, bageline serum colleotion, and periodic te3ting of serum sumples. In additian,
theae policies and procedures should include m sppeopriste medios) surveillance program that is in
place and the asscasment of the program should be made by the Occupational Health Physician.

THE SEumon § Intanded for e eachueive ves o1 the raciplondt) raved cbove. B moy conisin sonsitve Infermadian T ta pIots i,
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( Security (42 CFR § 73.1)

2. Requirements: .., aliow access only i tndividuals with access approval from the HHS Secretary or
Administrator [$2 CFR § 13.11(d)(1)]. The plan must be reviewed annually and revised as necessary.
Drills or exercises must be conducted at least annually o test and evaluate the effectivencss of the Dlan.

The plan must be reviewed and revised, a3 necassary, ofler any drill or exercise and after any incidens
42 CFR § 73.11¢)].

Page §1

Observations; The clectronic accesa Jogs reviewnd by bnspectors for Building noted individuals
whe have not rocoived aceess approvs] had entered into segistered laboratory rooms.

Based on the review of the scrurity plan dated July 23, 2007, the Tospectors noted that the plan did not
indicatz an annua) review must be prformed. In sddition, it was determined that no drills or cxercises
had been conducted to cvaluate the effestiveness of the plas for 2008, 2006, and 2007.

Cotrective action: Develop and implement s security plen that meets tht requircmnents outlined under
42 CFR § 73,11, Specifically, the plan is sufficicot to safcguard the sclcot sgent against unauthosized
acco39 and containg a provision that ot least annuslly the plan is reviewed and tested Lo cvaluate the

elfectivencss of the plan. Afier the plan is developed, the plan ahould be tested to eveluate the
cffeotivensss of the plan.

cide ae (42 73.1

3. Requirancat: The plan must be reviewed anmsally and revised as necessary. Drills or exorcisas must
be conducted ot least annually fo test and evaluote the effectiveness of the plan. The plan must be

reviewed and revised, as necessary, after any drill or exercise and gfter any (rcident {42 CFR §
73.14(d)].

Observation: Bascd on the review of the Incident Tesponse plan, the Inspectors noted that the plen did
uot tndicale &n ammual review must be perfarmed. In addition, it wag determined that no drills or
excreises had been conducted to evaluats tha effectiveness of the plans for 2008, 20086, wnd 2007,

Corrective action: Develop snd mmplement an incident response plan that meets the requirernents
outlived under 42 CFR § 73.14. Speoifioally, susure the pian contains & provision that it is to be

teviewed 2t legst armunlly and tested to evaiuate its offectiveness, Afler the plan is developed, the ylan
should be tested and evaluated for effectivenssa.

Training (42 CFR § 73.15)

4. Roqoirement: An individual or endlty reguired 1o regisier under this pari must provide informarion and
training on dlosafety and security to each individuai with access opprovel from the HHS Secretary or
Adminisirator before he/sho has such access, In addition, an individual or entity mum provide
information and training on biosafay and decurify 10 each individual not approved for access from the
HHS Secretary or Administrator befors Aa/ske works in or visits areas where select agesus or taxing are
handled or stored (e.g., iaboratories, growth chapbers, cnimgl rooms, greenhousas, storage areas,
eic). The troining mrust addrass the particulor needs of the individual, the work they will do, and the
risks posed by the selsct agents or taxins. Refrasher fraining must be provided annually. A record of
the training providsd io sach individual must be maintalred. The record must iiclude the mama of the

THs docwnent is inteaned for Bao @xttuaie Use of Thy reciploni(s) nemad sbeve. Y ingy contain sangitive Iormgion Tat ia ariociod,
Privikpad, & corfidential, pnd it should noi be ghinomirming, dhurdulsd, or Gopiad o Persona nol authorged 10 recolva outh inforrnetion. ¥ you
7% 1ol 1 Uxaned recipioni(s). sny dsomination, Ch¥RVBon, O CopYAY i $inaly protvdited. H you thind yins huve neceisd Sva Bogyrmnam by
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individual, the date of the training, o description of the training provided, and the means used to verify
that the employes understood the training [42 CFR § 73.15].

Observations: The Principal Investigator could not provide documentation that each mdividual
approved to perform selcol agent souvities in Dr. Gurry Adarmn’ laborstory had received training &3
vequired by 42 CFR § 73.15.

The Inspectors were informed thet » surgics) magk, N-95, or Powered Air Purifying Respirator (PAPR)
was used a8 regpiratory protection while conducting snimal experiments. However, the Pancipal
Investigator could not provide documentation of &it testing for N-95 respirstors or documentation of
treining far the proper use of s PAPR.

The training that was provided did not addrets the particular needs of the individual, the work they will
do, end the risks posed by Brucella abortus, Brucells melitensis, and Brucella sufs.

