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Subjeet: Texas A&k M University: Report of Site Visit; Request for Additional Informatioi™

On April 11, 2007, the Centers for Disease Control and Prevention (CDC), Division of Sclect Agents and
Toxins (DSAT) received the APHIS/CDC Form 3 (Report of Thef, Loss, or Release of Select Agents and
Toxiuns) from Texas A&M University (TAMU) reporting the occupational exposure to Brucelle on February
9, 2006 that resulted in jnfection of a laboratory worker.

During the period April 16, 2007 through April 18, 2007, the following representatives from the CDC visited
TAMU located at 1112 TAMU, College Station, TX 77§43:

Diane Martin, Lead Inspector
Richard Henkel, Biosafety Manager
Melissa Resnick, Epidemic Intelligence Service Officer

Individuals from TAMU present during the site visit included:

Richard Ewing, Vice President (VP) of Research, Responsible Official
Angelia Raines, Dir-Office of Research Compliance, alternate Responsible Official
John Salsman, Director, Environments! Health and Safety Department (EHSD)
Brent Mattox, Biosafety Officer, EHSD, alternate Responsible Official

Chris Meyer, Asst. VP, Safety & Security

Tiffany Agnew, Environmental Biosafety Program Coordinator

Thomas Ficht, Professor, Principal Investigator

L.G. Adams, Associate Dean, Principal Investigator

Angela Arenas, Graduate Student '

Christine McFarland, Research Associate

Hanwu Pei, Assistanl Research Scientist

Linda Clark, Assistant Executive Director, Scott & White Clinic

Jack Crouch, Occupational Medicine Supervisor, Scott & White Clinic
Melissa Kahl-McDonagh, Postdoctoral Research Fellow

The purpose of the site visit was to (1) review the events surrounding the occupational exposure to Brucella
that ocewmred on February 9, 2006 in Room Building ad assess the measures im plemented to
prevent other such incidents; (2) assess measures implemented by TAMU to protect the staff and public from
exposure to pathogenic microorganisms; and (3) and to otherwise evaluate your entity's compliance with tha
select agent regulations (7 C.F.R. part 331, 9 C.F.R. part 121, 42 C.F.R. part 73).
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Overview of the tncident:

The incident ocontred in Building 3, Roor, on the TAMU main campus, A free-standing
aerosolization chamber is located in this room. At the time of the incident, the room was shared by tlree
rescarch groups, involving work with Mycebacierium, Coxislla burnerii, Brucelln melitensis, Brucella suis,
and Brucella abortus. The voor is not currently authorized by DSAT for the perfonmance of aerosolizatior
experiments with Brucella melitensis, Brucella suis, and Brucella abortus. Based o conversations with the
Jaboratory workers present during the F cbruary %, 2006 occupational exposure, &
researcher from the Mycobacrerium proup who frequently uses the chamber, was asked to assist Melissa
Kahl-McDonagh and her fellow Brucella researchers with loading and operation of the chambey

has not received select agent access approval from the DSAT, _. i did not receive
training to perform aerosolization experiments with Brucella melitensis, Brucella suts, and Brucella abortuy,
After sompleted the aerosolization experirents with Bruceila melitensis and Brucella aborius,

-cleaned the aerosolization chamber with disinfectant, This cleaning technique caused

head and arm to enter into the interior of the chamber most likely resulted ir ; occupational
exposure 10 either Brucella melitensis or Brucella abortus. According to laboratorians present during the
experiments, the aerosol chamber was not disinfected between the aerosolization experiments with Brucellu
melitensis and Brucella abortus.

According to a log kept b: ) first felt iil on March 25, 2006. On April 12, 2006,

informed Principal Investigator (P1) Dr. Tom Ficht that 1ad been diagnosed with brucellosis, with
isolation of Brucella melitensis on April 16, 2006 by the Texas State Public Health Laboratory. ° 'so filed
a workman’s compensation claim with Texas A& M University wurmed to work on April
24, 2006. On April 21, 2006, PI Ficht sent an e-mail (see Attachment #2) to alternate Responsible Official
Brent Mattox and alternative Responsible Official Angelia Raines, and the IBSP Coordinator, Tiffany Agnew,
to hotify them of the occupational exposure that resulted in reing diagnosed with
brucellosis.

Site vigit:

On the morning of April 16, 2007, CDC representatives met with the Responsible Official, Dr. Richard Ew: ng
and aliemnate Responsible Official Angelia Raines. The CDC representatives requested the following:

= All documents requested by DSAT in a fax sent to TAMU on April 13, 2007 (see Attachment #3),

o All records related to the reported occupational exposure including any updates to training, security
plan, incident response plan, and the biosafety plan as 2 result of the incident, incident/corrective
action repoit, access logs Lo the area and animal health records,

°  Access to individuals involved with the reported February 9, 2006 oceupational exposure to conduct
mierviews.

e Access fo inspect room it building where the reported occupational exposure had occurred.

The CDC yepresentatives interviewed the following individuals:

> Richard Ewing, Vice President of Research, Responsible Official
Angelia Raines, Dir-Office of Research Compliance, alternate Responsible Official
Brent Mattox, Biological Safety Officer, Environmental Health and Safety (EHS)
John Salsman, Director, EMS
Thomas Ficht, Principal Investigator
Angcla Arenas, Graduate Student
Jianwy Pei, Assistant Research Scientist
Linda Clark, Assistant Execntive Director, Scott & White Clinie
Jack Crouch, Occupational Medicine Supervisor, Scott & White Clinic
Melissa Kahl-McDonagh, Postdoctoral Research

Research Assocjate
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Enclosed as attachment 1 {0 this letter please find a list of observations and accompanying requesis for
suppiemental infoxmation concerning the oceupational exposure to Brucella that oceurred on F ebiuary 9,
2006 in Room of Building at TAMU. The DSAT should receive the supplemental imformation by
¢lose uf business May 18, 2007,

The DSAT inspects each registered facility {o ensure that it meets the appropriate safety and security
standards, as well as record-keeping requirements, found in 42 CFR Part 73 ("Possession, Use and Transfer of
Select Agents and Toxins; Final Rule™). Please be advised that the HHS Secretary may revoke a cevtificate of
registration if the entity fails to comply with the provisions of 42 CFR Pait 73 (See 42 C.F.R. § 73.8). On
April 20, 2007, the DSAT faxed TAMU the “Cease and Desist Order” to immediately cease and desist from-

° ThewseofRoow -  Building  Texas A&M University, for any and all manipulations and
storage of Brucella abortus, Brucella melitensis, and Brucella suis until such time as a request for the
amondment of the Texas A&M University's certificate of registration has been properly submitted by
the Texas A&M University and approved by the Division of Select Agents and Toxins (DSAT),
Centers for Disease Control and Prevention (CDC) in accovdance with 42 C.F R. part 73,

o The experimental aerasolization of any select agent or toxin perforined at the Texas A&M University.

°©  Allowing access to select agents and toxins by any individual who has not been approved for such
acoess by the DSAT following a security risk assessment by the Attorney General of the United
Siates.

The DSAT will notify TAMU of any changes to this “cease and desist orde;™ status.

Should you have further questions cancerning this correspondence or the requirements of 42 CFR 73, please
refer to our web site at httg://www.cdc.gov/od/sag/ or contact Diane Martin, Lead Inspector with this office
by mail at; Division of Select Agents and Toxins, 1600 Clifton Road, MS A-46, Atlanta, GA 30333, or by

phone at (404) 718-2031, or fax at (404) 718-2096.

Robbin Weyant, PhD, @APT, USPHS

Director

Division of Select Agents and Toxins
Coordinating Office of Terrorism Preparedness and
Emectgency Response
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Observations noted on April 16, 2007 through April 18, 2007 at TAMU (Page numbers from the BMEL
or 42 CFR Part 73 specifying cach requirement are given in parentheses).

Observations:

L. An individual or envity requived 1o regisier under this pavi must mainiain cainpleie Fecords relniing
to the activities covered by Wiis part. Such records musi include: Information about all enfries into

firens containing select agents o foxins, ineluding the name of the individunl, name of the escor
(if applicable), and date und time of enivy {42 CFR § 73.17(0)¢4)}, '

Observation; At the time of the inspection, there was no record of access to room loeated in
building , being kept dwing the time the room was used for work with select agents.

Request for supplemental information: Please provide an explanation as 1o why entries into room
vere not being recorded as required under §73.17 (Records) and how your entity will comply
with all the requirements of §73.17.

2. A eertificate of registration may be amended to reflect changes in circumsiances (e.g., changes in
the acivities involving any select agents or toxins, or the addition or removal of select upents or
foxins)(1) Prior to any change, the Responsible Official mus¢ apply for an amendment to a
certificate of registration by submitt ng the relevant page(s) of the regisiration application. {42
CFR § 73, 7(h) (1)),

Observation: Documentation provided to the CDC Inspectors indicated tweive aerosol experiments
with Brucella abortus and Bruceila melitensis had been performed using the aerosol chamber located
in room located in building 1ee October of 2005, To date, DSAT has not received or
avoroved an amendment 1o update your certificate of registration to include these activities for rcom

». In addition, your entity was notified on June 7, 2006 (see Amendment #4) that priox to any
changes in the activities involving select agents, the entily’s certificate of registration wust be
amended to include this work with select agents such as aerosolization experiments and that this
amendment must be approved by DSAT prior to any work being performed.

Request for supplemental information: Please explain why your entity failed to submit an

amendment and receive approval from DSAT prior to the twelve aerosol experiments with Brucella
abortus and Brucella melitensis that had been performed using the serosol chamber located in room
143 since October of 2003,

3. An individual or entity required tu register under this part iy Rot provide an individuel nccess fo
a select agent or toxin, and en individual may not access a select agent or foxin, usfess the
individual is approved by the HES Secretary or Administrator, Jollowing u security risk
assessment by the Attorney Gencral {43 CFR § 73.10()].

Obseryation: On February 9, 2006 . Who has not received access approval
from the DSAT, performed acrosolization experiments with Brucellz melitensis and Brucello abortus,
After anpleted the aerosolization experiments with Brucella melitensis and Brucellg
abortus,:  :leaned the aerosolization chamber by wiping down the rear inside of the chamber with
disinfectant. This cleaning technique cause’ 1ead and arm {0 enter into the inferior
of the chamber, most likely resulting in occupational exposure to sither Brucelly
melitensis or Bracella abortus.

Request for supplemental information: Please provide an explanation regarding this apparent
allowance of unauthorized access to select agents including: (1) Has your entity allowed other
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usiauthorized access Lo select agents to otlier individuals and Who are the individuals who had
unauthorized aceess fo select agents, along with dates, fimes, and select agents associzted with other
incidents of unauthorized access; (2) I your entity has been allowing unauthorized access to select
agents besides this incident, what immediate actions have you taken to ensure thas these individuais
no longer have access; (3) What is your entify’s plar of action 10 assure prevention of similar events
from occurring; and, (4) During the unauthorized access, how was the select agent safegnarded
against theft, loss, or release (see 42 CF. R. § 73.11{a)) during this allowance of unavthorized access
to select agents.

4. Each individual with access to selecs (genis oF loxins mwst kave the appropriuse education,
training, and/or experience tv handle or use such ageinls or foxins [42 CFR § 73.10(c)}. 4n
individual or entity reguired to register under this port must provide information and training on
biosafety and security to each individual with access approval from the HHS Secretary or
Administraior before he/she has such sccess. In addjiton, an individuol or entity must provide
information and lraining on bivsafety and secuvity to each individual not approved for access from
the HHS Secretary or Adminisirator before he/slie works in ov visity areas where select agenis o¢
toxins are handled or stored (e.g., lnboratovies, growth chambers, animal rooms, preeahouses,
storage areas, eic.). The fraining must address the particular needs of the individual, the work they
will do, and the risks posed by the select agems er toxins, (42 CFR 73.15(a)/

Observation: On February 9, 20406, C it e e e snes peTTOrMed gerosolization experiments
with Brucella melitensiy and Brucella abortus. According to . did not receive

training or have any experience in handling Brucefla melitensis, Brucella abortus or Brucella suis.

Request for supplemental information: Please provide an explanation why 1id not

receive the appropriate training prior to her work with select agents. Based on this incident, please
describe your entity’s plan of action to assure that ail individuals who work or visit areas where select
agents or toxins are handled or stored will be provided appropriate trainjng.

5. Anindividual or entity may or condiect a restricted experiment with g HES select agent or toxin
unless approved by and conducted in accordance with arnty conditions prescribed by the FIHS
Secrefary. In addition, an individual or entity may nol conduct & restricied experirment with an
overlap select ugent ov toxin wnfess approved by and conducted in sccordance with any conditions
prescribed by the HHS Secretary, after consuliation with Administrator. Restricted experiments:
Experiments wlilizing recombingnt DNA that involve the deliberaic transfer of u drug resistance
frait o select agents that are nov known to acquire the trait naiurally, if such acquisition could
compromise the use of the drug tp contvol divease agenis in humans, veterinary medicine, oy

agriculture {42 CFR §73.13 () (6D}

Observation: According to laboratory personnel interviewed by the CDC Inspectors, Dr. Ficht had
conducted restricted experiments utilizing recombinant DNA that involve the deliberate transfer of a
drug resistance frait to select agents that are not known to acquire the trait naturally, if such
acquisition conld compromise the use of the drug to control disease agents in humans, veterinary
medicine, or agriculiure (see 42 C,FR. § 73.13(b)(1)). Specifically, experiments conducted by Dr.
Ficht that involved the introduction of plasmids contajning kanamyein and chloramphenicol
resistance cassettes used as selectable markers in Brucella melitensis, Brucella aborius and Brucella
suis. Pleasc note that during the F ebruary 2005 inspection of your entity, the inspectors identified
that PI Tsolis's standard operating procedures indicated restricted experiments being conducted and
that this work was not reflected on the PI’s stateinent of work for your entity’s certification of
registration, On Aprif 11, 2003, you responded that “PI Tsolis’ recombinant antibictic resistance
work has ceased and is not cunvently planned (see Attachment #5). If this type of work is considered
in the future, an amendment to update the current registration for PI Tsolis will be submitted to the



TMAY. 402007 1 52PN SELECT AGENTS PROGRAM 4047182096 NO. 1032 P 6720

Facility Site Visit Report: Texas A & M University Page 6
Attachment 1

mequest plemental information: Please provide a detailed description of a]) select agent
work being conducted by Pls at your entity; describe why any restricted experiments have been
performed at TAMU withous approval from DSAT, and what steps the entity will take to prevent
seoccurrence of a restricied experiment being conducted without approval fiom the DSAT, Also,
please provide a list of all select agent strains currently possessed by TAMU in which antibiotic
resistance markers have been introduced using recombinant DNA. techniques. In addition, plesse
mnclude a copy of any Institutional Biosafety Committee (IBC) minutes for all projects that involve
select agents and toxins including a list of the IBC members, date the project was approved, and the
Justification for this approval,

6. An individual or eniity must adhere 1o the Sollowing sceurity requirements or implement measures
{0 achieve an equivalent oy greater level aof security: Allow access only 1o individuals with aceessy
approval from the HHS Secretary or Adminisirator 2 CFR §73.11(d)(1)}.

.

Observation: On February 9, 2006, who has not received acoess approval
from the DSAT, performed acrosolization experiments with Brucella melifensis and Brucella obortus,
After ompleted the aerosolization experiments with Brucelfa melitensis and Brucelia
abortus. sleaned the aerosolization chamber by wiping down the rear insids of the chamber with
disinfectant. This cleaning technique caused nead and 4xm to enter into the interior
of the chamber, most likely tesulting in occupational exposure 1o either Bruceily

melitensis or Brucella aborrus.

Request for supplementsl information: As your entity’s security plan states in section C (Personnel
Security) that “only DOJ authorized persons will have access to select agents,” piease provide an
explanation regarding this apparent allowance of unauthorized access to select agents even though
this practice devintes from the current policy outlined in your security plan.

7. An individual or entity requived fo register under this part must de velop and implement o writien
biosafety plan that is commensurate with the rivk of the ageni or tuxin, given irs intended use, f42
CFR §73.12]. Ventilagion showuld be provided in accordance with criteria Srom the Gaide for Care
and Use of Laboratory Animnals, A ducted exhauss air ventilation syseein is provided, This Sysien
creates directional adeflow which draws air into the laboratory from “clean” areas towurd
“contaminated” arens. The exhaust air is not recirculaied to any other areu of the building,
Filteation and other teeatments of the exhausi wv may noi be required, hut should be considered
based on site requirements, and specific agent manipulations and use conditions, The exhaust
musi be dispersed away from occupled areas and aiv intakes, or the exhaust must be HEPA-

Sllsered. Personnel must verify that the direciion of the airflow (into the animal areas) is proper. Ij
is recommended that a visual monitoring device that indicates and confirms directional inward
airflow be provided st the animal room entry. Consideration should be given to installing an

HVAC control system to prevent sustained positsve pressurization of the animal Spaces. Aundible
alarms should be considered 10 notify personnel of HVAC system Jalluee [Bivsafery in
Microbiological and Biomedical Laborotories (BMBL): D8],

Observation: Forroom  .ocated in building 972, the CDC Inspectors were unable to verify that
the room had proper directional aicflow at the time of the inspection because the visual monitoring
system used to confinm directiona! airflow for the room was not functioning properly.

Re -;_”;-_-;_-_-___,_ As the CDC Inspectors were not able to confirm that the
soom had divectiona] airflow, please provide documentation that room  has a functional visual
monitoring device and that the directional airflow s from “clean” area toward “contaminated” area.
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8. Anindividual or entity required o register under this part must devefop and fmplement o writien
biosafely plan that is commensurate wish the risk of the agent or toxin, given its intended use. {92
CFR §73.12). The conspleted Biosafety Level 3 facility design and operational procedures nuest be
docomented. The facility musi be tested for verificution that the design and aperationf pargmieters
have been et priov lo operavion. Facilities should be raverified @i lease annaally againsi these
procedures as modified by operational experience (BMBL: D14 1.

Observation: The entity did not provide documentation for room located in building ~~ that
annual verification was performed to ensure that ihe laboratory meets the design and operational
parameters,

Request for supplemental information; Please provide this documentation.

9. Anindividual or entity required to register under this part must develop and implement a written
biosafety plan that is commensurate with the risk of the agent oy toxin, given its intended use. f42
CFR §73.12]. Equipwment and work surfaces in the room are routinely deconinminuied with an
effective disinfectunt after work with the infectious agens, ond especially after overt spills, splashes,
or vther contarnination by infections marerials (BMEBL: A7].

Observation: During the inspection of the aerosol chamber, the CDC Inspectors noted that the
interior and exterior of the chamber contained a sigaificant amount of animal khair.

Request for supplemental information: Please verify standard operating procedures that provide
documentation that the chamber is routinely decontaminated with an effective disinfectant after work
with the infectious agent to ensure removal of all contaminated materials, including hair and animal
waste and explain if there was a deviation in standard protocols, what steps you will take to ensure
that standard protocols are followed.

10. An individual or entity required to regisier under this pars must develop and immplement o writien
biosafety plan that is commensurate with the risk of the agent or toxin, given iis intended use. [42
CFR §73.12f. Continuous flow cenirifuges or other equipment that may produce aerosols are
contained in devices that exhaust air through HEPA fllters before discharge into the laborusory.
These HEPA systems ave tested at least annuall . Alteraatively, the exhaust from such equipment
i@y be vented to she outside if it dispersed away from oceupied areas aud wiv intakes (BMBL: Di1]

Observztion: According to documentation provided to the CDC Inspectors, the HEPA systems of the
aerosol chamber located in room 8re not routinely verified or tested to ensure that the HEPA
filters provide adequate protection, Dy, David McMurray provided documentation to the CDC
Inspectors that the routine maintenance of the Madison Aeroso! Chamber indicated that testing of the
HEPA system is not necessary,

Request for supplemental information; Please provide documentation from the manufacturer

regarding HEPA system maintenance to support this statement.

1. An dndividual ov entity requived to register under this part must develop and implement @ writien
bivsafety plan that iy commensurate with the risk of the agent or toxin, piven its intended use. [42
CFR §73.12). All manipulations of infectious muatevials, s ecropsy of infected animals, harvesiing
of tissues or fluids from infected animals or embryonaie eggs, etc, are conducted in a Class I¥ or
Class IiT bielogical safety cabinet (BMBL: C5f

Qbservation: The CDC Inspectors noted that the design of the chamber is such that after the asrosol
challenge, the nebulization unit contatning infectious material must be disassembled in the laboratory
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and not in the biosafety cabinet,

Request for supplemental information: Please provide documentation that safety proceduies are
established and followed to minimize the risk for laboratorians disassembling the nebulization unit
confaining infectious material,

12. The biosafety and containment procedures must be sufficient (o contain the selece ageni oF (0Xin
(e.g., physical siructure and featupes of the entity, and operotional and procediiral sufeguards {42
CFR §73.12¢0))).

Qbservatiou: Documentation provided to the CDC Inspectors indicated twelve aerosol eXperments
with Brucelle abortys and Brucella melitensis had been performed using the aerosol chamber located
mreor . . located in building since October of 2005, The CDC Inspectors were informed that
the established biosafety protocols for wark with Mycobacterium were used for the acrosol
experiments with Brucella melitensis and Brucella aborius.

Request for supplemental information: Please provide documentation of (1) the dated risk

assessment that was performed that indicated the biosafety procedwes for work with Mycobacterium
was sufficient to be used for the aerosol experiments with Brucella melitensis and Brucella abortus;
(2) risk assessinents for all select agent work being conducted by Pls at your entity o ensure that the
biosafety and containment procedures are sufficient to comain the select agent or toxin, and (3) the
procedures of how risk assessments are conducted to ensure that the bivsafety and containment
procedures are sufficient to contain the select agent or toxia.

13, An individual or entity requived to regisier under this part must develop and implement a written
blosafery plun that is commensisrate with the pisk of the agent or toxin, given its intended use, f42
CFR §73.12]. When a procedure or process cannol be conducted within a biological sufety
cabinet, then uppropriate combinasions of personal protective equipiment (e.g. respiraters, SJace
shields) and physicul comtainment devices are useq [BMBL: C5]

Observation: On February 9, 2006, aerosolization experiments were performed with Brucella
melitensis and Brucella abortus. According to interviews with the laboratorians present during these
experiments, the CDC Inspectors were told that the personal proteetive equipment being used
consisted of an N-95 respirator, safety glasses with splash guards, tyvek suits and gloves. Based on
the CDC Inspectors questions to the laboratorians about quantitative or qualitative fit tosting for the
N-95 respirators, the CDC Inspectors determined that none of these individuals had been fit tested
with the N-95 respirators. In addition, the CDC Inspectors received documentation that annual
respirator fit testing is not performed for a)] laboratory workers that yge N-95 respirators.

Request for supplemental information: Please provide an explanation why laboratory workers are

not tested 1o ensure that the N-95 respirator bei ug used provides ndequate respiratory protection,

Observation: The “Operating Procedures for the Biosafety Laboratory Suite,

" document dated 2/22/07 that was provided to the CDC Inspectors states that N-95
respirators are used for aerosol studies. This contradicts the undated risk assessment document that
was provided to the CDC Inspectors which states that powered air purifying respirators should be
used.

Request for supplemental inforination: Please explain this discrepancy.

14. Aw individual or entity required to regisier under this part must develop and implement g writiers
biosafety plan that is commensurate with the visk of the agent or loxin, given its insended use, {42
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15.

16.

CFR §73.12). Laboratory and support personnel veceive appropriaie training on the potentiof
hazords associnted with the work involved, the necessary precantions are incorporated inte
stondard opergiing procedures. Personnel are advived of special hazardy and are reguired o read
and follow insiructions on practices and procedures [BMBL: B7]

Obgervation: The eniity did not provide documentation that individuals operating the aerosol
chamber had received training to ensure safety procedures were followed during operation of the
chamber for the twelve acrosol experiments with Brucella abortus and Brucella melifensis that had
been performed using the acrosol chamber located in room ! localed in building  since October
of 2003, The entity did not provide documentation that individuals operating the aerosol chamber had
received fraining to ensure safety procedures were followed during operation of the chamber,

Request for supplemental information; Please provide documentation that training was conducied

including the date of the training, a description of the training provided, and the means used to verify
that the employee understood the training,

An individual or entity required to register under this pari must develop and implement u written
biosafety plan that is commensurate with the risk of the agent or toxin, given its intended wse. 42
CFR §73.12. Aside fram the standard policies, procedures, and protocols for emergency
situntions established by the fucility divector, appropriate special policies and procedures should be
developed as needed and approved by the Institutional Animal Core and Use Committee (IACUC)
and the Institutional Biosafety Committee (IBC) fBMBL: 41 '}

Request for supplemental information: Please provide documentation that the animal work that

had been performed using the aerosol chamber tocated in room located in building since
October of 2003 was approved by the Institutional Biosafety Committee (IBC) of TAMU. Please
provide a copy of any IBC minutes approving the project including a list of the YBC members, date
the project was approved, the justification for this approval, and the date(s) of the approval,

Upon discovery of a release of an agent or toxin cuusing eccupational expasure or velease of a
select ageni or toxin outside of the primarp harriers of the bivcontainment area, an individual or

- entity must immediaely notify CDC or APHIS [42 CFR §73.19 (b)]. An Individual or entity must

adhere Lo the following secuvity reqisirements or implement measures to achieve an equivalent or
greater level of secuvily: Reqidive that individuals with access approval from the HHS Secretary or
Administrator immediately report any of the following io the Responsible Official, any refease of o
select agent or toxin (92 CFR §73.11 (d){7)(iv)).

Dbservation: Based on docwmentation provided to the CDC inspectors, PI Ficht sent an e-mail on
April 21, 2006 to alternate Responsible Official Brent Matiox and alternate Respensible Official
Angelia Raines that notified them of occupational exposure,

Request for supplemental information; Please explain why the alternate Responsible Qfficials
failed to iminediately repor! the oceupational exposure to the DSAT ag required by 42 CFR §73.19

(b).

Request for supplemental information: Please provide a summary of events that occurred when this
email was received by the alterniate Responsible Official who was acting on behalt of the Responsible
Official including the follow up review that was conducted as a result of this e-mail report. Please
also explain why the alternate Responsible Official who was acting on behalf of the Responsible
Official did not follow the security protocols outlined in the “TAMU Facilities and Rescarch
Laboratories with Select Agents” security plan.
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YT A individual ov entily required to vegisier under this part must develop and implement a writen
bissafety plan that is commensurage with the visk of the figent or {oxin, given iis intended use, §42
CFR §73.12}).4n approprinte medical surveillunce program is in place, Al personnef receive
appropriate irununizations os fests for the agenrs handied ov botentially preseni. When
appropriaie, 4 serum survelliance system should be implemented, In general, persons who may be
tt increased rish of acquirlng infection, or for whom infection might have seyious consequences,
are not allowed in the animal fucility wnless special procedures can eliminate the exira risk.
Assessrent should be made by the Oceupational Health Pl psician [BMBL: A3].

Observation: On February 9, 2006, _ . ... . _ __ performed aerosolization experiments
with Brucella melitensis and Brucella abortus. After complcted the aerosolization

experiments With Brucella melitensis and Brucelia aborius, sleaned the aerosolization chamber
by wiping down the rear inside of the chamber with disinfectant, This cleaning technique caused
head and arm to enter into the interior of the chamber and most likely resulted in -
occupational exposure to either Brucella melitensis o Brucella abortus. Based on
information provided by w the CDC Inspectors, no follow up was eonducted by
TAMU following  occupational exposure even though she informed PT Ficht on April 12, 2006
that  had been disgnosed with brucellosis.

Request for supplemental information: Please describe the medical surveillance system in place at

your entity including the post-exposure protocols and explain why your entity failed to follow up
regarding acoupational exposure.

18. Establish a protocel for intra-entity transfers under the supervision of an individiual with Gecess
approval from the HHS Secretary or Adntinistrator, including chain-of-custody docurnents and
provisions for sefeguarding against theft, loss, or releuse {92CFR § 73.%(a)).

Ohservation: Based on documentation provided to the CDC Inspectors, the preparation of test
samples for the twelve aerosol experiments with Brucella abortus and Brucella melitensis that had
been performed using the aerosol chamber located in room located of building  since October
of 2005, was completed in laboratory room located in building

Regucst for supplemental information: Please provide the intra-entity transfer documentation that
ensures that a security protocol was in place when these transfers occurred from laboratory room
(building . .. ., toroop (building

19, Upon discovery of u release of an agent or toxin causing vecupational exposure or release of u
select agent or toxin ouiside of the primary barriers of the biocontainment area, an individual os
eniity must immediately notify CDC or APHIS (42 CFR §73.19 (b)].

Observation: Upon review of clinic records, there were laboratorians identified with elevated titers
to Coxiella burnetii, the causative agent of Q-fever, On April 24, 2007, Angelia Raines submitied
APHIS/CDC Forin 3 to report the possible occupational exposuvre to Coxfella burnetii.

Request for supplemental information: Pleasc provide occupational health records including the
baseline liters pertaining to the exposed individuals that are related to this incident. In addition,
please provide the records for John Park, Gordon Draper, Laura Quinlivan, Withelmina Bochout,
Joshua Hill, Katia Mertens, Kasi Russel-Lodrigue, Jared Barker and James Samuel,

Regquest for suj plemental information: Please provide a copy of the nedical surveillance plan aud
describe the follow up that was conducted based on the plan as a result of the incident.
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Request for supplemental information: Please describe corrective measures that have been

impleraented in order to prevent future incidents.

Request for supplemental information: Please describe any training that has been conducted as a
result of this incident. Please provide documentation that training was conducted including the date
of the training, a description of the training provided, and the means used to verify that the employee
understood the tratning.

Request for supplemental information: Please explain how your incident response and biosafery
plans have been modified as a result of this incident.

20. Upon discovery of a thejit oF loss of a select agent or toxin, tn individual oF entity must immediately
notify CDC or APHLS {42 CFR §73.19 (a)).

Observation: On January 29, 2006, Angelia Raines, the alternate Responsible Official reported a
mouse that was infected with Coxiella burnetii was discovered missing on 12/21/06. Based on the
response from Ms. Raines on 1/18/07, the DSAT has the following additional guestions:

Reguest for supplemental information; Please explain how “Scot Holster” is listed on the “F acility
Access Log” for Roow (Building . when he is not listed as on the “Personnel who are have
approved access to Lab (1/19/67).”

Requegt for supplemental information: Please provide a detailed description of the follow up
conducted by your entity that explains your determination that your investigation had been “closed”
becanse “the missing mouse was most likely included in the autoclaved bedding material and
disposcd.” Please provide any logs or documentations that will suppoit your determination, Since
you reported the incident to Jocal awthorities (case #1 2-06-5068), please provide resulis of their
investigation.

Request for supplemental information; Please explain how the inventory records are reconciled ns
indicated on Section 5B of your approved application. Please provide a detailed description and
supporting documents of how the inventories were verified during the report of the Joss 1o ensure
select agents were safeguarded against theft, loss, or release.

Request for supplemental information: Please explain what security measures are in place al your

entity to ensure select agents were saleguarded against thefl, loss, or release.

Request for supplemental information; Please describe how your security and jncident response
plans have been reviewed and revised (if needed) a5 a result of your investigation to this report of
loss.

Request for supplemental information: Please provide documentation regarding the training that
was conducted in follow up to this incident including the date of the training, a deseription of the
training provided, and the means nsed to verify that the employee understood the fraining.

21. An individual or entity required vo regisier undes this past must desipnate @n individual o be the
Responsible Officind. The Responsible Official must: (1) Be approved by the HHS Secretary or
Administirator following a security risk assessment b y the Arioracy General, (2) Be familiar with
the requivements of this pari, (3) Have awthority and responsibility to act on behalf of the antify, (4}
Ensure compliance with the requirements of this part {42 CFR § 73.9(a)}).

equest for supplemental information: Based on the above observations noted during the inspection,
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please provide documentation that the Responsible Official is familiar and enswres compliance with the
requiresents of the select agent regulations including documentation of the most recent annual inspection
conducted for each Jaboratory and assurances that no select agent or toxin work is being performed
without the proper oversight.
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> infection, pertiaps as a resulf of manually cleaning the Madisbn chambay.
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: ,fé DEPARIMENT OF HEALTH AND HUMAN SBRVICES Public Hedth Service
Mg D Centers for Disease Contvol
wui Prevention {CDC)
Atlanta (FA 30333
Agril 13, 200%

Richawd Bwing, Responsible Official

Texas A M University (Registeation #C20060605-04 g0y
13500 Research Parkway, Suite B150, TAMYU 1186
Collsge Statdan, TX 778431183

Fax: (979) 8623176

Subject: 42 CF.R. § 73,19 (Notification of thefl, loss, or release)
Dear Dr. Ewing:

This is to acknowledge the teceipt of the APHIS/CDC Form 3 (Report of Theft, Loss, or Relesse of
Select Agents and Toxing) from Texus A& M Univetsity duted April 11, 2007 whaf reported an
oecupational exposure to Brucelln. Based upon the review of the report, the Centers for Discase
Control and Prevention (CDC), Bivision of Select Agents angd Toxins (DS AT) las additiona)
guestions:

—

. Piease provide a copy of the ancdical sutveilance plan and describe how the follow up was

-+ eonducied as 2 resulf of the incident.

2. Fleage provide ull oseupntional health resords pertaining to the exposed jndividuals 2ud any
wdjvidugls that have presented with symploms associated with 4 possible exposare to
Coxiella, Brucelly, ot Mycobagteriion tubercubosis,

3. Please provide documentaxion in regavds 1 the risk assessment that was preformed for work
with Brucplld,

4. Please deseribe the decontamination procedires wsed fog the acrosol charober and any
modifications intorptrated to these procedures as s result bF this incident,

5. Please provide all standard opmsting pracedures (SOPs) and eedification dosuments as it
Telatos to the acrosof chamiber,

6. Please provide a suminary of events that octyrred with this intidens inchiding the follow-up
review (hal your enfity conducted to assute that agy other stmiler incidents do not veeurred.

7. Since your enfity failed to nueet the reporting requitements of 42 CF R, § 73.19, please
provide a plan of how Texas Ad M University will achieve compliance with 42 CR.R. 73,
In addition, pleasc explain if your entity failed to riont other required foderal and state
Teporting reguircnients.

8. Pleage provide access logs for Room and all roorys were ‘work with Brucella is
performed.

9. Please explain how your ingident response plan, secunty plan, and biosafety plan have been

modified as a result of Wis ncident,

This sdtzument b interded Yoy i oxtiushe uga of iha ragiplilfs] hamed sbovy. I sy contain sanelive Informaton that Iy protected, prvileged,
oc canfidehtial, and il stioud not be disseminated, diskibuled, of oopiad to perstns ndtapthanized i rECaRe such ifgimalion, I you of6 hol the
tendad recien((s), sty dissaminslion, disinbalion, or topying is striclly grotvbited. IFyou thlk you have recsivay fnlg documant in srror, pleass
ngldy the sender immadledily sod deslrey the ariginal,

Attachment #3
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10. Please provide any personal protstiive cquipment of entry requirements dut may be veeded
prioe 1o eniry It your laboratories,

1. Please provide any dacuments tegarding vaexpeoted animal iliness.

I2. Please provide an asscssment of the risks of eontinuing to utifize the acropo) chamber.

13, Please provide a detail deseription bl the measures Juplemented (o protect the empiloyees
from vxposures while decon(amivating the strosol chamber ineluding any snhanced personal
protective equipment (PPE) uiilized and the meflical syrveillance sctivities implemented, The
Jong term follow-up ol employses should be included jp this response,

The BSAT will be conducting an inspectian of your entity on April 16, 2007 1o 5sscss the measures
toplerognted by Tewas A M University to protect the sraff and public from expogure to pathdgente
ticrovrganism, the measutes iniplemented to prevent flther incidents and to evahate your entity's
cempliance wilh thy select agent regulationy. Please grale available all staff members lavolved in
the intident described in your report dated April 11, 2007 to be interviewed by the inspection tearn,

On Apri] 16, 2007, the fotlowing repregenmtives from the CHC wiil be visiting Texas A& M
Uuiversity:

Dianc Martin, Lesd Ingpector
Richard Henkel, Biosafety Officer
Meligsa Resoick, BIR Officer

Please hisve the response and «ny supporting docitimentnilon available for the inspectors wpon
their avtivad to yous entity on April 16, 2007

Please contact Loti Bane, Compliance Officer with the DSAT at 404-718-2006 or at the address

figted below if you have guestions.
Y,

Robbin Weyant, PhD, CAPT, USPHS

Pirector

Drivision of Select Agents and Toxing

Coardimating Office of Terrorism Preparedness and
Emergency Response

Trig dgzurment ie nteatied for he-exclislve vsw of the thcibfenils) named abovi, | mag cimthin senalfvednformation \na js protaciad, privieged,
Br confidattin), and it stoukd nol bis diezemindiod, dictdbutad, or coplad 16 porsome ol autholized tg repelve suoh Information. i you zig not te,
intendud raciplanys), any disseminaton, distibulion, er copylng is sirclly pronipliad. i you think you have racaved this dociment it efrer. ploosa
nnllfy e seddey immediately and dewtroy the triginal,
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Agpril 18, 2007

Fdehord Bwing, Responsiple Ofbeial

Texar A% M Univetuity (Registratlon, HC20060H05-0489Y
1300 Raegearch Pagkwny, Sufte 2150, TAMU 1186
College Stectown, T3 77843-7183

Fax} (979) 8623176

Subleat: 42 CRR. § 73.19 (Notdcaton of thedt, lokk, or zelowws)
' Doar Dr. Buwing: .

This iz o stknovipdae this voeipt nd the APTIS/ CTH Form. 3 (Report of Thed}, Loss, or Roloass of
Boleot Agonts aad Toxins) fron: Teocas Ade b4 Iniveraity dried April L1, 2007 thet yeported an
apoupaticnn) exposure W Fritaallz, Based Uon the reviewr of this sepore, the Cagets for Disgase
Canitol and Provention, [CDE), Dividien of Select Apremik and Toxins (DSATY bus eddiiionsl
questione:

1. Plompe provide 4 copy oF fiie mpsdicht survelilande plant and describe how the fbllow up Was
conilucted an & repult of the incident,

3. Plonse provide pll sosupationn) health rooarda pertiiing to the exposnd individuets atad any

individunls Wbat have presantof] with EYrptonds aspociated with o poasible rxpocice to

Coxdalla, Brucelfa oy Ayceebdoiayinm e T,

Pleuse provide dbéeimentation i regards 1o tHS rigl nrsesuent Hias Was preformed for worlc

with Brweslla. .

Plenge desorlbe the depontamination provedurss ussd for die pemoao! chamber td any

mtbdiffcstlony iIndorpernted to these pracsdmes a5 ©ooault of e hoident.

Pladge provide il skandargd, Ypsrating proceiures (SORY wd eertific ation domumunts as it

relatoy (e the acrosol shutiter, .

Plenbé provide o sursennry of evens thot geourped with this incident inoluding the followeup

rovienw that your exdvity omdusted to assirn that auy otiier siniliar incidene €b not oostuted.

7. Binde your entify failed to mest the: feportitg woqiirementts of 42 CLE.R. § 73.1%, plesac N
provitic a plan of how Taoxas & b Undvetuity vwill acfifeve compiianct with 42 C.RR. 753,
T nddition, pleass expialn Ifyour entry Gled ta mynct otliex required federal s siate
roporting requiremgnts.

§. Pleage provide accoss logs foy Ream antl 4} voorpa wers work with Sreeslia ts

erfproed. :

8. Plepsy explabs How your insident Fegponse plav, esvurity plan, end bioenfry plan have been

modificd ag o reguit o this ncldent.