The Principal Investipator could rot provide documentation that amy treining had occwrred in 2006,

Corraetive nction: Provids training at raquired by 42 CFR § 73.15 that addresses the particulay needs
of the individual, the wark they will do, and the risk posed by Brucella aborins, Brucella molitensis,
and Bruceilo suis. The training roust be provided to all individuals that are approved to perform selact
agent activities in Dr. Adams’ laboratory sud those inGividuals who viwit ov work in Dr. Adems’
lsboratory. A record of the training provided to each individual must be mmintsined The record must
isclode the name of the individual, the dute of the trRiming & description of the training provided, ad

the means used to verify thot the employee understood the training. This training must sccur on a2n
annual baaia,

ecor 2 23.17

S. Requlrement: .. Accurats, cwrrens {nventory for each select agent (Including viral genelic elements,
recombinan? nucleic aclds, and recombmant organismy) held in long-term storage (placement ina

system designed ta ensure viability for future use, such a3 in a freezer or lyyphilired materials) {42 CFR
"§ 13.17(a)(1))-

Observation: The documents prezentod cansisted of an inventory cheok log, s log oontsining an
inventory meimaimed by individual stsff cmployces, and 2 log mainiained by & greduste nudent. All
lags wers poorly kept and organized. The inventary cheok log consisted simply of a date and initiels
with a0 instructions or stetements ag to what should have been done, or what had beea done, in teyms of
volidating the inventory. The Inspectars gpent 8 considerable smount of time to determine the tracking
and eccounnng of seleoted Brucefls isolates. While the eppropriate information was proseat for the
mventory trackipg snd disposition of the sgents, it is ndt crganized well,

Corrective action: Recards must be maintained that mest the requirsments oudined in 42 CPR §
73.17()X1). Consideration should be given towards consolidstion of the invenlory into one log book
under the contiol of Principal Investigator,

Requiremans: ... Information about oll entries info areas containing select agents or toxirs, incl

the name of the individual, name of the escort (if applicable). and date and time of entry {42 CFR §
73.17()(d)).

This SxUmbN is NBNSs for e EXCIVE YT of 1ha raciplini(s) Aamod SDEVD. I MY Conan Ganiitve Inlormation wat ko procacad,
privilaged. or confiderinl, and | shold ot ho e somineisd, distribuied. or cogled to parsums 1l Buhorizsd © recalve such intormstion, i you
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. Observation- At the time of the inspection, there was no record of access to Tooms and located
‘ in Building
Corrective action: Records must be kept for sll entries into areas contaming select sgents and toxins.
7.

Requirement: ... 4 current Iist of all individuais thot have been granted access approval firom the HHS
Secratary or Adminietrator (42 CFR § 73.¢ 7(a)(3)].

Observation: 'I‘he.’rAMU's spproved cestifionte of registration listed individuals thet were no longer
sraployed by TAMU such as Josely Figueiredo, Paul Patranclla, Carlos Rossetd, end Forest Thanpson.

Corrective action: The entity must keep acturate and current records and these records must
scourately reflect what is on file with DSAT.

B. Dr, Jomes Samuel

* The tndicated obsemvations were also cited in the DSAT tnspection repart of February 2006.

Sesurlty (42 CFR§ 73.11)

1.

Requireznents; .., alfow access only 10 individuals with access approvel from the HHS Secretary or
Administrator (42 CFR § 73.13(d)(1)]. ... Establish a protocol for irtra-entity transfers under the
supervision of an individual with accass approval from the HHS Secretary or Adminisirasor, including
chain-of-custody documenss and provisions for rafeguarding agains: theft, logs, or release. (42 CFR
§73.1(D(s).

Observations: At ths time of the inspection, Inspectors confirmad at least 7 imes Where unautharized
access o seleot ngents was ellowed by TAMU. Specificslty, Chan Chen told Jnspestors doring sn
interview coanducted on 7/24/07 that he had entered the BSL3 auite specifically room

Building , 00 three occasions to filter ar centrifuge scre from snimals infected with Cozxislle
bwuetil. Using access records, the Inspectars confirmeed that Chen had extered suite as 11715008,
11/22/06. 12/13/06, and 6/07. Chen was notapjroved ta have access to salect ageats until 1/11/07. On
7128407, the Inspectors reviewed the notebook of Kasi Russel-Lodrigue and determined that she had
conducted aerosolization experirnents with Coxdalla burnetil on 5/28/03, 7/25/03, 8/4/03, and
subsequent dates. She was not epproved to have access to sslects agents until 10/2403.

At the time of the inspection, there was no documentation of an intrs-catity transfer that occurred
between Principel Investigatar Samuel end Priscipal Invegtigator Tsolis for Brucells aborius, B.
melitensly, and B. suls vtratha. Inspectors were shown an e-7oail tail (dated from 7/13/05 o 7724/07)
indicating that Principal Investigator Samuel had taken possession of Prinocipal Investigatar Tsalis®
sclect agonts. The security plan for Principal Investigator Sammel included proccdures and a templste
for Intra-facility tranafers, bt the procedures had not been followed, and the templaic had not been
used. o addition, there were no intro-agency transfor documents located for this intra-entity wensfes 2a
required in Rocords Section (42 CFR 73.17 (a)(1)(vi))-

Corrective action; The entity must not allow unauthorized access to seleot agents, sad develop &
seouity plan that roust be sufficient to safeguard the select agert against unautborized eccess and meets

all the requirements outline in 42 CFR. § 73.11 including following established protecols for intra-entfty
trans fexs.
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Blosafery {42 CFR § 73,12)

1. Requirements: 4n individual or entlty required to register under this part mus: develup and
implement a written biasafety pinn 1hat it commensurate with the risk of the agent or toxin, giver its
intended use. Tha bicsafery plan must eontain suffiicient Information and documentation to deseriba tha
blosafety and containment procedures {42 CFR § 73.12(a)]. Tha biosafety and contoirment proecedures

must be syfficient to coniain the select agent or toxin (a.3., phyrical structure and featuras of the entlty,
and operarional and procedioal sofeguards) (42 CFR § 73.12(b))

Page 14

“Observations: Al the timne of the inspection, the binsafety manug) presented to Inspectors for Principal
Investigator Sumue) contained inadeguate site-specifia, agent-gpeoilic information for Coxiella burnetii
work 51 BSL), there was no ngent specific information for ths other registered select dgents: Brucalia
abortus, B. melitensis, B. suis, and Rickettsio prowazekdi, The standard microbiological prachbces, as

ootlined in BMBL were included in the training booklet, but these practices were neither included nor
refaenoed in the biorafety plan.

Based upon g review of the safety practices as described by the lebarutory workers, the Inspactoes noted
thet the biosufety provedures used m sviter  Building - #1¢ not sufficient to contain the scleot
egents. Specifically, information derived from loborstorian interviews revealed that the procodhres
enployed during Coxisila eerosplizetion experiments i the amime] facility ©

" did not employ primary contsinment barricrs. Altbough present practices dosignate the use of PPE,
Past history bas demonstrated thet the riak of exposure i3 still sufficienty high to wanant the usc of
primary sontsinment baricrs during the aerosolization experiments in question, and also during
subsequent decontamination of all equipment employed in said experiments.

Inspectors noted inconsistencies iv the posting of apil) procedwres in BSL3 suite ag recomymended
by the BMBL and thosc described in the biosa fety roanual. Interviews with laboratary workers
determined that there were considerable differences in their descriptions of how to clean up spills.

“There was no hands-fres sink incated in laboratory rooms and  Buildley ™ as
reconimendsd by the BMBL that ststes “the sink &s Aands-fres or automatically operated and is located
near the room exlt door ™ (BMBL: D2, p. 33]. Subsequently, hand-washing was performed tn the
sdjacent BSL-2 1gb in room ahich contradicts the recommendation provided by the BMBL that

8lalxs "persons wash their hands afier handling infectious materials, aofter removing gloves, and when
they Isave the laborawry” (BMBL.A2, p. 27].

During the inspection, thers wis wo evidence of baseline scrum belng collected for all leboratory and
other at-risk perscnnel a5 desaribed in the medical surveillance plm and es recominended by the BMBL
thet states “baseline senam samiples ara eollsctsd as appropriate and starcd for all laboratory and other
at-risk personnel” [BMBL: BY, p.29). At the time of the inspoction, Seetions 8.5 and 8.6 of the
biosafety plan for Principal Iovestigotor Ssmus) conteined 8 descripticn of his Occupstions! Health
Plao. The plon stated that “a serologio sarple will be takon pricr to wotk with virulent C. bumerti as 3
baseline sample,” yet Chen Chen had worked in on three ccoasions (1171 5/06, 11/22/06, and
12/13/06) befare s “baseline serum sumple” was drawn on 5/1807. The plan stated that “pazonnsl will
be advised of the opportanity to conzult with Scott aad White elinicians sbout the relstionship between
sevologioal titer, clinical disease, and treatment options.” There were signed stutoments to indicate that
s policy had been adbered 1o for K, Mextens, J. Somucl, and D. Rettanasavanh, but there was no
documentstion of follow-up for and who also had rcportable titers. Per imerview
with Principal Investigator Sarmiel and kis stafy, oversight of the Occupational Hesdth Plan was the

Tivs gosument i imtonded & v exchaive use of the reciplen{t) names odovo. -k Pily comddn senslive informtion St i prolactag,
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respousibility of the Principal Investigator, and there was a lack of any edditional oversight by the
catity. In addition, Ingpectors did not sec any evidence of an entity-wide Occupational Healtk Plan.