L

Thtn dorunrdir to h\ungan Torfnk dxbliulvg ‘\u&b o tho reulhtsAigd) Amo ad abava, 1t WAy eonksn snnaiifye inforrstigh taf ik prolactad, pnvillogra.
£t eenfigonital, mnd L stouid pdk Be W13 eRTTnaled . @WOMIEAR. ) koplda T priutns Fal adriittod o reoiva much frfoaradion. f yau she hdt Uy
Intnadend welpinnio), sny dwadminalnh, disitd ujlon., or bopyli. 17 viskaity peohibilop B pot MY boU ave recnfugn @l documan I piror. phesss
sRtify Ve apride! madislaly aoy Soaoy e ol i,
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§ / DERARTUENT OFF HEALTH AMD HUMAN SERVICKS Pubdic [featth Sercive
%\, é Contals Tor Diseage Congrol
o <o and Provomtica s COC)
" Atlanta GA J033

To: Richard . Ewinp, Respansivle: Ofieial (i 0,)
Wice Presidont Tor Ressacehy
Texas A&M Univeesity

HHE TAMU
Coliege Bration, T 77843-1112

FAX: (H79)843-1855

From: Centers for Dismase Control sad Pievention, Division of Select Agents and Youins
Bate: Tune 7, 2006
Re: Faciliey Inspection Repaxt Respoosa: Texas AdoM Ufifeorsity”

‘Thank you for your wspectipn report respooses dated Muy 4, 2006 and Way 15, 2006 o the deficiencies Hsted inihe
seport fromy the Tebriyhy 23-24, 2006 mmspeation ofyaur fability, Plesse.sebrmit udditional information with
supposting documeatation, be noted bulow, by Tune 13, 206! '

Dbssrealion §

Requirement: An individual at emit}' retjuired Lo Yogister under this pact must deyelop and implement & wrinsp

biosalery plen that is comniensorats with thi risk of the sgept or voxin, given its infendud ase, The biosafely plan

must comain safficient informaiion and documentition te deseribs the blasafery and conthinment procedures. [42
5 -

CRR 73.03(n)] N

Observation: P} Smmuel's and Tesh's biosalety plany did oot contain sofficisor site gpéeifis informadon and -
docunentation to describe the biosafbty und contalnmiem protedurdy for wurk with select ageilts iy laborafory sulte
a0, Please provide docwrnentation thet nddrisss ts reguirement;

Hatity Rasponse; Tesh-No expecimtngs thizing the selact agent E. coli DHSulphna(pCKS- | 12) are carried cutin
the BLI safte. Roorr Jsed o store the spent gnd the regivirativn has been amended 56 veflect this. Al wark
o0 the agent is sarried ot in Room P1 Samuet®s plon haos boe updoted dnd chuded In Aggendix D.

LDC Responsy: Pleass provide uptated documentation that I'l Samuet's biogafety plan inchudes, oithier by
inclusion or reference, all 0f the standard BSL-3 micrgbiolppical pracslees as outlined in “Bloyalely in
Mivrobiologival and Biomedival Labovasoties” 4" ed., p. 27-28.

Observolion 12

-

B v

. yoo- . .
Reguirement; The plan must b reviewed anguizilyfdd revised ds robessary. Drills or exercists must Hy coaducted
ot teast anpually to test and evaluots the effectiveness of the plan, The plar wyist be veviewed snd revised, ay
nocessocy, afier any drill or exerbise oid after any incideat. (42 GFR 73,14 {d})]

Observotion: The entity incident sesponst plun provided i inspectons was not datad. Although fhe plan
docuinsntation indicates that it will be revieved and revised antpally, there was ne sigrnture page or orher molold
1o document review, The plan staledt (ot blonmia) tiercists to traln response personnel und evajuste the adequacy
of the plan would he conducred bue thece was nn evidence of an exerclse befng vottpleled, The incidem respogse
pla template used by the priftcipal investigntors did nof inglude x provision fov drills ar gxercises W be-eonducted ac
least anuually. Please provide docomeptation to addeess thuse reguirements,

Entity Respoaser The entity response plan (cisis managedent plag) reviewed by the ingpoction team wis & copy
of information contained by our webgite. A sipned and duted copy is uetached. [Ses Appeagiv) hengiigeidear
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resporise plow lemplate, 1o be used by aft principh] Investigators, now ipslutles a provis ion for deills or exercies o
U conducied at least armually, ast is artached. [$ee Appendiz £} N

ChC Response: Theentity erisia mavagprment plea (CMB) states thal the CMP shall be reviewed anpyally ard
modified a5 necasgary. 1t also sintes that bintmual exeréisss shall be held o wain Tegponse porsogriel and evalate
the adugaiicy of the CMP. The entity crivic manojgenaeat.plan subritted to CDC on May 15, 2006 s sigoed &
datedd it March 2003, ‘The CM® packet docs vontain a “rocord of chanyes” iog noting updaies 1 e plan fom 2004
and 2DUS but it is wor elear thet s iy o meview ar thel tHese changes have bean approved by munsgemen.

Pluass provide docimentstion thal thi¥ phin Wits becn reviewod anpally ps staed. Please ase provide on cxpmple
of g report of o biannuz) dgercisk tompleted to ovalogte tie adequacy of the CMP and wain raspoinse persoanel,

Chservarlon 26

Reguirement: Biviogical safety cabinels abd sther physical cantwimroent devices sre ustd whenever conduoing
provedures wilh o gotential for ereating aezrovols. These In¢lude nebtophy of infecred animaly, havvesting of tissues
o Nluids from infected titimbls. or epgs, br intranasud Moculution of animads. AL BSL-3 al work theuld be done ln a
primary barrier, otherwise Yespirators should b word by personne? In the roow. [BMBL, p. 66, C{4)

Observation: Laboratory wom inr the “Building contains an serefization chumber used by P) Ficht for
work with select agont. There wiwa na SOPs available for review by inspectors 1 tnsure appropridie seféty
precautions have been esublished for this prosedurs. Please provide docurmentation that {izis departure has begn
addressed.

F

Eutily fesponse: SOP’s for the agrolization charer die now in plake. (Sed Appendix 1]

CRC Response: As discussed during the Fobruary'22-24 fuspeotian, it was stated that Frincipal favestigpor Fiehit
would be performing aerosol werk wirl' select ngents. Please be tetinded that 42 GER 13,7 states that prior th
thaupes in the activities invoiving siy seleet agents or wxiv i ckrtifichts of repistration st be amended by the
epbity to include dyar work. Peior 1o the work being wpproved by die Seluct Agent Frogram, staddabd operatiug
procedures regavding thie serosol chatlerge will retd to be submined to addreds the following ndditional issues:
1) Flenso deseribe the mechiuist used to enstre that aiter the aerosef procedure, thers is no residiul sefect
egent ratndining on tha animai stsfags.
1) Are there any tahoraibry air ssmaling procedures W verify no squipmpnt lesks?
3} Haw dous the Inborutarian kaow the nebulizer {s functiyuing properly snd not leuking?
©4) Is the HEPA filirhvion syster for acrolizer sqoipment cetfificd?
8 1q the misroisololor cudi fFlumion system cerified?
Huy it heed delermined how many air shengesthaut i wkes to replave infecred particles affer eaeh rua?
7} Are the anlmnls anatsthetized.prior v srawsfer back to the microisolatsr cages? IF noy, describe thes
praevtre fanimals escape. Pegeribe the procedure {or tnimal bites or serrrohes, ,
8) Please provide more detaif an the ulsuning of the chambier 1o &asure thel the worker is nol pxposed to @y
agent diring the cleaning procoess.
%) I3 thers any alr sampling of the chargber after cleaning? .
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May 17, 2007

Robbin Weyant, PhD, CAPT, USPHS

Director

Division of Select Agents and Toxins

Coordinating Office of Terrorism Preparedness and
Emergency Response

Department of Health and Human Services

Centers for Disease Control and Prevention

1600 Clifton Rd. MS A-46

Atlanta, GA 30333

RE: Response to Letter Received on May 4, 2007, Texas A&M University: Report
of Site Visit; Request for Additional Tnformation '

Dr. Weyant:

The following report provides answers to the questions posed by the Centers for
Disease Control and Prevention (CDC) in your letter regarding the site visit request for
additional information,

The site visit was in response to a report submitted by Texas A&M University
concerning an employee’s exposure to Brucella on February 9, 2006.

At the time of the incident, the responsibility for managing CDC correspondence and
communication was transitioning from one Alternate Responsible Official (ARO) to
another and the report was inadvertently not submitted, Texas A&M University has
never purposefully withheld reporting this occupational health exposure.

First, let us state that the exposure to was the result of an inadequate
SOP with regard to the cleaning of the Madison Chamber. As you know, this research
1S proprietary, as is the SOP for cleaning the chamber. Qur protocol was consistent with
our prior experience using the Madison Chamber in experiments involving other select
agents. However, it is now clear that the SOP must be amended to provide for more
personal protection. We have enhanced the SOP to reflect this discovery,

Second, while was clearly not on the list to be involved with Brucella
experimentation, ‘Xposure was not related to carrying, using, manipulating, or
gaining possession of the select agent. Rather, we believe:  contacted the select agent
as she cleaned the chamber. Therefore, to be clear, was not assisting in
conducting the experiment, but did reach into the chamber when attempting to clean it.
Again, a new SOP will be in place at Texas A&M to limit access to the labs and to
broadly communicate all changes in the rules and procedures,
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Observations noted on April 16, 2007, through April 18, 2007, at Texas A&M
University (Page numbers from the BMBL or 42 CFR Part 73 specifying each
requirement are given in parentheses),

Observations:

L An individual or entity required to register under this part must mainiain
complete records relatin g to the activities covered by this part. Such records must
include: Information about all entries info areas containing select agents or
toxins, including the name of the individual, name of the escort (if applicable),
and date and time of entry [42 CFR § 73.17(a)(4)].

Observation: At the time of the inspection, there was no record of access to room
located in building being kept during the time the room was used for work
with select agents.

Request for supplemental information: Please provide an explanation as to why
entries into room were not being recorded as required under §73.17 (Records)
and how your entity will comply with all the requirements of §73.17.

Texas A&M Response: There are multiple rooms approved for select agent use
within the biohazard facility in Building including Room . Access logs to
the biohazard suite recorded facility entry listing a specific animal room housing
animals infected with select agents. The animals were moved within the biohazard

suite to Room for short periods of time to perform specific procedures, then
returned to their original housing room. A separate log for Room was not
maintained,

After input from CDC during the last site visit, we have added a separate entry log
used specifically for Room We have attached the log as well as the standard
operating procedure for the use of Room Attachment A).

2. A certificate of registration may be amended to reflect changes in circumstances
(e.g., changes in the activities involving any select agents or toxins, or the
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addition or removal of select agents or toxins)(1) Prior to any change, the
Responsible Official must apply for an amendment to 4 certificate of registration
by submitting the relevant page(s) of the registration application. {42 CFR §
73.7(h)(1].

Observation; Documentation provided to the CDC Inspectors indicated twelve
aerosol experiments with Brucella abortus and Brucella melitensis had been
performed using the aerosol chamber located in room located in building
since October of 2005. To date, DSAT has not received or approved an amendment
to update your certificate of registration to include these activities for room 143. In
addition, your entity was notified on June 7, 2006 (see Amendment #4) that prior to
any changes in the activities involving select agents, the entity’s certificate of
registration must be amended to include this work with select agents such as
aerosolization experiments and that this amendment must be approved by DSAT
prior to any work being performed. '

Request for supplemental information: Please explain why your entity failed to
submit an amendment and receive approval from DSAT prior to the twelve aerosol

experiments with Brucella abortus and Brucella melitensis that had been
performed using the aerosol chamber located in room 743 since October of 2005.

Texas A&M Response: An amendment request for authorization to use Brucellg
abortus and Brucella melitensis was not submitted because the Institution did not
recognize that use of the chamber with Brucella was not approved by CDC.

In 2004, use of the chamber for Coxiella was halted by the Institution to await
CDC approval. This clear indication of the Institution’s desire to comply with the
regulations remains our highest priority. However, the Institution should have had
knowledge that Dr, Ficht was not approved for use of the chamber with Brucella.
Regrettably, the need for an amendment was not recognized. Even after the CDC
inspection report of April 2006, which requested SOP’s for Dr. Ficht’s use of the
chamber with Brucella (which were provided to CDC in May 2006), the Institution
did not recognize that the use of the chamber with those agents was not authorized.

In response, the Institution has implemented a reorganization of duties for its
SBAT program to prevent a reoccurrence of this type of error. Procedures,
tracking systems, and training have been developed and additional personnel
resources have been dedicated to this program.

3. An individual or entity required to register under this part may not provide an
individual access to a select agent or toxin, and an individual may not access a
select agent or toxin, unless the individual is approved by the HHS Secretary or
Administrator, Jollowing a security risk assessment by the Attorney General 42
CFR § 73. 10(a)].
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Observation: On February 9, 2006, , who has not received
aceess approval from the DSAT, performed aerosolization experiments with
Brucella melitensis and Brucella abortus. After ompleted the

aerosolization experiments with Brucells melitensis and Brucella abortus, she
cleaned the aerosolization chamber by wiping down the rear inside of the chamber
with disinfectant. This cleaning technique caused - - head and arm to
enter into the interior of the chamber, most likely resulting in -

occupational exposure to either Brucella melitensis or Brucella abortus.

Request for supplemental information: Please provide an explanation regarding
this apparent allowance of unauthorized access to select agents mncluding: (1) Has
your entity allowed other unauthorized access to select agents to other individuals
and who are the individuals who had unauthorized access to select agents, along
with dates, times, and select agents associated with other incidents of unauthorized
access; (2} If your entity has been allowing unauthorized access to select agents
besides this incident, what immediate actions have you taken to ensure that these
individuals no longer have access; (3) What is your entity's plan of action to assure
prevention of similar events from occurring; and, (4) During the unauthorized
access, how was the select agent safeguarded against theft, loss, or release {see 42
C.F.R. § 73,11(2)) during this allowance of vnauthorized access to select agents,

Texas A&M Response; did not perform aerosolization

experiments with Brucella melitensis and Brucella abortus. Our understanding of
42 CFR § 73.10 has been that a person is considered to have access to the agent if
they have the ability to carry, use, or manipulate it, or if they have the ability to
gain possession of a select agent or toxin,

The Institution does not allow unauthorized personnel access to select agents. _ .

~ho was under escort, was exposed to a contaminated surface. did
not have access to select agents and did not perform any experiments,
should not have been allowed to clean the chamber.

To prevent future occurrences, additional training will be required of all approved
personnel concerning prevention of escorted visitors having contact with potential
contaminated surfaces,

4. Each individual with access to select agents or toxins must have the appropriate
education, training, and/or experience to handle or use such agents or toxins [42
CFR 73,10(c)]. An individual or entity required to register under this DPRrt must
provide information and trainin g on biosafety and security to cach individual with
access approval from the HHS Secretary or Administrator before he/she has such
access. In addition, an individual or entity must provide information and training
on biosafety and security to each individual rot approved for access from the
HHS' Secretary or Administrator before he/she works in or visits areqs where

select agents or toxins are handied or stored (e.g., laboratories, growth chambers,
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animal rooms, greenhouses, storage areas, etc). The training must address the
particular needs of the individual, the work they will do, and the risks posed by the
select agents or toxins. (42 CFR 73.15 (a)].

Observation; On February 9, 2006, o performed
acrosolization experiments with Brucella melitensis and Brucella abortus.
According to Jid not receive training or have any experience in

handling Brucella melitensis, Brucella abortus or Brucella Suls.

Request for supplemental information: Please provide an explanation why _

1id not receive the appropriate training prior to | work with select
agents. Based on this incident, please describe your entity's plan of action to assure
that all individuals who work or visit areas where select agents or toxins are
handled or stored will be provided appropriate training.

Texas A&M Response: - did not perform aerosolization
experiments with Brucella melitensis and Brucella abortus. presence in the
laboratory was to assist in the correct operation of the Madison Chamber.
should have received training relating to Brucella melitensis and Brucella abortus.

As a result of this incident, no one will be allowed access to the chamber without
documented proof of proper training. In addition, all personnel utilizing the BL3
chamber will be required to wear PAPRs. All Select Agent personnel will receive
updated training with regard to the necessity of strict adherence to the regulatory
requirements and standard operating procedures.

5. An individual or entity may not conduct a restricted experiment with a HHS select
agent or toxin unless approved by and conducted in accordance with any
conditions prescribed by the HHS Secretary. In addition, an individual or entity
may not conduct a restricted experiment with an overlap select agent or toxin
unless approved by and conducted in accordance with any conditions prescribed
by the HHS Secretary, after consultation with Administrator. Restricted
experiments: Experiments utilizing recombinant DNA that involve the deliberate
transfer of a drug resistance trait to select agents that are not known to acquire
the trait naturally, if such acquisition could compromise the use of the drug to
control disease agents in humans, veterinary medicine, or agriculture [42 CFR

§73.13 (@), (b)(1)}.

Observation: According to laboratory personnel interviewed by the CDC
Inspectors, Dr. Ficht had conducted restricted experiments utilizing recombinant
DNA that involve the deliberate transfer of a drug resistance trait to select agents
that are not known to acquire the trajt naturally, if such acquisition could
compromise the use of the drug to control disease agents in humans, veterinary
medicine, or agriculture (see 42 C.F.R. § 73.13(b)(1)). Specifically, experiments
conducted by Dr. Ficht that involved the introduction of plasrids containing
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kanamycin and chloramphenicol resistance cassettes used as selectable markers in
Brucella melitensis, Brucella abortus and Brucella suis. Please note that during the
February 2005 inspection of your entity, the inspectors identified that PI Tsolis's
standard operating procedures indicated restricted experiments being conducted
and that this work was not reflected on the PI's statement of work for your entity's
certification of registration. On April 11, 2005, you responded that "PI Tsolis’
recombinant antibiotic resistance work has ceased and is not currently planned. If
this type of work is considered in the future, an amendment to update the current
registration for PI T'solis will be submitted to the CDC.”

Request for supplemental information: Please provide a detailed description of

all select agent work being conducted by Pls at your entity; describe why any
restricted experiments have been performed at TAMU without approval from
DSAT, and what steps the entity will take to prevent reoccurrence of a restricted
experiment being conducted without approval from the DSAT. Also, please
provide a list of all select agent strains currently possessed by TAMU in which
antibiotic resistance markers have been introduced using recombinant DNA
techniques. In addition, please include a copy of any Institutional Biosafety
Committee (IBC) minutes for all projects that involve select agents and toxins
including a list of the IBC members, date the project was approved, and the
Justification for this approval.

Texas A&M Response: Attachment B contains details of the work with select
agents for each principal investigator. The Institution is not conducting any
restricted experiments. By the definition of a restricted experiment found in 42
CFR § 73.13 (b)(1); Experiments utilizing recombinant DNA that involve the
deliberate transfer of the drug resistance trait to select agents that are not known to
acquire the trait naturally, if such acquisition could compromise the use of the drug
to control disease agents in humans, veterinary medicine, or agriculture— we do not
conduct restricted experiments. Prior to conducting any restricted experiments,
Texas A&M University will gain approval from DSAT,

The experiments using kanamycin and chloramphenicol are not restricted under
the definition because either they are known to acquire the train naturally or they
are not used to control brucellosis in humans, veterinary medicine, or agriculture,
Details of PI Ficht’s work, found in Attachment B contains further information
regarding these experiments as well ag references,

Attachment C contains the IBC documentation (application containing the risk
assessment) for select agent research. This work was reviewed in 2003 and 2004
before IBC guidelines for documentation were clear. All select agent work is being
re-reviewed this year. Documentation of those studies that have already been re-
reviewed is included in this package. IBC minutes from the 2003-2004 period do
not reflect specific project discussion or approval.  These minutes do not
specifically reference select agents. Attachment D contains a list of the IBC
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members, and 2007 minutes including review and approval of select agent projects.

An individual or entity must adhere to the Jollowing security requirements or
implement measures to achieve an equivalent or greater level of security: Allow
access only to individuals with access approval from HHS Secretary or
Administrator [42 CFR § 73.11¢d) (1)].

Observation: On February 9, 2006 » Who has not received
access approval from the DSAT, performed aerosolization experiments with
Brucella melitensis and Brucella abortus, After completed the

aerosolization experiments with Brucelln melitensis and Brucelly abortus,
cleaned the aerosolization chamber by wiping down the rear inside of the chamber
with disinfectant, This cleaning technique caused aead and arm to
enter into the interior of the chamber, most likely resulting in

occupational exposure to either Brucelly melitensis or Brucella abortus.

Request for supplemental information: As your entity's security plan states in
section C (Personnel Security) that "only DOJ authorized persons will have access
to select agents,” please provide an explanation regarding this apparent allowance
of unauthorized access to select agents even though this practice deviates from the
current policy outlined in your security plan. ‘

Texas A&M Response: did not perform aerosolization
experiments with Brucella melitensis and Brucella abortus. Based on the
definition of access found in 42 CFR § 73.10, never had the “ability
10 carry, use, or manipulate the agent, nor did have the ability to gain
possession of a select agent or toxin. ” Throughout the entire time was in the
laboratory, DOJ approved personnel escorted her. observed and
instructed regarding use of the Madison Chamber, but did not perform the
experiment,

As a result of the incident, however, all laboratory personnel are being retrained on
the regulatory requirements in order to ensure that no unauthorized person will
have access to select agents.

An individual or entity required to register under this part must develop and
implement a written biosafety plan that is commensurate with the risk of the
agent or toxin, give its intended use. [42 CFR § 73.12].Ventilation should be
provided in accordance with criteria SJrom the Guide for Care and Use of
Laboratory Animals. A ducted exhaust air ventilation system is provided. This
System creates directional airflow which draws air into the laboratory from
“clean" areas toward "contaminated” areas. The exhaust air is not recirculated
{0 any other area of the building. Filtration and other treatments of the exhaust
air may not be required, but should be considered based on site requirements,
and specific agent manipulations and use conditions. The exhaust must be
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dispersed away from occupied areas and air intakes, or the exhaust anent be
HEPA-filtered. Personnel must verify that the direction of the airflow (into the
animal areas) is proper. It is recommended that a visual monitoring device thay
indicates and confirms directional inward airflow be provided at the animal room
entry. Consideration should be given to installing an HVAC control system to
prevent sustained positive pressurization of the animal spaces. Audible alarms
should be considered to notify personnel of HVAC system failure [Biosafety in
Microbiological and Biomedical Laboratories (BMBI); D8}

Observation: For room located in building the CDC Inspectors were
unable to verify that the room had proper directional airflow at the time of the
inspection because the visual monitoring system used to confirm directional airflow
for the room was not functioning properly.

Request for supplemental information: As the CDC Inspectors were not able to

confirm that the room had directional airflow, please provide documentation that
Room has a functional visual monitoring device and that the directional
airflow is from "clean" area toward "contaminated" area.

Texas A&M Response: Room in Building aas been tested and it is
verified that airflow is directional into the laboratory. An indicator ball used as a
visual indicator was stuck and has been repaired. The suite also has an auxiliary fan
that is used to increase airflow due to filter loading and it has been engaged to
further increase ventilation rates. Documentation provided as Attachment E.

8. An individual or entity required to register under this part must develop and
implement a written biosafety plan that is commensurate with the risk of the
agent or toxin, given its intended use [42 CFR §73.12]. The completed Biosafety
Level 3 facility design and operational procedures must be documented, The
Jacility must be tested for verification that the design and operational parameters
have been met prior to operation. Facilities should be reverified at least annually
against these procedures as modified by operational experience [BMBL: D14].

Observation: The entity did not provide documentation for room located in
building that annual verification was performed to ensure that the laboratory

meets the design and operational parameters,

Request for supplemental information: Please provide this documentation.

Texas A&M Response: Copies of the annual verification for Room are
included in Attachment F. Please note that the most recent verification resulted in
an amendment to temporarily move the animals in that BL3 suite. We plan to
relocate the animals as soon as the amendment is approved.

9. An individual or entity required to register under this part must develop and
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10

implement a written biosafety plan thar is commensurate with the risk of the
agent or loxin, given its intended use. [42 CFR §73.12]. Equipment and work
surfaces in the room are routinely decontaminated with an effective disinfectant
after work with the infectious agent, and especially after overt spills, splashes, or
other contamination by infectious materials [BMBL: 4 71

Observation: During the inspection of the aerosol chamber, the CDC Inspectors
noted that the interior and exterior of the chamber contained a significant amount
of animal hair,

Request for supplemental information: Please verify standard operating
procedures that provide documentation that the chamber is routinely
decontaminated with an effective disinfectant after work with the infectious agent
to ensure removal of all contaminated materials, including hair and anima] waste
and explain if there was a deviation in standard protocols, what steps you will take
to ensure that standard protocals are followed.

Texas A&M Response: Guinea pig hair was present in the chamber, but it is not
considered to pose a risk to safe operation of the chamber. The procedure to
disinfect and clean the chamber begins after the animals are removed. A chemical
disinfectant is sprayed into the chamber completely coating all surfaces within the
chamber. Following a period of several minutes to allow the disinfectant to have
its effects, the interior surfaces of the chamber are wiped down manually using
absorbent paper towels. This process removes all urine and fecal pellets and most
animal hair from the interior of the chamber. However, when white hair from the
guinea pigs is wet with disinfectant, it is particularly hard to see against the silver
interior of the chamber, which is not well illuminated by room lights. Some hair
tends to stick to the sides of the chamber despite thorough cleaning. These hairs '
Pose no risk since they have been disinfected and do not preclude safe operation of
the chamber.

The standard operating procedures for the chamber including decontamination are
included in Attachment G.

An individual or entity required to register under this part must develop and
implement a written biosafety plan that is commensurate with the risk of the
agent or ftoxin, given its intended use. [42 CFR §73.12]. Continuous flow
centrifuges or other equipment that may produce aerosols are contained in
devices that exhaust air through HEPA filters before discharge into the
laboratory. These HEPA systems are tested at least annually.  Alternatively, the
exhaust from such equipment may be vented to the outside if it dispersed away
Jrom occupied areas and air intakes [(BMBL: D11].

Observation: According to documentation provided to the CDC Inspectors, the
HEPA systems of the aerosol chamber located in room are not routinely
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11,

12

verified or tested to ensure that the HEPA filters provide adequate protection. Dr.
David McMurray provided documentation to the CDC Inspectors that the routine
maintenance of the Madison Aerosol Chamber indicated that testing of the HEPA
System is not necessary,

Request for_supplemental informatien: Please provide documentation from the
manufacturer regarding HEPA system maintenance to support this statement.

Texas A& M Response: The filters on the unit have been tested by an outside
vendor and met the requirements of NSF/ANSI Standard 49-2004. Documentation
provided in Attachment H. To our knowledge, and confirmed by Dr. McMurray,
the only relevant documentation provided to CDC by Dr. McMurray was a copy of
the May 2004 Operating Procedures for Aerosol Chamber. This documentation
does not address testing or maintenance of the chamber. We do not have
documentation from the manufacturer regarding HEPA system maintenance.
EHSD will add the HEPA filtration on the aerosol chamber to the testing schedule
for biological safety cabinets.

An individual or entity required to register under this part must develop and
implement a written biosafety plan that is commensurate with the risk of the
agent or toxin, given its intended use. [42 CFR § 73.12]. AN manipulations of
infectious materials, necropsy of infected animals, harvesting of tissues or fluids
Jrom infected animals or embryonate eggs, efc. are conducted in a Class IT or
Class I biological safety cabinet {BMBL: C5 /-

Observation: The CDC Inspectors noted that the design of the chamber is such
that after the aerosol challenge, the nebulization unit containing infectious material
must be disassembled in the laboratory and not in the biosafety cabinet.

Request for supplemental information: Please provide documentation that safety
procedures are established and followed to minimize the nisk for laboratorians
disassembling the nebulization unit containing infectious material,

Texas A&M Response: The attached standard operating procedures contain the
safety procedures established to minimize the risk for laboratory personnel
disassembling the nebulization unit containing infectious material (Attachment I).

The biosafety and containment procedures must be sufficient to contain the
select agent or toxin (e.p., Physical structure and features of the entity, and
operational and procedural safeguards (42 CFR § 73.12¢b)}).

Observatian: Documentation provided to the CDC Inspectors indicated twelve
acrosol experiments with Brucella abortus and Brucella melitensis had been
performed using the aerosol chamber located in room _ located in building

since October of 2005. The CDC inspectors were informed that the established
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13,

biosafety protocols for work with Mycobacterium were used for the aerosol
experiments with Brucella melitensis and Brucella abortus.

Request for supplemental information: Please provide documentation of (1) the
dated risk assessment that was performed that indicated the biosafety procedures
for work with Mycobacterium was sufficient to be used for the acrosol experiments
with Brucella melitensis and Brucella abortus; (2) risk assessments for all select
agent work being conducted by Pls at your entity to ensure that the biosafety and
containment procedures are sufficient to contain the select agent or toxin, and 3)
the procedures of how risk assessments are conducted to ensure that the biosafety
and containment procedures are sufficient to contain the select agent or toxin.

Texas A&M Response: Attachment C contains the individual risk assessments
for work with Mycobacterium, Brucella melitensis and Brucella abortus, as well as
all other select agents currently used at Texas A&M University. EHSD reviews
risk assessments submitted by the researcher for procedures involving work with
select and infectious agents, along with the Institutional Biosafety Committee
(IBC). EHSD works with the principal Investigators/laboratory directors through
the IBC to correct deficiencies noted in the risk assessments. As a result of new
information on risk assessment published in the recent 5" edition of the BMBL, the
Institution has developed an SOP for risk assessment. This procedure specifically
addresses the content of risk assessments and defines the roles and responsibilities
for the PI, BSO, and IBC. Attachment J contains the Rigk Assessment SOP,
which now requires signature from the Investigator, BSO and the IBC Chair.

An individual or entity required to register under this part must develop and
implement a written biosafety plan that is commensurate with the risk of the
agent or toxin, given its intended use. (42 CFR §73.12]. When q procedure or
Process cannot be conducted within g biological safety cabinet, then appropriate
combinations of personal Pprotective equipment (e.g. respirators, face shields) and
physical containment devices are used [BMBL: C5].

Observation; On February 9, 2006, aerosolization experiments were performed
with Brucella melitensis and Brucella abortus. According to interviews with the
laboratorians present during these experiments, the CDC Inspectors were told that
the personal protective equipment being used consisted of an N-95 respirator,
safety glasses with splash guards, tyvek suits and gloves. Based on the CDC
Inspectors questions to the laboratorians about quantitative or qualitative fit testing
for the N-95 respirators, the CDC Inspectors determined that none of these
individuals had been fit tested with the N-95 respirators. In addition, the CDC
Inspectors received documentation that annual respirator fit testing is not
performed for all laboratory workers that use N-95 respirators.
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Request for supplemental information: Please provide an explanation why
1

aboratory workers are not tested to ensure that the N-95 respirator being used
provides adequate respiratory protection,

Texas A&M Response: All laboratory workers wearing any respiratory protection
are required to be fit-tested and trained prior to wearing respiratory protection. The
use of PAPRs is now required in Room in Building There was an
inconsistency between the facility protocol and the researcher protocols and some
researchers wore N-95 respirators. IBC will reinforce to all select agent participants
that respiratory training and fitting are required prerequisites to wearing respiratory
protection and that written protocols on personal protective equipment for joint-use
facilities such as Building must be strictly adhered to and enforced. Individual
protocols for select agent users in Building 1ave been rewritten to require
PAPRs. EHSD will provide the necessary training and fit-testing for personnel. A
copy of the Respiratory Protection Plan utilized by EHSD is attached (Attachment

K).

Observation: The "Operating Procedures for the Biosafety Laboratory Suite,
Veterinary Research Building" document dated 2/22/07 that was provided to the
CDC Inspectors states that N-95 respirators are used for acroso! studies. This
contradicts the undated risk assessment document that was provided to the CDC
Inspectors which states that powered air purifying respirators should be used.

Request for supplemental information: Please explain this discrepancy.

Texas A&M Response: The document dated 2/22/07 that included the use of N95
masks was in place prior to the incident; however, because of the way the
document was set to “track changes,” the date changed each time the document was
used. The undated risk assessment document was completed after the incident.
Attachment I contains the most current SOP.

An individual or entity required to register under this part must develop and
implement a written biosafety plan that is commensurate with the risk of the
agent or toxin, given its intended use [42 CFR § 73.12]. Laboratory and support
personnel receive appropriate training on the potential hazards associated with
the work involved, the necessary precautions are incorporated into standard
operating procedures. Personnel are advised of special hazards and are required
to read and follow instructions on practices and Procedures [BMBL: B7],

Observation; The entity did not provide documentation that individuals operating
the acrosol chamber had received training to ensure safety procedures were
followed during operation of the chamber for the twelve aerosol experiments with
Brucella abortus and Brucella melitensis that had been performed using the aerosol
chamber located in room . located in building = since October of 2005, The
entity did not provide documentation that individuals operating the aerosol



Robbin Weyant, PhD, CAPT, USPHS
May 17, 2007
Page 13

15,

16.

chamber had received training to ensure safety procedures were followed during
operation of the chamber.

Request for supplemental information: Please provide documentation that
training was conducted including the date of the training, a description of the
training provided, and the means used to verify that the employee understood the
fraining.

Texas A&M Response: Attached are the most recen{ training documents
(Attachment L), which includes a staternent that the employees were trained to use
the chamber in 2005. To ensure safety, security, incident response and regulatory
compliance, all select agent personnel will be required to be retrained by June 1,
2007.

An individual or entity required to register under this part must develop and
implement a written biosafety plan that is commensurate with the visk of the
agent or toxin, given its intended use. [42 CFR § 73.12]. Aside from the standard
policies, procedures, and protocols Jor emergency situations established by the
Jacility director, appropriate special policies and procedures should be developed
as needed and approved by the Institutional Animal Care and Use Committee
(IACUC) and the Institutional Biosafety Committee (IBC) [BMBL: Al IA

Request for supplemental information: Please provide documentation that the
animal work that had been performed using the aerosol chamber located in room

located in building since October of 2005 was approved by the
Institutional Biosafety Committee (IBC) of TAMU. Please provide a copy of any
IBC minutes approving the project including a list of the IBC members, date the
project was approved, the justification for this approval, and the date(s) of the
approval.

Texas A&M Response: Attachment C contains IBC documentation that animal
work was approved. The work was reviewed before IBC guidelines for
documentation were clearly established. All select agent work is being re-reviewed
this year,

Upon discovery of a release of an agent or toxin causing occupational exposure
or release of a select agent or toxin outside of the primary barriers of the
biocontainment area, an individual or entity must immediately notify CDC or
APHIS [42 CFR § 73.19 (b]. An Individual or entity must adhere to the
Jollowing security requirements or implement measures to achieve an equivalent
or greater level of security: Require that individuals with access approval from
the HHS Secretary or Administrator immediately report any of the following to
the Responsible Official, any release of a select agent or toxin [42 CFR § 73.11

(A(7)(iv)].
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Observation: Based on documentation provided to the CDC Inspectors, PI Ficht
sent an email on April 21, 2006 to alternate Responsible Official Brent Mattox
and alternate Responsible Official Angelia Raines that notified them of Dr.
McFarland's occupational exposure,

Request for_supplemental information: Please explain why the alternate
Responsible Officials failed to immediately report the occupational exposure to
the DSAT as required by 42 CFR §73.19 (b).

Texas A&M Response: The initial incident notification should have occurred
during the time Texas A&M was preparing the initial response to the CDC 2006
inspection. The process for handling CDC incident reporting was undergoing
organizational transition within the Institution, and as a result, both AROs
believed that the other had the responsibility to report to the RO and to the CDC.
In addition, there was some question on the part of one ARO as to whether an
occupational exposure inside biocontainment constituted a “release”. The BSO
did work with the Investigator to investigate the incident and did work with the
occupational health program to ensure health agency reporting, Nevertheless, the
lack of reporting would not have occurred had better communication processes
been in place.

In June 2006, the reporting requirements for incident response were clearly
established and since then the Office of Research Compliance has been
responsible for processing this information with input from the BSO and
Principal Investigator, on behalf of the Responsible Official (RO). After
discovering in April 2007, that this incident was not reported properly, we have
reviewed our entire program and have clarified the incident reporting procedure
that was established in June 2006.

Request for supplemental information: Please provide a summary of events that

occurred when this email was received by the alternate Responsible Official who
was acting on behalf of the Responsible Official including the follow up review
that was conducted as a result of this email report. Please also explain why the
alternate Responsible Official who was acting on behalf of the Responsible
Official did not follow the security protocols outlined in the "TAMU Facilities
and Research Laboratories with Select Agents" security plan.

Texas A&M Response: When the email was received by the Biosafety
Officer/ARO, he reviewed the incident with the PL. He then worked with the
institutional Occupational Health provider to evaluate all other employees who
could have been exposed. Because of the way the event occurred, it was
determined early on, that the exposure was a result of the employee reaching into
the chamber to clean it after the select agent experiments had been completed.
She was accustomed to using the chamber for non-select agent work and
attempted to clean it as would have been the normal process. After reviewing
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the incident, the PI and BSO determined that staff should be retrained to ensure
that such an event would not occur again,

This was the first incident that occurred since Texas A&M had registered for the
Select Agent program. The process for handling CDC incident reporting was
undergoing organizational transition within the Institution and as a result, both
AROs believed that the other had the responsibility to report to the RO and to the
CDC. In addition, there was some question on the part of one ARO as to whether
an occupational exposure inside biocontainment constituted a “release”, The
“TAMU Facilities and Research Laboratories with Select Agents” security plan,
dated February 2006, stated on page 9 that CDC should be notified in the case of
theft or loss of a select agent or toxin. It did not however, address notification of
CDC in the event of a release. Furthermore, it did not specify who at the
institution was responsible for notifying CDC in the event of a loss or a theft.
This lack of specificity was a contributing factor to the confusion between AROs
as to who had responsibility for reporting. Currently, the Institution reports all
occupational exposures, including elevated titers, to CDC and it has been
cstablished that reporting requirements are the responsibility of the Office of
Research Compliance (ORC).

In June 2006, ORC met with the Investigators and clarified the incident
notification and reporting process. In December 2006, the process established in
June 2006 was followed as a result of an incident that occurred. All required
institutional representatives were informed, beginning with the RO, the BSO and
the University Police. CDC was contacted and a report followed. The BSO and
University Police immediately investigated with input from the Principal
Investigator and laboratory staff. All plans (safety, security and incident reporting)
were then reviewed by the Investigator, and changes were recommended and
implemented. Staff received training regarding the process for counting animals.

We believe that after establishing the process and clarifying it with the
Investigators in December 2006, we handled the incident based on CDC
standards and requirements

An individual or entity required to register under this part must develop and
implement a written biosafety plan that is commensurate with the risk of the
agent or toxin, given ifs intended use. {42 CFR § 73.12].An appropriate medical
surveillance  program is in place. All personnel  receive appropriate
immunizations or tests for the agents handled or potentially present When
appropriate, a serum surveillance system should be implemented In general,
persons who may be at increased risk of acquiring infection, or for whom
infection might have serious consequences, are not allowed in the animal facility
unless special procedures can eliminate the extra risk Assessment should be
made by the Occupational Health Ph ysician [BMBL: A3].
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Observation: On February 9, 2006, ~ - performed
aerosolization experiments with Brucella melitensis and Brucella abortus. After
ompieted the aerosolization experiments with Brucella melitensis
and Brucella abortus, cleaned the aerosolization chamber by wiping down the
rear mside of the chamber with disinfectant. This cleaning technique caused
oead and arm to enter into the interior of the front of the chamber and
most likely resulted in occupational exposure to either Brucells
melitensis or Brucella abortus. Based on information provided by . to
the CDC Inspectors, no follow-up was conducted by TAMU following
occupational exposure even though ... _nformed PI Ficht on April 12, 2006 that
she had been diagnosed with brucellosis,

Request for supplemental information: Please describe the medical surveillance

system in place at your entity including the post-exposure protocols and explain

why your entity failed to follow up regarding occupational
exposure,
Texas A&M Response: did not perform aerosolization

experiments with Brucella melitensis and Brucella abortus. A copy of the medical
surveillance plan is provided in Attachment M. The employee is now regularly
monitored in the surveillance program conducted through the Institution’s
Occupational Health and Safety program and is currently being monitored for
Brucellosis serology every six months. Further, Scott & White Occupational
Health Clinie, the Institution’s occupational health provider since 2002, provides
medical support and consultation to the Institution for all individuals enrolled in the
medical surveillance program.

Based upon our assessment of the internal follow up, we recognize and
acknowledge the opportunity to improve our current processes. While the
Investigator contacted the Biological Safety Officer (BSO), and took steps to
identify the problem, a more thorough post-exposure investigation should have
occurred. In the future, the BSO will lead the post-exposure investigation, which
will include immediate steps to isolate the problem, prevent other exposures and
work in concert with the Investigator to reassess the risk associated with the
laboratory. The PI will then determine the necessity for modifications to the
Biosafety Plan, Incident Response Plan, and/or Security Plan and submit any
changes to the IBC for review and approval. After IBC approval, the RO or
designee will determine if a CDC amendment is required,

Additionally, if an incident occurs, afier final disposition, the Office of Research
Compliance (ORC) will convene a meeting of all Select Agent Investigators and
the Institution’s Select Agent Program personnel. The purpose of the meeting wiil
be to provide this research community the opportunity to share information related
to best practices in lab safety, security, incident planning and regulatory
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compliance. Furthermore, we will pursue peer review by outside researchers
familiar with select agent research and operating procedures.