* At the time of the inspection, workers wore front-buttoned laboratory coats into suite+  Building

. comtrary to the devoription o the bicsafety manual that '‘protective clothing such as solid-front ar
wrap~around gowns, scrub suits, or coverslls must be worn 0™ and the recommendation owutlined in the
BMBL which states “Protective laboratory clothing such as solid-front or wrap-around gowns, scrud
sults, or coveralls gre worn by workers when in the laboratory” (BMBL: CJ, p.32]. In addition,
Principal Investigator Semuel and Eunhee Lee at the time of the inspection removed their PPE in
(enteroom) and returnedio ¢ Qeb room) and Inspociors were told that workers don their PPE in the
anteroom, but the Isboratory coats were located in room which contradicts the Corrective sction
by the BMBL which steies “Profactive clothing {3 Rof worn outstde the iaboratory® (BMRBL: Ci, p.32).

Centrifuge safety cups were used in rooma 7 out during the interviews conducted, the Inspactars
were informed by two Jaboratory workers that they did uot load end uniozd select agenrs for
eeatrifugstion under a biosafety csbnet. The biosafety manual also did not detsil the proper procedures
* for cemtrifuge use. In addition, there was 8 centrifupe in room that did not appear to have any
scrosol-retardant equipment. The BMBL recommands that “whem a procedure or process cannot be
conducted within a blological safety cabinel, then appropriate combinations of personal protective

equipment (e.g., respiracors, face shields) and physical containment devices (e g.. centrifuge safety cups
or sealed rotors) are used ™ [BMBL: C5, p.33).

Corvective astion: Develop end implemast operational and procedural safegusrds sufficient to contoin
the select agent or toxin as requized by 42 CFR § 73.12(b) by developing policies and provedures as
recommended by the BMBL. The plan should include provisions that only persons who have bee
sdvised of the potential biohszard, who mect any specific enuy requizementa (e.g., immtmizaticn), and
i who comply with all entry and exit procedures, enter the Isboratory or snimel fooms. These specific
\ ety requirements may be immunizations, baseline serum, and periodic testing of serutn samples. b
additionsl, these policica and procedures shoud include an epproprinte medical surveitlance program

thet is in plece and the assessment of the progrem should be made by the Occupationsl Health
Physician.

Records (42 CFR § 7317

3. Requirement: ... Accurate, current inventory for each select agent (including viral gemetic clemants,
recombinany nueleic acids, and recombinant organisms) held in long-tarm storoge (placement in a

sutem designed to ensure viability for futurs use, such as in a freezer or lyophilized materlals) [42 CFR
F 73.27(a)(1)2. .

*Observations: At the time of the inspection of the sedest ngent inventory maintained 1 room

located in Buildimg it wes discovered that fhree (3) vinls of select agent strains of Brucella
abarhus, ettributed 1o the strain collection of a former TAMU rescarcher, Renee Tsolis, were wiissing.
The visls were documented ax stored in box “2F", and were subscquently identifiod by Princips!
mvestigetor Samuel as having the following desoriptors: "WT+ II0681/FT™, "Mut+ FC/A0598
(1/12/04" 8ad "8 combination 5/13/05". On luly 31, 2007, TAMU faxcd DSAT s Permn 3 that reposted
3 vials of Brucslla abortus wete unsccounted for during an inventory checek at the time of the
inapection.

Upon review of the Taolis’ inveutory, the bispsctora noted the inventary rocards did not meet all
requiremnents with respect to the Records Section (42 CFR § 73.17).

Thls datcmoanth #inood lor the exciuelve Lss of tha radpiont(s} napmd sbove, Rwoy Corgoln 9 oymilive brtormaiion thel Is protacise,
priviaged, or confidenal, 2nd & chould ot bo deseminaled, dalriuind, ar copied 1 pervam nol suthoied o Taceive such Iformmben. ¥you
ors 101 e Intended reciploni(s), sy dwsamination, ¢isoDubon, or CORNG b Sy proNbitad. I you think you hawe racelvad ths decumart it
Oy, piaats nolly I Sander immedisisty ¢ destroy the oeiginal.
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Corrective action: Records must be maintained that mect the requirements outlined in 42 CFR $
73.17.

Regeirernent: ... Information abouw all eniries into areas containing select agents or toxins, including

the name of the individual, name of the escon (if applicable), and date and time of entry [42 CFR §
73.17()(¥)].

*Observation: At the time of the inspection, there was no record of scoess to rooms -

Corrective action: Records must be kept for all eatries oo arsss contaming select agents and toxins,

3. Requirement: ... Accurate, cwrrent inveniory for each select agent (includiag viral genctic slements,
recombinans nucieic acids, and recombinant organtsms) held in longeterm stovage (plocementin a

system designed to ensure viability for future use, such as tr a Jreezer or lyophilized marerials) {42 CFR
§ 73.17(a)(1)].

*Observation; The selcct agent inventory recard kecping procedure was found to be curnbersome to
use; requiring the use of & hand-written “Agent Access Log” in conjunction with a coroputer-generated
inventory spreadsheet, periodically updated to reflect the activity recorded au the Agent Access Log.
The spreadsheet inventory — inlended to be a “snapahol” of the state of the inventory sinoe the last date
of recantilistion with the Agent Access Log — did not contain sufficient information to definitivaly
determine sowces, quantitics initially soquired, and camvert valumes of select agent stming in stormgn.
Further, the hard copies of the inventory shesws and redpective access Jogs must be meintamad together,
n order 1o update and verify the running inventory information. There was no easily discernible cross
referencing information cantained on elther of the reisled documnents; thus making it difficuR, if not

\ impossible, to identify and cross reference the inventary information, should the sheets become
scparated.

During the last inspection conducied February, 2007, It was noted that *“there was improper use of the
¥gent acceas log; entrics wers not complete and there were meny inconsittencies.” The Inspectors noted
that there wexe still differences amongst the staff in how the inventory was fracked. Ome of exaployees
indicated that sho only entered information on the inventory tracking sheets when the vial was depleted,

not “when sooved from storage snd by whom and whes returned to storage und by whom' as required
by 42 CFR § 73.17 (a)(1)(iv).

Corvective action: Records must be maintsined that reet the requirements outlined in 42 CFR §
73.17,

ing (4

6. Requirement: An individual or entity required 1o regivier under this part must provide informaiion and
rainlng on biosafety and security to each individual with access approval from the HHS Searciary or
Administraior before he/she has such accest, Jn oddition, an individual or eniity muyt provide
information and training on biosafety and security to each individual not approved for access from the
HHS Secrsary or Administrator before halshe works in or visits areas where select agenss or toxins are
handled or stored (e.g., laboratories, growth chambers, antmal rooms, greenhousas, storage areas,
sic). The training wuist address the pariiculor needs of the individual, the work thay will do, and the
risks posed by the select agents or toxins. Refresher woining must ba provided ammually. A record of

Thh dozumant iy intanded for e enchalive e of hu raciploni(s) momed sbove. % may contein sansiive hvarmaton thel iy protecied,
pVisged, or condidentel, and L ahould nol be diceambrates, dlabb lad, or coplad & pemona not awtharised 1 0¢0atve wuch informmion. ¥ you
070 A0t e frianded raciplani(s), any desamington, detibuion or copying s $1AcDy prohdilad. H you Srk you have roesived this documont n
OTIGL, pITSe NORtY M Sendar Inmediatsly and desi/oy Y1y arigial.
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Incld onse
7.

ths raining provided 10 each individual must be maintained. The record must include the name of the
individual, the date of the Iraining, a description of the training provided, and the means used io verifs;
thot the employee undersiood the training (42 CFR § 73.15).

Observatlons: Interviews of the swff under Principal Investigetor Sarmue] and review of troining
records indicated the followring: (1) There were inconsiatencies in how employees described how to
clean up spills inside and outside tho biosafety cabinet. (2) There were inconsistencias m how stoff
exited the BSLJ suite. (3) There were inconsistencies in how s131Y 1oaded and unioaded the ocentnifuge.
{4) There were mconsistencics in how staff tracked imventory. (5) Staff generally did not know who the
Responsible Official (RO) and Atiernate Respongible Officials were, Ict 2lone the teparting
requirements 1o the RO under § 73.11, In (act, the treining conducted an 6/1/07 by the university did
net instruct employces to notfy the RO dhuring a thel, loss, or relegse. (6) Staff wag rained on the
hezards of Coxiella durnerti, and to a lesser extent om those of Rickeltsia prowuzekif. There was no
cvidence of any raintng on the hazards of Brucella abornu, B. melitensis, and B. suis. (7) Visilor
twwining covered the hazards of Coxialla burnetii, Brucslla obortus, B. melitensis, and B. suis, but not
thowe for Rickertsia prowagekil. (8) Trnining on the use of the acrosolization chamber was mintraal, soud
included a ane-time "show andg tell” exereise. In sum, the traiming was provided, but it did not
sufficiently address the particular needs of the individual, the work they will do, end all of the risks
posed by the sglect agents.

The biosafety mamua) described the use of a “mask,” but Inspectors were told that woskers wore ag N-
93 vespirator. Pit testing hed recently been conducted for the laboratory steff which work under
Principal Investigator Sarnuel, but three individuals had foilad the test (L. Hendris, N. Unswosth, and 6.
Lex). Principal Jnvestigator Sanmuel foiled to follow-up with retesting these individuals or other
documenied comrective actons. In addition, the Prineipal Investigstor could not provide documentation
of training for the proper use of a PAPR.