CDC’s statement that “no follow up was conducted by TAMU following her
occupational exposure...” is incorrect. On April 21, 2006 a positive diagnosis was
reported to Dr. Ficht and vas immediately referred by Dr. Ficht
with concurrence of the BSO, to Scott and White Occupational Health Clinic and
remains to this day under Texas A&M'’s medical surveillance program.

18. Establish a protocol for intra-entity transfers under the supervision of an

19.

individual with access approval from the HHS Secretary or Administrator,
including chain-of-custody documents and provisions for safeguarding against
theft, loss, or release {42CFR § 73.9(a)].

Observation: Based on documentation provided to the CDC Inspectors, the
preparation of test samples for the twelve aerosol experiments with Brucella abortus
and Brucella melitensis that had been performed using the aerosol chamber located
in room located of building since October of 2005, was completed in
laboratory room located in building

Request for supplemental information: Please provide the intra-entity transfer

documentation that ensures that a security protocol was in place when these
transfers occurred from laboratory room Building to room Building
972).

Texas A&M Response; While the SOP indicates the process for intra-entity
transfers, the Institution utilizes a form to document the chain of custody when a
select agent is transferred between authorized users. This was a transfer of location
only, not a transfer to another authorized individual. Dr. Ficht was authorized to
possess the agent in both locations and the agent never left the possession of the
Investigator. Therefore, intra-entity transfer documentation was not required.
However, in accordance with the latest CDC Security Plan Template (March 2007),
we will modify our institutional procedures to include movement from one location
to another.

Upon discovery of a release of an agent or toxin causing occupational exposure
or release of a select agent or toxin outside of the primary barriers of the

biocontainment area, an individual or entify must immediately notify CDC or
APHIS [42 CFR § 73.19 (b)].

Observation. Upon review of clinic records, there were laboratorians identified
with elevated titers to Coxiella burnetii, the causative agent of Q-fever. On April
24, 2007, Angelia Raines submitted APHIS/CDC Form 3 to report the possible
occupational exposure to Coxiella burnetii.
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Request for supplemental information: Please provide occupational health
records including the baseline titers pertaming to the exposed individuals that are
related to this incident. In addition, please provide the records for John Park,
Gordon Draper, Laura Quinlivan, Wilhelmina Boehout, Joshua Hill, Katia Mertens,
Kasi Russel-Lodrigue, Jared Barker and James Samuel.

Texas A&M Response: Occupational Health Records, supplied by Scott & White
Clinic, are included in Attachment N,

Request for supplemental information: Please provide a copy of the medical

surveillance plan and describe the follow up that was conducted based on the plan
as a result of the incident.

Texas A&M Response: As part of an Occupational Health Plan, workers with
access to Coxiella burnetii will participate in a periodic serologic analysis for
response to Coxiella burnetii. A serologic sample will be taken prior to work with
virulent Coxiella burnetii as a baseline sample. Scott and White Clinics, the
Occupational health Plan provider, will notify workers of reportable serologic
responses. Personnel will be advised to consult with Scott and White clinicians
about the relationship between serological titer, clinical disease, and treatment
options. Personnel reporting to the PI with clinical symptoms consistent with acute
Q fever will be advised of the opportunity to consult Scott and White clinicians,

All personnel working with Coxiella burnetii in the BL-3 suttes have demonstrated
proficiency in standard microbiological practices and techniques as well as
practices specific to the suite.

In April 2007, the institution redefined occupational exposures to include elevated
titers is now reporting all such incidents to CDC.,

Request for supplemental information: Please describe corrective measures that

have been implemented in order to prevent future incidents.

Texas A& M Response: The laboratory was completely decontaminated as a
precaution; however, since a common source of ¢xposure was not identified, other
corrective actions were limited to those described above,

Request for supplemental information: Please describe any training that has

been conducted as a result of this incident. Please provide documentation that
training was conducted including the date of the training, a description of the
training provided, and the means used to verify that the employee understood the
training.

Texas A& M Response: No additional training has been required at this time.
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Request for supplemental information: Please explain how your incident
response and biosafety plans have been modified as a result of this incident.

Texas A& M Response: Review of the situation indicated that all components of
the SOP for work with the agent are appropriate and ensuring minimal exposure to
agent. The incident response and biosafety plans have been reviewed and found
appropriate.

Upon discovery of a theft or loss of a select agent or toxin, an individual or entity
must immediately notify CDC or APHIS [42 CFR § 73.19 (a)].

Observation: On January 29, 2006, Angelia Raines, the alternate Responsible
Official reported a mouse that was infected with Coxiella burnetii was discovered
missing on 12/21/06. Based on the response from Ms. Raines on 1/18/07, the
DSAT has the following additional questions: ‘ '

Request for supplemental information: Please explain how "Scot Holster” is
(Building

listed on the "Facility Access Log" for Room when he is not
listed as on the "Personnel who are have approved access to Laboratory (1/ 19/07)."

Texas A& M Response: CDC was contacted by Angelia Raines on December 21,
2006 and the required form was filed on December 22, 2006. Scot Holster should
have been included on the list of "Personnel who have approved access to
Laboratory (1/19/07)." Although Scot Holster has been approved by DSAT since
2004, our paperwork does not properly reflect the facility in which he is working.
We are currently working with Jim McGee, of the CDC to update all of our
information in order to ensure accuracy.

Request for supplemental information: Please provide a detailed description of

the follow up conducted by your entity that explains your determination that your
investigation had been “closed” because "the missing mouse was most likely
included in the autoclaved bedding material and disposed.” Please provide any logs
or documentations that will support your determination. Since you reported the
incident to local authorities (case #12-06-5068), please provide results of their
investigation.

Texas A& M Response: Attachment O contains the case report for the incident,
which includes details of the follow up.

Request for supplemental information: Please explain how the inventory records

are reconciled as indicated on Section SB of your approved application. Please
provide a detailed description and supporting documents of how the inventories
were verified during the report of the loss to ensure select agents were safeguarded
against theft, loss, or release.,
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Texas A& M Response: Inventoried items, those that are stored (-80 C), are
reconciled annually, with all individual vials inspected for accuracy. Infected
animals are not considered stored, inventoried items. They are considered active
and temporary cultures. Records of these cultures are maintained in research
notebooks and these documents are used to reconcile their number.

Reguest for supplemental information: Please explain what security measures

are in place at your entity to ensure select agents were safeguarded against theft,
loss, or release.

Texas A& M Response: Our entity (Building » Rooms ) is secured
by an approved personnel access system and finger print specific entry only.

Request for supplemental information: Please describe how your security and

incident response plans have been reviewed and revised (if needed) as a result of
your investigation to this report of loss.

Texas A&M Response: The security and incident response plans were reviewed
and training performed to ensure that personnel are knowledgeable and compliant
with plans,

Regquest for supplemental information: Please provide documentation regarding

the training that was conducted in follow up to this incident including the date of
the training, a description of the training provided, and the means used to verify
that the employee understood the training.

Texas A&M Response: Documentation of training can be found in Attachment
P

An individual or entity required to register under this part must designate an
individual to be the Responsible Official. The Responsible Official must: (1) Be
approved by the HHS Secretary or Administrator Jollowing a security risk
assessment by the Attorney General, (2) Be Samiliar with the requirements of this
part, (3) Have authority and responsibility to act on behalf of the entity, (4)
Ensure compliance with the requirements of this part [42 CFR § 73.9(a)]).

Request for supplemental information: Based on the above observations noted

during the inspection, please provide documentation that the Responsible Official
is familiar and ensures compliance with the requirements of the select agent
regulations including documentation of the most recent annual inspection
conducted for each laboratory and assurances that no select agent or toxin work is
being performed without the proper oversi ght,

Texas A& M Response: Attachment F contains information related to the most
recent inspections.
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As the RO for Texas A&M University, I am committed to ensuring that the best
possible practices are in place to ensure laboratory safety and security as well as to
maintain public trust. To that end, I have been approved by the HHS Secretary or
Administrator following a security risk assessment by the Attorney General to act
as the RO. I am familiar with the requirements of 42 CFR 73. | have authority and
responsibility to act on behalf of the Texas A&M University, and I have put an
organization in place to ensure compliance with the requirements of 42 CFR 73.

In an effort to improve our program, we recently had an external peer review
conducted by the University of Texas Health Sciences Center at Houston and we
are awaiting a written report. The review was led by UTHSC’s Responsible
Official and Institutional Biosafety Officer, Dr. Robert Emery. Most notably,
based on their preliminary input, I have directed our organization to establish bi-
monthly safety, security and compliance inspections so that 1 can take steps to
immediately address any issues that compromise the success of our select agent
research program. Other measures to improve our program are also being evaluated
and will be implemented as they are developed, including outside peer researcher
review,

While we are still establishing and increasing vigor in our procedures and training,
I belicve that we are building a program of best practices for select agent research.

Sincerely,
' .
Jtowd &
Dr. Richard E. Ewing

Enclosures (19)

pc: Micheal D. McKinney, Chancellor
Eddie J. Davis, Interim President
David B. Prior, Executive Vice President and Provost
Jerry R. Strawser, Interim Executive Vice President and Provost
Fuller W. Bazer, Associate Vice President for Research
Charley B.Clark, Associate VP for Risk, Compliance & Advisory Services
John M. Salsman, Director Environmental Health & Safety
Christopher M. Meyer, Assistant VP for Environmental Health & Safety
Brent §. Mattox, Manager Environmental Health & Safety
Angelia M. Raines, Director, Office of Research Compliance
Scott A. Kelly, Deputy General Counsel



Mahle, Debbie

From: Meyer, Chris

Sent: Thursday, July 05, 2007 4:51 PM
To: Kelly, Scott

Cc: Clark, Charley

Subject: FW: Re: Lab accident

Scott,

I found the following e-mail which appears to be responsive to the Open Records
Request 07-176. I did search my e-mails in response to previous open records requests
though I'm not sure that I was tasked to do so. I apparently wasn't thorough enough in
my search to find this e-mail. I will continue the search tomorrow for any other records
associated with this incident.

Chris

From: Buckley, Michael

Sent: Monday, April 12, 2004 9:00 AM
To: Mattox, Brent S

Cc: Meyer, Chris; Wei Zhao

Subject: Fwd: Re: Lab accident

Brent,
Not sure if you have been informed about this accidental exposure.

I have looked thru the CFRs and can't find anything which requires us report this incident
- are you familiar with any requirements? Also, does EHS usually investigate this events
and file an internal report on them? I was just curious if we should cross reference the
procedure this tech was using with what is described in the protocol as a QA issues to
see if there were procedure problems, or just an mistake. If you need any information
out of the file here just let me know and we'll have it sent over to you.

What are your thoughts?

Mike

Michael W. Buckley, Ph.D.
Director, Research Compliance
Texas A&M University

MS 1112

Office of the Vice President for Research College Station, Texas 77843-1112
1



979.847.9362

>>> Michael Buckley 4/12/2004 8:53:17 AM >>>
Betsy,

Thanks for passing this along. I will brief Wei at our meeting this afternoon - not sure
what else would be required. I have looked over the federal regulations on SBATs and
did not find any reporting requirements for accidental exposures.

Mike

Michael W. Buckley, Ph.D.

Director, Research Compliance

Texas A&M University

MS 1112

Office of the Vice President for Research College Station, Texas 77843-1112
979.847.9362

>>> "Betsy Browder" <ejb@tamu.edu> 4/9/2004 4:59:02 PM >>>
Melanie and Mike,

EHS and HR are informed through the First Report of Injury but I wanted to let you both
know about this to avert surprises.

If there is a need for further documentation that either of you might be aware of please
let John Quarles know.

Thanks,

bb

>>> John M. Quarles<QUARLES@medicine.tamu.edu> 4/9/2004 4:10:45 PM >>>
Thanks Betsy. We've already done that and the "sharps™ report also.

>>> "Betsy Browder" <ejb@tamu.edu> 04/09/04 04:10PM >>>

Hi John,

Nothing specific regarding the animals but the "First Report of Injury”
form needs to get to the Campus Environmental Health and Safety Office.

Their fax number is 5-1348.
bb

>>> John M, Quarles 4/9/2004 10:01:07 AM >>>

Betsy-

One of our graduate students injected hand with Brucella yesterday afternoon.

saw a doc at S&W, is on antibiotics, and has a appointment with occupational health. Is
there any reporting we need to do to you or ULAC or any thing about animals?

Thanks,

John



Cammack, Pat A

From: .
Sent: Wednesday, April 18, 2007 9:01 AM

To: Cammack, Pat A

Subiject: misinformation

importance: High

** High Priority #*
Dear Dr. Prior,

I am the researcher involved in The Eagle's headline story today. I am very concerned and
unhappy about the misinformation that appears in this article and I am asking your help to
issue a retraction. I want it made very clear that I DID NOT CLIMB into the aerosol
chamber. I REACHED inside, after the last challenge was completed, to wipe down the
chamber AS IS OUR STANDARD PROTOCOL. Furthermore, the (exposure) event did not take place
as part of a training session on the use of the Madison Chamber, nor were Drs. McMurray or
Ficht present at the time of my exposure. These are serious inconsistences which demand a

response.
1 am asking you and your office for help with this matter. These inaccuracies MUST be
corrected. (It is one thing for these statements to appear on the Sunshine Project's

website, which surely is read by precious few. But now, these inaccuracies have made their
way to the front page of our newspaper and must be addressed.) I ask for your help in this

matter.

Sincerely,

Regearch Associate
Department of Micrcbial and Molecular Pathogenesis College of Medicine-MS 1114 Texas A&M

Health Science Center College Station, TX 77843-1114
{979)845-3679 (lahb)
(979)845-3479 (fax)
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A&M faces inquiry over brucella infection
University falled fo report researcher exposed to binagent

By HOLLY HUFFMAN
Eagle Staff Writer

Texas A&M University is under review this week by the Centers for Disease
Control and Prevention for failing to report that a researcher was accidentally
infected with brucella, a bioweapon agent being studied on campus.

The researcher, whose name has not been released, was diagnosed with the
infection last April, accerding to documents obtained by the Sunshine Project,
an international crganization that aims to uncover biological and chemical
weapons research.

Federal law requires institutions working with such dangerous agents to report

i such an infection within seven days, It was nearly a year before Texas A&M

officials filed a report with the CDC, according fo the public documents.

CDC officials on Tuesday confirmed the ongoing investigation, but said there gid
not appear to be any current health threat.

Sunshine Project Director Edward Hammond saide-mails obtained through the
Texas Public Information Act show that university officials discussed the
reporting requirement, but then failed to follow through.

"They looked the law in the face and they ignored it," Hammond said Tuesday,
calling on investigative agencies to levy & stiff penalty for such a violation. "it's
not a lack of training, it's not a lack of knowledge, it wasn't ignorance. It's
apparent it was a very deliberate decision."

Brucelia is an infectious disease normally passed between animals, according fo
the CDC. Hurman symptoms are simitar to those experienced with the flu, though
severe infections ‘of the central nervous systems or lining of the heart may occur.
Chronic symptoms such as recurrent fevers, joint pain and fatigue 2lso can
oceur.

Texas A&M could be fined up to $500,000, plus up to $250,000 more if the
review shows someone knew of the infection and didn't fife a report, Hammond
said.

Hammond sent a media alert [ate last week describing his findings. Texas A&M
Executive Vice President and Provost David Prior released a statement Monday
that didn’t refer to Hammond's report, but explained that the event had been
confirmed by an internal investigation. He noted the person involved had
recovered following treatment,

"We have since strengthened our safety, training and reporting procedures
following the human error involved in not reporting this incident,” Prior said. He
said CDC officials were on campus Monday o conduct an independent review
of A&M's policies and procedures.

"We will be fully cooperative, and our goal is to comply with all current biosafety
standards."

Prior declined further comment and instructed all university officials to do the
same until a final report is issued by CDC.

http://www theeagle.com/stories/041807/am_20070418051 php
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B | A&GM spokesman Lane Stephenson said Tuesday that he didn't know when the

1 The infection

review and ensuing report might be complete.

The incident happened as several A&M researchers - including professor
Thomas Ficht, A&M's lead investigator for the incident - were training on what's
called the Madison Aerosot Chamber, Hammond said. The group was being
supervised by A&M professor David McMurray, who invented the chamber.

The chamber is in a fab with a biosafety level 3 rating. Such a lab is qualified for
infectious agents, such as tubarculosis, that could cause serious or potentially
lethal diseases as a result of exposure by inhalation, according to the CDC.

The researcher was infected with bruceila after partiaily ctimbing into the
chamber, which had been used to expose mice to the bioagent, according to
Texas A&M documents supplied by the Sunshine Project. was in the
process of cleaning and disinfecting the chamber when was infected,
Hammond said, noting that A&M officials later determined the bacteria likely
entered her body through ' eyes.

The was home sick for several weeks before formally being diagnosed
by her doctor in April 2006. E-mails exchanged among A&M officials last April
explain that the infection prompted a change in the method for cleaning the
chamber. Rather than manual ¢leaning, researchers were to flush the unif with
disinfectant, theDe-mails state.

Hammond said he was not surprised that such an incident had happened. But
the Austin-based director said he was surprised to see that A&M cfficials had
talked with each other via e-mail about the reporting requirements, but still didn't
report it.

The Sunshine Project obtained e-mails sent between Ficht, the researcher and
Environmental Safety Manager Brent Mattox and others. Yet, Hammond said,
nothing was reported until this month - six months afier he started requesting
documents related to a possible infection.

"Nobody learns from mistakes that are covered up,” Hammond said, explaining
why public accountability is important. "If we're going to conduct this kind of
research safely, there needs to be a reporting system so that peaple know
mistakes that have been made in the past and can learn from them.”

The National Bio and Agro-Defense Facility

Hammond said he stumbled upon the infection at Texas A&M while reviewing
procedures at the dozen or so facilities across the country lobbying to be the
home of the new National Bio and Agro-Defense Facility.

The $500 million federal facility, which is being competitively bid by the
Department of Homeland Security, will research high-consequence biclogical
threats for humans and animats, as well as foreign animal diseases. Texas A&M
is one of the universities trying to land the facifity.

In Cctober, Hammond reguested a variety of documents, including a copy of all
accident reports involving significantly dangerous agents dating back to 2000. In
response, he received a sheet of paper with a sparse chart detailing one
previous brucella infection that had been treated by antibiotics.

Hammond said he immediately was suspicious. Surely, he speculated, a
brucella infection would generate more documentation than the meager chart he
had been given.

"It was obvious to me that something more was going on," Hammond said.
"That's what triggered me to really go after A&M, to get the goods on what was
behind it."

Irked by the possibility that A&M deliberately could be trying to skirt public
information laws, Hammond moved forward. It was last week when A&M

hifp:/fwww.theeagle.com/stories/04 1807/am_20070418051.php
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Clark, Charley

From: Mevyer, Chris

Sent: Thursday, Aprit 12, 20607 3:03 PM

To: Clark, Charley

Subject: FW: Texas A&M Violates Law in Biodefense Lab Infection
Importance: High

————— Original Message-----

From: Mattox, Brent S

Sent: Thursday, April 12, 2007 2:30 PM

To: Meyer, Chris; Salsman, John M

Subkject: FW: Texas A&M Viclates Law in Biocdefense Lab Infection
Importance: High

This just appeared on the listserve.

————— Original Message-----

From: ABSA biocsafety forum {mallto:Biosafety@BIOSAFETY.ABSA.ORG] On Behalf Of Edward
Hammond

Sent: Thursday, April 12, 2007 1:29 PM

To: Biogsafety@BIOSAFETY.ABSA.ORG

Subject: Texas A&M Violates Law in Biocdefense Lab Infection

The Sunshine Project
News Release - 12 April 2007
http://www.sunshine-project.org

Texas A&M University Viclates Federal
Law in Biodefense Lab Infection

- Student climbs into dirty biocaerozsol chamber and contracts brucellosis
- A&M failed to report the incident to federal authorities
- May lose federal funding and owe $750,000 or more in fines.

- Urgent need for wmandatory federal accident and near-migs
reporting system that publishes institution-level data on
mishaps to provide missing lab public accountability.

12 April 2007 - An aerosol chamber mishap at Texas A&M University in February 2006 caused
a researcher to be infected with the bioweapons agent brucella. Texas A&M University then
violated federal law by not reporting the brucellosis case to the Centers for Disease
Control (CDC) and now faces sgevere penalties. This information has only come to light as a
result of persistent Texas Public Information Act requests by the Sunshine Project.

Overdue records obtained by the Sunshine Project in the last two days confirm that AsM
officials discussed the fact that the federal Select Agent Rule required reporting the
brucella infection; but they chose not to do so. A&M is still holding back additional
documentation of crime. The scandal points to the urgent need for a mandatory federal
accident and near-miss reporting system that publishes institution-level data on mishaps
and creates public accountability for biodefense lab accidents.

For federal violations, Texas A&M may be fined $500,000, plus up to $25%0,000 for
individual (s} that failed to report the incident. In refusing to produce information abecut
the infection, A&M officials also flouted the Texas Public Information Act. The Sunshine
Project is filing a complaint with Texas Attorney CGeneral Greg Abbott that may result in
other fines and/or jail sentences if R&M officials are found guilty <f hiding documents.
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What Happened: The infection incident occurred on 92 February 2006. Several AsaM
researchers, Lncluding Principal Investigator Thomas Ficht, were in a BSL-3 lab training
in the use of the Madison Aercsol Chamber. Supervising was David McMurray, an A&M
professor and self-described inventor of the chamber, who has characterized it as
"foolproofr.

Following a "hot" run that blew aerosolized brucella into the chamber to expose mice,
researchers began clean up procedures. Using what Texas A&M now admits were inappropriate
protocols, a researcher "cleaned the unit by c¢limbing partially into the chamber to
disinfect it." A&M officials later concluded that the brucella bacteria likely entered her
body via eyes as a result of thig improper procedure. (This is the third instance of
lab-acquired infections related to the Madison chamber that the Sunshine Project has
uncovered. The others were in Seattle and New York City.)

By April 2006, the researcher had "been home sick for several weeks." Nobody apparently
suspected brucellosis, despite the occupational exposure and, presumably, familiarity with
its symptoms. Eventually, the researcher's perscnal physician ordered blood tests and made
the diagnosis on about April 10. On 15 April, the infected researcher began a heavy
treatment course reflecting the severity of the situation. received a week of
intravenous antibiotics followed by a 45-day course of two additional antibiotic drugs.
Just over a month later, new blocd tests indicated that the infection had passed.

Failure to Report: E-mails that Texas A&M finally released to the Sunshine Project late on
Tuesday night reveal that the University broke federal law by not reporting the infection.
The Select Agent Rule required A&M to report the infection immediately upon its discovery
and for the school to file a formal report, called APHIS/CDC Form 3, within 7 days.

According to B&M records, the sick researcher told Thomas Ficht of the diagnosis on Monday
or Tuesday, April 10 or 11, 2006. Based on the records A&M has released, Ficht does not
appear to have told A&M administrators until ten days later. On 21 April, a Friday
afternoon, Ficht informed other A&M officials, including Angela Raines, the Responsible
Official under the Select Agent Rule and Brent Maddox, the A&M bicsafety director, in an
e-mail titled "Workmen's Compensation",

Texas A&M has alsc released a partial e-mall seguence involving discussions during the
following week between Ficht, the sick researcher, and Maddox (the safety director}. On
Tuesday April 25, Ficht noted "according to the select agent guidelines {sic] we are
required to report any laboratory exposures to the CDC." Yet no report was filed.

Ficht is the Research Standards Officer of Texas A&M University, a member of the NIH
bacterial biodefense and bhacterial pathogenesis study groups, and is funded te gtudy
bioweapons agents by the Department of Homeland Security and Naticnal Institutes of
Health. Notably, Ficht is one of only a few US researchers who were studying Brucella
before the post-9/11 biodefense boom.

A&M has yet to release any of Maddox or Raines' records about the incident, despite having
been obligated to do so by Texas law for almost six months. These undoubtedly would shed
more light on A&M's violation of the Select Agent Rule.

A Year Too Late: There is no reason to suspect that A&M would have admitted the truth
without pressure. It has taken six months for the Sunshine Project to convince BA&M to
reveal this incident to the limited extent known today. This week, as the Project was
closing in on details in a series of tense e-mails with the Texas A&M General Counsel
{including a threat to take the matter to law enforcement), A&M officials apparently
decided that they c¢ould no longer stonewall.

While A&M was refusing o answer Sunshine Project requests, on Tuesday {10 April), A&M e-
mailed CDC to inform it of the incident - a full year after the infection should have been
reported. Yesterday (11 ARpril), A&M's Angela Raines filed the reguired APHIS/CDC Form 3
document, 51 weeks after A&M was required to submit it.

Penalties: The Sunshine Project is calling for maximum penalties to be levied. Says
Sunshine Project Director Edward Hammond, "The evidence released to us indicates that
Texas A&M officials discussed the federal regquirement to report the incident, yet they did
not do so. They chose to ignore the law, and that irresponsible decision to endanger
public health and security should be swiftly and severely punished with maximum fines and

2



loss of federal research funding."

An Ongoing Problem: For years, watchdogs have pointed to the lack of effective regulation
of BSL-3 and BSL-4 labs in the United States, and particularly the need for improved ({(and
transparent) accident reporting. Those calls have grown louder after a series of accidents
in recent years that labs tried to hide from the public, including tularemia infections at
Boston University, a plague problem in Newark, New Jersey, and a genetically-enginesred
bird flu incident in Austin, Texas.

The Sunshine Project has gathered data {(in press) documenting nearly a score wmore BSL-3
and BSL-4 accidents, inciuding select agent incidents, almost none of which have been
reported to the public. Due to the absence of effective federal regulation, there are,
undoubtedly, many more accidents that have been successfully buried, like the Texas A&M
brucella incident almost was.

"Tt is common knowledge in the biodefense business that lab accidents with bioweapons
agents are routinely buried in order to avoid negative publicity and endangering
funding, " says Hammond, "It is only through the power of the Texas Public Tnformation Act
that Texag A&M's criminal failures have been revealed.'

The Sunshine Project is calling for a mandatory national accident and near-miss reporting
system to be established. "When accidents are buried, nobody learns from past mistakes,
and communities are kept in the dark about accidents and sloppy labs in their midst." says
Hammond, "It's time for biodefense labs to stop talking down to the public with false
safety claimg and to start being transparent. A1l BSL-3 and BSL-4 labs should be reguired
to report all significant accidents and near-accidents, and that information should be
published by the federal govermment, with details of every incident, including the name of
the lab and the agent involved.®

- END -
Note: Look for original A&M documents to be posted online with this news release at the

Sunshine Project website.

The views expressed in this forum are those of the individual poster and do not reflect
the views of ABSA or the List Owner.
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o Vigehia Ranes
Direcior ol the Office of Rescareh Compliance

nsiiutional Biosateny Commitice

From: Bront S, Mattox, CHHE o7
Institndional Biosalety Officer

Date: NMNav P30 20070 With AMay 18, 2007 Addendum

subject: Investigative Report on Blevated Q Foever Titer

e following paragraphs contain the investivative report summarized inan email 1o vour
olfice on Mayv 15, 2007,

On fate alternoon o 571072007, Scart and White cadled to inforny Oceupational Health
that s high titer tor Q Fover (Phase 11 51024 was reeeived ona new addition (baseline
ttery to the Oceupational Health Survetllaoee Program. Due o issues with obtaining a
copy ot the titer resalts, FHSEY dud not reeeive a copy of the tter until Friday, 3781707, A
that tme. (9 AN, the Office of Research Complisnce was informed via ensail that this
was i reportuble incident. According o the Texas Department ol Stite Health Serviees. a
ifer of greater than 1236 5 evidencee ol a pricr infeciion, but, it DOES NOT conlirm tha
the mfection was recent. 1SHSD spoke with the rescarcher, Dr. James Samuel, on Friday
vieeeel! phones and was assured that no symptoms ol disease had manifested themselves

m the individual with the elevated titers or any other employee. D Samuel
was out ol town until late Monday, May T4, but responded via email with the hiving date
of date hewrriv ed on job possible past exposures (prior o eniployment), possible

on the job exposures (BRI B2 aceess loes) and any other individuals potentialty
eaposed swhowere not carrentdy bemng monttored. According 1o Dr. Samuel,

Bad been hired 8182005, and had reported Tor work on 1772005, He had possible
expostires while working inaveterinary dingnostic lab in tle had been potentiatly
exposed 1o the aeent whife o TANLUY

O Tuesday May 3 ar b3 PV et with e Samael and st their Laboratory in
e ehtained additional information on the petential exposures, Althotgh

had not entered the BE 3 Taborgtory in he Tuud assisted a Veterinaruu on Dr

Samuel s st with blood drawings of antmals at the Building in room on

o separate occastons, The individual had been working with antiyens ot Coxielh.

Copres ol the enty Togs into the 313 [or are attached.

BEITRARIE e B Shoatenr By T ST BRI e b el B ]t



o determrmed thai ad nos had o biselipe ese unad the drass o e 20020607 1t
wis abso deteemined that D SamweUs Taboraiors Special Practices vequives that

haselines be collected prioe (o any expostres,

Fhe Tollowing paragraph summarizes the findings,

wees S approved and had accessed the Fucility on feur ¢4 occastons priar o
e bascline. D aboratory Speciad Practices does cadl Tor haselines prior o exposure. The
Slaciiny Aceess way Lor [ownn NOYT e acroso! chamber housed in

Phomdividuat parneipated i bioad drawing from animals that had been exposed o
Conteliaon three of the dates, assisiing the DVAL The DVAL who also conducted acrosol
stirdies with Coxietla i the Madison Chamber fios showny clevaned Glers 1o the past, b
s ot been tested this vear, According to e Samuet the reason for not having o recent
test was due o some individuals being out of own, D Samnel was uraed o get the
individuals wested as soon as practical. Cindicated that he had not been i1 and was
not Teeling il atthe fime. He woscheduled for a follow-ap with S&W on June 1.as
conbirmed by Scatc & Whae, Chen indicated that be haed possible previous exposuare from
arvelerinany dingnostic labins when he was working with cow seram.

[he conclustons drnwn woudd sugeest possible previous exposire, atthough lab exposore
at PAMU L although remotes cannel be completely roled out. does work with
antigens of Coxicla which theoretically could cause clevated titers, Although a baseline
titer should have been conducied or a serum sample collected prior 1o aceess, no unusual
incidents or deviations frons established protocaols were noted, Tndividual was wearing a
PAPR and protective clothing, and followed proper decontamination procedures,

witl continue o be monitored under the Ocecapational health Program as outlined above,

simmarizing the Bindings, the principal investigator Giled Lo follow written protoenis
redraring baseline blood drawings prior o exposure. Two individuads in the Laboratory
have nothad 2007 ters drawn, Previous exposure is a possibidity, but occopational
exposure at TANMU cannot be ruled our,

Addendony, May 18, 2007

A question wis rsed concerning the deeess the individual had w the agent. or
contaminated surfaces. As a result, Feonducted a lolfow-up phooe interview at 12:43 1'M
on Briday, Moy 18,2007 swith Kast Russell-Londrigue, the Veterinarian who swis present
and excorted on all four visits, Kasi stated that 0 never came info diveet contacl
or had acvess o the agent Aceording to Kasi JHd et drasy the blood but ondy
obsersed, At no time during sccess did he conve imo direat physical vontact with the
apent. or e blood drawn, Kasi ook the blood and spun it down for senan, placing the
serom ina lecked refrigerator, Tn theory, the agent isn'l in the serum being only in the
cells, The serm was later heat treated in preparation foran FLISA st This should have
corpletely tnactivated any Coxiella that could have heen in the serum. although there
shoutd not hive been any agent present. alid have aceess o the heat treated serum.,



UYL

\:Jl:)..:_u J.VNJ o7
(R A

20p B EsRorvAliced Wd 1€1] SOBTHET

{d} wodsseg (D) preD QI WSWIIBA0D 'S1mg Bumss] apnjou; — ("I(T) SKUSIT S18ALC] WRLMY (]| 50 suuo g ajgmdanoy {71
{13 vopoadsuy ({1} MOY YY) qaressy () ARAN SHiom J0 2ondiIss(y SpNpoTy — (N} ouRuRIUTERY (55300Y Jo asodamng (1]

L e Pl 2

- ;

3

\V@ﬁ\%‘% :(Nm Hhh,_m, J w\, ;

3
(I
1
o,

/mx AM.

il

1 A
Ma?.@smw
e

LY *

M 3
gl
\N g7, ; \JM»\J.\W_ CJ\QA}M -

3 1 L4 S
. ENIS )
. ! ¥ E— V ;o
/ i :
|
b

; ; - T // i .l 2 :
| 0 DO () T T T oA
— e | AV NI

-

JWAT T ORI T
w
| ] cq?m ke

4 [

AT e

#7077

& e

= .?E.mw.b. N mn.:.u.ic

Smreigay H g _ {moieyg [ perdy Wy : : H

pruTEy gy | pmdiwn) | wovp EMES COPEIL | pwewmedag awBy pandig . smEy pAULLg aneg -

PaalERY . ARyLe, | wogwmes a1 {7 | seding {1 . ] ,
SHGLISIA TIV

! AR dALTTJAROD 3H O NOLLDAS SI8L ALIHISVY STHI SNTIAINT SNOSHRd TV A8 GILFTIACD 98 OL NOLLDAS SIHL

g ¢

fawgy jeuer)

AFGASY 3314 388 — 300 pUe uy us 1O Aupoeg sty Surisjua suostad Y

CATIADS AWYR S ONIgTIng TR WO0N SO SSEDDVY ALV A

1

e



[
o
4

L]
&
fiu!

20D FaESINITARNTEL NS 161 SO0TA0E

() pedsseg H10) IR (1] JUSWUIA0 aymg FOmss] 2pnyau) — (1) SSU99I] SlaaM(] Wmalmy (] Jo saus ] sjqeudacoy {7}

(1) wonsedsay (1) MO {Qf yaTmesay () ATRAls( 0 Jo uonduass ﬁ%\

{N) SoUEUANIRLY (§5920V 1o asodmyg [1}

7
.m mw F., : Q\k Sy ; q\m&nﬁm
m ; \, M i ‘ 4 \h
. = wmﬂqufu\. -~ u\. m S 5 b.“
,\M.W\ ; «x\m._w\w WW 7 DMU Gl o ) > N “.“
Y sy s T N Ry T
M ! | ; : - u_\ v
% \\mhwsw\\h y A ..>_ 4 AU/ 2D 1T m..,,ﬁm;i, M_?.,, Q\Z m
= , o L N A _,
B i | Y B AU éﬁ@iﬁiw\ Av:
_ " Gy i A m xewz ELop! V

&.CW,

iRk,

Gl
T

Al

EoLE Y
DIETEH
BAIRRSY

;234718

£
i
3

P opROdE |

ig {mopg
puEFT 30

U psgoey | sonmpiss @ |

o |

| pastrn

! paakey %)

ﬂ ﬁﬁb{.a
wedrig {1}

{au @ fsuiuy)
supes

suity

w acgenned.g
] Ausoedan ;

i
i

el pAIBLLE

SHGLISIA TV

AR GRIATINOS 39 01 NOLLO3S S1HL

ALTTIDVA SIHL DWNIHAINT SNOSHHEd TV A8 JIITTdJACO 34 0L xOIDAS SIRL

A1qiBag e3lis 3583l J — 100 DER 9] WIS § O A3NIow] sty3 Sutisias seosdad YTV

g
o,
%
2
fe—
£

(AR Ve
o
\

S

# ONIETINY

# MO0d

FOTSSID0V ALIVDVSE

e

vz

T T



EARYAVE

20D Forpsseoay AR Wd 100 SGOTAOEN

() wodssag o) pies) I HLUNLNRA0DN g FUIMes] spn1an] ~ (o) SSUSDIT SISALT WRLNTY) (] Jo SuLa] agmdsay [7]
{1} wonsadsuy (1) moy {3} yomesay () LBAla( 0 Jo uolduosag apniony — () soumRuauTEl $5330Y Jo ssodmg {1]

7
hd
i

I3

{pruny) LTI S (mopg

Emietesy - T {mapyg i pavdey %0

RIVZYET { PRLTEY i PRIRTT %Wiy) @ ]IV JO

PRARY | s | noqwguea gy lzt | wedig (i
SHOLISIA TV

ImBy peABS | JWEN PAULL D SEE(

A BELITINGS 38 G NCLLDAS STHY

ALTIOVA SEL ONTHALNT SNOSHEd TTV A" QAL 1dK00 34 0L NOLIDWES STH L

43aife; oinim 3SBa]d — 30 DU O] O3S 1SN Aupoel syl Suwiaus suosssd TV

A B e e TR T T Y 3 — z
TIPHTI ANV 1 e

# DREGETINE T RWO0H DO SSEDDY ALTHOVY




. e LT Y Praana S
RIS VAN P g B TG
AR A

THRAS DEPARTMENT OF STATE HEALTH SERVICES

_ . P00 W, 49" Stpeet « Anistin, Texss 78796
DAV ]‘f i ﬁAhjf;.x M., J-ERROGE TN o itpefivowwdshastate. x us
COMMISSIONER TDD: $12-458-7708
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submibtter copy oo O DUPLTCATE REPORT #%  Date: 5/2/2007

SCOTT AND WHITE CLINIC-0218010184
TE00 UNIVERSITY DRIVE
attn: Jack Crouch
COLLFGE STATION, TX 17H40
Spac #: S07SMODL 2GS
Subm #e
Lalb: MEDICAL SERGLOGY
Tel #: (5121458-7878
Patiant

palienl Addreas:
Date Revd: 4/23/2007 Taal Reas: DIAGNOSIS
Spac Type.: SERUM

clewa reimbursement as well az the reimbursement of your health care partinars.
Poclaral Regqulation (Health Tnsurance Portability and Accountabillity Act of L8376
(HEPAA) ) outlines you must share your NPT with other providers, health plans,
~learinghouses, and any entity CLhat may need it for billing purposes.

piloiae EFax your NPI Lo S12.45B.7533 by May 23, 2007. belay in sending the NP

Pinal Resultsa

Spocinen Numabara: SQ73MO01915
NDatn Collected: 4 / 20 / 2007

BRUACETLA ASGLUTINATION <140

An Aagglutination titer of <1:40 is considered Lo be negative.,

This rest was developed and its performance characteristics determined by
che Laboratory Services Seation at DSHS. The test has not bheen approved o
clearsd by bhe US Food and Drug Adminiatration (FDA) .

O FEVER IFA *APHASE T <li64

PHASE [ 11024
A aingle Q fovor TEFA Liter of greater than or equal to 1:256 is
svidence of a prioy infection, but, it doeg not confirm that the
intoction was recent. The most convincing evidenca of recent
infection iz a fourfold rize in antibody btiter between an acute geran
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o) hade I titers rise o later spocinens whila phase IT Litewe
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SCOTT AND WHITE CLINIC-02180184
LGO0 IINEVERSTTY DRIVE
attin: Jack Crouch
COLLEGE STATION, TX #7840
spec #: S0TEMOOLS1L

aubm #:
Labyy MEDICOAL SERQLOGY

Tel d: {(812)45B-T875

Patient S

parient Addreaa -

o vurN A 4ttt 1e s oD A g1 SRR 1 24 T et

Phiw feat wasn developed and itg performance characterigtics determinaed by
! e Laboratory Services Section at DSUS.  The test hag not been approved <
ciearad by the IS Food and Drug Administration {(FDA) .

we O FEVER TPFA i3 Reportable to Health Dept »»

Susan 7. Neill, Ph.D., M.B.A.
Director, Laboratory Services sSection
CLIA Licenase Nunber 45D06606844

www . dahg . state. tx.us/lab
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Federal Register/Vel. 70, No. 52/Friday, March 18, 2005/Rules and Regulations

13325

this part are accura
access, and that th
be verified. ...
"¢} All records created under this part
must be maintained for three years and
promptly produced upon request.

§73.18 Inspections.

(a) Without prior notification, the
HHS Secretary, shall be allowed to
inspect any site at which activities
regulated by this part are conducted and
shall be allowed to inspect and copy
any records relating to the activities
covered by this part,

(b} Prior to issuing a certificate of
registration to an individual or entity,
the HHS Secretary may inspect and
evaluate the premises and records to
ensure compliance with this part.