Provide training as r:gum d by 42 CFR § 73.15 that addresscs the particular needs of the individusl, the
work they will do, and the risk posed by the select agents. The training must be provided to all
individuals thet are approved to perform select agent sctivities in Dr. Ssmuel’s keboratory and those
individuals who vigit or wark in Dr. Samuel'’s laboralory. A record of the waining provided o each
individuz| must be roaintained. The record must include the neme of the individusl, the dote of the
trining, a description of the treirming provided, and the means used 1o verify thet the cmployec
undersiood the training. This Saining must occur on an sanua) basis.

Cerrective action: Provide training s required by 42 CFR § 73.15 that addrosses the pasticulsr needs
of the individual, the wark they will do, and the risk possd by the selcct agents. The vsining must bo
provided 10 sll individualy that are approved to perform select sgent activities in Dr. Samucl's
laboratory and thoss individuals who visit &r work in Dr. Samuel's Jaboratory. A record of the treining
provided 1 each individual must be mainwined. The record must inelude the name of the individus), the
dato of tho tradning, 3 description of the trsining provided, snd the mesns used to verify that the
caployes understood the traiming. This training must oeeur on m annual basis.

Regquirement: 4o plar must be reviewed annually end revised as necessary. Drills or exercises must
be conducred a1 least annually 1o test and evaluate the effectivenuss of the plan. The plan must be

;3% and revised, as necessary, afler any drill or sxercise and after any incldent (42 CFR §
‘J -
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Qbservation; The incident response plan prescated 10 Inspectons wis a drafl document.

Corrective sction; Develop snd implement an incidegt respomnse plan thet meess the requiremnants
outlined under 42 CFR § 73 .14. Specifivally, ensure the plan contains 2 pravigion that stetes 1 it to be
reviewed at lean armually and tested to evaluate its effectivencss. After the plan is developed, the plan
sbould bo teated to evaluate its effectiveness.

C. Dr, Verpon Tesh
Blogafesy (42 CFR § 73.12)

1. Requirumest: Tha biorafoty and containment procedurss must ba sufficient to contain the select agons

or wxin (e.g., physical structure and foatures of the entity, and operational and procedural safeguards)
[42 CFR § 73.120)]

Observations: At the tims of mspeotion, the Inspectors observed a large orack in the sash of (e
biclogical safety cabinet in Room. Since it was not determnined wheb this arack had oceurred and
whather the biclogics! cafety oabinet wes venfied with this crack during the cabinet's last certification
on Janusry, 19, 2007, the Inspectors determined that this biological safety cabinet is not being properly
maimtiined a8 recommended by the BMBL.

At the time of fnspection, iaboratory pertonnel were obsarved walking in and out of lsberatory rooms
and while not wearing laboratory costs, Wearlug labocatory coats is listed as an cory

requirement to these laboratory rooms and is recommended by the BMBL which states “pronecsive

laboratory coats, gowns, smocks, or uniforms devignated for lab use are worn whiie in the laborafory."

At the tims of inspection, no documentation was provided that autoclaves handling select agents and
toxins were maintsined on 8 repular bi-weekly basis ¢s deseribed in the labaratory’s stendard operating
procedure. The BMBL recomimends that alf culnwres, stocks, and osher regulated wastcs are
decontaminaied before disposal by an appruved decontamination method such as gutccia ving (BMBL.
48, p. 21; appendix GJ. -

Corrective action: Dovelop and vuplement operstional and procedural safe guards sufficient to contain

the select agent or toxin as required by 42 CFR § 73.12(b) by developing policics and procedurey ss
recammended by the BMBL. )

Trajning (42 CFR § 73.19)

2. Reguiremeat: ... Refresher training must be provided annually. A record of the tratning pravided to
aach tadividval must be maintained. The record must ixchude the name of the tndividual, the date of the
training, @ description of the training provided, and the means wad 10 verify that the onpioyee
understood the training {42 CFR § 73.15].

Observation: There was no dooumentation for sll authorized individuals woeking in the 1aborntories
suporvised by Principal Investigator Tesh that annusl refiosher training was being performed.