§73.19 Notiflcation of theft, loss, or
release.

{a} Upon discovery of the theft or loss
of a select agent or toxin, an individual
or entity must immediately notify CDC
or APHIS and appropriate Federal, .
State, or local law enforcement @gencies.

, have confrolled
it authenticity may

if the select agent or toxin is
subsequently recovered or the
responsible parties are identified.

(1) The theft or loss.of a select agent
or taxin must be reported immediately
by telephone, facsimile, or.e-mail. The
following information must be
provided:

{i) The name of the select agent or
toxin and any identifying information
{e.g., strain or other characterization
information},

(ii} An estimate of the quantity lost or
stolen,

(ii) An estimate of the time during
which the theft or loss oceurred,

{iv) The location (building, room)
from which the theft or loss occurred,
and

(v) The list of Federal, State, or local
law enforcement agencies to which the
individual or entity reported, or intends
to report the theft or loss.

(2] A completed APHIS/CDC Form 3
must submitted within seven calendar
days.

i {b) Upon discovery of a release of an
agent or toxin causing occupational
exposure of release of a select agent or
toxin cutside of the primary barriers of
the biocontainment area, an individual

or entity must immediately notify CDC
or APHIS.

{1) The release of a select agent or
toxin must be reported by telephone,
facsimile, or e-mail. The following
information must be provided;

(i) The name of the select agent or
toxin and any identifying information
{e.g., strain or other characterization
information),

{ii} An estimate of the quantity
released,

{iii} The time and duration of the
reloase,

(iv) The environment into which the
release ocourred (e.g., in building or
outside of building, waste system),

(v) The location (building, room)} from
which the release occurred,

{vi} The number of individuals
potentially exposed at the entity,

(vii) Actions taken o respond to the
release, and

{viii) Hazards posed by the release.

{(2) A completed APHIS/CDC Form 3
must be submitted within seven
calendar days.

§73.20 Adminisirative review.

An individual or entity may appeal a
denial, revocation, or suspension of
registration under this part. An
individual may appeal a denial,
limitation, or revocation of access
approval under this part. The appeal
must be in writing, state the factual
basis for the appeal, and be submitted
to the HHS Secretary within 30 calendar
days of the decision. Where the denial,
revocation, or suspension of registration
or the denial, limitation, or revocation
of an individual’s access approval is
based upon an identification by the
Attorney General, the request for review
will be forwarded to the Attorney
General. The HHS Secretary’s decision
constitutes final agency action.

§73.21 Civil money penalties.

(a) The Inspector General of the
Department of Health and Human
Services is delegated authority to
conduct investigations and to impose
civil money penalties against any
individual or entity in accordance with
regulations in 42 CFR part 1003 for
violations of the regulations in this part,
as authorized by the Public Health
Security and Bioterrorism Preparedness
and Response Act of 2002 (Pub. L. 107-
188). The delegation of authority

includes all powers contained in section
6 of the Inspector General Act of 1978
{5 U.S.C. App.).

{b) The administrative law judges in,
assigned (o, or detailed (o the
Departmental Appeals Board have been
delegated authority to conduct hearings
and to render decisions in accordance
with 42 CFR part 1005 with respect to
the imposition of civil money penalties,
as authorized by the Public Health
Security and Bioterrorism Preparedness
and Response Act of 2002 {Pub, L. 107~
188). This delegation includes, but is
not limited to, the authority to
administer caths and affirmations, to
subpoena witnesses and decuments, to
examine witnasses, to exclude or
receive and give appropriate weight to
materials and testimony offered as
evidence, to make findings of fact and
conglusions of law, and to detenmine
the civil money penalties to be imposed,

{c) The Depariméntal Appeals Board
of the Department of Health and Human
Services is delegated authority to make
final determinations with respect to the
imposition of civil money penalties for
violations of the regulations of this part,

42 CFR Chapter V—Office of Inspector
General—Health Care, Department of
Health and Human Services

PART 1003—CIVIL MONEY
PENALTIES, ASSESSMENTS AND
EXCLUSIONS

8 1. The authority citation for part 1603
continues to read as follows:

Authority: 42 U.5.C. 262a, 1302, 1320-
7,1320a~74, 1320b-10, 1395u(j), 1395u(k),
1395¢cclj), 1395dd{d}{(1), 1395mum, 1395nn(g),
1395ss{d), 1396b{m), 11131{c), and
11137(b)(2).

% 2. Section 1003.106 is amended by
revising introductory paragraph {a)(1) to
read as follows:

§1003.106 Determinations regarding the
amount of the penalty and assessment.
(a) Amount of penalty. {1} In
determining the amount of any penalty
or assessment in accordance with
§1003.102(a), (b){(1), (4}){4), and (b}{(9)
through (b}(16) of this part, the
Department will take into account--
# ® * * *

[FRR Doc. 65-5216 Filed 3-17-05; 8:45 am]
BILLING CODE 4160-17-P



Callcott, Diane

From: Raines, Angelia

Sent: Thursday, April 12, 2007 2:.06 PM

To: James McGee

Cc: Tiffany Agnew

Subject: Form 3

Attachments: Form 3-Ficht (faxed).pdf, Angelia Raines.vcf

::}’E

Form 3-Ficht  Angelia Raines.vcf
(faxed}.pdf (253 ... (513 B}

Hi Jim,

Thanks for following up with me regarding the Brucella exposure. I also briefly spoke with
Paul Mehta. Attached is an electronic copy of the report that was faxed to you. Per ny
conversation with Dr. Mehta, I will be prepared to send additional information about
changes in our safety plan after we get the official response from your cffice.

To recap our conversation about the exposure:

~ It most likely cccurred in February 2006,

- The employee was tested, and treated.

- Other lab personnel were tested and found to be negative for exposure.

- The Lab Director reviewed his Biosafety Plan to determine if changes

were needed.

- The Biosafety Plan was medified as a result of the incident,

-~ Lab personnel were updated and retrained on the changes.

- Form 3 was not submitted at the time of the event, as required; however a process is now
in place to ensure immediate notification. We have alsc submitted the required report.

Thanks for sharing with me that many institutions have been unclear as to whether they
needed to report some exposures based on the information

contained in the Form-3 instructions. While I fully understand the

regulatory requirements, clarity in these instructions could indeed

assist the reporting process.

Thanks again for your insight and assistance!

Angelia Raines

Angelia Railnes

Director, VPR Office of Research Compliance TBMU 1186 1500 Research Parkway Suite 150 B
(Centeq Building) College Station, Texas 77843-1186 araines@vprmail.tamu.edu

(979) B847-9362 office

(979) 862-3176 fax

{770) 7B89-3456 Cell
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RELEASE OF SELECT AGENTS AND TOXINS OMB NO. 0579-0213

USIDA  GUIDANCE DOCUMENT FOR REPORT OF THEFT, LOSS, OR ;o approven
T (APHIS/CDC FORM 3) X AT T e

INTRODUCTION

The U.8. Departments of Health and Human Services (HHS) and Agriculture (USDA) published final rules (7 CFR 331, 9 CFR
121, and 42 CFR 73), which implement the provisions of the Public Health Security and Bioterrotism Preparedness and
Response Act of 2002 (Public Law 167-188) setting forth the requirements for possaession, use, and transfer of select agents
and toxins. The select agents and toxins identified in the final rules have the potential fo pose a severe threat to public heaith
and safety, to animal and plant health, or to animal and plant products. Responsibility for providing guidance on this form was
designated to the Centers for Disease Control and Prevention (CDG) by the HHS Secretary and o the Animal and Plant Health
Inspection Service (APHIS) by the USDA Secretary. In order to minimize the reporting burden to the public, APHIS and CDC
have developed a common reporting forr for this data collection,

An entity is requirad by regulation (7 CFR 331.19, 9 CFR 121.19, ang 42 CFR 73.18) to notify APHIS (telephone: 301-734-5060,
facsimile: 301-734-3652, e-mait: Agricultural. Select. Agent. Pragram@aphis ysda.gov) or CDC {telephone: 404-718-2000,
facsimile: 404-718-2096, or e-mail: frsat@cde.gov) immediately upon discovery of a theft (Lnauthorized removal of select agent
or toxin), loss (failure to account for select agent or toxin), or release {occupational exposure or release of an agent or toxin
outside of the primary barriers of the biccontainment area) of a select agent and toxin. In addition, clinical or diagnostic
laboratories and other entities that possess, use or transfer a select agent or toxin contained in a specimen presentad for
dlagnosis, verification, or proficiency testing must immediately repont upon discovery of a theft, loss, or release of select agent or
toxin. After the initial reporting, this form (APHIS/CDC Farm 3) must be sent to APHIS or CDG within 7 calendar days after the
discovery of theft, loss, or release of select agents or toxins,

For thaft or loss of select agents or toxins, the entity must notify the appropriate local, state, or federal law enforcement
agencies. Forrefease of select agents or toxing, the entity should nofify the appropriate local, state, and federal health
agencies.

PURPOSE

This form is 1o be used by the RO or facility director fo report the thefi, foss, or release of select agents or toxins. A copy of the
completed form and attachments must be maintained by the entity for three years.

INSTRUCTIONS

1. immediately notify APHIS or CDC via telephone, fax, or e-mail and appropriate local, state, or federal law enforcemeant
agencies (theft or loss) or appropriate local, state, and federat health agencles {release).

2. The RO or facility director must complets, sign and date this form. For registered entilies, the information provided for this
form should mateh the information submitted for the entity's certificate of registration.
A. Forreporting of a theft or loss, complete sections 1 and 2. Thefts or losses must be reporied even if the select agent or
toxin is subsequently recovered or the responsible parties are identified. For reporting a theft or foss that occurred during
transfer, complete sections 1, 2, and 3 and include a copy of the approved APHIS/CDC Form 2, “Request o Transfer
Select Agents and Toxins.”
8. Ferreporting a release, complete sections 1, 2, and 4. For reporting a release that occurred during transfer, complele
all sections and Include a copy of the approved APHIS/CDC Form 2, “Request to Transfer Select Agents and Toxins.”

3. The RO or facility director faxes or maits the form to APHIS or CDC within 7 calendar days of the theft, loss, or release,

OBTAINING EXTRA COPIES OF THIS FORM

Additional copies of this form are avallable on APHIS website (htip:/www.aphis. usda.goviprograms/ag_selectagentingex htmil)
or COC website (htp:/hwww.cdegoviodisap) or by contacting APHIS at (301) 734-5560 or CDC at (404} 718-2000.

APRISICOC FORM 3 (12/3172008)
[CDC Adobe Accobal 5.0 Electnonic Version. 12006)
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USD A REPORT OF THEFT, LOSS, OR RELEASE OF SELECT FORM APPROVED
é AGENTS AND TOXINS OMB NO. 0579-0213

i {APHIS/CDC FORM 3) e oo

, n\'.M’.\\r

Read ali instructions carefully before completing the report. Answer ail items complately and type or print in ink. The report must
be signed and submitted fo either APHIS or CDC:

Animal and Plant Health Inspection Service Centers for Disease Conirol and Prevention
Agricultural Select Agent Program Division of Select Agents and Toxing

4700 River Road Unit 2, Maiistop 22, Cubicle 1A07 1600 Clifton Road NE, Mailstop A-46
Riverdale, MD 20737 Atlanta, GA 30333

FAX: 301-734-3652 FAX: 404-718-2006

SECTION 1 ~ TO BE COMPLETED BY ALL ENTITIES

1, Enfity name: 2. Endity registration number {if applicable):

Texas ASM University APHIS# CDGH 200606050489

3. Entity address (NOT a posl office address): 4. City: 5, Slate: | 6. Zip Code:

1112 TAMU Coliege Station TX | 778431112

7. Responsible Official (RO} or facility direclor 8. Telephone: 9. FAX: 10, E-mail:

First Richard Ml Last Ewing {979) 847-9362 (979) 862-3176 aralnes@vprmall.tamu.edd

11. RO or tachity director address {NOT a post office address): 12, City: 13'.|§§te: 14. Zip Code:

1112 TAMU Cotiege Station 778431112
Type of incident; . |mmediate potification provided to: 17. Date of immediate notification: 8. Type of iypediate pofification:
Theft | {Loss 7] Release [ 1APHIS che 04/10/2007 E-mail Fax § 1Telephone

An infernig] review of laboratory procedures and policies has been initiated to prevent recurrences of loss of select agents and toxing at this entity:
No ﬂ Yas (If ves, please provide addifional details in an aftachment) (See explanation in Section 2}

SECTION 2— TO BE COMPLETED BY.ALL ENTITIES

LIST OF SELECT AGENTS AND TOXINS LOST, STOLEN OR RELEASED (Pléase see page 4 )

27. Date and time of incident: | 28. Date of last Inventory; 29, Name of principal investigator for laboratory with select agents and toxing

02/08/2008 03/12/2007 First: Thomas Ml A Last Ficht

0. Location of incident (building and room #); | 34, Location of incident (within room (e.g.. freezer, incubator)): | 32. Biosalefy lavel of Iaboratory where
Asrosol Chamber incident ocourred: BSt3

33, Name ano telephone number of agencies of ocal authorities | 34. Symbols of markings on vials {if any): 38, ﬁm was n red (1haftfloss)
notified: Health Dept. (512) 458-7318

Called ambulance Called fire depariment D Ctosed laboratory doors D Closed building B Consulte MSDS or chemical database

@. Provide a summary ions teken:
Catlad police department {case #) ] Other (explgin): Sea below

37. Provide a defailed-summary of events {attach additionat sheels if necessary):

Several months ago, ong of our laboratory employees had an elevated titer {1:160) for Brucella. The lab report stated ™...evidence of prior
exposura”, but “it dogs not confirm that the exposure was recent.” While the exact cause is not known, the exposure could have occurred on
02/09/2006, and would have been the result of improper decontamination procedures. Specifically, the employea may have reached into &n
aerosol chamber after a run. The chamber was located within the BL.3 tab, The laboratory's Bio-safety ptan has since been updated and afl iab
personnel hava been retrained. Al other fab personnel have also been fested and found to be negative. The incident cccurred guring tha tims
wa were transitioning COC compliance responsibiiities withtn our organizational structure. This information should have been immediately
reported to the CDC, but it was not. We now have a process in place to ensure nofification of a loss, theft or release and we are audiling ail
racords to ensure all incidents have been properly reported.

APHISICOC FORM 3 (12/3172008)
{COC Adobe Acrobs! 5.8 Electronic Version, 12006}



SECTION 3 - IF THE INCIDENT éCGURRED DURING TRANSFER PROVIDE THE FOLLOWING {INFORMATION

38. APHIS authorization mamber from transfer form: 39, CDC avthorization number frem transfer form:

40. Name of carvier; 41, Airway bilt numberfbill of lading numberitracking number:

42, Package description (size, shape, description of packaging including number and type of inner packages: attach additional sheets if necessary):

SENDER INFORMATION RECIPIENT INFORMATION

43. Name of person: a. First: hl; Last: b. Fiest: MI: Last:
44, Name of entity: a b
45. APHIS/CDC registration a. APHIS: b. CDC: c. APHIS: d.COC:
number:
46. PHS/USDA impart parmit a. PHS: b. USDA: c. PHS: d. USDA;
number:
47, Date shipped: A b.
48. Telephane: a b,
49, FAX: a b,
50. Pagkage with gelect agenis and toxins received by requestor: 51. Package with sefect agents and toxing appears io have been opened:

Na Yes No Yos (If Yes, explain)

52. Sender was contacted regarding incident: E:] No i:] Yes 53. Cartier/courier was contacted regarding incident: E] No [:} Yes

SECTION 4 ~ 70 BE GOMPLETED ONLY FOR RELEASE OF SELEGT
AGENTS AND TOXINS |

54. Hazards posed by release: No m Yes (If Yes, explain. Use an attachment if necessary.)

55, Exposures; E] No Yes {If Yes, provide number of persons, animais, and plants exposed. Attach additional sheels if necessary.)

1 employes showad evidencs of prior exposurs

§6. Area was decontaminated: B No Yes (If Yes, explain. Use an attachment if necessaty.}

The aerosol chamber is now flushed with a disinfectant rather than using manual cleaning methods. In addition, personnel are now using
positive air disptacament respirators instead of tha N85 face mask.

§7, Medical reatment was pravided: 1_J No - F¥] Yes (i Yes, explain. Use an attachment if necessary.)

The employee had previously been treated by a private physician and is currently being monitored.

APHISICDG FORM 3 (1213172008)
(COC Adobe Acobat 5.0 Electronic Version, 1/2006)
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a79 H52 3176 VPR COMPLIANCE 02:40:05 p.m. 04-13-2007 2/

[ Bhannon Davis - Notitication of CDC Site Visit 411607 T Bage 1]

From: Shannon Davis

To: Bazer, Fuller; Browder, Betsy; bsmattox@tamu.edu; ddavis@cvm.tamu.edu; Ewing,
Richard; Ficht, Thomas; gadams@cvm.tamu.edu; mihrig@tamu.adu; Samuel, Jameas; Tesh, Vernon
Date: 4/13/2007 2:01:08 PM

Subject: Netification of CDC Site Visit 4/16/07

| just got a call from CDC in response to our report of Brucella exposure. They are planning on
conducting a site visit beginning Monday morning. Further information is attached.

Angelia Raines

Angelia Raines

Director, VPR Office of Research Compliance
TAMU 1186

1500 Research Parkway

Suite 150 B (Centeq Building)

Coliege Station, Texas 77843-1186
araines@vprmail tamu.edu

(979) 847-9362 office

(979) 862-3176 fax

(770) 789-3456 Cell

CC: Cornett, Dianne; Raines, Angelia; Wilson, Van



979 862 3178 VPR COMPLIANCE 02:40:15 p.m. 04-13-2007
APR. 3. 2007 2:33PM SELECT AGENTS PROGRAM 4047182096 NG, 9688 P,
PlanialY
%7 DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Servico
' Centers for Diseass Control
and Prevention (CDC)
Atlanta GA 30333

April 13, 2007

Richard Bwing, Responsible Official

Texas A& M University (Registration #C20060605-0489)
1500 Research Parkway, Suite 2150, TAMU 1186
College Station, TX 77843-1183

Fax: (979) 862-3176

Subject; 42 CFR. § 73.19 (Notification of theft, loss, or release)

Dear Dr, Ewing:

This is to acknowledge the receipt of the APHIS/CDC Form 3 (Report of Theft, Loss, or Release of
Select Agents and Toxins) from Texas A& M University dated April 11, 2007 that reported an
occupational exposure to Brucella. Based upon the review of the report, the Centers for Disease
Control and Prevention (CDC), Division, of Select Agents and Toxins (DSAT) has additional
questions:

1.
2.

Please provide a copy of the medical sutveillance plan and describe how the follow up wag
conducted ag & result of the incident.

Please provide all occupational health records pertaining to the exposed individuals and any
individuals that have presented with symptoms associated with a possible exposure to
Coxiella, Brucella, or Mycobacterium tubereylosis.

Please provide documentation in regards to the risk assessment that was preformed for worlk
with Brucella.

Please describe the decontamination procedures used for the aerosol chamber and any
modifications incorporated to these procedures as a result of this incident.

Please provide all standard operating procedures (SOPs) and certification documents as it
relates to the aerosol chamber.

Please provide a summary of events that occurred with this incident including the follow-up
review that your entity conducted to assure that any other similar incidents do not ocourred,
Since your entity failed to meet the reporting requirements of 42 C.F.R. § 73.19, please
provide a plan of how Texas A& M University will achieve compliance with 42 CEFR. 73.
Tn addition, please explain if your entity failed to meet other required federal and state
reporting requirements.

Please provide access logs for Room: ™™~ and 2!l rooms were work with Brucella is
performed. ’

Please explain how your incident response plan, security plan, and biosafety plan have been
modified as a result of this incident.

This document s IMended or the exclusive use of the recipient(s} ramed above. |t may contain Ganalive Infarmation that |s protected, privileged,
or confidentsl, and [t ahould not ks dlsseminated, distributed, or copied to persons not authprized to receive such irfgrmation, if you ara not the
inandad recipientls), any dissemination, distritution, or sapying 16 otrictly prohilbitad. If you think you have recefvad this document In emor, pleasze
natify the sender Immediately and destroy the original.

iOk D T
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10. Please provide any personal protective equipment or entry requirements that may be needed
ptior fo entry into your laboratories.

11. Please provide any documents regarding unexpected animal illness,

12. Please provide an assessment of the risks of continuing to utilize the aerosol chamber.

13. Pleass provide a detail description of the measures iraplemented to protect the employees
from exposures while decontaminating the acrosol chamber including any enhanced personal
protective equipment (PPE) utilized and the medical surveillance activities implemented. The
long term follow-up of employees should be included in this response.

The DSAT will be conducting an ingpection of your entity on April 16, 2007 1o assess the measures
implemented by Texas A& M University to protect the staff and public from exposure to pathogenic
microorganism, the measures implemented to prevent further incidents and to evaluate your entity’s
compliance with the select agent regulations. Please make available all staff members involved in
the incident described in your report dated April 11, 2007 to be interviewed by the inspection team.

On April 16, 2007, the following representatives from the CDC will be visiting Texas A& M
University:

Diane Mattin, Lead Inspector
Richard Henkel, Biosafety Officer
Meligsa Resnick, BEIS Officer

Please have the response and any supporting documentation available for the inspectors upon
their arrival to your entity on April 16, 2007,

Pleaze contact Lori Bane, Compliance Officer with the DSAT at 404-718-2006 or at the address

listed below if you have questions.

Robbin Weyant, , CAPT, USPHS

Director

Division of Select Agents and Toxins

Coordinating Office of Terrorism Preparedness and
Emergency Response

Tnis document is intented for the exclugive use of the recipient(s) namad abave, It may contain sensiiive information that Is prolacted, privileged,
or confidentlat, and 1t should not be dissemingted, vistributed, or coplad to persons net authorized to receive such Infarmation. f you ate not the
ntended recipisnt(c), any dissemination, digbibution, or oopying i sticty prohibited. If you think you have vewelvad this document in emor, please
notfy the sender immadiataly and destroy the original,
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CDC Emergency Contact Information

Police, Fire, Medical = 9- 911

Dr. John M. Quarles
(Department Head)
Mobile

Ms. Angelia Raines
(Director, Research Compliance)

Ms. Tiffany Agnew ~ Dr. Melanie Ihrig

(Program Coordinator, IBC)

(Director, Comparative Medicine

- Work (979) 458-3624 Program) Work (979) 847-9362
Mobile ¢ Work (979) 845-7433 Mobile
Mobile
Fuller Bazer Lt. Bert Kretzschmar @"Y
(Assoc. VP for Research) {University Police, &
Work (979) 693-2872 Crime Prevention Unit) 3 ¢
Mobile Work (979) 845-8900 (N "

Mobile
UPD (979) 324-0773

(‘* Myr. Brent Maitox Dr. Frank Stein
(Alternative Responsible Official) {Assoc. Director, Comparative
Work {979) 845-2132 Medicine Program) | o
Mobile Work (979) 845-6488
Mobile
Ms. Ellen Mitchell Dr. Vernon Tesh ¢
0 vvesHEaton) 9
Work (979) 847-8642 5 4113
Mobile _
Dr. Richard Ewing Dr. D Partin Dr. Van Wilson
(Vice President for Research, USDA (IBC Co-Chair)
Responsible Official) Mobile / Work (979) 845-5207
Work (979) 845-8585
Mobile
University police....c.cccoviaiiiiinrviaerricanssases tearerenerresterannraeresrrsnnrssassaransrensasasrresss 349-2345
College station police.......cocoviiiieiiniriiiiriivirsorsees veresetrensressrensseunransanneensnrancnnces ] 04-3600
College station fIre . ciiieiiniiiiireiiiiiiiieiiiiieairic i st everecmssarrensrssnes veesrnasecanens 764-3700
TAMU environmental health and safety........... sreenatvencasas Veriedesesnnnns ersavore cvenronnen845-2132
{ TAMU arca maintenance....ooviversorsonssenss cresrearann eesesnnrasaaattcsaacanssssenssonratansatacvas 845-5542
TAMU maintenance (24 BOUrs).....c.cccvmiciiriiiacrnscenasarss cerrestrrainios Chresceraseinsusnnas 845-4311

Radiological emergencies cociiiiiiiicioimneneirieninioneinitiinccmrisisiirssersrsasssansrrans verenena862-1111
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Friday, April 13, 2007

Texas A&M U.'s Failure to Report Lab Incident That Sickened Researcher Could Cost
It $500,000

By RELLY FIELD

Texas A&M University could face a fine of $500,000 or more for failing to report a laboratory incident
that infected a researcher with the bacterium that causes brucellosis.

The incident occurred in February 2006, when the researcher, whose name was not disclosed, climbed
into a chamber filled with the Brucella bacterium, in aeroso} form, to disinfect it. She became ill with
brucellosis, an illness that can resemble the flu, and notified her superiors of the diagnosis in April 2006.

Under federal law, the university should have reported the incident to the Centers for Discase Control
and Prevention within seven days. But the university did not report the infection to the federal
government until Tuesday, more than a year after the researcher was exposed. That same day, it released
documents detailing the incident to the Sunshine Project, an arms-control group that had requested the
records through the Texas Public Information Act.

According to one e-mail message released to the group, the researcher in charge of the project, Thomas
A. Ficht, knew that he was required to report the information to the federal government, but did not do
so. That lapse could lead to a $500,000 fine, plus up to $250,000 in additional fines for individuals who
failed to report the incident, the Sunshine Project said. The Sunshine Project also plans to file a
complaint with the Texas attorney general accusing the university of hiding documents.

In an interview on Thursday, Sherylon Carroll, associate vice president for communications at Texas
A&M, said, "We are aware of the situation, and we have launched an internal investigation.”

Brucellosis is commonly passed among animals and is rare in the United States, where 100 to 200 cases
occur in animals each year, according to the CDC. But it can be very common in countries that lack
strong programs to control animal diseases.

Copyright © 2007 by The Chronicle of Higher Lducation

Subscribe | About The Chronicle | Contact us | Terms of use | Privacy policy | Help
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Clark, Charley

From: Moore, Steve
Sent: Thursday, April 12, 2007 6:06 PM
To: Callcott, Diane; Dr. Alicia Dorsey; Raines, Angelia; Mattox, Brent S; Salsman, John M:

McCiendon, Rodney P; Meyer, Chris; 'tficht@cvm. TAMU.edu’;
'memurray@medicine.tamhsc.edu’; 'gadams@cvm.tamu.edu’; Stephenson, Lane B; Wolf,
Cherry Kay; Faber, Jan

Cc: Godfrey, Mike; Lawson, Caroline; Clark, Charley

Subject: RE: Friday meeting, 2pm

I wanted to inform the group that the 2pm meeting mentioned below may indeed occur earlier
in the day based on schedules. Charley Clark and Scott Kelly will confirm that time either
this evening or early tomorrow.

Steven B. Moore

Chief Marketing Officer & VP Communications Texas A&M University 1180 TAMU College
Station, TX 77843-1180

$79.458.1729 (office) / 979.204.7185 (cell) steve.moore@tamu.edu

————— Original Message-----

From: Callcott, Diane

Sent: Thursday, April 12, 2007 3:20 PM

To: Dr. Alicia Dorsey; Raines, Angelia; Mattox, Brent §; Salsman, John M; McClendon,
Rodney P; Meyer, Chris; tficht@cvm.TAMU.edu; mcmurray@medicine.tamhsc.edu; Moore, Steve;
gadams@cvm. tamu.edu; Stephenson, Lane B; Wolf, Cherry Kay; Faber, Jan

Cc: Godfrey, Mike; Lawson, Carocline

Sukject: Edward Hammond ABSA News Release

Tmportance: High

The attached nrews release was sent to the ABSA (American Biological Safety Association)

email listserve today by Edward Hammond of the Sunshine Project. Brent Mattox forwarded

it to our office and Scott Kelly has asked me to forward it on to you. We look forward to
seeing you at tomorrow's meeting at 2 p.m. in our offices. Please contact Scott (8-6125),
kis secretary Caroline (B-6129}) or me if you have any questions.

Scott also asks that you bring all documentsg or records related to this matter to
tomorrow's meeting.

Diane Callcott

Legal Assistant II / Public Information
Office of General Counsel

The Texas A&M Universgity System

A&M System Bldg. Suite 2079

200 Technclogy Way

College Station, TX 77845-3424

(979} 458-6149

(979} 458-6150 - facsimilie



Clark, Charley

From: Meyer, Chris

Sent: Thursday, April 12, 2007 3:03 PM

To: Clark, Charley

Subject: FW: Texas A&M Viclates L.aw in Biodefense Lab Infection
Imporfance: High

----0Original Message-----
From: Mattox, Brent S
Sent: Thursday, April 12, 2007 2:30 PM
To: Meyer, Chris; Salsman, John M
Subject: FW: Texas A&M Violates Law in Biodefense Lab Infection
Importance: High

This just appeared on the listserve.

————— Original Message-----

From: ABSA biosafety forum [mailto:Biosafefy@BIOSAFETY.ARSA.ORG] On Behalf Of Edward
Hammond

Sent: Thursday, April 12, 2007 1:29 PM

To: Biosafety@BIOSAFETY.ABSA.ORG

Subject: Texas A&M Violates Law in Biodefense Lab Infection

The Sunshine Project
News Release - 12 April 2007
http://www. sunshine-project.oryg

Texas A&M University Viclates Federal
Law in Bicdefense Lak Infection

- Student climbs into dirty bhicaerosol chamber and contracts brucellosis
- A&M failed to report the incident to federal authorities
- May lose federal funding and owe $750,000 or more in fines.

- Urgent need for mandatory federal accident and near-miss
reporting system that publishes institution-level data on
mishaps to provide missing lab public accountability.

12 April 2007 - An aercsol chamber mishap at Texas A&M University in February 2006 caused
a resesarcher to be infected with the bioweapons agent brucella. Texas A&M University then
violated federal law by not reporting the brucellosis case to the Centers For Disease
Control (CPC) and now faces severe penalties. This information has conly come to light as a
result of persistent Texas Public Information Act requests by the Sunshine Project.

Overdue records obtained by the Sunshine Project in the last two days confirm that AgHM
officials discussed the fact that the federal Select Agent Rule required reporting the
brucella infection; but they chose not to do so. AR&M is still holding back additicnal
documentation of crime. The scandal points to the urgent need for a mandatory federal
accident and near-miss repcrting system that publishes institution-level data on mishaps
and creates public accountability for biodefense lab accidents.

For federal violations, Texas A&M may be fined $500,000, plus up to $250,000 for
individual (s) that failed to report the incident. In refusing to preduce information about
the infection, A&M officials alsc flouted the Texas Public Information Act. The Sunshine
Project is filing a compilaint with Texas Attorney General Greg Abbott that may result in
other fines and/or jail sentences if aA&M officials are found guiity of hiding documents,

1



What Happened: The infection incident occurred on 9 February 2006. Several A&M
researchers, including Principal Investigator Thomas Ficht, were in a BSL-3 lab training
in the use of the Madison Aerosol Chamber. Supervising was David McMurray, an A&M
professor and self-described inventor of the chamber, who has characterized it as
"foolproof®.

Following a "hot" run that blew aercsolized brucella inte the chamber tc expose mice,
researchers began clean up procedures. Using what Texas A&M now admits were inappropriate
protocols, a researcher "cleaned the unit by climbing partially inte the chamber to
disinfect it." A&M officials later concluded that the brucella bacteria likely entered her
body via ayes as a result of this improper procedure. (This is the third instance of
lab-acquired infections related to the Madison chamber that the Sunshine Project has
uncovered. The others were in Seattle and New York City.)

By April 2006, the researcher had "been home sick for several weeks." Nobody apparently
suspected brucellosis, despite the occupational exposure and, presumably, familiarity with
its symptoms. Eventually, the researcher's personal physician ordered blood tests and made
the diagncsis on about April 10. On 15 April, the infected researcher began a heavy
treatment course reflecting the severity of the gituation. : received a week of
intravenoug antibiotics followed by a 45-day course of two additicnal antibiotic drugs.
Just over a wmonth later, new blood tests indicated that the infection had passed.

Failure to Report: E-mails that Texas A&M finally released to the Sunshine Project late on
Tuesday night reveal that the University broke federal law by not reporting the infectiom.
The Select Agent Rule reguired A&M to report the infection immediately upon its discovery
and for the school to file a formal report, called APHIS/CDC Form 3, within 7 days.

According to B&M records, the sick researcher teold Thomas Ficht of the diagnosis on Monday
or Tuesday, April 10 or 11, 2006. Based on the records A&M has released, Ficht does not
appear to have told A&M administrators until ten days later. On 21 April, a Friday
afternoon, Ficht informed other A&M officials, including Angela Raines, the Responsible
Official undexr the Select Agent Rule and Brent Maddox, the A&M biosafety director, in an
e-mail titled "Workmen's Compensation".

Texag A&M has also released a partial e-mail sequence involving discussions during the
following week between Ficht, the sick researcher, and Maddox (the safety director). On
Tuesday April 25, Ficht noted “"according to the select agent guidelines [sic] we are
required to report any laboratory exposures to the CDC." Yet no report was filed.

Ficht is the Research Standards Officer of Texas A&M University, a member of the NIH
bacterial bicdefense and bacterial pathogenesgis study groups, and is funded to study
bioweapons agents by the Department of Homeland Security and National Institutes of
Health. Notably, Ficht is one of only a few US researchers who were studying Brucella
before the post-9/11 bicodefense boom.

A&M has yet to release any of Maddox or Raines' records about the incident, despite having
been obligated to do so by Texas law for almost six months. These undoubtedly would shed
more light on A&M's violation of the Select Agent Rule.

A Year Too Late: There is no reason to suspect that A&M would have admitted the truth
without pressure. It has taken six months for the Sunshine Project to convince A&M to
reveal this incident to the limited extent known today. This week, as the Project was
closing in on details in a series of tense e-mailg with the Texas A&M General Counsel
{including a threat to take the matter to law enforcement), AsM officials apparently
decided that they could no longer stonewall.

While A&M wag refusing to answer Sunshine Project reguests, on Tuesday (10 April), A&M e-
mailed CDC to inform it of the incident - a full year after the infection should have been
reported. Yesterday (11 April), A&M's Angela Raines filed the required APHIS/CDC Form 3
document, 51 weeks after AsM was reqguired to submit it.

Penalties: The Sunshine Project is calling for maximum penalties to be levied. Says
Sunshine Project Director Edward Hammond, "The evidence released to us indicates that
Texas A&M officials discussed the federal reguirement to report the incident, yet they did
not do so. They chose to ignore the law, and that irresponsible decision to endanger
public health and security should be swiftly and severely punished with maximum fines and

2



loss of federal research funding.®

An Ongoing Problem: For years, watchdogs have pointed to the lack of effective regulation
of B8S5L-3 and BSL-4 labs in the United States, and particularly the need for improved (and
transparent) accident reporting. Those calls have grown louder after a series of accidents
in recent years that labs tried to hide from the public, including tularemia infections at
Boston University, a plague problem in Newark, New Jersey, and a genetically-engineered
bird flu incident in Austin, Texas.

The Sunshine Project has gathered data {in press) documenting nearly a score more BSL-3
and BSL-4 accidents, including select agent incidents, almost none of which have been
reported to the public. Due to the absence of effective federal regulation, there are,
undoubtedly, many more accidents that have been successfully buried, like the Texas A&M
brucella incident almost was.

"Tt ig common knowledge in the biodefense business that lab accidents with bioweapons
agents are routinely buried in order to avoid negative publicity and endangering
funding, " says Hammond, "It is only through the power of the Texas Public Information Act
that Texas A&M's criminal failures have been revealed.”

The Sunshine Project is calling for a mandatory national accident and near-miss reporting
system to be established. '"When accidents are buried, nobody learns from past mistakes,
and communities are kept in the dark about accidents and sloppy labs in their midst." says
Hammond, "It's time for biocdefense labs to stop talking down teo the public with false
safety claims and to start being transparent. All BSL-3 and BSL-4 labs should be required
to report all significant accidents and near-accidents, and that information should be
published by the federal government, with details of every incident, including the name of
the lab and the agent involved."

- END -
Note: Look for original A&M documents to be posted online with this news release at the

Sunshine Project website.

The views expressed in this forum are those of the individual poster and do not reflect
the views of ABSA or the List Owner.
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[ Shaninon Davis - Notmcation of GDG Site Visit 4jie/a?

8981

Fres Shannon Davis

To: Bazer, Fuller; Browder, Betsy; bsmattox@tamu.cdy; ddavis@cvm.tamu.edy; Ewing,
Richard: Ficht, Thomas; gadams@cvm.tamu.edu; mihdg@iamu.edu; Samugl, James; Tesh, Yernon
Date: 4113/2007 2:01:00 PM

Subjest: Notification of CBC Site Visit 4/18/67

| just got a call from CDEC in response to our report of Brucalla exposure. They are planning on
conducting a site visit beginning Monday meorning. Further information is attached.

Angelia Raines

Angelia Raines

Director, VPR Office of Research Compliance
TAMU 1186

1500 Research Parkway

Suite 150 B (Centeq Building)

College Station, Texas 77843-1186
araines@vprmat] tamu. edu

(979) 847-9362 office

{979) 862-3176 fax

{770) 759-3456 Cell

CGC: Cornett, Dianne; Raines, Angelia; Wilson, Van
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Centers for Tisesse Control
and Prevention (CDC)
Atlanta QA 30333

Agpril 13, 2007

Rjchard Bwing, Responsible Official

Texas Afe M University (Registration #C20060605-048%)
1500 Research Paskway, Suite B150, TAMU 1186
College Station, TX 77843-1183

Fax: (979) 862-3176

Subject: 42 CFR. § 73.19 (Notification of theft, loss, or release)

Dear Dr. Ewing:

This is to acknowledge the receipt of the APHIS/CDC Form 3 (Report of Theft, Loss, or Release of
Select Agents and Toxins) from Texas A& M University dated April 11, 2007 that reported an
occupational exposure to Brucella. Based upon the seview of the report, the Centers for Disease
Control and Prevention (CDC), Division of Select Agenta and Toxins (DSAT) has additional
questions:

1
2.

Please provide a copy of the medical surveillance plas and describe how the follow up was
conducted ag a result of the incident.

Please provide all occupational health records pertaining to the exposed individuals and any
individusls that have presented with symptoms associated with a possible exposure to
Coxiclla, Brucelln, or Mycobacterium tubereulosts. '

. Please provide documentation in regards to the risk assessment that was preformed for work

with Brucella.

Please describe the decontamination procedures used for the aerosol chamber and any
modifications incorporated to these procedures as a result of this incident.

Please provide all standard operating procedures (SOPs) and certification documents as it
relates to the aerosol chamber.

Please provide a summary of events that occurred with this incident including the follow-up
review that your entity conducted to agsure that any other similar incidents do not occurred.
Since your entity failed to meet the reporting requirements of 42 C.F.R. § 73.19, please
provide a plan of how Texas A& M University will achisve compliance with 42 C.F.R, 73.
In addition, please explain if your entity failed to meet other required federal and state
reporting requirements.

Please provide access logs for Room *~  and all rooms were work with Brucella is
performed. ’

Please explain how your incident response plan, secuxity plan, and biosafety plan have been
modified as & result of this incident.

This Sccument is intanded for the exclusive use of e recipient(s) named above, ik may Guntain sensitive information that Is pratected, priviegad,
@t gonfidentis), and It shauld not be disseminated, distibuted, or copied to persons not authorized (o reeaive sush Infermalien. if yols arae not the
intended recipientls). any dissermination, disiibution, oF capyiag 1z strletly prohibhiad. if you think you have recelved tiis desument In eror, pleass
rotfy the sander Immediately and destroy tha ariginal,
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Texes ALM University

10. Please provide auy pevsonal protective equipment or entry reqguiremaents that may be needed
prior 1o enfvy into your Iaboratories.

11. Ploase provide any documents regarding wnexpectsd animal illness,
12. Pleass provide an assessment of the risks of continuing to utilize the aerosol chamber, S, ot

13, Please provide a detail description of the measures iroplemented 1o proteet the exaployees
from exposures while decontaminating the asrosol chamber including any enhanced personal
proteciive equipment (PPE) vtilized and the medical surveillance activities implemented. The
long term follow-up of employees should be included in this response.

The DSAT will be conducting an ingpesction of your entity on April 16, 2007 1o assess the measures
implemented by Texas Ad M University to protect the staff and public from exposure to pathogenic
raicroorganism, the measures implemented to prevent fuxther incidents and to evajuate your entity’s
compliance with the select agent regulations. Please make available all staff members invelved in
the ineident described in your report dated April 11, 2007 to be interviewed by the inspection team.

On April 16, 2007, the following representatives from the CDC will be visiting Texas A& M
University:

Diane Mattin, Lead Inspector

Richard Henkel, Biosafety Officer

Meligsa Resnick, EIS Officer

Please have the response and apy supporting documentation available for the inspectors upon
theiy arrivat to your entity om April 16, 2007.

Please contact Lori Bane, Compliance Officer with the DSAT at 404-718-2006 or st the address

listed below if you have questions.

7

Robhin Weyant, PhD, CAPT, USPHS

Director

Division of Select Agents and Toxins

Coordinating Office of Terrorism Preparedness and
Emergency Response

‘This document is intendad for the exclugive uss of thi recipient(s) namaa above, It may contain sensifive informetion that is prolecied, piivileged.
ar confidential, &nd (£ should Aot be dizserninated, distributed, oF copled to parsons ot suthorized o resalve sueh Information. If you a3 not the

intandet reaipient(s), ony dissamination, distibutior, or eapying is sTHety prohibited. if you think you kave regaivad i document in amror, plensa
noliy the sender immsdiataly and destroy the original,
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CDC Emergency Contact Information

| Police, Fire, Medical = 9- 911

Dr. John M. Quarles

{Department Head)
Mobile
Ms. Tiffany Agnew ~ Dy, Melanie Thrig Ms. Angelia Raines
(Program Coordinator, IBC) (Director, Comparative Medicine (Director, Research Compliance)
—Work (979)458-3624 - - - - - Program) Work (979) 847-9362
Mobile Work (979) 845-7433 Mobile
Mobile
Fuller Bazer Lt. Bert Kretzschmar ,\\,@’E
(Assoc. VP for Research) (University Police, &
Work (979) 693-2872 Crime Prevention Unit) & ¢
Mobil T Work (979) 845-8900 (> -+
Mobile
UPD (979) 324-0773
(‘ My, Brent Mattox Dy. Frank Stein
(Alternative Responsibie Official) (Assoc. Director, Comparative
Work (979) 845-2132 Medicine Program) |, o
Mobile = Work (979) 845-6488 ~
Mobile
Ms. Ellen Mitchell Dr. ¥Vernon
0 ;
Work (979) 847-8642
Mobile
Dr. Richard Ewing Dr. D Partin \ Dr. Van Wilson
(Vice President for Research, USDA (IBC Co-Chair)
Responsible Official) Mobile 777 777 7777 Work (979) 845-5207
Work (979) 845-8585
Mobile {
University polce......ccooco00000000000 aboso4sesas0a0E0nc00s0REasaGRGD eesanavsosnua0oces0o0anossanaoerEa 845-2345
College station police.......cicceiienssniiercnrosconcasoreos veobsasensanenoasotatoassrIT ¢ rnsoasasanmnmane 764-3600
College statiom fiFe..ccvivciacsccconracoacaaronciotniccasssossiosoossssrasosaansasnns sossssosa consrasansne T64-3700
( TAMU environmental health and safety....ccoo0n. seseseacasans seecusssssessancs ovsvanoe socoaaonaose 845-2132
TAMU area maiBtenance. ccocoarosasoosoossoorcssnsssaonn 566000050 a500nAaRBac0Asaesssu0snesesatsa0DEtean 845-5542
TAMU maintenance (24 BOWES)...ccococerocssooosssoncass vascnassoacecasa Covassnoasssauosasasnanseanas 845-4311
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Wallis, Annette

From: Dianne Cornett [dcorneti@vprmail.tamu.edu]

Sent: Friday, May 04, 2007 4:07 PM

To: Tom Ficht; Vernon Tesh; Wallis, Annette; Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris;
Salsman, John M; Ewing, Richard; Tiffany Agnew; Clark, Charley; Raines, Angelia; Fuiier
Bazer

Cc: Parker, Cynthia; Mahle, Debbie; Barker, Julie K.; Crawford, Sandy L; Holt, Kathy J.

Subjeci: MEETING WITH BOB EMERY (UTHSC): TUESDAY, MAY 8

importance: High

Attachments: UTHSCMigAgenda_050807.doc; Biosketches for invited TAMU Biosafety Program Peer
Review.doc

UTHSCMtgAgenda_  Biosketches for
050807.doc (29 ... Invited TAMU B...
** High Priority **

Good afterncon all -

Attached is a draft of the proposed agenda for the meeting with Robert Emery {University
of Texas Health Science Center - Houston) on Tuesday, May 8.

Note that the persons listed on agenda have bsen asked to participate in the 2:30 - 4:00p
meeting. Please confirm your attendance to dcornett@vprmail.tamu.edu at your earliest
convenience,

Fer your review, I have also attached the bios for the 3 invited guests from the UTHSC-
Houston.

If you have any questions, please let me know.
Thanks,

bianne Cornett

Texas A&M University

Office of the Vice President for Research
311 Administration Bidg. / 1112 TAMU
College Station, TX 77843-1112
979/845-8585 (Office}

979/845-~18556 {Fax)
deornett@vprmalil . tamu, edu



AGENDA

Meeting with Robert J. Emery

University of Texas Health Science Center - Houston
May 8, 2007
10" Floor Rudder

1:30 p.m. Introductory Meeting
Eddie Davis, Bob Emery, Bruce J. Brown (UTHSC),
Scott Patlovich (UTHSC)

2:00 p.m. Meeting with Eddie Davis, Richard Ewing, Bob Emery,
Bruce J. Brown, Scott Patlovich

2:30 p.m. Biosafety Program Peer Review and Discussion
UTHSC - Bob Emery, Bruce J. Brown, Scott Patlovich
VPR - Richard Ewing, Carol Cantrell, Fuller Bazer
EH&S - Charley Clark, Annette Wallis, Chris Meyer, John
Salstnan
UPD - Bert Kretzschmat
Research Compliance - Angelia Raines, Tiffany Agnew
IBC - Tom Ficht, Vernon Tesh

4:00 p.m. xit Meeting

Eddie Davis, Bob Emery, Bruce J. Brown (JTHSC),
Scott Patlovich (UTHSC)

Created 05/04/07



Biosketches for Invited TAMU Biosafety Program Peer Review

Robert Emery, DrPH, CHP, CIH, CSP, RBP, CHMM, CPP, ARM

Dr. Robert Emery is the Assistant Vice President for Safety, Health, Environment & Risk
Management for The University of Texas Health Science Center at Houston and Associate
Professor of Occupational Health at the University of Texas School of Public Health. Bob has
over 25 years of experience in health & safety and hoids masters degrees in health physics and
environmental sciences, and a doctorate in occupational health. Bob is unique in that he
possesses national board certification and registration in al! of the main areas of health & safety;

health physics [Certified Health Physicist, CHP],

occupational safety [Certified Safety Professional, CSP),

industrial hygiene [Ceriified industrial Hygienist, CIH],

biologicai safety [Registered Biosafety Professionai, RBP),

hazardous materials management [Certified Hazardous Materials Manager, CHMM],
security [Cerlified Protection Professional, CPP],

and risk management [Associate in Risk Management, ARM}.

4 & ¢ ¢ o 9 @

Bob is the author of many peer-reviewed ariicles on practical health and safety topics and makes
frequent presentations on such issues at the local and national level.

Bruce J. Brown, MPH, CBSP, CHMM, ARM

Bruce Brown is the Director of Environmental Health & Safety at The University of Texas Health
Science Center at Houston and has over 10 years of experience in the field. Previously, he
managed the Chemical, Biological, and Environmental Protection programs at UTHSC-H. He
started his career at Siliiker Laboratories of Texas. Af Silliker Laboratories, he had a wide variety
of duties including Microbiologist, Chemical Hygiene/Safety Officer and customer service
representative. Bruce graduated from The University of Texas at Austin with a bachelor's degree
in Microbiology and completed a Master of Public Health degree in Occupational and
Environmental Health at The University of Texas School of Public Health. He is currently
pursuing his Doctorate in Public Health. Bruce holds board certifications as a Certified Biological
Safety Professional (CBSP), Certified Hazardous Materials Manager (CHMM), and Associate in
Risk Management (ARM).

Scoit Patlovich MPH, CBSP

Scott Patlovich is the manager of Biological Safety Program at The University of Texas Health
Science Center at Houston. Previously, he was a safety specialist within the same program at
UTHSC-H, and also worked within the Environmental Health and Safety Depariment at the
University of Northern Colorado. Scoit graduated from Colorado State University with a Bachelor
of Science degree in Environmental Health and completed a Master of Public Health degree in
Occupational and Environmental Health at The University of Texas School of Public Heaith. He
is currently pursuing his Doctorate in Public MHealth. Scott holds certifications as a Certified
Biological Safety Professional (CBSP) from the American Biological Safety Association and a
Specialist Microbiologist in Biological Safety Microbiology (SM (NRM)) from the National Registry
of Microbiologists.
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Wallis, Annette

From: Emery, Robert J [Robert.J Emery@uth.tmc.edu]
Sent: Wednesday, May 08, 2007 7:25 AM

To: Bazer, Fuller; Brown, Bruce J

Cc: Patlovich, Scott J

Subject: RE: Select agent check list

Attachments: Biosafety Activity Report FY08.xls

Dr. Bazer - in addition to a routine reporting fo the biosafety committee on the status of compliance within the
select agent lab, the attached spreadsheet is included in each monthly meeting to provide the membership a
status report of the overall biosafety program. This may be help as well - Bob

From: Fuller Bazer [mailto: FBazer@cvm.tamu.edu]
Sent: Wednesday, May 09, 2007 6:37 AM

To: Brown, Bruce ]

Cc: Emery, Robert J; Patlovich, Scott

Subject: Re: Select agent check list

Thanks Bruce. We enjoyed our session yesterday and look forward to using inputs to improve our compliance
for research. Fuller

Fuller W. Bazer, Ph.D., Regents Fellow, Distinguished Professor and O.D. Butler Chair in Animal Science
Associate Vice President for Research

Texas A&M University

Telephone: 979-458-2876

Cell Phone: o

Facsimile: 979-845-1855

email: fthazer@cym.iamu.eduy

URL: hitp://animalscies amu.edu/

>>> "Brown, Bruce J"' <bruce.j.brown@uth.tmc.edu> 05/08/07 8:37 PM >>>
Dr. Bazer,

! have attached our select agent survey form that we discussed at today's meeting. if you would be so kind to
please distribute it to the group for use as a template to help create a select agent specific survey for your
program, it would be greatly appreciated. Please let us know if we can be of any further assistance. Thanks,
Bruce

Bruce J. Brown, MPH, CBSP, CHMM, ARM

Director, Environmental Health & Safety

The University of Texas Health Science Center at Houston
713-500-8100

5/9/2007
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Wallis, Annette

From: Mahle, Debbie on behalf of Clark, Charley
Sent: Wednesday, May 09, 2007 7:46 AM

To: Wallis, Annette

Cc: Clark, Charley

Subject: FW: Select agent check list
Attachments: Select agent check list

Select agent check
list
Annette:

This was in Charley's e-mail inbox. I wasn't sure if this needed attention, since you
were involved in this meeting

Debbie

Debhie Mahle

Administrative Assistant
University Risk and Compliance
Texas Ag&M University

1280 TAMU

College Station, TX 77843-1280
979/845-3898 {0O)

979/845-6437 (F)
d-mahleQtamu.edu

————— Original Message-----

From: Fuller Bazer [mailto:FRazer@cwvm.tamu.edu]

Sent: Wednesday, May 08, 2007 6:43 AM

To: Mattox, Brent S; Bwing, Richard; Clark, Charley; Raines, Angelia;
tagnew@vprmail.tamu.edu

Cc: Thomas Ficht; Vernon Tesh; Kretzschmar, Bert

Subject: Fwd: Select agent check list

Here is information (check 1list) from Bruce Brown at UTHSC Houston that we met with
yesterday. Fuller

Fuller W. Bazer, Ph.D., Regents Fellow, Distinguished Professor and C.D. Butler Chailr in
Animal Science Associate Vice President for Research Texas A&M University
Telephone: 979-458-2876

Cell Phcne:
Facsimile: 979-845-1855
email: fbazerfcvm.tamu.edu

URL: http://recovery.tamu.edu
URL: http://animalscience.tamu.edu/



The University of Texas Health Science Center at Houston

Environmental Health and Safety — Biological Safety Program
Comprehensive Select Agent/Toxin Program Evaluation Form

Date Surveyed: Principal Investigator:

Lab location(s): SAT used:

Registration / Security Risk Assessment

CDC/USDA registration current
Date:

Date of last CDC/USDA inspection
Deficiencies adequately resolved, if any?

Authorized personnel list is current

Any employees leave since last inspection?
If yes, please list name(s):

Any new employees since last inspection?
If yes, please list name(s):

Security
Visitor logs are in use

Electronic door use log checked
Unapproved guest / personnel are escorted
Card reader properly functioning
Guards are on patrol
All packages are inspected upon arrival
Video surveillance properly functioning
All doors are closed and secured
Equipment is properly secured (refrigerators, incubators, etc.)
Process in place for exiting authorized personnel (badge
deactivation, keys returned, passwords changed, etc)
Inventory control records available?
Date of last P.I. review of records

Loss, theft, or compromise of the following:
Select agent / toxin?
Keys?
Passwords?
Records (i.e. inventory)?

YES

Q DO o oonooon

0 R S I O

NO

D oogoocoocooag

]

O o o 9

N/A

O0O0ODoaoiBeoonoo

G
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Biosafety
PPL entry requirements posted on lab door(s)

Notice to Employees/Emergency/Spill info posted
Written SOPs approved by IBC
Aerosol producing procedures are contained
Chem. hood verified within past year
BSC certified within past year
Exp.
Ventilation is negative to hallway
Check and record HEPA Filter numbers
Fire extinguisher available

Adequately charged/inspection tag current
Eyewash / shower available

Inspection tag current
Autoclave usage is properly documented (logs, spore
strips, etc.)
Personnel have received appropriate vaccinations

Incident Response
Emergency cgress plan established and adequate

Spill response/decontamination SOPs established
Emergency medical treatment / first aid available

Reporting mechanism in place for incidents?

Training

Initial select agent specific employee training completed for
all individuals?

Annual select agent regulations refresher compieted for all
employees?

Personnel have attended required training (BLCS, BBP,
Shipping ,DOT sccurity, Rad Safety, other)

Drill exercise for biosafety/incident response plan conducted
at least annually?

Transfers
Form 2 transfer paperwork reconciled

Any transfer of select agent since last monthly inspection?

DOT/ TATA shipping training received for all applicable
employees?

O 8 0O g 0 - g O o oc.c - G
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COMMENTS

Surveyed by RO/ ARO: Date Surveyed:

Reviewed by RO: - Date Reviewed:




KBTX - HomePage

Page 1 of'2

Search KBTX  Google Fuesday ARl 17, 2007 912 AR fdees 3 Mow - Deskiop WX - Contnet  Siie fap
Ovarcast
Vievs Cloppler 3
Home - Hews - Weather - Sporis - Moming Show - fnside KBTX © bineviube - Medical Minute » Healibscens - KBTHperts + Coniests + Upickem + Ne
Joiy Searcit zuram Guide - Chastesh Vitchen - Porfect Home - SpeakOut Poll - Galendar - The Buzz - Augie Sparis Page - Yolumesr - Lollery CWECS

ieason W Skiile
BTU Power Profile
Classroom Chapions

AT

Compriers 04
Crimne Stonpers
From the Grousd Up
Fashion Statemaent
From the Cops
Herces from Hoine
Home of the Weell

Parade of Homes
et of the Waek
Weekend Gardener

Win a new 2007 G Acadis
or ftee groceyies for a year

MR

SpeakOu Poll

Do you think students and facully are
safe on college campuses?

# thousands of dellars, if not the miitlons.

8z The l.ate Show with David
Letterman

KBTH.com Top 10

1. Campus Massacre: More Than 30

Kitlad at Va. Tech

Calvert Accident Causes Traffic

Delay

. College Station Traffic Stop Leads

to Drug Bust

Washington County Wreek Kilis Gne

Invastigation Launched into ASM

Professor's Death

. CRC Investigation Undervay Into

A&M Bioweapons [dishap

Dancing Inte a Heatthy Lifestyle

. Spirit of Aggicland Reunites Aggie
with Symbol of Pride

. Shestage of Prison Guards Leads to
Cencern

10.Mourners Attend Service for Stain

2

Aggie Coed

http://www.kbtx.com/home/headlines/7053852 html

CBC nwvestigation Underway Into A&M B
Posted: §:47 #M Apr 16, 2007
Last Updatad: 12:00 ALS Apr 17, 2007

Reporter: Sieve Fullhart
Email Address: X

ioweapons Mishap

i[rhe Centers for Disease Conlrol and Prevention is
nvestigating Texas A&M afler the university apparently
failed to report that a researcher had been infected with a
bioweapons agent.

[The incident happened back in Fabruaw of last vaar
lapparently occurred at ihe

n arms-conlre! watehdog group called The Sunshins
Project and their director, Edward Hammenrd, were doing it *
la survey of instilutions vying for a govemmaent fazility. He | : -
'submitted a public information request for actident [ “ﬂﬂﬁﬂﬂﬂ i
reports at AGM. Al he got back was a sheet of paper simply saying there had been an "occupational Lo T e e e
gxposure” of biucella.

nagfOf

Read alt the reports unearthed by The
aind of ilis story.

Sunshine Project in the Relaled Links section at the

"I\ was obvious that an accident that bad would generate more paperwork, s | was puzziad by their
first response o me,"” Hammongd satd,

£-mails oblained by the Austin-based group show conversafions belween top A&M research officials
about the incidant some two months fater. That's when researcher was diagnosed. eventually
did recover from her itlness, which was first discovered in April 2006.

The e-mails indicated the researcher had beer infected in February 2006 as:
a chamber where they were condusting expariments on mice.

ittempted fo clean

The ¥ ish ‘The CDC reports it is primarily passed through animals like
catile and sheep Brucsilosis symptoms are similar to the flu, but ihe bacteria can be weaponized.

Those e-mail exchanges included talks hat A&M neaded fo inform the CDC aboul the incident, By
law, a roport needed ta be fifed within seven days cf confirmation.

Again accarding to documents obtained by The Sunshine Project, that nolification of the incident did
not come unlit Aprit 10, 14 months after $he ingidenl, 12 manths after its corfirmation.

It dotumsnts sent to The Sunshine Project iast week, 1he formal report was included. in a detailed
summary, the university says (hey were transitioning compliance responsibilities at the time of the

bk A Afim' Srudenis Qw\ What Vo, ig
incident. .frcch Guestion Mitivates Such Wi
1533 Ewwnh,' Lesve  Shootings? Ayeald

Campus

However, an e-mai string from April of last year shows officials wera aware that a report neaded to
be sent i by someone.

Hammond is calling for maximum penalties o ba levied, which could fotal In the hundreds of

“| thirk the concern is $hat because the schoot apparently dicn't follow the Taw and didn't go through
the proper procedures to get this problem reported and corrected, that it raises questions aboul the
integrity of tha research aversight al Texas A&M,"” Hammond said,

Texas A&M released a brief statement Monday aflemoon, attributing the failure to report the incident
tc human eror. They added that 20 furiher cormment would be made until the investigation is
complefe.

The COC would only confinm their presence on campus, and vould net comment on fsir
investigation.

N'-:.m

Q

sgmgm., o w
Tire foltowing is the slatement issued by Texas A&M's Executive Vice Presidant and Provost David k4 gﬁ
Frior:

&-w B

“Ar internat investig has ihat an o 1d ¢ {otha 1 that causes
brucaliosis occurrad on olir and that tha i | was suc fully Irealed. We have since
strengthened our safely, iraining and reporting procedures following the humar emor involved in not
reporting this incident.

divid,

“An indey Wt review of our p and p. es will be conducied by representalives of
the Center for Disease Control (CDC) who are on campus loday {Monday, Aprit 16). We will be fully
cooperative and our goal is {o cormply wilh ali current biosafety standards.

“Ne university officials will make further comments regarding this Incident until our final internal
report is issued following the COC review."

Related Links:

The Sunshing Project

4/17/2007
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Kelly, Scotf, 4/10/07 5:04 PM -0500, Public Information Request

Envelope-to: . .. ]
Subject: Public Information Request
Date: Tue, 10 Apr 2007 17:04:16 -0500
Thread-Topic: Public Information Reguest
Thread-Index: Acd7vCiplFijz2P+ROmxzud40IKeCs5g==
From: "Xelly, Scott" <5-Rellyftamu.edu>
To: "Edward Hammond" <hammond@sunshine-project.org>
Cco: "Yeager, Susan" <s-veager@tamu.edu>,
"Raines, Angelia" <araines@vprmail.tamu.edu>,
"br. Alicia Dorsey" <dorseyf@tamhsc.edu>,
"Callcott, Diane" <D~Callcott@tamu.edu>

Attached are additional records that our office received today related to the record previously provided to you
regarding an incident of occupational exposure fo brucella. We have redacted personally identifiable
information about the patient as well as information related to the exact location of toxins.

We are also advised by Dr. Alicia Dorsey of the Texas A&M System Health Science Center that the HSC
does not have any records responsive fo your request.

Mr. Scott A. Kelly

Deputy General Counsel

The Texas A&M University System
Office of General Counsel

A&M System Bldg., Ste. 2079
200 Technology Way

College Station, Texas 77845
(979) 458-6125

(979) 458-6150 - facsimile

Content~-Type: application/cctet-stream;
name="Hammond Response.pdf"
Content-Description: Hammond Response.pdf

Content-Disposition: attachment;
filename="Hammond Response.pdf”

Printed for Edward Hanunond <hammond@sunshine-project.org>
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o~ e ‘ } 1100 WEST 497H STREET -
+ m&%&éﬁ Texas Department of State Health Services = austi, texas 7ersesss
TN st Heshir serviens {512) 4587318
Ej L ‘ LABORATORY SERVICES SECTION ﬁ
- : CLIA #45D06606844 : "
CONFIDENTIAL LABORATORY REPORT
. = Page-1 of 1+
-~ Submitter copy Dates S/25/2006
=] :
Hon, SC0TT AND WHITE CLINIC-D21801384
1640 UNIVERSITY DRIVE
attn: Jack Crouch
-~ COLLEGE STATION, TX 77840 : o,
' : Spec i#:
Subm #: -0
~ Labs MEOYCAL SEROLOGY N
T . ' : Tel #: (5i2:458-7578
Patient )
-~ DOB: ~ : -
Patieat Address: ~—77 7
-~ . wilin,
Daté Rovd:s S/1872006 . Test Reas: DIAGNDSIS

Spe Type: SERUM

)
»

NEW REQUIRERENT: Due to Pegulatory (CLIA) requirements, ePfective February 14,
M200%, 8l1 specimen Forms must include the date of collaction or the speTimen ' -
will be rpjocted.

3}
¥

Fifial Results

2n A TIAEE APRAN), LT A iedaly P TSR HOINEY, - IS

o~ Spacinen Numbers: . -~
' Date Collected: " 543672008
a  BRUCELLA AGGLUTINATION, «#1:160 -

A single 8rucella agglutination titer of greater thah or egual to .
-~ 1:180 is evidence of a prior inFgcotlon, hut, IT 4085 not CONFirm -~
) that the Infection was recent., The most convincing serologlc evidance

of recent Brucells Infection 18 a Fourfoly rise in entibody titer

-~ between an acute and a convalescent setunl. B . v
-~ ¢ . BRUCGELLA AGGLUTINATION is Reportable to Health Dapt I3 ] -
Mila. Lo

Susan U. Nelll, Ph.D,, M.B,A.
. ‘ Pirector, Laboratory Services Section
-~ CLIA License Number 4500560644 -
’ T wwkgehe. etate. tr, ue s lok



Thomas A. Ficht Tue, Apr 10,2007 11:01 AM

Subject: FW: Workmen's Compensation

Date: Friday, April 21, 2006 1:27 PM

From: Tom Ficht <fficht@cvm.tamu.edu>

To: "Mattox, Brent 8" bsmattox@tamu.edu, Angelia Raines ARaines@vprmail tamu.edu, Tiffany
Agnew tmagnew@tamu.edu

Ce: "L. Garry Adams" gadams@cvm.tamu.edy, “David N. McMurray”

memurray@medicine. tamhsc.edu, njenes@medicine tamhsc.edu, More...

Conversation: Workmen's Compensation

Brent

g

I wanted to let you know that " has been diagnosed with

brucellosis. ... apparently contracted the disease during an
experimental chai!enge at LARR (CMP) on the ninth of February 2006. At
that -

time along with Dr. McMurray were training us in the use of the

Madison chamber for aerosol inoculations.
=t has been home sick for several weeks be:ng treated by#¥  personal
physician and was only recently diagnosed. I heard about this last ‘week
(Mon or Tues) and instructed other personnel present at that challenge to
have an an immediate blood draw for testing. The results shouid be
avallable in another week or twao,

We do not know the exact cause of = ~ 7" 7 exposure, although we
assume .

it may have occurred as a result of cleaning out the Madison chamber after
an aerosol run. In the future we plan to flush the chamber with-

disinfectant rather than using manual cleaning methods. The chamber will be
wiped out after running disinfectant through the chamber, but this will
involve the use of a long-handled applicator or mop. In addition, we will

not rely on the use of N95 face masks and will instead use positive air
displacement respirators.

In the initial aerosol trials we relied on the experience of the T8
researchers for the level of precaution typically employed in such
experiments. It is suspected

that-a-conjunctival-route-of- mfechomswespans;blewfer Ao

infection, perhaps as a resuit of manually cleaning the Madlson chamber
It is my fault for not recognizing the differences between Brucella and
Mycobacteria in regard to routes of infection,

An isolation was made from a blood culture by { physician and
sent to TDH for confirmation. It would be helpful if EHSD could requested
a sampie of this isolate for culture confirmation here.
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Thomas A. Ficht, Ph.D.
Professor .

Veterinary Pathobiology

Texas A&M University

4467 TAMU

College Station, TX 77843-4467
979-845-4118 ph
$75-862-1088 fax
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“Thomas A, Ficht Tue, Apr 10,2007 11:08 AM

Subject: Re: <no subject>

Date: Monday, April 24, 2006 4:56 PM
From: Tom Ficht <ffichi@cvm.tamu.edu>
To: "Mattox, Brent 8" bsmattox@tamu.edu
Cc:

Conversation: <no subject>

Oddly, they asked me to find out about Dr. Ding's number.

I will ask __ 4 we can get this info through . | was considering
askingi,.... “io take part in our bload testing program which we were going to
schedule in May. Unless you think we need it sooner.

On 4/24/06 4:03 PM, "Mattox, Brent S" <bsmattox@tamu.edu> wrote:

> By the way, | heard from Scott & White today: all titers were negative, | do

> need a copy of the Lab resullson.. . . _ though. I can go the
> long route or would perfer getting a copy through . possible. Did
> you have retested at S&W?

> h

> As to the Ding subject, | don't understand why you had to contact Virginia
> Tech instead of our illustrious Office of Compliance. Isn't that their job?
- .

> Brent

=
. > ---0Original Message-—-

> From: Tom Ficht [mailto.tficht@cvm.tamu.edu]

> Sent: Monday, Aprit 24, 2006 1:51 PM

> To: Chariotte Waggoner

> Ce! Raines, Angelia; Tiffany Agnew; Mattox, Brent 8
> Subject: Re: <no subject>

-

> Thanks. CDC's approval process doesn't seem to be getting any faster, 1 will
> pass this on to my compliance office.

b

> Taf

p)

>

-

-~

> On 4/24/06 1:08 PM, "Chariotte Waggoner" <ren@vt.edu> wrote:
=

>> Hi Dr. Ficht....

>>

>> Xicheng's DOJ ID number at Virginia Tech was -
2

Hope this helps...
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————459 Tech Center Drive

>> At 10:53 AM 4/24/2008, you wrote:
>>> Dear Ms. Waggoner
= .
>>> We are aware of the need to renew Dr. Ding's CDC approval. We were
>>> asked by our compliance office to obtain his previous number to
>>> gxpedite this request.
Pre .
>>> [f you prefer | will ask that the compliance office contact you
»>> directly for this info.
>
s
>>> Charlotte M. Waggoner, RBP
>>> [niversity Biosafety Officer/Responsible Official Environmental,
“»>> Health and Safety Services (MS 0423) Virginia Tech
»>> 458 Tech Center Drive
>>> Blacksburg, Virginia 24081
»>> hitp://'www.ehss.vt.edu/
P .
>>> ren@vi.edu
>»> (540) 231-5864
>>> (540) 231-3044 FAX
S
o>
B>
>>>
>>> Sincerely,
P
»>> Thomas A. Ficht, Ph.D.
>>> Professor
>>> Veterinary Pathobiology
>>> Texas A&M University
>>> 4487 TAMU
>>> College Station, TX 77843-4467
>>> 979-845-4118 ph
»>> 979-862-1088 fax
>
>> Charlotte M. Waggoner, RBP
>> University Biosafety Officer/Responsible Official Environmental,
" >> Health and Safety Services (MS 0423} V!rglma Tech

>> Blacksburg, Virginia 24061
> http:/Amwvww.ehss.vt.edu/

>

>> rep@vi.edu

>> (540) 231-5864

>> (540) 231-3944 FAX

>
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> Thomas A, Ficht, Ph.D.

> Professor

> \eterinary Pathobiology

> Texas A&M University

> 4487 TAMU ‘

> College Station, TX 77843-4467
> 879-845-4118 ph

> 979-862-1088 fax

=

>
>
>

Thomas A. Ficht, Ph.D,
Professor :

Veterinary Pathobiology

Texas A&M University

4487 TAMU '

College Station, TX 77843-4467
979-845-4118 ph

979-862-1088 fax
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Thomas A. Ficht Tue, Apr 10, 2007 11:09 AM

Subject: Re: <no subject>

Date: Tuesday, April 25, 2008 11:46 AM
From: Tom Ficht <tficht@cvm.tamu.edu>
Toz o
Conversation: <no subject>

I have not heard back from Brent and I think anything will work, But according to the
seiect agent guidelines we are required to report any laboratory exposures to the CDC.
So I guess he will need to have some record. I do not know how this impacts on your
personal files??? Since this has been done through a personal physician you may be
within your rights to deny any of these requests. Having said that T don't know either
way how this would impact me or the university, but that should not be your concern.

I guess as P11 cant help but be involved, but it does seem like something that is best
handled between you and Brent Mattox (as representative of EHSD).

I am glad to help {a's a non-physician), and would like to suggest that you take part in
our blood testing so that we can carefully watch your titer. Perhaps you could ask your
personal doctor his thoughts? :

Another thought is for you to go fo Scott and White and get a blood draw immediately
(desk E is Occupational Health) . I can meet you there if vou like.

om

On 4/25/06 11:30 AM, e e e e
wrote:

Tom,

All T have is a preliminary report on the blood cultures done at St. Joseph's
as well as the earlier report from CPL on the first blood culture. Serology
was never done on me, Is this what Brent needs to see? I can copy both

sheets and campus mall them to you tomorrow as I don't have them here at
wWOork, ' '

>>> Tom Ficht <tficht@cvm,tamu.edu> 04/24/06 4:56 PM >>>
Oddly, they asked me to find out about Dr, Ding's number.

Iwillask 77777 if we can get this info through 1 was considering
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asking‘:'*"fi_" " :0 take part in our blood testing program which we were going to
schedule in May. Unifess you think we need it sooner.

On 4/24/06 4:03 PM, "Mattox, Brent & <bsmattox@tamu.edu>'wrote:

> By the way, I heard from Scott & White today: all titers were negative. I do

> need a copy of the Lab results oni e, . though. I can go the
> long route or would perfer gettmg a copy through e if possible, Did
> you have .—etested at SBW?

>

> As to the Ding subject, I don’t understand why you had to contact Virginia

> Tech instead of our llustricus Office of Compliance. Isn't that their job?
. :

2

> Brent
-
B memee Original Message-----

> From: Tom Ficht [mailto:tficht@cvm.tamu.edu]

> Sent: Monday, Aprit 24, 2006 1:51 PM

> To: Charlotte Waggoner

» Cc: Raines, Angelia; Tiffany Agnew; Mattox, Brent &

> Subject: Re: <no subject>

-

> Thanks. CDC's approval process doesn't seem to be getting any fastern 1
will

> pass this on to my compliance office.

>

> Taf

>

>

=

>

> 0On 4/24/06 1:09 PM, "Charlotte Waggoner” <ren@vt.edu> wrote:
>

>> Hi Dr. Ficht....

>>

>> Xicheng's DOJ ID number at Virginia Techwas 7 ope this

helps...

> >

>> At 10153 AM 4/24/2006, you wrote:

>>> Dear Ms, Waggoner

>

>>> We are aware of the need to renew Dr. Ding’s CDC approval. We wera
>>> asked by our compliance office to obtain his previous number to
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>>> expedite this request,
>>> .
>>> If you prefer I.wiif ask that the compliance office contact you
>>> directly for this info.

R :

e e

=>=>> Charlotte M. Waggoner, RBP

>>> Unlversity Biosafety Officer/Responsible Official Environmental,
»»> Health and Safety Services (M5 0423} Virginia Tech

>>> 459 Tech Center Drive

>>> Blacksburg, Virginia 24061

>>> http://www.ehss.vi.edu/

>

>>> ren@vt.edu

>>> {540} 231-5864

>>> (540) 231-3944 FAX

>> >

e e

>0

>

>>> Sincerely,

5>

»>> Thomas A. Ficht, Ph.D.

>>> Professor

>>> Veterinary Pathobiclogy

>>> Texas A&M University

>»> 4467 TAMU

»>> College Station, TX 77843-4467

>>> 979-845-4118 ph

>>> 979-862-1088 fax

>

>> Charlotte M. Waggoner, REP _

>> University Biosafety Officer/Responsible Official Environmental,
>> Health and Safety Services {MS 0423) Virginia Tech

>> 459 Tech Center Drive

>> Blacksbhurg, Virginia 24061

>> http://www.ehss.vi.edu/

>

>» ren@vt.edu

>> {540) 231-5864

>> (540) 231-3944 FAX
>

>

>
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= Thomas A. Ficht, Ph.D.

> Professor

> Veterinary Pathobiology

> Texas ABM University

> 4467 TAMU

> College Station, TX 77843-4467
> §79-845-4118 ph

> 979-862-1088 fax

>

>
=
=

Thomas A. Ficht, Ph.D.
Professor

Veterinary Pathobioclogy

Texas A&M University

4467 TAMU

College Station, TX 77843-4467
§79-845-4118 ph
979-862-1088 fax

Thornas A, Ficht, Ph.D.
Professaor

Veterinary Pathobioclogy

Texas A&M University

4467 TAMU

College Station, TX 77843-4467
979-845-4118 ph
979-862-1088 fax
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Thomas A. Ficht ' Tue, Apr 10, 2007 1110 AM

Subject: FW: Prophylaxis for Lab exposure to Brucelia:
Date: Tuesday, September 19, 2008 10:21 AM

From: Tom Ficht <tficht@cvm tamu.edu>

To: ZakirShaikh@mhd.com

Conversation: Prophylaxis for Lab exposure to Brucella

Dear Dr. Shaikh

Here are some references containing new approaches that were used in conjunction with oral
doxycyclintrifampin to treat a recent exposure here.

-Sincerely,

Thomas A, Ficht, Ph.D.
Professor

Veterinary Pathobiology

Texas A&M University

4487 TAMU

College Station, TX 77843-4467
979-845-4118 ph -
979-862-1088 fax

------ Forwarded Message
From: ___ _
Date: Tue, 19 Sep 2008 09:23:05 -0500

To: Tom Ficht <TFICHT@cvm tamu.edu>

Subject: Re: FW: Prophyiaxis for Lab exposure to Brucella

Hi Tom,

This is the reference” __  and i both happened to find; ironically, it appeared in
print on my first day of treatmant. Anyway, he actually deviated from this protocol
because | received the gentamicin [V for 7 days, not IM, as this regimen suggests.
PLUS | also took a combination of oral rifampin AND doxycycline for a 45 day period. |
can't imagine any organisms surviving that!

Take care,

p.s. we've added some dates to our BSL3 calendar for this Fall, but [ think we can stili
easily accommodate your group's needs,

Clin Infect Dis. <javascript:AL_get(this, 'jour’, 'Clin
Infect Dis.");> 2008 Apr 15;42(8):1075-80. Epub 2006 Mar 13.
Efficacy of gentamicin plus doxycycline versus
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streptomycin plus doxycycline in the treatment of

brucellosis in humans.

« Hasanjani Roushan MR <htip:/www.ncbinim.nih.govientrez/query.fcgi?
db=pubmed&amp;cmd=Search&amp;itool=pubmed_AbstractPlus&ampiterm=%
22Hasanjani+Roushan+MR%22%58Author%SD> |

« Mohraz M <htip/Awww.ncbi.nim.nih.gov/entrez/query.fogi?
db=pubmed&amp;cmd=Search&amp;itool=pubmed_AbstractPlus&ampiterm=%
22Mohraz+M%22%5BAuthor%5D> , ‘

« Hajiahmadi M <hitp://mww.nebinim.nih.govienirez/query.fegi?
db=pubmed&amp;cmd=Search&amp;itool=pubmed_AbstractPlus&ampiierm=%
22Hajtahmadi+M%22%5BAuthor%5D> | _ ' '

» Ramzani A <htip:/Awww.nebi.nim.nih govlentrez/query.fogi? _
db=pubmed&amp;cmd=Search&amp;itool=pubmed_AbstractPlus&amp:term=%
2Z2Ramzani+A%22%5BAuthor%5D> |

+ Valayati AA <hitpi/iwww.ncbi.nim.nih.govientrez/query.fegi?
db=pubmed&amp;cmd=Saarch&amp;itooizpubmedmAbstractPEus&amp;term=%
22Valayati+AAY%22%5BAuthor%asD> | '

Department of Infectious Diseases, Yahyanejad Hospital, Babol Medical University,
Babol, Iran. hagar2q@yahoo.ca

BACKGROUND: In the treatment of human bruceliosis, antibiotic regimens containing
an aminoglycoside are reportedly associated with fewer relapses. METHODS: This
prospective, randemized study employed doxycycline {100 mg administered orally twice
daily for 45 days) in combination with either streptomycin (1 g administered
intramuscularly daily for 14 days; the DS regimen) or gentamicin (5 mg/kg per day
administered intramuscularly for 7 days; the DG regimen). Efficacy of trealment was
determined by rates of failure or relapse with a foliow-up period of 1 year. RESULTS:
Ninety-seven patients with a mean age (+/- standard deviation [SD]) of 33.74+/-15.47
years and 84 patients with the a mean age {(+/-SD) of 36.2+/-14.14 years were treated
with regimens DG and DS, respectively (P = .277). The clinical manifestations in both
groups of patients were similar with the exception of sweating, which was more common

in the DG group (P = .04). Three (3.2%) of the patients in the DS group and 3 {3.1%) of

patients in the DG group experienced relapse (difference, 0.1%; 95% confidence interval
[CI], -4% to 5%:; P = 1.0). Overall, 7 (7.4%) of the patients in the DS group and 5 (5.2%)
of the patients in the DG group experienced failure of therapy or relapse (difference,
2.2%; 95% Cl, -4.5% to 8.9%; P = .563). The actuarial probabiiity for relapse at 12
months after completion of therapy was 4.3% in the DS group and 2.1% in the DG group
(difference, 2.2%; 95% Cl, -2.8% fo 7.2%). CONCLUSIONS: The combination of oral

doxycycline for-45 days-plus-intramuscutar-gentamicin-for-7-days-is-equally-as-effective

as traditional therapy using doxycycline for 45 days plus streptomycin for 14 days.

PMID; 16575723 [PubMed - indexed for MEDLINE]

>>> Tom Ficht <tfichi@cvm.tamu.edu> 09/18/06 8:45 AM >>>
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Do you have the reference for the iv gentamycin treatment?