Carrective actlon: Provide vaiuing as required by 42 CFR § 73.15 including a recerd of the taining
provided to each individual must be maintained. The record nwus! include the name of the individugl, the

T document s WRended tor s axciualve Laa of the retiplenis) namod above. i mey camatn ssnslNe FYormnation that is prole £2d,
PMaged, &5 Cunidartiel, 200 1t anouls not be daseninwied, SBThuInG, or copled (0 persom ro) AUTTTIAST 10 MRS SUCT FICYMRIEN. H

you
&» Nk (tw indended reciplanis). any deasminston, desioulicn, or CoOYNg B SbicDy prahbed. N you (Nak you heve received Sde Socumont in
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1821
P-1b



979 862 3178 VPR COMPLIANCE 012134 pin 08-31-2007 16724
MR WA ewur dée d2ry nr wnNocRogc) riAa

. p.18
AUG. 31.2007 1:35PW SELICT AGENTS PROGRAM 4047182096 NC. 6274 P, 19/

Focility Sito Visit Report: Texas A &M Univeraity Pege 19

; dete of the training, 8 description of the training psovided, and the oeans uteq 10 verify that the
’ smployce underatnod the training. This trejning muat oceur on &n annual basis.

731

3. Requirewwtit: ... Accwrate, current Inventory for cach select agant (including viral gengtic elemenis,
recombdinant nucleic aclds, and recombinant organisns) held in long—term storage (placement bt a

sysiem designed 10 ensure viability for future use, such as in a freezer or lyophilired materials) f42 CFR
§73.17¢0)(1)). .

Observutiom: Inventory records for Principal Investipgtor Tesh did not inelude a!l the clements
required in 42 CFR § 73.17. Specificslly, the records did not include the inital quentity soquired, the
dats of noquinition, storage locstion and froezer number. In eddition, thers was no provision regarding
inventory records are 10 be maintamed for 8 mintmum of troe yoars.

Corrective action: Records must be maintained thet meet the requirements outlined in 42 CER §
7307

D. Dr. Thoras Ficht

a 42

1. Requirement: The blosafety and conainment procedures must ba sufficicnt to contain the select agent

or toxin (e.g., phywical structure and features of the entity, and operational and procedural sofeguards)
{92 CFR § 73.12(0)] .

Obacrvations: According to Dr. Ficht, axtracted DNA is not moved from the BS1.-3 area ta the BSL-2
laboratory unti] it 13 checked for sterility. However, there was no protoool provided that descrives this
process. The “NIH Guidelines for Resesrch Involving Recombinant DNA Molecules” states that ff
experiments involving other organisms which require lower lovels of containment are 1o be condueted
tn the same laboratory concurrently with expariments reguiringBSL-3 lavel physical containment, they
shall be conducted in accordance wish ail BSL-3 level iaboratory practices (NIH: G-11: C-1-h].

Upon review of medical secords and access logs thut were given to Inspeciors, it wos determined tiat
individualy were grented aocess to the laboreterics and the animal roama without the proper medical
entry vequirements. In addition, it was noted that there was no policy or procedine in place as
recommended by the BMBL that states ... only parsons who Aave been advised of the potential
dohazard, who mesi any specific entry requirements (e.g., immization), and who comply with all
entry and axit procsdures. enter the laboratary or enimal rooms ” (BMBL: B3, p.29].

There was no docwnemation that personnel that worked with Brucella abortus, Brucella malitensis, and
Brucella suis received the appropriste sevological testing as descrided in the medical surveiliance plan
ond as reconunended by the BMBL that stwtes “ladoraiory personnel receive the appropriate
Immumizations or w5is for tha agents handled or porennally prasant in the laboratory (e.g., hepatitis B

vaceine or T8 skin 1esting), and periodic 1esting a3 raconunendad for the agent baing handled” [BMBL.
BS, p.29).

During the inspection, thers was no evidance of bascline senmm being collceted for all Jaboratory and
other s-sisk pessonnel a3 described in the medical surveillance plan wd s3 reovmmended bry the BMBL

Tiis docsmoent s inlended for 1w Dactaive e of Wi racipieni(s) aumed oV, £ Mey COMND sermtve ificsmetion (hat ko
privinged. of CONIGINEAL g il shRSD0 Nt De dleserninstod, SAUEAACE, OF COPES 10 POTSONS Nod aNloritnd &0 roccive such infarmalion. N you
o not ha nlended raciplent(s), sy dusarainetion, datib or capy¥ig ls sbiclly profidbiied. If you tink you tewva recetved thiv dooument in
oy, plasn s no0ly the sandes Invnscistely and destoy the
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that states “haselDie serum samples are collectad as appropriate and siored for all laboratory and other
at-rivk personnel” [BMBL: B6, p.29).

Based on interviews of leboratory staff, there was no efffective medical surveillance program that was
sppropriate for work with Brucello abortus, Brueella melttensis, and Brucella suts us recommended by
the BMBL that s\swes “4n appropriale medical sworveillance progresm is in place™ [BMBL: A3, p.62).