Tom

Thomas A. Ficht, Ph.D.
Professor

Veterinary Pathobiology

Texas A&M University

4467 TAMU

College Station, TX 77843-4467
978-845-4118 ph

979-862-1088 fax

-~ Forwarded Message

From: “Shaikh MD, Zakir A" <ZakirShalkh@rnhd.com>

Date: Thu, 14 Sep 2008 17:37:55 -0500

To: <Paul.Southermn@uisouthwestern.edu>,
<Rita.gander@utsouthwestern.edu>, <ffichi@cvmtamu.edu>
Conversation: Prophylaxis for Lab exposure to Brucella
Subject: Prophylaxis for Lab exposure to Brucella

Hi All,

I would like to find out if there are any recent updates in
recommendations for prophylaxis of Microbiclogy personnel with.
potential exposure to Brucella (as a result of bubbling while
perfortming catalase test from misreading of gram stain as GPC). The
exposed personnel has been counseled about lack of data about
prophylaxis in this scenario, but has elected for antimicrobial
prophylaxis.

I would certainly appreciate any input in this regard.
Zakir

Zalkir Shaikh, MD, MPH, CPE, FIDSA

Hospital Epidemiologist

Medical Director, Infection Conlrol
KMethodist Health System
Dallas, TX

(214)047-2351
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This electronic transmission contains information from Methodist Health
System and should be considered confidential and privileged. The
information contained in the above messages is intended only for the
use of the individual{s) and entity({ies} named above. if you are not

the intended recipient, be aware that any disclosure, copying,
distribution, or use of this information is prohibited. If you receive

this transmission in error, please notify the sender immediately by

return e-mail. Methodist Health System, its subsidiaries and

affiliaies hereby claim ail applicable privileges related to the
transmission of this communication.

- ENd of Forwarded Message

- £nd of Forwarded Message
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BSL3 Operating Procedures Manual Ficht and Adams

Acknowledgements

Biosafety Level 3 is applicabie to clinical, diagnostic, teaching, research, or production facilities
in which work is done with indigenous or exotic agents that may cause serious or potentiatly
lethal disease as a result of exposure by the inhalation route. Laboratory personnel have
specific training in handiing pathogenic and potentially lethal agents, and are suparvised by
competent scientists who are experienced in working with these agents.

Personnel wearing appropriate personal protective clothing and equipment conduct all
pracedures invelving the manipulation of infectious materials. Additionally, ali procedures
involving the manipulation of infectious materials are conducted within biolcglcai safety cabineis
or other physical contamment devices. The laboratory has special engineering and design
features.

followmg standa pe ai safety practices, equipment and facilities apply to the

P R e .Disinfectants used
inciude ethanol, 1% (w/v) Virkon-S and 0% (viv) commercial bleach. Virkon-S is safe for use
on human skin and is as effective as bleach at reducing Bruceffa viabiiity. Ethanol is used for
flame sterilization and may be used to clean surfaces, but is much less effective than either
Virker-8 or bleach at inactivating Bruceffa.

Fepruary 22, 2007 3of35



BSL3 Operating Procedures Manual Ficht and Adams

Yaouum
Line

Overflow Collaction Dsinfectant
Flask Flask Solufion

Fig. 1 Safety trap selup for use with in house vacuum line,

3.11 Spill procedures have been posted in

3.12 To use the vacuum lines for aspirating biological fluids, use two large ﬂasks in
series with a microbiological fiiter {G. 2 0.45 um).

3.13 The telephanes in the BSL3 suite are for emergency use only, to provide
additional safety for you. Remember that you are hoiding potentially
contaminated latex gloves very close to your face, that these gloves are
touching the receiver, which is very close to your face and mouth, and that
someone else will be using the receiver after you.

13.1 Remove the outer pair of latex exam gloves before picking up the receiver,
13.2 Decontaminate the receiver immediately after every use.

13.3 Do not give the BSL3 phone number to friends. They can leave a message, and
you can return their calls when you leave the BSL3 sulte. if there Is an

ETergency,” ldbioratory oroffice staff car transterthe call oroome g thig BSL3
suite to give you the message.

4. AEROSOL CHALLENGES
4.1 Intrafacility transfer forms are completed and faxed to EHSD before transier.

4.2 Brucella suspensions used for inoculations are prepared and ioaded info
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BSL3 Operating Procedures Manual _ Ficht and Adams

conical tubes in ;
cabinets.

the biological safety

4.3 Inoculum cantaining viable organisms is transported from the facility in
generalized "triple” packaging (primary receptacle, water tight secondary

packaging, durable outer packaging) required for a biological agent of human
disease.

3.1 This packaging requires the “infectious Substance" fabel on the outside of the
package. This packaging must be certified to meet rigorous performance tests as
outliined in the DOT, USES, PHS, and |ATA regulations.

3.2 Such samples are transported thrcugh the mer's or women's locker rooms at the
e ¢ under constant supervision from approved persons.

44 atthe_ " personnel will change from street clothes into appropriate
wardrobe

4.1 In the outer locker room, street clothes are removed and scrubs put on.

4.2 In the inner changing room, two pairs of gloves, facemask, tyvek suits and masks
(NS5 rated 30 8210 or Tecnoi PFRYS) are put on before entry into the main

hallway,
45 Atthe . animals will be transported to " in microisolyzer
cages and remOVed in the biclogical safety cabinets” 4hd loaded into cages for
challenges.

4.6 Madison Chamber preparation and use

8.1 Plug cord from contral box into the wall socket. Check the light on the conﬁ'oi
box. Connect the source of compressed air (e.g., building; tank) through the
small flow meter to the nebulizer. Make sure that the compressed air regulator

reads gt least 30 psig. When the matn switch is on, the vacuum pump, fans, and
timer shouid be operating.

6.2 Carefully unscrew the glass j jar from the nebulizer and place about 14 mi of
challenge suspension in the jar. Attach the jar to the nebulizer unit and ad}ust
the vertical stainless steel tube so that the lower (intake) end is about half an
inch below the level of fluid in the jar.

8.3 Load the animal basket into the chambier, being carefui to center if so that it
doesn't touch the fan blades. Close the door and turn on the main switch,
activating the vacuum pump, fans, and timer. Reset the timer to zero.

8.4 Check the main (room) air flow meter (the larger meter on the right). The center

of the fioat (ball) should run about “21".

8.5 Turn on the compressed air and simultaneously start the timer. The air flow rate
, through the compressed air low meter should read about § psig. Check visually
to be certain that the challenge inecuium is being nebulized,

8.6 After exactly 300 seconds {8 min), the compressed air supply to the nebulizer
should be shut off and the nebulization process will stop. Flow through the small
meter will drop to zero, and visual inspection of the nebulizer will show no

‘ February 22, 2067 9 of 35



BSL.3 Operating Procedures Manual Ficht and Adams

activity. The timer should confinue to run.

6.7 After an additional 600 seconds {10 min} or 900 seconds (15 min) total on the
timer, tum off the main switch, stopping the vacuum pump, fans, and timer.

8.8 Open the chamber door and remove the animal basket. Remove the glass
nebulizer jar, discard the challenge suspension, wash the jar thoroughly, and
reload a fresh 10 ml volume of nebulizer suspension. Return to Step 3 above.

6.8 At the end of the infection procedure, spray the inside of the chamber with
disinfectant and wipe down very thoroughly. Leave clean nebutizer jar upside
down on paper {owels on the sideboard fo drain and dry.

4.7 Nebulizer jars are filled with inoculum under the safety cabinet.

7.1 After use, culture will be decanted back into 50 mi conical.tubes under the
cabinet and saved and transported back to building’

7.2 The nebulizer jar is filled with bleach to disinfect. The nebu!tzer probe is dtpped
in 10% bleach, followed by two dips in steriie water.

4.8 Mice are removed from the chamber and placed back into the microisolyzer
cages under the biological safety cabinet. Sealed cages are fransported back
fo the room housing the mics,

4.9 After animals are removed, tubes are disinfected under the safety cabinet
(Clorox bleach wipes, 10% bleach on paper towels, 1% (w!v) virkon on paper
_ towels) before being brought to the smk for washing.

/ "4 10 The inside of the chamber is cieaned from front to back with 10% bleach or N
' 1% (wlv) wrkon to surface decontammate the chamber . -

4, ‘I'I The innoculum is retumed te: ! in approved containers

......

- 11.1 After thorough decontamination of container containing innoculum, containers
are placed inside approved durable (leak-proof) transport container that is then
closed, sealed, and disinfecied as well.

4.12 Personnel remove tyvek suits and place in approved containers to be
autociavedJay CMP personnel.

"""'12 1 Fuil-face respsrators are surface decontam:nated w:th ?O% ethanal:-

e s e

2.2°SErES Bte temoved I iner changing rooms and placed in CORtAINErs to be
autoclaved by CMP personnel. Facemasks and gloves are thrown away.

12-8-Hands-are-thoroughly-washed-before-entering the-outer changing oo

12.4 Street clothes and personal belongings are worn and collected before exiting BL-
3 suite.

5. ROUTINE CLEANING AND DECONTAMINATION PROCEDURES

5.1 Sharp objects

February 22, 2007 10 0f35
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, 4/12/07 12:06 PM -0700, Fwd: RE: Public Information Request

To:
From: Edward Hammond <hammond@sunshine-proiect.org>

Subject: Fwd: RE: Public Information Reguest
Cc:
Bece:

Attachments:

Date: Wed, 11 Apr 2007 10:20:34 -Q700

To: "Kelly, Scott" <S~Kelly@tamu.edu», tficht@cvm.tamu.edu,
bsmaddox@tamu.edu, memurray@nedicine.tamu.edu

From: Edward Hammond <hammondésunshine-project.org>

Subject: Fwd: RE: Public Information Request

Cc: "Yeager, Susan® <s-yeager@tamu.edu>, "Raines, Angelia"
<araines@vpr-mailsrvl.tamu.edu>, “Dr. Alicia Dorssy"”
<dorsey@tamhsc.edu>, . "Callcott, Diane" <D-Callcott@tamu.eddu>
Beeos

X~-Attachments:

Mr Scott Kelly
Legal Counsel

Dr Thomas Ficht
Professor

Mr Bfent Maddox
Biosafety/Lab Safety Director
Texas A&M Universty

Dr David McMurray
Professor
Texas A&M University Health Science Center

Gentlemen:

My patience is at its end in this matter. As you are well-aware, the
Texas Public Information Act sets forth clear deadlines for public
cofficials to produce and/or seek Attorney General ruling on records
requested by the public. I requested accident records involving RG2 or
higher agents at Texas A&M in October 2006. You have yet to produce a
complete set of responsive records, and you are unquestionably in
viclation of Texas law, ‘

You dinitially only acknolweged one occcupational exposure to brucellia,
noted in a curious piece of paper that obviocusly did not consititute
anything close to the complete set of records for that incident. You
still acknowledge no other records on other possible or actual

occupational —exposures .to..RG2-.or-higher agents at.Texas.A&M..since..2000, ..

an assertion that I frankly find hard +to believe.

Having failed to provide anything resembling the responsive records in
the first instance, in reply to my complaint, TAMU at first stalled:
Then, when I threatened to go to the Attorney General, lo and behold,
you produced some rather shocking records about the brucella incident,
apparently only in order to forestall the Attorney General's attention.
These records still do not form a complete set of those that should have
been handed over last year, not even for that single incident.

Printed for Edward Hammond <hammond @sunshine-project.org>



, 4/12/07 12:06 PM -0700, Fwd: RE: Public Information Request 2

For example, you have produced no TAMU accident report(s) or
recordkeeping by your environmental health department nox the Vet school
nor LARR for the brucella incident or any other. ¥You have produced no
APHIS/CDC Form 3 for the brucella incident, a Fform that Mr. Maddox, who
T believe is your select agent RO, was reguired to submit by federal
law.

I also note that TAMUHSC, employer of the owner and inventor of the
"foolproof” Madison Aerosol Chamber used when the brucella incident
occurred, initially did not reply to my PIA reguest and now denies
having any recordsg regarding the incident, another assertion that I
frankly find hard to believe.

Therefore, if I do not recieve a complete set of records from TAMU and
TAMUHSC for the brucella incident and any others by the end of this day,
I will take action ingluding any or all of teh following:

1) Lodging a formal complaint with the Attorney CGeneral of Texas for
TAMU and/or TAMUHSC wviolation of the Public Information Act;

2) Reporting to the Federal Bureau of Investigation apparent violation
of the implementing regulations for the Bioterrorism Act of 2002 by
officials of TAMU, and possibly TAMUHSC.

3) Reporting to the Centers for Disease Control and/or USDA APHIS
apparent violation of the Select Agent Rule by TAMU and possibly
TAMUHSC.

4) A news release explaining this situation and drawing public and media
attention to a possible illegal coverup of violation of federal law and
lab~acquired infection by TAMU.

I insist that you reply fully and completely by 5:00PM.

Sincerely,

Edward Hammond

Date: Tue, 10 Apr 2007 22:08:08 -0700

To: "Kelly, Scott" <S-Kelly@tamu.edu>

From: Edward Hammond <hammond@sunshine-project.org>
Subject: RE: Public Information Reguest

ToT "Yeager, Susan'’ <s-yeagerdtamuléedus, "Raines, Angelia"
<araines@vpr-mailsrvl.tamu.edu>, "Dr. Alicia Dorsey"
<dorseyétamhsc.edu>, “Callcott, Diane"” <D-Callcottl@tamu.edu>
Beos

i-Attachments:

Mr Kelly:
The issue is not your clarity, it is TAMU (non)compliance with the Texas

public Information Act and TAMU's failure to produce or seek AG ruling
on records responsive to a reguest filed in Octebher, 2006.

Printed for Edward Hammond <hammond @sunshine-project.org> 2



, 4/12/07 12:06 PM -0700, Fwd: RE: Public Information Request

You represent TAMU. Where is the APHIS/CDC Form 3, plus any other
responsive documents? It is incumbent upon TAMU to produce them. It was
many menths ago.

Sincerely,

Edward Hammond

At 11:43 PM -050C £/10/07, XKeily, BScott wrote:
Myr. Hammond,

I thought my previous email was clear. I have provided you with the
documents that have been identified, provided to me and been found
responsive to your request. If other documents are identified,
provided to me and found to be responsive to your request those
documents will also be provided to you.

Scott Kelly

From: Edward Hammond [mailto: hammond@sunsh1ne~pr03ect org]

Sent: Tue 4/10/2007 11:31 pH

To: Kelly, Scott

Cc: Yeager, Susan; Raines, Angelia; Dr. Alicia Dorsey; Calicott, Diane
Subject: RE: Public Information Reguest

Dear Mr. Kelly:

That is not an acceptable response, nor one that
I believe is legal under Texas law. A select
agent accident resulting in an infection is far
from a trivial event, nor could TAMU possibly be
ignorant of the reporting requirements of federal
law, particularly after the progecution of Thomas
Butler.

Has TAMU replied completely, or not? Has TAMU
replied in accordance with the Texas Public
Information Act, or have one or more of its
officials failed to produce documents as reguired
by law?

Sincerely,

Edward Hammond

At 11:10 BPM -0500 4/10/07, Kelly, Scott wrote:
>Mr. Bammond,

>

>Y¥ou have all of the documents that have been
>located and found responsive te your reguest.
>If there are other responsive documents that are

Printed for Edward Hammond <hammond @sunshine-project.org>



, 4/12/07 12:06 PM -0700, Fwd: RE: Public Information Request 4

>identified those documents wiil also be provided

>to you.

>

>Scott Kelly

>

>

>

>From: HEdward Hammond [mailto:hammond@sunshine-project.org)
>ZBent: Tue 4/10/2007 6:24 PM

>To: Kelly, Scott :

>0e: Yeager, Susan; Raines, Angelia; Dr. Alicia Dorsey; Callcott, Diane
>Subject: Re: Public Information Reguest

>

>

-

>Dear Mr. Kelly:

=

>Thank vou for your belated reply, however, it remains incomplete.
-

>TAMU is required by federal regulation to contact

>APHIS or CDPC immediately upon discovery of a

>theft, loss, or a release (occupational exposure

>or release of an agent or toxin outside of the

>primary barriers of the biocontainmént area) of a

>select agent. After the initial report, APHIS/CDC

>Form 3 must be sent 'to APHIS or CPC within 7

J »calendar days. The RO or facility director must

>gompliete, sign and date the form.

>

>I have no record of an intial report to CBC or

>APHIS, nor have you provided a. completed

>APHIS/CDC Form 3 for the confirmed brucella LAT

>of February 2006. :

>

>My request, filed on 24 October 2006, included:

>

>>2, All records on possible or actual occupational exposures and/or
>»laboratory-acqguired infections with risk group 2 (RG2} or higher
>»agents at TAMU, from 1 January 2000 through the present. You may omit
>>the name(s) of exposed persons.

> .

>The APHIS/CDC Form 3 is clearly responsive, and

>the time allowed under the Texas Public

>Information Act to produce this record is long

»>since past.

=

>T insist that you immediately provide this record

>and &ll other responsive records that you have

>yet to produce. ‘

> .

>I am wery disturbed by TAMU's regponse to this recueést,

-

>Sincerely,
=

>Edward Hammond

VVVVY

>At 5:04 PM -0500 4/30/07, Kelly, Scott wrote:
>>aAttached are additional records that our

Printed for Edward Hammond <hammond @sunshine-project.org> , 4



, 4/12/07 12:06 PM -0700, Fwd: RE: Puﬁlié Information Request

»>office received today related to the record
>>previously provided to you regarding an incident
>>of occupational exposure to brucella. We have
>>redacted personally identifiable information
>>»about the patient as well as information related
»>>t0o the exact location of toxins.

>>

>>We are also advised by Dr. Alicia Dorsey of
>>the Texas A&M System Health Science Center that
»>>the HSC does not have any records responsive to
>>your reguest. :
>>

>>Mr. Scott A. Kelly

>>Deputy General Counsel

>>The Texas A&M University System
>>0ffice of General Counsel

>>A&M System Bldg., Ste. 2079
>>200 Technology Way

>>College Station, Texas 77845
>>{979) 458-6125

>>(979%) 458~6150 - facsimile

>>
>

>>Content~Type: application/octet-stream;
>> name="Hammond Response.pdf”

>>Content-Description: Hammond Response.pdf
>>Content-Disposition: attachment;

> filename="Hammond Responge.pdi"

>> . .

»>Attachment converted: Red Fish:Hammond Response.pdf {(PDF /«IC»)
(00D24885)

Printed for Edward Harmumond <hammond @sunshine-project.org>



Kelly, Scott, 4/11/07 8:56 PM -0500, Form 3

Envelope~to: hammond@ud04.underdoghosting.com
Subject: Form 3

Date: Wed, 11 Apr 2007 20:56:37 -0500

Thread-Topic: Form 3 ‘

Thread-Index: Acd8pc3RGIEH//NKTYGIsigiR45Iww==
From: "Kelly, Scott" <S8~Kellyltamu.edu>

To: "Edward Hammond” <hammondésunshine-proiect.org>
Ce: "Callcott, Diane" <D-Callcott@tamu.edu>

Mr. Hammond,

After our telephone conversation this afterncon, | learned that a Form 3 was filed today. A copy is attached. |
am continuing to foliow up as we discussed and | will get back fo you Friday as we discussed. | was also made
aware of the two public information requests you submitted fo Texas A&M University and the Health Science
Center today. My office has directed that any responsive information be gathered and provided to me. [ will

work to expidite these requests.

Mr. Scott'A. Kelly

Deputy General Counsel

The Texas A&M University System
Office of General Counsel

A&M System Bldg., Ste. 2679 -
200 Technology Way

College Siation, Texas 77845
(079) 458-6125

{979) 458-6150 - facsimile

Content-Type: application/octet-stream;
name="¢CDC Form 3.pdf"

Content-Description: CDC Form 3.pdf

Content-Disposition: attachment;
filename="CDC Form 3.pdf"

Printed for Edward Hammond <hammond@sunshine-project.org>
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WTRODUCTION

The LS. Depariments of Health and Human Setvices (HHS) and Agriculture (USPA) published final tules (7 CFR 331, 9CFR
121, and 42 CFR 73), which Implement the pravisions of the Public Health Security and Binterrorisi Preparedness and !
Response Act of 2002 (Public Law 107-188) setfing forth the requirements for possession, Lse, and transfer of select agents !
and toxins. The select agents and toxing identified in the final rules have the potential to pose a severs threal to public health :
and safely, to animal and plant health, or lo animal and plant products. Responsibility for providing guidance on this form was

deslghated to the Centers for Disease Conto! and Prevention (CDC) by the HHS Secretary and to the Animai and Plant Health

inspection Service (APHIS) by the USDA Secratary. In order to minimize the reporting burden o the public, APHIS andg CDC

have developed a common reparting form for this date collection.

An endiy is reguired by regulation (7 CFR 331.19.9 CFR 421.19, and 42 CFR 73,19) to notify APHIS (telephone: 01-734-5960,
facsimite: 301-734.8652, e-malk: Agricutgural.Sa[aci.Agen‘r_Prugmm@aghis.usda.gav) or CDC (ielephone: 404-718-2000,
facsimile; 404-718-2088, or e-ail: lisat@nede,goy) immediately upon discovery of a theft tunauthartzed removat of select agsnt
or toxin), foss {failure to account for select agent or toxin), or refease (occupationat exposure OF release of an agentoriodn
outside of the prmary bamiars of the biocontainment area) of a select agent and foxin, In addition, ciinical or diagnostic
laboratosies and other entities that possess, use oF transfer a select agent or toxin contained in a specimen presented for
diagnosis, verification, or proficlency tesfing must immediately report upon discovary of & thef, loss, of release of sefect agent or
soxin. After the initial reporting, this form (APHIS/CDC Form 3} must be sent to APHIS or CDG within 7 calendar days after the
discavery of theft, loss, or release of select agents of toxins.

For thefl or loss of select agents o toxing, the enfity must nolify the appropriate local, state, ar federal law enforcemant
agensies. For release of select agents ortexing, the entity should notify the appropriate focal, state, and federat health
agencias.

PURPOSE

This form is to be used by the RO or facility direcior o report the theft, loss, or releasa of select agenis or toxins. A copy of the
compigted form and attachrments must he maintained by the entlty {or three years.

INSTRUCTIONS

4. immadiately notify APHIS or CDC via tefephone, fax, or e-mall and appropriate locai, state, or federal iaw enforcermnent
agencies {theft or loss) or appropriate iocal, state, and federat health agencies {release).

2 The RO or facility director must complete, sign and date this form. For registered entifies, the information provided for this
form sheuld match ihe information subrmitted for the entity's corificate of registration.
A. For repotting of a theft ar loss, complate sections 1and 2. Thefts or losses must be reported even if the select agent or
1oxin is subseguently recovered or the responalble parties are idertified. For reparting a fheft or loss that ocourred during
transfer, complete secfions 1, 2, and 3 and include a copy of the approved APHIS/CDC Form 2, *Request o Transfer
Select Agents and Texins.”
B. For reporting a release, complate sections 1, 2, and 4. For reporting @ release that occurred during iransfer, complete
all sections and include a copy of the approved APHISICDC Form 2, “Request to Transfer Setect Aganis and Toxins.”

3. The RO or faciltty director faxes or malls the faren to APHIS or CDC within 7 calendar days of the thefl, loss, or release.

OBTANING EXTRA GOPIES OF THIS FORM

Additional copigs of this form are available on APHIS webslte (hip:fiwnew, aohis. ysda govlgrogramslag selectagentindex. himt)
or CC website (hiin:/fwwny.cde, govietifsan) of by contacting APHIS at {301} 734.5950 or COC at (404) 78-2000.

ABHISICOCEORM 3, (12031/2000)

{500 Adote Atbat 5.0 Elechuric Verson, 112006}




" USDA REFORT OF THEFT, LOSS, OR RELEASE OF SELECT FORM APPROVED

7 = AGENTS AND TOXINS QW NO, 0878.0213
RS (APHIS/GDC FORM 2} e s

Read all instructions carefully before completing the raport. Answer all fems completely and type or pring in ink. The report must
e signed and submitfed to either APHIS or CDC:

Animal and Plant Health Inspechion Service Centers for Disease Conirol and Prevention
Agricuiiural Select Agent Program Division of Select Agents and Toxins

4700 River Road Unit 2, Mailstop 22, Cubicle 1AD7 1800 Clifton Road NE, Maiistop A-46
Riverdale, MD 20737 Aflantg, (GA 30333

FAX: 301-734-3652 EAX: 404.718-2006

LR o] 5 P AT BE O BRI E N TR e

1. Entify name: 2. Entity registration number (fapplicable}):

Texas ARM University APHISE CDGH 200806050489

3. Eniity address (NGT a post office address): &, City: I 5. 8late: | 6. Zip Code:

1500 Research Parkway, Suite B150 TAMU 1188 College Station TX 778431186

7. Responsiole Offictal (RC) or facility ditector 8, Telephone: S FAX: 10, E-mali;

First: Richard t; Last: Ewing 870 847-0362 - 979 B62-3176 araines@vprnail tamu.ed

11, RO or faliity director address (NOT a post office address): 12. City: ; 13._]§ia_le: ] 14. Zip Code:

1500 Research Patlaway, Sulte B150 Coltege Station X 18431186

15, Typs of incident; 16, immediale qottication provided tor | 17, Dale of immediate notification: | 18 Type of iqmediate Eﬁiﬂcaﬂom
Thett §_1toss £73 Retease 3 APHIS coe 04/10/2007 E-mail Fax I3 Telephons
An 'tmerﬁ% review of laboratory procedures and policies has been initiated ko prevent recunrences of loss of select agents and loxins at this antify

iNo Yas [l yes, please provide addilional detalls In an attachment) (See explanation in Seclion 2)

21. Date and lime of in 29, Name of pri laboratory with select agents and toxing

D2IQ9/2005 0311242007 { First Thomas i Last; Fight
0. Localion of innident {bullding and room #): | 31, Locetion of incident (within room (e.9., freerer, incubafor) | 32. Biosafety level of labosatory where
aerosol chamber inldent ocoured: BSL3

53, Name and fefephons number of agencies or local authorilies l 34, Syimbols oy markings on viais (T any): | 3. Agant was regpyered {iheftfioss):
notified; Health Dapt. 512 458-7318 o Yeas
Q. Provide a summary jorts taken:

Callad ambulance Called fire dapartment D Closed iaboratory dooss {:I:Closed buiiding D Consulted M3DS or chemical database
Catled police denariment {case #) Other {explain): see below :
37. Provide a detailed summary of events (stiach additiona) shesfs if necessary}:

“Sevaral months aga, ane of our laberatery employees had an elsvated Uter (1:160) for Brucalla, The lab report stated the following ..."evidence
of priar exposure® but " it does not confinm that he sxposure was recent”, While he exzct cause I3 not known, the sxposure could have
accurred on 219106, and woifid have been the resuit of impropar decontamination procedures. Specifically, the employes may have climbed
into an serosol chamber after a sun, The chamber was locatar within the BL3 lab. The laboratory's Blo-safety plan has since been updated
and all lah personnel have boen retralned, All other iab personnel have also been tested and found 1o ke negative. The tneldent occurred
during the time we were kansitioning ODC compliance responsibiliies within our organizations struciure. This informalion should have been
immediately raported ic the CDC but was nol. Wa now have a process In place 1o Insure immadiate notification of a loss, thefl ar release and
we are auditing it recards to ensure all incidents have been properly reported.

" APHISICDG FORM 3 (1203172008
_ICBC Adobe Acioba: 5.8 Erbcronc essk, 12008}




nEY

8. APHIS authorization nutiber from transter form: 29. CDC authorization rumber tam fransfer form;

48, Name of castier. 41 Airway bill nuraberfbil of lading aumber/iracking numben:

42, Package descriplion (size, shape, descripiion of packaging ineluding nurber and type of inner packages: attach additonal shests if nesessary}:

SENDER INFORMATION RECIPIENT INFORMATION

43, Namg of person: a. First: Ml Lest | b.First: M Lest
44 Mame of anfity: ) a 5
45. APHISICDC registration a. APHIS: b. CDC: ¢. APHIS: d. CDG:
number:
[ 45, PHSRISDA import permit & PHS: b USDA: c. PHS: d. USDA:
number,
47. Date shippad: a b
48, Telephone! a B
4. FAX a. b,
£, Packaga with select agends and taxing eceved by requestor; 51, Package with gelec! agents and loxins appears {o have bagn openad:

L Yes . m No m Yes {If Yes, explain)

52, Sender was contacted regarding incident {3 No E:i Yes | 63, Canlersouder was contaoled regarding incident: [:3 N [3 Yes

55, Exposures: £ 1 Wo E7dves (if Yes, provide number of persons, animals, and plants exposed. Atach addiional sheets ff necessary.)

1 employea showed evidence of prior exposure.

56, Aroa was decontaminated: L3 No  §71 Yas (If Yes, oxpialn. Use au altachment if necessary.)

The chamber ts oW fushed with a disinfectant rather than using manual cleamng methods. 1n addition, personnel are now wslng posilive air
displacament respirators instead of the NG5 fase maslht. :

§7. Medical reatment was provided: § 3 Mo - FZ] Yes (if Yes, explain. Uso an altachment if riscessary.)

‘The employee had previously been treated by a private physiclan and is cutrently belng monitored.

APHISI0G FORM 3 {1231/2008]
{CIC Aedobe Aciohal 5.0 Elethoric Version, 1200)
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Page 1 of |

Waﬁis, Annette

From: Wallis, Annette

Sent: Monday, July 02, 2007 5:25 PM

To: Kelly, Scott

Subject: FW: Public Information Request 07-176 Amy Rosen/Dallas Morning News

Importance: High
Attachments: Rosen request. 176.pdf, Scan001.pdf

Scott,
Do the attached files in the PDF file titled Scan 001 need to be submitied for this information request?

Annetie Wallis

From: Clark, Charley

Sent: Monday, July 02, 2007 8:29 AM

To: Wallis, Annette

Subject: FW: Public Information Request 07-176 Amy Rosen/Dallas Morning News
Importance: High

From: Yeager, Susan

Sent: Wednesday, June 27, 2007 4:43 PM

To: Ewing, Richard; Calvin, James; Bazer, Fuller; Raines, Angelia; Clark, Charley; Meyer, Chris; Salsman, John M; Mattox, Brent
S; Tom Ficht; jsamuel@medicine.tamhsc.edu; dmemurray@medicine.tamhsc.edu; Garry Adams

Cc: Kelly, Scott; Callcott, Diane; Lawson, Caroline; Carroll, Sherylon; Dr. Alicia Dorsey; Parker, Terri; McConnell, Bill; Spang Terry;
McClendon, Rodney P; Bisor, Robert T

Subject: Public Information Request 07-176 Amy Rosen/Dallas Morning News

Importance: High

Scott Kelly asked that | send the attached Public information Request to each of you for response. Please see Mr. Kelly’s note
below:

"Although documents responsive to this request wers provided in response fo an earlier request from Edward Hamrmond,
it is necessary that responsive documents be produced again in response to this new request. Furthermore, this request
needs to be considered under the standard for reporting suspected occupational exposures adopted by the university in
April 2007. Elevated titers are now regarded by the university as a reportable suspected occupational exposure.”

Mached ool provid Ly
Direcfor, Open Records .

Texas A&M University W M%ﬂ/ 7 -

1181 TAMU w7-07

College Station, TX 77843-1181
979/862-4571 (Phone)
979/862-7778 (Fax)
s-yeager@famu.edu

Thank you for your assistance. Suzy

7/2/2007
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Discussion topics — Research :
& "4
o Lack of clarity in communication — Contradiictory rather than just confusing
o February 23, 2006 e-mail sent by Tiffany Agnew stating ORC will begin managing ail
correspondence related to the CBC Select agent Program. This process is effective Friday,
February 24, 2006
s No knowledge of when Angelia became ARO
s QRC had access to ARO through Fuller Bazer and RO through Ewing

= Template for new Incident response Plan presented to PATF with 4-21-06 date
presented to PATF on May 4, 2006,

o May 18 minutes (PI asked about primary contact for changes in CDC registration)
Minutes state ORC will be the main contact for any information that requires
paperwork being submitted to CDC, Brent will be the main contact for subject matter
issues. If PI unsure who to contact, ORC may be contacted

o Responses to CDC Feburaryﬁz%, 2006 inspection distributed to PATF Mgy 18, 2006

o Incident response Plan for BSL3 Suite (rooms + and BSL# buildings
... states Dr. Ficht (PI) will report incidents, as required, to the Biosafety Officer,
and the RO and ARO. Where required, the RO will report incidents to CDC.

= Entity Crisis Management Plan Appendix J: Annex P (date entered 5-31-05) states
EHS will notify the Brazos County Healt Departmen. EHS will also notify CDC and/or
USDA as appropriate. A report will be supplies to TAMU administration with copy o
University relations, as necessary. Also need to look at Annex (7-5-05)

EHSD - Update Crisis Management Plan (needs to be reviewed each time protocois
change.

Enhanced communication
o Clarification of roles and responsibilities
» Documented agreement of scope of responsibilities
«  Clear effective date of any change in roles
«  Review of all documents that could be impacted by change

@©

o ORC - Ownership of Security Plan, Incident Response Plan, and Safety Plan

QOccupational Safety Program
o Clear documented expectations of roles and responsibilities

«  Notification protocois

o Communication with CDC

o PI's role -
e (who supervises worl and approves leave)
e Changes in protocols

s Other interfaces ~ Biosafety committee

= Follow-up procedures and consultations when there is incident

@

s Risk Assessment ~ Do we have check fists and templates for each lab/agent

o Biosatety Plan

o Follow-up procedures (processes flows and changes) when there is any incident, e.g., CMP did not
follow-through with procedure changes after mouse incident
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Page Lot 1

Waliis, Annetie

From: Tiffany Agnew [tmagnew@tamu.edu]
Sent: Wednesday, January 03, 2007 5:44 PM

To: '7{ﬁ%%seli@cvm.tamu.edu; Wallis, Annette; Kretzschmar, Bert, Mattox, Brent S; Meyer,-Ghris;
Schneider, Eimer; Gabrielle-Kapp; Salsman,-Jeha-M; jsamuel@tamu.edu; Kenneth-Gillenwater;
thrig, Melanie; Eaker, Nancy L; Betsy Browder

Ce: Raines, Angelia

Subjeci: Assessment Meeting

Happy New Year!

Based upon recent events involving the incident in Dr. Samuel's lab revolving around a discrepancy in

inventory , it is necessary to discuss the current process in effect. On behalf of Dr. Samuel, our office is helping
to coordinate a meeting of the minds. The meeting is scheduled to take place on Friday, January 5, 2007 in
the Reynolds Medical Building Room 403, from 8:45 am - 9:30 am.

We are looking forward to hearing all of your suggestions and professional insight on how to improve.
If you have any additional questions or concerns, please feel free to contact our office.

Thank you in advance!

Best regards,

Tiffany

Tiffany M. Agnew

Program Coordinator (Office of Research Compliance)
Texas A&M

1500 Research Parkway

Suite 150 B (Centeq Building)

College Station, Texas 77843-1186

(979) 458-3624

{979) 862-3176 - fax

tagnew@vprmail.tamu.edu
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Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:33 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: Select Agent Training

Attachments: Houston Map_1.pdf, Select Agent training announcment .pdf, Select Agent Training
Agenda.doc

Houston Map_1l.pdf  Select Agent Select Agent
(4 MB) raining announcm..Training Agenda.d...
Suzy,

This file 1s sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

MMMMM Original Messagew -«

From: Angelia Raines [maillto:araines@vprmail.tamu.edu]
Sent: Friday, May 2%, 2007 3:50 PM

To: ibc@tanu.edu

Cc: Tiffany Agnew

Subject: Select Agent Training

Attached is an announcement for Select Agent Program training. The training will be held
on June 1, 2007, in the auditorium of the Houston Building. Training will begin at 9:00
a.m.

An agenda has also been included as well as directions to the Houston Buillding.

Thank you,
Angelia Raines

Angelia Raines

Director, VPR Qffice of Research Compliance TAMU 1186 1500 Research Parkway Suite 150 B
{Centeqg Building) College Station, Texas 77843-1186 arainesBvprmail.tamu.edu

(979) 847-9362 office

{979) 862-3176 fax

{770) 789~3456 Cell
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Richurd L, Ewing
Vice President for
Research
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SR

Office of the Vice Prastdont for Resenrch
Texas AGM Universicy

May 25, 2007

Memorandum “ Z;W ,
From: Dr. Richard E. Ewinw Z /Z(
To All employees involved in research using Select Agents

Subject: Mandatory Training

All institutions and individuals that conduct research using select agents and foxins are
required to adhere to federal regulations regarding their possession, use, and transfer. Select
Agents are those identified on the HHS and USDA Select Agents and Toxing List and are
considered to be agents posing a severe threat to human and/or animal health, plant health, or
animal and plant products.

The Centers for Disease Control and Prevention (CDC) regulates and oversees the possession,

- use, and transfer of select agents and toxins that are used here at Texas A&M University.

These regulations establish requirements for registration, risk assessments, access, safety
plans, security plans, incident response plans, training, transfers, record keeping, inspections,
and reporting,

Texas A&M University is committed to the protection of its staff and the public from the risks
of exposure to Select Agents. After investigating recent events involving our Select Agent
program, we have recognized the crucial need for training across campus.

In order to proceed in a timely manner to ensure that all employees involved in research using
select agents are aware of and understand all of the regulatory requirements, mandatory
training will be held on June 1, 2007. Training will begin at 9:00 a.m, and end at 1:00 p.m.
It is imperative that you receive this training.

Attached is the agenda,

pe: Dr. Eddie 1. Davis
Dr. James A. Calvin
Dr. David Carlson
Dr. Fuller W. Bazer
Mr, Chris M. Meyvers
Mr. Charley B. Clark
Ms. Angelia M. Raines
Mr. Brent 8. Mattox
Dr. Vernon L. Tesh
Dr. Tom A. Ficht
Dr. L. Garry Adams
Dr, James E. Samuel
Ms, Tiffany M. Agnew



Texas A&M University

Select Biological Agent and Toxins Program Training

Houston Building - Auditorium

June 1, 2007
9:00 a.m, — 1:00 p.m.
Agenda
Time Topic Presenter(s)
9:00 a.m. Opening Remarks Fuller Bazer
9:05 a.m. Agenda Review Angelia Raines
9:10 — 9:40 Process for New submissions, Amendments and Vernon Tesh/Thomas Ficht and
Annual reviews (including risk assessment Brent Mattox
process and medical surveillance process)
9:40 — 9:45 Approval process prior to accessing an SBAT Angelia Raines
Agent -
9:45-9:50 Approval process prior to accessing a facility Angelia Raines
9:50-10:20 Occupational Health Program including blood Brent Mattox
borne pathogen training
10:20-10-30 Break
10:30 - 11:10 Research Specific Safety Plan /SOPs Jim Samuel
Thomas Ficht -
11:10-12:00 Overview of the Requirement for Personal Brent Mattox
Protection Equipment (PPE) including handouts
on the Respiratory Protection Program
12:00 — 12:10 Intra-Facility Transfers Brent Mattox
12:00 — 12:20 Inter-facility transfers Tiffany Agnew
12§20 — 12:50 Incident Response process Bert Kretzschmar and
Brent Mattox
12 :50-12:55 Bi-monthly monitoring Angelia Raines
12:50 p.m. Closing Remarks Fuller Bazer
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Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:58 PM
To: Yeager, Susan

Ce: Wallis, Annette

Subject: FW: CDC Notification

Suzy,

This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

From: Wallis, Annette

Sent: Friday, May 11, 2007 4:35 PM
To: Clark, Charley

Cc: Wallis, Annette

Subject: CDC Notification

Charley,

| talked to Chris, and he did receive an e-mail from Angelia Raines stating she had notified CDC and Dr. Ewing.
Also, neither Chris nor | have received a copy of the report that incorporates everyone’s responses.

Enjoy your weekend,
Annette

This e-mail and any files transmitted with it are confidential. If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution or
use of the contents of this information is prohibited. If you have received this e-mail in error, please notify me by 1elephone (979) 862-7737 or via return email and
delete this e-mail with all its information from your system.

7272007
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Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 2:01 PM
To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW. CDC Response Documents

Suzy,
This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

From: Meyer, Chris

Sent: Friday, May 11, 2007 3:13 PM

To: Raines, Angelia

Cc: Clark, Charley; Wallis, Annette; Salsman, John M; Mattox, Brent S
Subject: FW: CDC Response Documents

Angelia,

When will we meet to review the collective responses before they are submitted to CDC? Speaking for myself, |
will bend my schedule as necessary to find a meeting time next week.

Chris

From: Salsman, Joha M

Sent: Friday, May 11, 2007 10:56 AM
To: Meyer, Chris

Subject: FW: CDC Response Documents

From: Mattox, Brent S

Sent: Friday, May 11, 2007 10:53 AM
To: Raines, Angelia

Cc: Salsman, John M

Subject: CDC Response Documents

Please see the attached. We have submitted scanned copies, but files are available.

7/2/2007
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Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 2:03 PM
To: Yeager, Susan
Cc: Wallis, Annette
Subject: FW: Elevated Titer for Q Fever

Attachments: DOC023.PDF

Suzy,
This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

From: Meyer, Chris

Sent: Friday, May 11, 2007 9:32 AM

To: Clark, Charley

Cc: Wallis, Annette; Kretzschmar, Bert; Schneider, Elmer
Subject: FW: Elevated Titer for Q Fever

Charley, FYI...I wanted to keep you in the loop, however, | think that this is for Dr. Ewing to address with
management (University and HSC).

From: Mattox, Brent S

Sent: Friday, May 11, 20067 9:00 AM

To: Raines, Angelia; 'jsamuel@medicine.tamhsc.adu’
Cc: Meyer, Chris; Salsman, John M

Subject: Elevated Titer for Q Fever

Angelia/Dr. Samuel:

Scott and White informed me that a high titer (Phase It 1:1024) was received on a new addition (baseline titer) to
the Occupational Health Surveiflance Program yesterday afternoon (5/11/07). Due to issues with obtaining a copy
of the titer results, our response was delayed until this morning. According to the Texas Department of State
Health Services, a titer of greater than 1:256 is evidence of a prior infection, but, it DOES NOT confirm that the
infection was recent. EHSD will be conducting an investigation concerning this issue, and will need the date of
hire and the work history of the individual, including any possible exposures, since employment at Texas A&M
Health Sciences Center. If any other individuals have been potentially exposed, please notify our office. A detailed
occupational history of past possible exposures prior to employment is also reguested from the employee.

According to recent statements from CDC, it is EHSD's opinion that this constitutes a reportable condition to
CDC. itis also our understanding that this reporting is to be done by the Office of Research Compliance. We will
provide a summary of our findings to the Office of Research upon completion of the investigation. The employee
will continue to be monitored by the Occupational Health Program as directed by the occupational health
physician at Scott & White.

If you have any further questions, please let me know. A copy of the titer result is attached.

7/2/2007
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Yeager, Susan

From: Wallis, Annette
Sent: Monday, July 02, 2007 2:06 PM
To: Yeager, Susan
Cc: Wallis, Annette
Subject: FW: CDC Doc

Attachments: DOCO70.PDF

Suzy,
This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

From: Salsman, John M

Sent: Thursday, May 10, 2007 11:51 AM
To: Wallis, Annette

Subject: CDC Doc

77212007
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TEXAS A&M UNIVERSITY
Office of the Vice President for Research
Texas A&M University

1186TAMU
College Station, Texas 77843-1186

Telephone: (979) 458-1467 Facsimile: (979) 862-3176

Date; May 9, 2007

To: EXHSD- Attn: John Salsman & Brent Mattox

Facsimile: 5-1348

From: Tiffany M. Agnew @

CONFDENTIL

In the body of the attached document, we have placed names by those
responsible for drafting the response, However, please get input from any
and all parties necessary for the most comprehensive response.

Greetings!

Pages Sent (Including Cover Page): 21

SHOULD YOU EXPERIENCE ANY BDIFFICULTIES IN RECEIVING THIS
FACSIMILE, PLEASE CALL THE OFF ICE AT (979) 458-1467

The information contained in this facsimile message is legally privileged and confidential
information intended only for the use of the individual or entity named above. If the reader of this
message is not the intended recipient, you are hereby notified that any dissemination, distribution,
or copy of this telecopy is strictly prohibited. If you have received this telecopy in error, please
immediately notify us by telephone. Thank you.
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/ DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service
A C Rece; Centers for Disease Control
’wh eceved and Prevention (CDC)
Atlanta GA 30333
MAY 08 2007 :
Research Compliance May 4, 2007

Richard Ewing, Responsible Official

Texas A& M University (Registration #C20060605-0489)
1112 TAMU

College Station, TX 77843-1112

FAX: (979) 845-1855

Subject: Texas A& M University: Report of Site Visit; Request for Additional Information

On April 11, 2007, the Centers for Disease Control and Prevention (CDC), Division of Select Agents and
Toxing (DSAT) received the APHIS/CDC Form 3 (Report of Theft, Loss, or Release of Select Agents and
Toxins) from Texas A&M University (TAMU) reporting the occupational exposure to Brucella on February
9, 2006 that resulted in infection of a laboratory worker.

During the period April 16, 2007 through April 18, 2007, the following representatives from the CDC visited
TAMU located at 1112 TAMU, College Station, TX 77843:

Diane Martin, Lead Inspector
Richard Henkel, Biosafety Manager
Melissa Resnick, Epidemic Intelligence Service Officer

Individuals from TAMU present during the site visit included:

Richard Ewing, Vice President (VP) of Research, Responsible Official
Angelia Raines, Dir-Office of Research Compliance, alternate Responsible Official
John Salsman, Director, Environmental Health and Safety Department (EHSD)
Brent Mattox, Biosafety Officer, EHSD, alternate Responsible Official

Chris Meyer, Asst. VP, Safety & Security

Tiffany Agnew, Environmental Biosafety Program Coordinator

Thomas Ficht, Professor, Principal Investigator

L.G. Adams, Associate Dean, Principal Tnvestigator

Angela Arenas, Graduate Student

Christine McFarland, Research Associate

Jianwu Pei, Assistant Research Scientist

Linda Clark, Assistant Executive Director, Scott & White Clinic

Jack Crouch, Occupational Medicine Supervisor, Scott & White Clinic

Melissa Kahl-McDonagh, Postdoctoral Research Fellow

The purpose of the site visit was to (1) review the events surrounding the occupational exposure to Brucella
that occurred on February 9, 2006 in Room of Building and assess the measures implemented to
prevent other such incidents; (2) assess measures implemented by TAMU to protect the staff and public from
exposure to pathogenic microorganisms; and (3} and to otherwise evaluate your entity’s compliance with the
select agent regulations (7 C.F.R. part 331, 9 C.F.R. part 121, 42 C.F.R. part 73),
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Facility Site Visit Report: Texas A & M University Page 2

Overview of the incident:

The incident occurred in Building ., Room on the TAMU main campus, A free-standing
aerosolization chamber is located in this room. At the time of the incident, the room was shared by three
research groups, involving work with Mycobacterium, Coxiella burnetii, Brucella melitensis, Brucella suis,
and Brucella abortus. The room is not currently authorized by DSAT for the performance of aerosolization
experiments with Brucella melitensis, Brucella suis, and Brucella abortus. Based on conversations with the
laboratory workers present during the February 9, 2006 occupational exposure, .a
researcher from the Mycobacterium group who frequently uses the chamber, was asked to assist Melissa
Kahl-McDonagh and her fellow Brucella researchers with loading and operation of the chamber,

“has not received select agent access approval from the DSAT. did not receive
tratning to perform aerosolization experiments with Brucella melitensis, Brucella suis, and Brucella abortus.
After completed the acrosolization experiments with Brucelly melitensis and Brucella abortus,
she cleaned the aerosolization chamber with disinfectant, This cleaning technique caused
head and arm to enter into the interior of the chamber most likely resulted in occupational
exposure to either Brucella melitensis or Brucella abortus. According fo laboratorians present during the
experiments, the acrosol chamber was not disinfected between the aerosolization experiments with Brucella
telitensis and Brucella aborius.

According to a log kept by . first felt il on March 25, 2006, On April 12, 20086,

mformed Principal Investigator (PI) Dr. Tom Ficht that she had heen diagnosed with brucellosis, with
isolation of Brucella melitensis on April 16, 2006 by the Texas State Public Health Laboratory.  ; also filed
4 workman’s compensation ¢laim with Texas A& M University, returned to work on April
24,2006. On April 21, 2006, PI Ficht sent an e-mail (see Attachiment #2) to alternate Responsible Official
Brent Mattox and alternative Responsible Official Angelia Raines, and the [BSP Coordinator, Tiffany Agnew,
to notify them of the occupational exposure that resulted in being diagnosed with
brucellosis.

Site visit:

On the moming of April 16, 2007, CDC representatives met with the Responsible Official, Dr. Richard Ewing
and alternate Responsible Official Angelia Raines. The CDC representatives requested the following:

*»  All documents requested by DSAT in a fax sent to TAMU on April 13, 2007 (see Attachment #3).

* Allrecords related to the reported occupational exposure including any updates to training, security
plan, incident response plan, and the biosafety plan as a result of the incident, incident/corrective
action report, access logs to the area and animal health records.

*  Access to individuals involved with the reported February 9, 2006 occupational exposure to conduct
interviews,

¢ Access o inspect room in building where the reported occupational exposure had occurred.

The CDC representatives interviewed the following individuals:
Richard Ewing, Vice President of Research, Responsible Official
Angelia Raines, Dir-Office of Research Compliance, alternate Responsible Official
Brent Mattox, Biological Safety Officer, Environmental Health and Safety (EHS)
John Salsman, Director, EHS
Thomas Ficht, Principal Investigator
. Graduate Student
Jianwu Pei, Assistant Research Scientist
Linda Clark, Assistant Executive Director, Scott & White Clinic
Jack Crouch, Occupational Medicine Supervisor, Scott & White Clinic
Melissa Kahl-McDonagh, Postdoctoral Research
Christine McFarland, Research Associate

® & & & P P * 8 e e
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Facility Site Visit Report: Texas A & M University Page 3

Enclosed as attachment 1 to this letter please find a list of observations and accompanying requests for
supplemental information conceming the occupational exposure to Brucella that occurred on February 9,
2006 in Room of Building at TAMU. The DSAT should receive the supplemental information by
close of business May 18, 2007,

The DSAT inspects each registered facility to ensure that it meets the appropriate safety and security
standards, as well as record-keeping requirements, found in 42 CFR Part 73 (“Possession, Use and Transfer of
Select Agents and Toxins; Final Rule”). Please be advised that the HHS Secretary may revoke a certificate of
registration if the entity fails to comply with the provisions of 42 CER Part 73 (See 42 C.F.R. § 73.8). On
April 20, 2007, the DSAT faxed TAMU the “Cease and Desist Order” to immediately cease and desist from:

s  The use of Room Building Texas A&M University, for any and all manipulations and
storage of Brucella abortus, Brucella melitensis, and Brucella suis until such titme as a request for the
amendment of the Texas A&M University’s cestificate of registration has been properly submitted by
the Texas A&M University and approved by the Division of Select Agents and Toxins {DSAT),
Centers for Disease Control and Prevention (CDC) in accordance with 42 C.F.R. part 73,

The experimental aerosolization of any select agent or toxin performed at the Texas A&M University.
Allowing access to select agents and toxins by any individual who has not been approved for such
access by the DSAT following a security risk assessment by the Attorney General of the United
States.

The DSAT will notify TAMU of any changes to this “cease and desist order” status.

Should you have further questions concerning this correspondence or the requirements of 42 CFR 73, please
refer to our web site at http://www.cdc.gov/od/sap/ or contact Diane Martin, Lead Inspector with this office
by mail at: Division of Select Agents and Toxins, 1600 Clifton Road, MS A-46, Atlanta, GA 30333, or by
phone at (404) 718-2031, or fax at (404) 718-2096,

Robbin Weyant, PhD,

Director

Division of Select Agents and Toxins

Coordinating Office of Terrorism Preparedness and
Emergency Response
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Attachment 1

Observations noted on April 16, 2007 through April 18, 2007 at TAMU (Page numbers from the BMBL
or 42 CFR Part 73 specifying each requirement are given in parentheses),

Observations:

1.

Browder

Raines

Ficht

An individual or entity required to register under this part must maintain complere records relating
to the activities covered by this part. Such records must include: Information about all entries into
areas containing select agents or toxins, including the name of the individual, name of the escort
(f applicable), and date and time of entry {42 CFR § 73.17(w(4)].

Observation: At the time of the inspection, there was no record of access to room ocated in
building being kept during the time the room was used for work with select agents.

Request for supplemental information: Please provide an explanation as to why entries into room

were not being recorded as required under §73.17 {Records) and how your entity will comply
with all the requirements of §73.17.

A certificate of registration may be amended to reflect changes in circumstances (e.g., changes in
the activities involving any select agents or toxins, or the addition or removal of select agents or
toxins)(i) Prior to any change, the Responsible Qfficial muse apply for an amendment to a
certificate of registration by submitting the relevant Page(s) of the registration application. {42
CFR § 73.7(h)(1)].

Observation: Documentation provided to the CDC Inspectors indicated twelve aerosol experiments
with Brucella abortus and Brucella melitensis had been performed using the aerosel chamber located
ift room located in building since October of 2005. To date, DSAT has not received of
approved an amendment to update your certificate of registration to include these activities for room

In addition, your entity was notified on June 7, 2006 (see Amendment #4) that prior to any
changes in the activities involving select agents, the entity’s certificate of registration must be
amended to include this work with select agents such as aerosolization experiments and that this
amendment must be approved by DSAT prior to any work being performed,

Request for supplemental information: Please explain why your entity failed to submit an

amendment and receive approval from DSAT prior to the twelve aerosol experiments with Brucells
abortus and Brucella melitensis that had been performed using the aerosol chamber located in room
since October of 2005,

An individual or entity required to register under this part may not provide an individual access to
a select agent or toxin, and an individual may not access a select agent or toxin, unless the
individual is approved by the HHS Secretary or Administrator, Sfellowing a secarity risk
assessment by the Attorney General {42 CFR § 73.10(a)/,

Observation: On February 9, 2006, vho has not received access approval
from the DSAT, performed acrosolization experiments with Brucella melitensis and Brucella abortus.
After completed the aerosolization experiments with Brucella melitensis and Brucelly
abortus, she cleaned the aerosolization chamber by wiping down the rear inside of the chamber with
disinfectant. This cleaning technique caused head and arm to enter into the interior
of the chamber, most likely resulting in secupational exposure to either Brucella

melitensis or Brucella abortus,

Request for supplemental information: Please provide an explanation regarding this apparent

allowance of unauthorized access to select agents including: (1) Has your entity allowed other
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Facility Site Visit Report; Texas A & M University Page 5
Attachiment |

unauthorized access to select agents to other individuals and who are the individuals who had
unauthorized access to select agents, along with dates, times, and select agents associated with other
incidents of unauthorized access; (2) If your entity has been allowing unauthorized access to select
agents besides this incident, what immediate actions have you taken to ensure that these individuals
no longer have access; (3) What is your entity’s plan of action to assure prevention of similar events
from occurring; and, (4) During the unauthorized access, how was the select ageni safeguarded
against theft, loss, or release (see 42 C.F. R. § 73.11(a)) during this allowance of unauthorized access
to select agents.

Each individual with access 1o select agents or toxins must have the appropriate education,
training, and/or experience to kandle or use such agents or toxins [42 CFR § 73.10(c)]. An
individual or entity required to register under this part must provide information and training on
biosafety and security to each individual with access approval from the HHS Secretary or
Adminisirator before he/she has such access. In addition, an individual or entity must provide
information and fraining on biosafety and security to each individual not approved for access from
the HHS Secretary or Administrator before he/she works in or visits areas where select agents or
toxins are handled or stored (e.g., laboratories, growth chambers, animal rooms, greenhouses,
Storage areas, etc.). The training must address the particular needs of the individual, the work they
will do, and the risks posed by the select agents or toxins. [42 CFR 73.1 Staj]

Observation: On February 9, 2006, serformed aerosolization experiments
with Brucella melitensis and Brucella aborius. According to lid not receive

training or have any experience in handling Brucella melitensis, Brucella abortus or Brucella suis.

Request for supplemental information: Please provide an explanation why did not
receive the appropriate training prior to her work with select agents, Based on this incident, please
describe your entity’s plan of action to assure that all individuals who work or visit areas where select
agents or toxins are handled or stored will be provided appropriate training.

An individual or entity may not conduct a restricted experiment with a HHS select agent or loxin
unless upproved by and conducted in accordance with any conditions prescribed by the HHS
Secretary. In addition, an individual or entity may not conduct a restricted experiment with an
overlap select agent or toxin unless approved by and conducted in accordance with any conditions
prescribed by the HHS Secretary, after consultation with Administrator. Restricted experiments:
Experiments wtilizing recombinamt DNA that involve the deliberate transfer af a drug resistance
trait to select agents that are not known to acquire the trait noturally, if such acquisition could
compromise the use of the drug to control disease agents in humans, velerinary medicine, or
agriculture [42 CFR §73.13 (a),(6)(D)].

Observation: According to laboratory personnel interviewed by the CDC Inspectors, Dr. Ficht had
conducted restricted experiments utilizing recombinant DNA that involve the deliberate transfer of a
drug resistance trait to select agents that are not known to acquire the trait naturally, if such
acquisition could compromise the use of the drug to control disease agents in humans, veterinary
medicine, or agriculture (see 42 C.F.R. § 73.13(bY(1)). Specifically, experiments conducted by Dr.
Ficht that involved the introduction of plasmids containing kanamycin and chloramphenicol
resistance cassettes used as selectable markers in Brucella melitensis, Brucella abortus and Brucelia
suis. Please note that during the February 2005 inspection of your entity, the inspectors identified
that PI Tsolis’s standard operating procedures indicated restricted experiments being conducted and
that this work was not reflected on the PI’s statement of work for your entity's certification of
registration. On April 11, 2005, you responded that “Pl Tsolis” recombinant antibiotic resistance
work has ceased and is not currently planned (see Attachment #5), If this type of work is considered
in the future, an amendment to update the current registration for PI Tsolis will be submitted to the
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Attachment 1
cper
Request for supplemental information: Please provide a detailed description of alt select agent
F‘ Ch"' work being conducted by Pls at your entity; describe why any restricted experiments have been

performed at TAMU without approval from DSAT, and what steps the entity will take to prevent
gamue[ reaceurrence of a restricted experiment being conducted without approval from the DSAT. Also,
please provide a fist of all select agent strains currently possessed by TAMU in which antibiotic
Wsh resistance markers have been introduced using recombinant DNA techniques. In addition, please
include a copy of any Institutional Biosafety Committee (IBC) minutes for ail projects that involve
Addms select agents and toxins including a list of the IBC members, date the project was approved, and the
Justification for this approval.

6. Anindividual or entity must adhere fo the Sollowing security requirements or implement measures
fo achieve an equivalent or greater level of security: Allow access only to individuals with access
approval from the HHS Secretary or Administrator [42 CFR §73. 1 1¢d)(1)).

Ohservation; On February 9, 2006, » Who has not received access approval
from the DSAT, performed aerosolization experiments with Brucella melitensis and Brucella abortus.
After completed the aerosolization experiments with Brucella melitensis and Brucella
abortus, she cleaned the aerosolization chamber by wiping down the rear inside of the chamber with
disinfectant. This cleaning technique caused head and arm to enter into the interior
of the chamber, most fikely resulting in occupational exposure to either Brucella
melitensis or Brucella abortus.

Request for supplemental information: As your entity’s security plan states in section C (Personnel

R Security) that “only DOJ authorized persons will have access to select agents,” please provide an
F[C.h'i’ explanation regarding this apparent allowance of unauthorized access to select agents even though
this practice deviates from the current policy outlined in your security plan.

7. An individual or entity required to register under this part must develop and implement a written
blosafety plan that Is commensurate with the risk of the agent or toxin, given its intended use. 42
CFR §73.12] Ventilation should be provided in accordance with criteria from the Guide JSor Care
and Use of Laboratory Animals. A ducted exhaust air ventilation system is provided. This system
creates directional airflow which draws air into the laboratory from “clean” areas toward
“contaminated” areas. The exhaust air is not recirculated to any other area of the building.
Filtration and other treatments of the exhaust air may not be required, but should be considered
based on site requirements, and specific agent manipulations and use conditions. The exhaust
must be dispersed away from occupied areas and air intakes, or the exhaust must be HEPA-

Siltered. Personnel must verify that the direction of the airflow (into the animal areas) is proper. It
is recommended that a visual monitoring device that indicates and canfirmy directional inward
airflow be provided of the animal room entry. Consideration should be given to installing an
HYAC control system to prevent sustained positive pressurization of the animal spaces. Audible
alarms should be considered to notify personnel of HVAC system fuilure [Biosafety in
Microbiological and Biomedical Laboratories {BMBL): D8],

Observation: For room located in building the CDC Inspectors were unable to verify that
the room had proper directional airflow at the time of the inspection because the visual monitoring
system used to confirm directional airflow for the room was not functioning properly.

S‘q‘ 9‘“ an Request for supplemental infermation: As the CDC Inspectors were not able to confirm that the

room had directional airflow, please provide documentation that room has a functional visual
M a_H..ax monitoring device and that the directional airflow is from “clean” area toward “contaminated” area,
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8. An individual or entity required to register under this part must develop and implement a written
biosafety plan that is commensurate with the risk of the agent or toxin, given its intended use. [42
CFR §73.12]. The completed Biosafety Level 3 Jacility design and operational procedures must be
documented. The fucility must be tested for verification that the design and operational parameters
have been met prior to operation, Facilities should be reverified at least annually against these

- procedures as modified by operational experience [BMBL: D14}

Observation: The entity did not provide documentation for room located in building . that
annual veriftcation was performed to ensure that the faboratory meets the design and operational
parameters.

Salsman
M ctﬂ’o X Request for supplemental information; Please provide this documentation.

9. An individual or entity required to register under this part must develop and implement a written
biosafety plan that is commensurate with the risk of the agent or toxin, given its intended use. [42
CFR §73.12]. Equipment and work surfaces in the room are routinely decontaminated with an
effective disinfectant after work with the infectious agent, and especially after overt spills, splashes,
or other contamination by infectious materials [BMBL: A 71

Observation: During the inspection of the aerosol chamber, the CDC Inspectors noted that the
interior and exterior of the chamber contained a significant amount of animal hair,

F[ChT Request for supplemental information: Please verify standard aperating procedures that provide

documentation that the chamber is routinely decontaminated with an effective disinfectant after work
gd with the infectious agent to ensure removal of all contaminated materials, including hair and animal
mblel waste and explain if there was a deviation in standard protocols, what steps you will take to ensure
that standard protocols are followed,

10. An individual or entity required to register under this part must develop and implentent a written
biosafety plan that is commensurate with the risk of the agent or toxin, given its intended use. 42
CFR §73.12]. Continuous flow centrifuges or other equipment that may produce aerosols are
contained in devices that exhaust air through HEPA filters before discharge into the laboratory,
These HEPA systems are tested af least annually. Alternatively, the exhaust from such equipment
may be vented 1o the outside if it dispersed away from occupied arens and air intakes (BMBL: D11 '}

Observation: According to documentation provided to the CDC Inspectors, the HEPA systems of the
aerosol chamber located in room are not routinely verified or tested to ensure that the HEPA
filters provide adequate protection. Dr, David McMurray provided documentation to the CDC
S l Inspectors that the routine maintenance of the Madison Aerosol Chamber indicated that testing of the
a Shﬂan HEPA system is not necessary.

M dJ["'H)X Request for supplemental information: Please provide documentation from the manufacturer

regarding HEPA system maintenance to support this statement.

1. An individual or entity required to register under this part must develop and implement a written
biosafety plan that is commensurate with the risk of the agent or woxin, given its imtended use, {42
CFR §73.12]. Al manipulations of infectious materials, necropsy of infected animals, harvesting
of tissues or fluids from infected animals or embryonate eggs, etc. are conducted in a Class Il or
Class III biological safety cabinet {BMBL: (47

Observation; The COC Inspectors noted that the design of the chamber is such that after the aerosol
challenge, the nebulization unit containing infectious material must be disassembled in the laboratory
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and not in the biosafety cabinet,

Sqlg,man Request for supplemental information: Please provide documentation that safety procedures are
M d"l‘Tox established and followed to minimize the risk for laboratorians disassembling the nebutization unit

containing infectious material.

/u‘ C 12, The biosafety and containment procedures must be sufficient to contain the select agent or toxin
(e.g., physical structure and features of the entity, and operational and procedural safeguards [42
CFR § 73.12¢b})).

Observation: Documentation provided to the CDC Inspectors indicated twelve aerosol expetiments
with Brucella abortus and Brucella melitensis had been performed using the aerosol chamber located
inroom . located in building  since October of 2005. The CDC Inspectors were informed that
the established biosafety protocols for work with Mycobacterium were used for the aerosal
experiments with Brucella melitensis and Brucella abortus.

. Reguest for supplemental information: Please provide documentation of (1) the dated risk

ﬁoh'l' assessment that was performed that indicated the biosafety procedures for work with Mycobacterium
was sufficient fo be used for the aerosol experiments with Brucella melitensis and Brucella abortus;

Sq[gm an (2} risk agsessments for afl select agent work being conducted by Pls at your entity to ensure that the
biosafety and containment procedures are sufficient to contain the select agent or toxin, and (3) the

MQ-H‘O X\ procedures of how risk assessments are conducted to ensure that the biosafety and containment

. procedures are sufficient to contain the select agent or toxin.
Py 'f!“;c’},.' )

1
~.
£

13. An individual or entity required fo register under this part must develop and implement a written
biosafety plan that is commensurate with the risk of the agent or toxin, given its intended use. M2
CFR §73.12]. When aprocedure or process cannot be conducted within a biological safety
cabinet, then appropriate combinations of personal protective equipment (e &. respirators, face
shields) and physical containment devices are used [BMBL: C5}

Observation: On February 9, 2006, aerosolization experiments were performed with Brucefla
melitensis and Brucella abortus. According to interviews with the laboratorians present during these
experiments, the CDC Inspectors were told that the personal protective cquipment being used
consisted of an N-95 respirator, safety glasses with splash guards, tyvek suits and gloves. Based on
the CDC Inspectors questions to the laboratorians about quantitative or qualitative fit testing for the
N-95 respirators, the CDC Inspectors determined that none of these individuals had becn fit tested
with the N-95 respirators. In addition, the CDC Inspectors received documentation that annual
respirator fit testing is not performed for all laboratory workers that use N-95 respirators.

SQI$ mcln Request for supplemental information: Please provide an explanation why laboratory workers are

M q.ﬂfox not tested to ensure that the N-95 respirator being used provides adequate respiratory protection.

Qbservation: The “Operating Procedures for the Biosafety Laboratory Saite, Veterinary Research
Buitding” document dated 2/22/07 that was provided to the CDC Inspectors states that N-05
respirators are used for aerosol studies. This contradicts the undated risk assessment document that
was provided to the CDC Inspectors which states that powered air purifying respirators should be
used.

F[dq’{' ~-3» Request for supplemental information: Please explain this discrepancy.

L4, An individaal or entity required 1o register under this part must develop and implement a written
biosafety plan that is commensurate with the risk of the agent or toxin, given its intended use, 42
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CFR §73.12]. Laboratory and suppert personnel receive appropriate {raining on the potential
hazards associated with the work involved, the necessary precautions are incorporated into
standard operating procedures, Personnel are advised of special hazards and are required to read
and follow instructions on practices and procedures [BMBL: B7}

Observation: The entity did not provide documentation that individuals operating the aerosol
chamber had received training to ensure safety procedures were followed during operation of the
chamber for the twelve aerosol experiments with Brucella abortus and Brucella melitensis that had
been performed using the aerosol chamber located in room iocated in building since October
of 2005. The entity did not provide documentation that individuals operating the aerosol chamber had
received training to ensure safety procedures were followed during operation of the chamber.

tcht
F Request for supplemental information: Please provide documentation that training was conducted
Sam ue| including the date of the training, a description of the trainin provided, and the means used to verify
g £
CMP that the employee understood the training.

13, An individual or entity required to register under this part must develop and implement a written
biosafety plan that is commensurate with the risk of the agent or toxin, given its intended use, [42
CFR §73.12]. Aside from the standard policies, procedures, and protocols for emergency
situations established by the facility director, appropriate special policies and procedures should be
developed as needed and approved by the Institutional Animal Care and Use Committee (IACUC)
and the Institutional Biosafety Committee (IBC) [BMRBL: Al]

Rd[he Request for supplemental information: Please provide documentation that the animal work that
S

had been performed using the aerosol chamber located in room Jocated in building since
A October of 2005 was approved by the Institational Biosafety Committee (IBC) of TAMU. Please
g hew provide a copy of any IBC minutes approving the project including a list of the IBC members, date
the project was approved, the justification for this approval, and the date(s) of the approval.

16. Upon discovery of a release of an agent or toxin causing occupational exposure or release of a
select agent or toxin outside of the primary barriers of the blocontaiument areq, an individual or
entity must immediately notify CDC or APHIS [42 CFR §73.19 (b)]. An Individual or entity miust
adhere to the following security requirements or implement measures to achieve an equivalent or
greater level of security: Require that individuals with access approval from the HHS Secretary or
Administrator immediately report any of the following o the Responsible Official, an 1y refease of a
select agent or toxin [42 CFR §73.11 (d)( Hiv)],

Observation: Based on documentation provided to the CDC Inspectors, PI Ficht sent an e-mail on
April 21, 2006 to alternate Responsible Official Brent Mattox and alternate Responsible Official
Angelia Raines that notified them of Dr. McFarland’s occupational exposure.

RQU’\QQ Request for supplemental information: Please explain why the alternate Responsible Officials

failed to immediately report the occupational exposure to the DSAT as required by 42 CFR §73.19
(b).

. Request for supplemental Linformation: Please provide a summary of events that occurred when this
unnes email was received by the alternate Responsible Official who was acting on behalf of the Responsible
Sq( Official including the follow up review that was conducted as a result of this e-mail report. Please
shan also explain why the alternate Responsible Official who was acting on behalf of the Responsible
M Q'H'OX Official did not foliow the security protocols outlined in the “TAMU Facilitics and Research
Laboratories with Select Agents™ security plan.
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V1. An individual or entity required to register under this part must develop and implement a written
biosafety plan that is commensurate with the risk of the agent or toxin, given its intended use. [42
CFR §73.12]. An appropriate medical surveillance program is in place. All personnel receive
appropriate immunizations or tesis for the agents handled or potentially present. When
appropriate, 4 serum surveillance system should be implemented. In general, persons who may be
af increased risk of acquiring infection, or Jor whom infection might have serious consequences,
are not allowed in the animal facility unless special procedures can eliminate the extra risk.
Assessment should be made by the Occupational Health Physician [BMBL: A3).

Observation: On February 9, 2006, e vmnd performed aerosolization experiments
with Brucella melitensis and Brucella abortus. AfierDr. * = = completed the aerosolization
expetiments with Brucella melitensis and Brucella abortus,  cleaned the aerosolization chamber
by wiping down the rear inside of the chamber with disinfectant. This cleaning technique caused

head and arm to enter into the interior of the chamber and most likely resulted in

oceupational exposure to either Brucella melitensis or Brucella abortus. Based on
information provided by to the CDC Inspectors, no follow up was conducted by
TAMU following  occupational exposure even though she informed PI Ficht on April 12, 2006
that she had been diagnosed with brucellosis.

qu?hwm Request for supplemental information; Please describe the medical surveillance system in place at
M QT'l' X your entitv including the post-exposure protocols and explain why your entity failed to follow up
regarding s occupational exposure.

18. Establish a protocol for intra-entity transfers under the supervision of an individua! with access
approval from the HHS Secretary or Administrator, including chain-of-custody decuments and
provisions for safeguarding against theft, loss, or release [92CFR § 73.9(a)).

Observation: Based on documentation provided to the CDC Inspectors, the preparation of test
samples for the twelve aerosol experiments with Brucella abortus and Brucella melitensis that had
been performed using the acrosol chamber located in room located of building since October
of 2003, was completed in laboratory room located in building

g Request for supplemental information: Please provide the intra-entity transfer documentation that
W\QH-BX ensures that a security protocol was in place when these transfers occurred from laboratory room
(building t0 room building

19. Upon discovery of a release of an agent or toxin causing occupational exposure or release of ¢
select agent or toxin outstde of the primary barriers of the biocontainment area, an individual or
entity must immediately notify CDC or APHIS {42 CFR §73.19 (b)].

Observation: Upon review of clinic records, there were Jaboratorians identified with elevated titers
to Coxiella burnetii, the causative agent of Q-fever. On April 24, 2007, Angelia Raines submitted
APHIS/CDC Form 3 to report the possible occupational exposure to Coxiella burnetii.

m a 'H' B - Request for supplemental information: Piease provide occupational health records including the

baseline titers pertaining to the exposed individuals that are related to this incident. In addition,
please provide the records for John Park, Gordon Draper, Laura Quinlivan, Withelmina Boehout,
Joshua Hill, Katia Mertens, Kasi Russel-Lodrigue, Jared Barker and James Samuel.

Y Request for supplemental information; Please provide a copy of the medical surveillance plan and
Mdﬁ X describe the follow up that was conducted based on the plan as a result of the incident.
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Mq—H- ox - Reguest for supplemental information: Please describe corrective measures that have been

implemented in order to prevent future incidents.

Fl Ch 1_ __ Request for supplemental information: Please describe any training that has been conducted as a

result of this incident. Please provide documentation that training was conducted including the date
of the training, & description of the training provided, and the means used to verify that the employee
understood the training.

F." C,hf' — Request for supplemental information: Please explain how your incident response and biosafety

plans have been modified as a result of this incident.

20. Upen discovery of a theft or loss of a select agent or toxin, an individual or entily must intmediately
notify CDC or APHIS [42 CFR §73.19 (a)).

Observation; On January 29, 2006, Angelia Raines, the alternate Responsible Official reported a
mouse that was infected with Coxiella burnetii was discovered missing on 12/21/06. Based on the
response from Ms. Raines on 1/18/07, the DSAT has the following additional questions:

Agnew
S 63““ el Request for supplemental information: Please explain how “Scot Holster” is listed on the F acility
Access Log” for Room (Building when he is not listed as on the “Personne} who are have

K}er 2 gchnn;;;:raved access to Lab (1/19/07).”
Request for supplemental information; Please provide a detailed description of the follow up

conducted by your entity that explains your determination that your investigation had been “closed”

MQHO)( because “the missing mouse was most likely included in the autoclaved bedding material and
disposed.” Please provide any logs or documentations that will support your determination. Since
you reported the incident to local authorities (case #12-06-5068), please provide results of their
investigation.

Request for supplemental information: Please cxplain how the inventory records are reconciled as

SMUQ! indicated on Section 5B of your approved application. Please provide a detailed description and
supporting documents of how the inventories were verified during the report of the loss to ensure
select agents were safeguarded against theft, loss, or release.

SCU\MAQ( Request for supplemental information: Please explain what security measures are in place at your
entity to ensure select agents were safeguarded against theft, loss, or release.

S , Reguest for supplemental information: Please describe how your security and incident response
amue et g LA Ty A .
plans have been reviewed and revised (if needed) as a result of your investigation to this report of
loss,

SQMM o Request for supplemental information: Please provide documentation regarding the training that
was conducted in follow up to this incident including the date of the training, a description of the
training provided, and the means used to verify that the employee understood the training,

21. An individual or entity required to register under this part must designate an individual to be the
Responsible Official. The Responsible Official must: (1) Be approved by the HHS Secretary or
Administrator following a security risk assessment by the Attorney General, (2) Be familiar with
the requirements of this part, (3) Have authority and responsibility to act on behalf of the entity, (4)
Ensure compliance with the requirements of this part [42 CFR § 73.9%a)]).

quqs Request for supplemental information: Based on the above observations noted during the inspection,




979 862 3176

VPR COMPLIANCE i2:21:42 pm. 08-08-2007 13421

Facility Site Visit Report: Texas A & M University Page 12
Agachment 1

please provide documentation that the Responsible Official is familiar and ensures compiiance with the
requirements of the select agent regulations including documentation of the most recent annual inspection
conducted for each laboratory and assurances that no select agent or toxin work is being performed
without the proper oversight.
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From: Tom Ficht <tficht@cvm.tamu.edys #r
To: "Mattox, Brent §* «bsmattox@tamu.edub. Angelia Raines
<ARaines@vpnnait.tamu,edu>. Tiffany Agnew <tmagnew@tamu.ady>

Date: 42172008 1:28:18 PM

Subject: FW: Workmen's Compensation

> Brent '
-

> Fwanted ta et you kriow that -has been disgnased with

> brucellosis, B apparently contracted tha disease during an

> axperimental challenge at {CMP} on the ninth of February 2008, At that

> tima along with Dr. McMurray were fralning us in the use of the

> Madison chamber for aerogol inoculations,
N ’

has been home sick for saveral weaks baing reated by  persenal
> physleclan and was only recenlly diagnosad. | heard ahout this fast weak
> (Mon or Tuas) and instructed other personnal present at that challenge to
> have an an immediate blood draw for testing. The rasuits should be
> available in another wask or two,
>
> We do not know the exaci cause of i axposure, although we assume
> it may have occurred as a restit of cleaning out the Madison chamber after
with

> invaive the uge of a long-handled applicatar or mop, in addition, we will
> not rely on the use of N95 face masks and witl Inslead usa positive air

> in the initial sorosol irials we ralied on the experlance of the TB

> researchers for the level of pracaution ypically employed in such

> expetiments, ftis suspacted

> that a conjunctival route of infection is ragpansible for

> infaction, perhaps as a result of manually cleaning the Madison chambar,
> itis my fault for not recognizing the differances hetween Brucella and

» Mycobacteria in regard to routes of infection,

-

> An isolation was made from 2 blood cultura by physician and
> sentto TOH for confirmation. it would be helpfuf if EHSD coylg ragquested
> @ sample of this isolate for cuiture confirmation hera,

>

>
. .
> Thomas A. Ficht, Ph.D.

> Profassor

= Velerinary Pathobiofcgy

> Toxas AAM University

> 4487 TAMU

* Collage Station, TX 77843.4467
> 979.845-4118 ph

> 979-862-1088 fax

Attachment #2
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Aprit 13, 2007

Richard Ewing, Responsible Official

Texas A& M University (Registration #C20060605-0489)
1500 Ressarch Parkway, Suite B150, TAMU 1186
College Station, TX 77843-1183

Fax: (979) 862-3176

Subject: 42 C.F.R. § 73.19 (Notification of thefl, loss, or reloase)
Dear Dr. Ewing:

This is to acknowledge the receipt of the APHIS/CDC Form 3 (Report of Theft, Loss, or Release of
Select Agents and Toxins) from Texas A& M University dated April 11, 2007 that reported an
occupational exposure to Brucella. Based upon the review of the report, the Centers for Disease
Control and Prevention (CDC), Division of Select Agents and Toxins (DSAT) has additional
queshons:

1. Please provide a copy of the medical surveillance plan and describe how the foliow up was

' - conducted as a result of the incident.

2. Please provide all occupational health records pertaining to the exposed individuals and any
individuals that have presented with symptoms associated with a possible exposure to
Coxtella, Brucella, or Mycobacterium tuberculosis,

3. Please provide documentation in regards 1o the risk assessment that was preformed for work
with Brucella.

4. Please describe the decontamination procedures used for the aerosel chamber and any
modifications incorporated to these procedures as a result of this incident.

5. Please provide all standard operating procedures (SOPs) and certification documents as it
relates to the acrosof chamber.

6. Please provide a summary of events that occurred with this incident including the follow-up
review thal your entity conducted to assure that any other similar incidents do not occurred.

7. Since your entity failed to meet the reporting requirements of 42 C.F.R. § 73.19, please
provide a plan of how Texas A& M University will achieve compliance with 42 CF.R. 73,
In addition, please explain if your entity failed to meet other required federal and state
repotting requirements.

8, Please provide access logs for Room and all rooms were work with Brucella is
performed.

9. Please explain how your incident response plan, security plan, and biosafety plan have been
modified as a result of this incident,

This document is intendad for the exclysive usa of the reciplent(s} named above. i may contain sensiive irdormaticn thit is proteciad, privilsged,
of confidddial, and it should pot be disseminaled, distributed, O SOpied [0 persons not avthonzed to recaive such information. # you are not the
intended racipiani(s), any distemination, distribution, or copying i strctly prohibitad. If you think you have received Inis documard in BICOS, plaase
notify he sender rmedintely and destroy the arigingl.

Attachment #3
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10. Please provide any personal protective equipment or entry requirements that may be needed
prior to entry into your laboratories,

11. Please provide any documents regarding unexpected animal illness.

12. Please provide an assessment of the risks of continuing to utilize the aerosol chargber.

13. Please provide a detail description of the measures implemented to protect the e loyees
from exposures while decontaminating the aerosol chamber including any enhanced personal
protective equipment (PPE) utilized and the medical surveillance activities implemented. The
long term follow-up of employees should be included in this response.