Corrective action: Develop and implement operetionsl and procedural sefeguerds sufficient to contatn
the seket agont or 1oxin as required by 42 CFR § 73.12(b) by developmg policies and proccdures 35
recommended by the BMBL that include only persons who have been agvised of the potentinl
Yichazard, who meet nry specific entry requirements, and who comply with all entry and enit
procedures, enter the laboratery or anirgsl rooms, These specifie entry vequirements may be
immunizations, bascline serum collection, and pesiodic testing of scrum samples. In additional, these
policics znd procedures should include an appropriate medical surveillance program that 1 in place and
the azsesament of the program should be made by the Occupational Health Physician.

Incident Response (42 CFR § 73.14)

2, Requirerent: The piaon must de reviewed annuelly and revised as necessary. Drills or exercises must
be conducted ot least annually to iest and evaluate the effectiveness of the plam. The plan must be

reviewed and revised, as necessary, after any drill or exerelse and gfier any incidens (42 CFR §
73.19¢d)].

Observatlon: Thore was no documentation provided to Ingpectors that incident respanse dnll or
exercise had been conducted ot Jeast annually to teat ind evaloate the effectivensss of the plan.

) Corrective action: Develop and implenwnt sa incident response plan thes meets the requirements
{ outlined under 42 CFIX § 73.14, Specifically, the plan contains ¢ provision that it is reviewed at least

samually and reviewed and tested to evaluate ity cffectiveneas, Afler the plan is developed, it should be
tested to evaluate its effectivencss.

Traiving (di CFR & 7315

3. Roequiremnent: An individual or antity reguired to register undar 1his part must provide information and
wraining on biosafety and security 4o each Individual with access approval from the HHS Secratary or
Administrator befora he/she has such access. In addition, an individual or eniity must provide
information and training on biosafety and sscurlty 1o each individual not approved for access from the
HHS Secretary or Adminlstratar before he/she works in or visits areas where select agents or toxins ate
handied or stored (e.g., laboraiories, growth chambers, antral rooms, greenhouses, siorage areas,
eic.). The tralning must address the particular needs of the individual, the work they will do, and the
risks posed by the salect agents or toxins. Refrasher vaining must be provided annually. A record of
the tralning provided to each individual must be maineained. The record must inchude the name of the
individual, the date of the training. a description of the training provided, and the means wiwd to verify
that the amployes undarstood the training [42 CFR § 73.15].

Obiervation: There was no docwmeotstion provided that s formal treining program had been
established for all personncl that work in Inborateries supsrvised by Dr. Ficht. Specifically, new

personnel are expectad to reed the sefety plan and standard operating procedures before working in
Taberatories supervieed by Dr. Ficht and we exposted to observe 8 procedhas conducted by a mere

Thla document ls suendad 107 the axcilLsve uis of the recipisale) nemed sbowe, ey contin senslive nformation thal & proteciad,
privioged, or confidentia!, and i shavio vol b dsserninalos, dsiitrited, or copied 10 parnona not avthartzed to recaive auch infosmskon. f you
(5] mmnmmmm. sny (asembmbon, GIribuLon, o eopydig is svictly prohbiled. 7 yoy Riink yau have recelvrd this dorumant by
v, pb nolily dor mmuodintzly ey
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{ experienced individus] prior te performing the procedure under treir guidance. This process 18 101
dooumsnted end records are not kept of this training.

Corrective action: Provide training as required by 42 CFR § 73.15 that eddresses the particular needs
of the individus], the work they will do, and the risk posed by the select agents. The tauning mast be
provided to sll individuals that are spproved 1o perform select agent activities in Dx. Ficht’s laboratmry
and those individuals who vigil or work in Dx. Ficht's laboratory. A record of the training provided o
each individua) must de soninteined. The record must include the narne of the individual, the date of the
training, a deseription of the trainmg provided, and the means used to verify that the cmployee
umderstood the training, This training must occur of an annual basis.

Resords (42 CFR € 73,170

4. Requirement: ... Accwrate, current inventory for each solect agent (including viral genetic elements,
recombinant nucleic acids, and recombinani organisms) held in long-icrm storage (placement in a

system designed to ensure viability for future use, such as in a freszer or lyophilized materials) [42 CFR
§73.07(a)d)].

Observation: Inventory records for Prineipal Investigator Fickt did not include sl the elements
required i 42 CFR § 73.17. Specifically, the reconds did not include the initial quantity acquired, the
deve of acquisition, source, zelect agent used, and the purpose of the use. In addition, there was no
provision regarding inventory records are to be mainiained for a minirmum of three years.

Carrective action: Records puat be mamtzinad that moet the requirements outlined in 42 CFR §
7.17.

5. Requirement: ... A current list of afl individuals that have been granted access approval from the HHS
Secretary or Administrator (42 CFR § 73.17(a}(3)].

Observation: The TAMU's approved centificaie of registration did not match the 1ist of mdividuals
provided by Dx. Ficht.

Corrective action: The entity must keep accurate and curtent rocords and these recornds must
acouvately refloct what is on file with DSAT.
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