The DSAT will be conducting an inspection of your entity on April 16, 2007 o assess the measures
implemented by Texas A& M University to protect the staff and public from exposure to pathogenic
microorganism, the measures implemented fo prevent further incidents and to evaluate your entity’s
compliance with the select agent regulations. Please make available all staff members involved in
the incident described in your report dated April 11, 2007 to be interviewed by the inspection team.

On April 16, 2007, the following representatives from the CDC will be visiting Texas A& M
University:

Dianc Martin, Lead Inspector
Richard Henkel, Biosafety Officer
Melissa Resnick, EIS Officer

Please have the response and any supporting documentation available for the inspectors upon
their arrival to your entity en April 16, 2007.

Please contact Lori Bane, Compliance Officer with the DSAT at 404-718-2006 or at the address

listed below if you have questions.

Robbin Weyant, P, CAPT, USPHS

Dircctor

Division of Select Agents and Toxins

Coordinating Office of Terrorism Preparedness and
Emergency Response

Thig documant i inlended fof 1 extlusive use of the recipleni(s) named above, I may contain sensitive informaticn that is protected, privileged.
or confidential, and & shouk! not be disseminated, distributed, or capisd & parsons not authorized 1o cacaive such irformation. If you ate not (he
antendad recipiani(s), any dissemination, distribution, o copying is slicly pronibited. If your think you hava received this document i TN, please
naiify the sender immediataly and dastroy the erginal,
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April 13, 2007

Richard Bwing, Reapongible Official

Teoxus Al M University (Rogfstration #{3200'60605—0489)
1500 Ressarch Paricway, Sulte 3150, TAMLY 118¢
Collsge Station, TX 778431183

Fax: (979) 862-3176

Subjoctt 42 CF.R § 73.19 (Notification of the#, loas, or reloase)
Deac Dr, Bwing:

This is to acknowledge the receipt of the APHIS/CDC Form 3 (Report of Theft, Loss, or Roleads of
Solect Agents and Toxins) Homn Toxay A&k M University dated April 11, 2007 thar reportod an
acocupational exposure 16 Jrucella. Rased upon the review of the report, the Centers for Disoase
Control and Prevention (CDC), Division of Select Agonts and Toxins (DSAT) haa additiona)
questions:

1. Please provide a copy of the medical surveillanos plan and describe how the follow up was
conducted as w result of the incident,

2. Plesze provide all ocoupational health records pertaining (o the expored individuals and xy

individuals tiat have presentad with symploms associnted with u poswible exposurs to

Coxiella, Brucaella, or Mycobacierium ubsrowiosis,

Plenso provide documentation in regards to thé xisk asaexsnient that wace preformed for waork

with Brucella.

¥Plense describe the decontmnination procedures used for the serasal chamber and any

maodifications incorporated to these procedures na a rosult of this incident,

Plesse provide ull standard opeorating procedures (SOPE) and certiffcation dosurnonts as it

relates o the serosol chambor,

Pleuse provide a summary of events thar poowrred with this inofdent including the follow-up

Tovisw thnt your entity conducted to acsure that sy other similar incidents do not oocurred.

7. Bince your entity feiled to mest the roporting requirements of 42 C.F 1. § 72.19, please -
provide a plon of how Texas A& M Univeraity will achisve compliance with 42 CFR. 73,
Lo addition, pleass explain if vour entty failed to meet other required federal and state
reporting requirerments.

8. Ploase provide rccess logs for Room und all rooma were work with Brucella is
porformed. ‘

9. Pleasc expluin how your incidant Tesponse play, secuyity plan, sad bicsafety plan have heen
modificd os s result of this incident,

LTI S

This decument b nlsoded foe e exctyrbe wze o the & 4] TR 2Bove, (R iy SONMN AunAKINS INGAMBUG A it in PIOIRCInG, Drvvinge o,
OF ponfianlal, and i abouic not s dsraminktos, dsinbutes, ar coqiled (o pieons ot outhitrizen b rmoeve Buo Elarmalion, If ey sra nad 2y
ntncied recioplents), un‘tﬂiu-MMon. dislilhinion. or 00pying 1 A tricily prontotied. i YOU Ihinke you Nave Mecaivad Uiy dod bisort . emror, preose
rtlly the serdiir Vimad faly weid Foatroy tha origine),
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To: Richard E. Ewing, Responsibie Official (R. O.)
Vies President for Research
Texas A&M University
1412 TAMU
College Station, TX 77843-1112
FAX: (979)845-1855

Frawm: Centers for Disease Control and Prevention, Division of Select Agents and Toxias
Date; June 7, 2006
Re; Facility Inspection Report Response: Taxas A&M University

Thank you for your inspection report respanses dated May 4, 2006 and May {5, 2006 o the deficiencies listed in the
report from the February 2224, 2006 inspection of your facility, Please submit addirional information with
supporing documentation, as noted below, by Junc 15, 2006:

Observation 5

Requircment: An individual or entity required (o register under this part must develop and implement 2 written
biosafery plan that is cammensurate with the risk of the agent or toxin, given its intended use. The biosafety plen
must contain sufficient information and decumentation to describe the biosafety and containment procedures. [42

CFR 73.12(a)) N

Qbservation: Pl Samuel’s and Tesh’s biosafety plans did not contain sufficient site specific information and
documentation to describe the biosafery and containment procadures for work with select agenis in laboratory suits
420. Please provide decumentation that addresses this requirement,

Entity Response: Tesh-No experiments utilizing the select agent E. coli DHSalpha(pCKS-112) are carried out in
the BLJ suite. Room used to store the agent and the registration has been amended to reflect this. All work
on the sgent is caricd oul in Room 1 Samuel's plan has bee upduted and inchuded in Appendix D.

COC Response: Please provide updated documentation that P! Ssmuel’s biosafety plan includes, cither by
inclusivn or refersnce, all of the standard BSL-3 micrabiological practices as outlined in " Biosafety in
Microbiological and Biomedical Laboratories” 4™ ed,, p. 27-28.

Observation 12

Requirement: The plan must be reviewed angually and revised as necessary. Drills or exercises must be conducted
at least annually o test and evaluate the effectiveness of the plan. The plen must be reviewed and revised, ag
necessacy, after any drill or exercise and after any incident. {42 CFR 73.14 {d)}

Observation: The entity incident response plan provided to inspectoss was not dated. Althaugh the plan -
documentation indicates that it will be reviewed and revised annually, there was na signaturs page or other method

to document review. The plan stated thal biannual exercises to drain response personnel and evaluate the adequacy

of the plan would be conducted but there was no evidenge of an exercise being completed. The incident response

plan templute used by the principal investigators did not include & provision lor drills or exercises to be conducted at

teast unaually, Please provide documentation to address these requirements,

Entity Response: The entity response plan (crisis management plan) reviewed by the inspection tuam was 4 copy
of informution contnined by our website, A signed and dated copy is attached. {See Ap”%ﬂﬁlcﬂ-ﬁiéiﬂ”#ﬂc ident
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Facility Inspection Report: Texas A&M University

response plan template, to be used by aif principal investigators, now includes a provision for drills or exercises o
be conducted at jeast nnnusally, and i3 attached. [See Appendix E] '. £

CDC Response: The entity ¢risis management plon (CMP) states that the CMP shall be reviewed annually and
modifisd &5 necessary. it afso states thal blasnual exercises shall be held 10 train respense personnel and evaluate
the adequaey of the CMP. The entity crisis manogement plan submitted to CDC on May 15, 2006 is sigoed and
dated in March 2003. The CMP packet does contain 2 "record of changes” log noting updatas o the plan from 2004
and 2005 but it is ot clear that this is 3 review or that these changes have been approved hy manapement.

Please provide documentation that this pian has been reviewed annually as stated. Please aleo provide an example
of a report of o biannual exercise completed 10 evaluaie the adequacy of the CMP and train response personnsl.

Observition 26

Requirement: Biclogical safety cabinsts and other physical containment devices are nsed whenever conducting
procedures with a potential {or creating acrosols. These include recropsy of infected animals, harvesting of tissues
or fluids from infectzd animats or egys, or intranasal inoculation of animals. At BSL-3 ull work should be done in a
primary barrier, otherwise respirators should be wom by personnel in the room. {[BMBL., p, 86, C(4}]

Observation: Laboraiory room 143 in the LARR “Building containg an acrolization chamber used by PI Ficht for
work with select agent, There were io SOPs available for review by inspectors to ensure approprisie safety
precautions have been established for this procedure. Please provide documentation that this depacture has begn
addeeszed.

v

Entity Response: SOP's for the aerolization chamber are now in place. [See Appendix Hj

CDC Response: As discussed during the February 22-24 inspection, it was stated that Principal Tnvestigator Ficht
would be performing nerosol work with select agents. Please be reminded that 42 CFR 73.7 states that prior to
changes in the activities involving any select agerus or toxing the certificate of registration rmust be smended by the
enlity to include that work. Prior te the work being approved by the Select Agent Program, staridayd aperating
procedures regarding the acrosol challonge will need to be submitted to address the following additional.issucs:
1} Please describe the mechanism used to ensure that afier the serosaf procedurs, there is no residual select
agent remaining on the animal surfage,
2)  Are thire any laboratory air sampling procedures to verify no equipment leaks?
33 How does the laboratorian know the nebulizer is functioning properly and not leaking?
4} s the HEPA filvation system for serolizer equipment certified?
5} s the microisolutor cuge Gltration system certified?
6} Hus it becn determined how many air changes/hour it tokes to remove infected particles after vach ren?
73 Are the animals anaesthetized prior to transfer back 1o the microisolator cages? If rot, deseribe the
procedure if animals escape. Deseribe the procedure for animal bites or scratches. .
8) Please provide more detail on the cleaning of the charnber to ensure that the worker is not exposed to any
agent during the cleaning process.
9} Is there any air sampling of the chamber after cleaning? .
10} How has it begn dergrmined that dipping the probe in 10% bleach provides adequale contat time for
decontamination? S ’

* ’

Based upon review of Amendment #29968, it is the Select Agent Program’s understanding tat Principal
{nvestigator Sumuel is currently approved to perform acrosolization work with Caxiella bumetii. Please provide
carification of the current status of this work inciuding how the aerosol procedure is being conducted.

Observation 18

Requirement: HEPA [ltered exhiust air from i Class {1 biosafuty cobinet can be reciveufutzd inw the animal room
I the cobinet is tested and certified at feast annuatly. When exhuust air from Class [{ cabines is o be discharged to
the cwtside through the buiiding cxhaust air, system, the cabinets must be connected in & manner that aveids any
intecferenee with the air balunue of the cabiness ar the building exhaust system. When Class il biological salety
cahinets are used, they should be directly connected 1o e exhaust systomn. [T Class 11 cabivets are connected to the
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H you require additronad information or cla
atrachment, please foul free o contact An
my offtec at 979:847.9362 or arings vy

We appreciste vour continued support and guidance
Select Agent Program,

12:23:01 pm. 05-69-2007

Aoril 1, 2008

VIA FAUSINILE 40 404/498.2263
{Origimal to follow via (1.5 Maily
Diane P. Martin, Lead Inspecior
Select Apent Program
Department of Health and Human Services
Centers for Disease Control 2nd Prevention (Do
t600 Clifton Road N.E., MS E.79
Atlanua, Georgin 30333

RE: FACHLITY INSPECTION REPORT - TEXAS A& M UNIVTRSITY
Dear Mrs, Martin:

We are in receipt of your tetier, dated March 23, 2003, detailing the ubservalions muade
during the Februaary 15 - 18, 2005 (DG Facility Inspection for Texas A & M University,
The University has carefully reviewed the observations and offers iis comirents within
Awzchment [-A-03,

erication un the comment- contained within the

gelia Raines, Rescarch Comphiance Director, in
cnatlammedy,

on complianee issuey in the DO

Taxas AGM Univarsity
% 2003112307124
Respecitully sabmitied, cocasnan
. Accesrion M
I (akand - ” 47567
i . Ewi Facility Inspection Report
xichard L h\'v"ig- : Resporse {via mail)
Responsible Official
Total # of Pages, .
Attachment ]
xel Dr. Robert M. Cianes
Prosident
o RecaivadiGenerated:
Dr. David B, Prier 4/15/2005 at 10:27 AM R
ceeuti ; Date;
Exeeutive Viee Preswdent and Provost ::]::200;
i by
B Fuller W Bager Acc::e:nod ¥
Assocuie Vice President for Rescare Paul Jafirson
Assocnie Vice President for Research R O SE Aty
RO iy

Attachment #5

20 /21
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e ATTACHMENT 1-4.05
CONFIDENTIAL
2005 CDC INSPECTION . FIRST RESPONSE

clary as specified in the registration application
package [CDC For 0. 1319). Infermation submitied will be ysed to determine whether the applicant woujq
be eligible 1o conduct activities under this part, Minimum information required includes the location, )
including building and ropm and floor plans for cach building ang foom, where each select agent or loxfn wil
be stored or ugeq. [42CFR 73.7 (’b)(2)(iii)}

CDC Observation:
Equipment and Structurcs have been addeq to
rooms - Floor plans
on file at the CpC Select Agent Program do nog
mclude thig added equipmeny.

TAMU Comment:
Bldgs, are currently utilized for research
not involving select agents bug are Occasionally
modified to allow for this type of research o oseur,
At the time of inspection, 10 SBAT work was
OCCWTIng in any of the i

. and identical 1y the floar

’ Plans ox file at CDC. Prior to work with SBATS,
will be retsmed to

the original design as shown on the floor plans

submitted to CHE,

chC Observation:
Standard opetating procedures for P} Tsolis
identified recombinant antibigtie resistance work
with a select &gent, The py'g slatement of warl
from the registration did not include this
information,

15, Requiremens: Personnel wash their hands after handiing cultures and animals, ajier removing ploves, angd
befora Ieaving the aninya) facility, {BMBL, P-64, A(10)]

Page 50f 13
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Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 2:07 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: Thursday, May 10, 2007- 11:00 am- B130
Suzy,

This file is sent to you in response to Public Information request 01-~176,

Thank vyou,
Annette Wallis

————— Original Message-—---

From: Angelia Raines [mailltoraraines@vprmail.tamu.edu]

3ent: Wednesday, May 09, 2007 3:22 PM

To: gadams@cvm, tamu.edu; Melanie Ihrig; Tom Ficht; James Samuel; David N. McMurray;
TESHE@medicine.tamhsc.edu; Matitox, Brent 8; Meyer, Chris; Faber, Jan; Salsman, Jochn M;
Tiffany Agnew; Betsy Browder

Cc: Bazer, Fuller; DSCarlson@tamhsc.edu; Wallis, Annette; Ewing, Richard

Subiect: Re: Thursday, May 10, 2007- 11:00 am~ B130

Hi Everyone,

The purpose ¢f the meeting tomorrow was to make sure everyone understood the respcnses
that each person is being asked to develop and to answer questions. However, in crder to
allow more time for you to create and send your responses to our office, we will not meet,
Instead, just call me if you need assistance.

Please send your responses as they are completed sc we can compile
them. I would like to have the first draft ready by Friday morning
{9:00 a.m.}, 1f not soconer.

Again, please call {458-1467} 4if you have questions or need assistance.

Thank you,
Angelia

>»> Tiffany Agnew 5/9/2007 12:42:52 PM >>>
Greetings All!

We are planning to meet tomorrow, Thursday (5/10/07) at 11:00 am in the Centeqg Building
Conference Room— B130. Please keep in mind that a final
draft is needed on Friday (5/11/07), no later than 9:00 am.

If you have any additional questicons or concerns, please fegl free to contact me.

Thank you in advance for all of your diligence and cooperation!

Regards,

Tiffany

Tiffany M. Agnew

Program Coordinator (Office of Research Compliance) Texas A&M 1500 Research Parkway Suite
150 B (Centeg Bullding) College Station, Texas 77843-1186

{879) 458-3624

{879) 862-3176 - fax
tagnewl@vprmail.tamu.edu
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Yeager, Susan

From: Wallis, Annette

Sent:  Monday, July 02, 2007 2:11 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: Adverse Event Report and SBAT Incident Report

Suzy,
This file is sent to you in response to Public Information request 01-178.

Thank you,

Annette Wallis

From: Carlson, David S. [mailto:DSCarlson@tamhsc.edu]

Sent: Tuesday, May 08, 2007 8:44 PM

To: Tiffany Agnew; Tom Ficht; TESH@medicine.tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent
S; Salsman, John M; Fuller Bazer

Cc: Raines, Angelia

Subject: RE: Adverse Event Report and SBAT Incident Report

i have some substantive concerns about the document as is. These are summarized in the comments bieow
from Jim Joyce and Victor Pantusa. | would like to discuss these issues before anything goes forward.
Thanks,

dsc

From Jim Joyce:

My main concern is that there continues to be no notification of the HSC (or other agency or institution
as the case may be) in these procedures.

Theoretically, since these are discussed at the IBC, the HSC member at those committees should
bring the information back to the HSC. But this could be weeks or months after the event. And if the
HSC members aren't at the committee meeting, the HSC may never be notified. There needs to be a
step included in each of these processes to contact other institutions, if necessary.

Also, the processes discuss contacting the "Responsible Official". | assume this is Dr. Ewing?? It's

7/2/2007
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not clear whether the HSC has (or needs) a separate Responsible Official. Perhaps the HSC does for
non-College Station activities??

Thanks, Jim

From Victor Pantusa:

Dr. Carlson,
My comments on the two IBC documents:

For Both: Verify that PI's and / or lab directors have copies of and are familiar with these two documents
and their contents.

601 Report of Theft, Loss, or Release from SBAT Facilities

+ 1.3 — Should include statement about completing First Report of Injury for occupational exposure
(this may be required only for employees NOT enrolled in
Occupational Health Program)

* Include notification of HSC Administration (ie., VP Research, Chief Safety Officer, Director of
Admin, etc.) by the ORC or EHSD

602 Adverse Events involving a Biohazard / Reports of Non-Compliance

o 7. Process Qverview — Who e-mails the IBSP staff? Is this notification after the BSO and IBC are
notified?

+ Same as above, | would like to see a statement that HSC (or other Agency depending on the
affected employees) Administration will be notified.

Victor

7/2/2007



Victor Paniusa, MS
Chief Safety Officer
Texas A&M Health Science Center

David 8. Carlson, PhD

Vice President for Research & Graduate Studies
Texas A&M Health Science Center

David S. Carlson, PhD
Vice President for Research & Graduate Studies
Texas A&M Heaith Science Center

From: Tiffany Agnew [mailto:tmagnew@tamu.eduy]
Sent: Fri 5/4/2007 12:51 PM

Page 3 of 3

To: Tom Ficht; TESH@medicine.tamhsc.edu; a-wallis@tamu.edu; bertvk@tamu.edu; bsmatiox@tamu.edu;

jmsalsman@tamu.edu; Fuller Bazer
Cc: Angelia Raines

Subject: Adverse Event Report and SBAT Incident Report

Greetings Alll

Per Angelia, attached you will find two policies we would like to put into effective by May 10, 2007- the
Adverse Event Report Policy and the SBAT Incident Report Policy. Please feel free to provide your input
no later than May &, 2007, as we wili attempt to notify the Research Community of the processes they will

need to foilow .

Thank you in advance for your assistance!
Regards,

Tiffany

Tiffany M. Agnew

Program Coordinator {Office of Research Compliance)
Texas ABM

1500 Research Parkway

Suite 150 B (Centeq Building)

College Station, Texas 77843-1186

(979) 458-3624

(979) 862-3176 - fax

tagnew@vprmail.kamu.edu

71272007
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Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 2:11 PM
To: Yeager, Susan

Cc: Wallis, Annette
Subject: FW. Drafts fo IBC Policy 602 and 601

Suzy,

This file is sent to you in response to Public information request 01-176.

Thank you,
Annette Wallis

From: Wallis, Annette

Sent: Monday, May 07, 2007 4:40 PM
To: Angelia Raines

Cc: Wallis, Annette

Subject: Drafts fo IBC Policy 602 and 601

Angelia,

| tried to call you a few minutes ago and you were out for the day. [ am not finished with the edits. | will e-mail
them early tomorrow morning. If you are not able to make the meeting tomorrow afternoon, | will take draft copies
with me.

{ plan on seeing you tomorrow.

Annette

This e-mait and any files transmitted with it are confidential. If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution or
use of the contents of this information is prohibited. If vou have received this c-mail in error, please notify me by telephone (879) 862-7737 or via return email and
delete this e-mail with all ils informatien from your system.

7/2/2007



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 2:12 PM

To: Yeager, Susan

Ce: Wallis, Annette

Subject: FW: Adverse Event Report and SBAT Incident Report
Suzy,

This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

————— Original Message—----—-

From: Salsman, John M

Sent: Monday, May 07, 2007 2:02 PM

To: Wallis, Annette

Subject: FW: Adverse Event Report and SBAT Incident Report

Annette,

Here are Brent's comments. By the way, Jan Faber is out of the office.
John

————— Original Message--—---

From: Mattox, Brent S

Sent: Friday, May 04, 2007 1:31 PM

To: Salsman, John M

Subject: FW: Adverse Event Report and SBAT Incident Report

This makes us (EHSD) or the BSO the responsible person{s) fcr notifying the ORC. I
strongly suggest that the PI/Researcher be also required to notify the ORC up front.
Additionally, the BSO should not be named anywhere as the contact, but the EHSD. That way
if the B3SO is unavailable, the process goes ahead. I dc not recommend accepting the two
documents as they now read without these corrections.

————— Original Message-----

From: Angelia Raines [mailto:arainesf@vprmail.tamu.edu]

Sent: Friday, May 04, 2007 1:07 PM

To: Tom Ficht; TESHEmedicine.tamhsc.edu; Wallis, BAnnette; Kretzschmar, Berit; Mattox, Brent
S; Salsman, John M; Tiffany Agnew; Fuller Bazer

Subject: Re: Adverse Event Report and SBAT Incident Report

Hi Everyone,

Please note that the draft policy regarding SBAT incident reporting has just been re-
formatted based on our SCP standards. The content is the same as previously distributed.
The second policy 1s new and I am hoping that it will help us define and manage Bicsafety
adverse events or issues of non-compliance.

Please distribute to those on your teams as you deem necessary. All feedback is welcome!

Thank you,
Angelia

P.S. Tiffany, thank yecu for sending the drafts.

»>>> Tiffany Agnew 5/4/2007 12:51 PM >>>
Greetings All!

Per Angelia, attached you will find two policies we would like to put into effective by
May 10, 2007- the Adverse Event Report Policy and the SBAT Incident Report Policy. Please

1



feel free to provide your input no later than May 8, 2007, as we will attempt to notify
the Research Community of the processes they will need to follow .

Thank you in advance for your assistance!
Regards,
Tiffany

Tiffany M., Agnew

Program Coordinator (Cffice of Research Compliance) Texas A&M 1500 Research Parkway Suite
150 B {Centeqg Bullding) College Station, Texas 77843-1186

(979) 458-3624

(979) 862-3176 - fax

tagnew@vprmail. tamu.edu



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 2:20 PM
To: Yeager, Susan

Ce: Wallis, Annette

Subject: FW: FW: Report of Iliness, Revised
Attachments: FW: Report of lliness, Revised

FW: Report of
Iliness, Revised...
Suzy,

This file is sent to you in response to Public Infermation regquest 01-176.

Thank yeou,
Annette Wallis

————— Original Message—----—-

From: Bngelia Raines [mailtoiaraines@vprmail.tamu.edu]
Sent: Monday, April 23, 2007 1:54 PM

To: Wallis, Annette

Subiject: Fwd: FW: Report of Illness, Revised

Please add your comments and forward to John so he can update the policy based on his
comments {attached}.

Thanks for handling!
Angie



Yeager, Susan

From: Salsman, John M
Sent: Monday, April 23, 2007 9:30 AM
To: Raines, Angelia
Cc: Tiffany Agnew; Mattox, Brent S; Meyer, Chris
Subject: FW: Repoert of lliness, Revised
Angelia,

Below are comments for the policy. Let me know if you have any gquestions.
Thanks, John

————— Original Message--=~--

From: Mattox, Brent S

Sent: Monday, April 23, 2007 8:49 AM
To: Salsman, John M

Subject: RE: Report of Iilness, Revised

The only problem is the EHSD notifying all individuals immediately. We may not even know
who that is. Normally, we do the following:

1. Contact Lab Director or PI to obtain a list of all exposed
individuals.

2. PI is instructed tc immediately notify all of his/her personnel
as socn as practical

3. EESD will follow up with contacts once list is provided to EHSD
by PI/Lab Director.

The problem 18, we don't have immediate access to the entry/exit records, SBAT approval,
visitors, etc. We only obtain that via request or investigation.

Brent

————— Original Message-———-

From: Salsman, John M

Sent: Monday, April 23, 2007 8:42 AM
To: Mattox, Brent S

Subject: FW: Report of Illness, Revised

Brent,

Have you had a chance to review this? I did a quick review and it looks ckay. Let's
discuss this morning and get comments (if any) back to Angelia today.

Thanks, John

————— Criginal Messagew-—=---

From: Angelia Raines [mailto:araines@vprmall.tamu.edu]

Sent: Friday, April 20, 2007 6:51 PM

To: Wallis, Annette; Mattox, Brent $; Salsman, John M; Robinson, Kristen E; Tiffany Agnew
Cc: Meyer, Chris; Fuller Bazer

Subject: Re: Report of Illness, Revised

Hi Everycne,

Attached is the draft policy for incident response with additional changes. Please review
and issue feedback. Thanks, A&ngie



Yeager, Susan

From: Wallis, Annette

Sent:  Monday, July 02, 2007 2:21 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: Review of Reportable Events for Select Agents and Toxins

Suzy,
This fite is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

From: Clark, Charley

Sent: Monday, April 23, 2007 12:55 PM

To: Wallis, Annette

Subject: FW: Review of Reportable Events for Select Agents and Toxins

From: Clark, Charley

Sent: Wednesday, April 18, 2007 1:59 PM

To: Ewing, Richard

Cc: Prior, David; Wallis, Annette

Subject: Review of Reportable Events for Select Agents and Toxins

Dick,

Page 1 of 1

University Risk and Compliance has been asked to review the University’s current procedures regarding
notification of reportable events for select agents and toxins. Our review will focus on procedures,
including redundancies, to ensure that CDC and other entities receive timely notification of reportable

events as required by applicable regulations.

We would like to discuss the project with you. Please e-mail or call me at 845-0977 if you have

questions, etc.

Thanks,
Charley

7/2/2007
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Yeager, Susan

From: Wallis, Anngtte

Sent: Monday, July 02, 2007 2:24 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: Review of Reportable Events for Select Agents and Toxins

Suzy,
This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

From: Clark, Charley

Sent: Wednesday, April 18, 2007 1:59 PM

To: Ewing, Richard

Cc: Prior, David; Wallis, Annette

Subject: Review of Reportable Events for Select Agents and Toxins

Dick,

University Risk and Compliance has been asked to review the University’s current procedures regarding
notification of reportable events for select agents and toxins. Our review will focus on procedures,
including redundancies, to ensure that CDC and other entities receive timely notification of reportable
events as required by applicable regulations.

We would like to discuss the project with you. Please e-mail or call me at 845-0977 if you have
questicns, etc.

Thanks,
Charley

7/2/2007



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 2:25 PM
To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: CDC Visit- No Update
Suzy,

This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

wwwww Original Message-----

From: Angelia Raines [mailto:raraines@vprmail.tamu.edu]

Sent: Monday, April 16, 2007 6:49 AM

To: ddavis@ovm.tamu.adu; gadams@cvm.tamu.edu; tfichtlcovm.tamu.edu;

TRSHEmedicine. tamhsc.edu; wilsonfmedicine.tamhsc.edu; Wallis, Annette; Kretzschmar, Bert;
Mattox, Brent 8; Meyer, Chris; Clark, Charley; Callcotl, Diane; Faber, Jan; Salsman, John
M; jsamuelf@tamu.edu; Ihrig, Melanie; Ewing, Richard; McClendon, Rodney P; Kelly, Scott;
Moore, Steve; Tiffany Agnew; Fuller Bazer; Betsy Browder

Cc: Shannon Davis

Subject: Re: CDC Visit- No Update

Good Morning,

T just spoke with Diane Martin, one of the inspectors from the CDC.

They will arrive this morning at 9:00 a.m. Per Diane, they wish to

focus solely on the exposure incident and are not inspecting our entire registration,
therefore they DO NOT want to have an entrance briefing.

They do want everyone involved to be available but have not yet decided how they are going
to approach the inspection. Per Diane, they will most likely want to start off by meeting
with Dr. Ewing and myself.

Following that meeting, they will let us know how they want to proceed.

My office will contact you as quickly as possible to provide additional updates.

Thank you,
Angelia

Angelia Raines

Director, VPR Office cf Research Compliance TAMU 1186 1500 Research Parkway Suite 150 B
{Centeq Building) College Station, Texas 77843-1186 araines@vprmail.tamu.edu

{979} 847-9362 office

(979) 862-3176 fax

(770) 789-3456 Cell

»>»» Tiffany Agnew 04/15/07 7:43 PM >>>
Greetings All!

angelia has asked that I inform you all that as of 7:30 pm, our office has not received
any new information in regards to the arrival time of the CDC inspection team. The only
information that has been confirmed is that the inspection is scheduled tc take place on
Monday, BApril 16, 2007. At this time, our office is unable to provide any times or
locations; however, we will inform you as soon as information becomes available.

In addition, our office has begun compiling information based upon the questions submitted
by the CDC on Friday. Dr. Ficht has been very instrumental in providing extremely
detailed answers to all 13

questions.



Thank you!
Regards,
Tiffany

Tiffany M. Agnew

Program Coordinator (Office of Research Compliance) Texas A&M 1500 Research Parkway Suite
150 B (Centeqg Building) College Station, Texas 77843-1186

(979) 458-3624

{979) 862-3176 - fax

tagnewlvprmail. tamu. edu
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Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 2:25 PM
To: Yeager, Susan

Ce: Wallis, Annette
Subject: FW: CDC Visit- No Update

Suzy,
This file is sent to you in response to Public Information request 01-1786.

Thank you,

Annette Wallis

From: Tiffany Agnew [mailto:tmagnew@tamu.edu]

Sent: Sunday, April 15, 2007 7:43 PM

To: ddavis@cvm.tamu.edu; gadams@cvim.tamu.edu; Tom Ficht; TESH@medicine.tamhsc.edu; Van Wilson;
Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Meyer, Chris; Clark, Charley; Callcott, Diane; Faber, Jan;
Salsman, John M; jsamuel@tamu.edu; Ihrig, Melanie; Ewing, Richard; McClendon, Rodney P; Kelly, Scott;
Moore, Steve; Fuller Bazer; Betsy Browder

Cc: Shannon Davis; Raines, Angelia

Subject: CDC Visit- No Update

Greetings All!

Angelia has asked that I inform you all that as of 7:30 pm, our office has not received any new information in
regards to the arrival time of the CDC inspection team. The only information that has been confirmed is

that the inspection is scheduled to take place on Monday, April 16, 2007. At this time, our office is unable to
provide any times or locations; however, we will inform you as soon as information becomes available.

In addition, our office has begun compiling information based upon the questions submitted by the CDC on
Friday. Dr. Ficht has been very instrumental in providing extremely detailed answers to all 13 questions.

Thank you!
Regards,

Tiffany

7/2/2007
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Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:46 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW. 4/17 CDC Response Draft: For final comments

Attachments: CDC Paragraph 16 sak.doc

Suzy,

This file is sent to you in response to Public information request 01-176.

Thank you,
Annetie Wallis

From: Kelly, Scott

Sent: Thursday, May 17, 2007 2:28 PM

To: Meyer, Chris; Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu’; 'David N.
McMurray'; 'Vernon Tesh'; "James Samuel'; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert; Mattox,
Brent S; Cantrell, Carol; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard;
"Thomas Ficht'; Tiffany Agnew'; ‘Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Is this wording of the section of Paragraph 16 referenced in Chris' email more correct.

Scott Kelly

From: Meyer, Chris

Sent: Thursday, May 17, 2007 2:09 PM

To: Kelly, Scott; Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu’; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert;
Mattox, Brent S; Cantrell, Carol; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville;
Ewing, Richard; "Thomas Ficht’; ‘Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Respense Draft: For final comments

The font size used in the last paragraph of the TAMU response to question 16, part 2 does not match that
in the rest of the document.

In answer to Scott Kelly’s question on question 16, “Does it [the Feb. 06 security plan] reference release?”
The answer is that in the paragraph that directly speaks to reporting to the CDC, no, it only refers to theft or
loss. Elsewhere in that subsection, there is a fist of incidents for which the Pl should notify EHS and or
UPD that includes “release”.

| have no other comments.

Chris Meyer

7/2/2007
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From: Kelly, Scott

Sent: Thursday, May 17, 2007 1:29 PM

To: Salsman, John M; 'Shannon Davis'; Bazer, Fuller; '‘gadams@cvm.tamu.edu’; *David N. McMurray';
'Vernon Tesh': James Samuel’; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert; Mattox,
Brent S; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark,
Neville; Ewing, Richard; 'Thomas Ficht'; 'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Attachment contains IBC documentation of the [that] animal work that was approved
Is the above the correction suggested in John's email. Add "of the", Delete "that"?
Scott Kelly

----- Original Message----

From: Salsman, John M

Sent; Thursday, May 17, 2007 1:20 PM

To: 'Shannon Davis'; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark,
Charley; Barker, Julie K.; Faber, Jan; lhrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht;
Tiffany Agnew; Betsy Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Shannon,
Per my phone call, the only change [ have was in the response to item #15, delete the 2nd "that” in the first sentence.
Thanks, John

----- Original Message-----

From: Shannon Davis {mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent §; Cantrell, Carol; Meyer, Chris; Clark,
Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; lhrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott;
Thomas Ficht; Tiffany Agnew; Betsy Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance; High

#* Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately. All input must be received
by 11:45 pm,

Thank you,
Shannon

7/2/2007



This was the first incident that occurred since Texas A&M had registered for the Select
Agent program. The process for handling CDC incident reporting was undergoing
organizational transition within the Institution and as a result, both AROs believed that the
other had the responsibiiity to report 1o the RO and to the CDC. In addition, there was some
question on the part of ome ARO as to whether an occupational exposure inside
biocontainment constituted a “release”™ The “TAMU Facilities and Research Laboratories
with Select Agents” security plan, dated February 2006, stated on page 9 that CDC should
be notified in the case of theft or loss of a select agent or toxin, 1t did not. however, address
notification o CDC in the eveni of & release. Furthermore, it did not specify who at the
institutien was responsible for notifying, CDC in the event of a loss or theft. This jack of
specificity was a contributing factor to the confusion between AROs as to who had
responsibility for reporting. Currently, the Institution reports all occupational exposures,
including elevated titers, 1o CDC and it has been established that repotting requirements are
the responsibility of the Office of Rescarch Compliance (ORC).

( peteted: However

[Deieted: making that nofification
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Yeager, Susan

From: Wallis, Annette

Sent:  Monday, July 02, 2007 1:46 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: 4/17 CDC Response Draft: For final comments

Suzy,
This file is sent to you in response to Public information request 01-176.

Thank you,
Annette Wallis

From: Meyer, Chris

Sent: Thursday, May 17, 2007 2:09 PM

To: Kelly, Scott; Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu’; 'David N. McMurray';
Vernon Tesh'; "James Samuel’; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S;
Cantrell, Carol; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard; ‘Thomas
Ficht'; 'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

The font size used in the last paragraph of the TAMU response to question 16, part 2 does not match that in the
rest of the document.

In answer to Scott Kelly’s question on question 16, “Does it [the Feb. 06 security plan] reference release?” The
answer is that in the paragraph that directly speaks to reporting to the CDC, no, it only refers to theft or loss.
Elsewhere in that subsection, there is a list of incidents for which the Pl should notify EMS and or UPD that
includes “release”.

{ have no other comments.

Chris Mayer

From: Kelly, Scott

Sent: Thursday, May 17, 2007 1:29 PM

To: Salsman, John M; ‘Shannon Davis'; Bazer, Fuller; 'gadams@cvim.tamu.edy’; 'David N, McMurray'; 'Vernon
Tesh'; 'James Samuel’; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard;
“Thomas Ficht'; Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia
Subject: RE: 4/17 CDC Response Draft: For final comments

Attachment contains IBC documentation of the [that] animal work that was approved
Is the above the correction suggested in John's email. Add "of the", Delete "that"?

Scott Kelly

7/2/2007
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From: Salsman, John M

Sent: Thursday, May 17, 2007 1:20 PM

To: 'Shannen Davis'; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark,
Charley; Barker, Julie K.; Faber, Jan; [hrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany
Agnew; Betsy Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Shannen,
Per my phone call, the only change 1 have was in the response to item #15, delete the 2nd "that” in the first sentence.
Thanks, John

----- Original Message-----

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent; Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel; DSCarlson@tamhsc.edu;
Wailis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; thrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately. All input must be received by
11:45 pm.

Thank you,
Shannon

7/2/2007
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Yeager, Susan

From: Wallis, Annette

Sent:  Monday, July 02, 2007 1:47 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: 4/17 CDC Respense Draft: For final comments

Suzy,
This file is sent to you in response to Public Information request 01-1786.

Thank you,
Annette Wallis

From: Kelly, Scott

Sent: Thursday, May 17, 2007 1:25 PM

To: Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N. McMurray’; *Vernon
Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantreli,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard;
Thomas Ficht'; Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Attachment contains IBC documentation of the [that] animal work that was approved
Is the above the correction suggested in John's email. Add "of the", Delete "that"?

Scott Kelly

From: Salsman, John M

Sent: Thursday, May 17, 2007 1:20 PM

To: 'Shannon Davis'; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark,
Charley; Barker, Julie K.; Faber, Jan; Thrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany
Agnew; Betsy Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Shannon,
Per my phone call, the only change | have was in the response to item #135, delete the 2nd "that" in the first sentence.

Thanks, John

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurtray; Vernon Tesh; James Samuel; DSCarlson@tamhsc.edu;
Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 8; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber
Jan; Salsman, John M; lhrig, Melanig; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

bl

7/2/2007
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Cc: Raines, Angelia
Subject: 4/17 CDC Response Draft: For final comments
Importance; High

** Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately. All input must be received by
11:45 pm,

Thank you,
Shannon

71272007



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:48 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: 4/17 CDC Response Draft: For final comments
Suzy,

This file is sent to you in response to Public Information reguest 01-176.

Thank you,
Annette Wallis

————— Original Message-—-—-

From: Salsman, John M

Sent: Thursday, May 17, 2007 1:20 PM

To: 'Shanncn Davis'; Bazer, Fuller; gadams@ovm.tamu.edu; David N. McMurray; Vernon Tesh;
James Samuel; DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S;
Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faker, Jan; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Shannon,

Per my phone call, the only change I have was in the response to item #15, delete the Znd
"that" in the first sentence.

Thanks, Jchn

————— Original Message-----

From: Shanncn Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 3; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cct: Raines, Angelis

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidentlal **
*% High Priority *~

Attached is the final draft. Please review and submit any comments/changes immediately.
All input must be received by 11:45 pm,

Thank you,
Shannon



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:48 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW. 4/17 CDC Response Draft: For final comments
Suzy,

This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

————— Original Message-----

From: Clark, Charley

Sent: Thursday, May 17, 2007 1:17 PM

To: Shannon Davis

Cc: Wallis, Annette

Subject: RE: 4/17 CDC Response Draft: For final comments

I agree with Scott Kelly's comments.

————— Original Message—---—--

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadans@cvm,tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlsonftamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Thrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Bngelia

Subiject: 4/17 CDC Response Draft: For £inal comments

Importance: High

¥* Confidential **
¥+ High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately.
All input must be received by 11:45 pm.

Thank you,
Shannon
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Yeager, Susan

From: Clark, Charley

Sent: Monday, July G2, 2007 1.34 PM
To: Yeager, Susan
Subject: FW: 4/17 CDC Response Draft: For final comments

Attachments: CDC Paragraph 16 sak.doc

From: Kelly, Scott

Sent: Thursday, May 17, 2007 2:28 PM

To: Meyer, Chris; Salsman, John M; ‘Shannon Davis'; Bazer, Fuller; ‘gadams@cvm.tamu.edu’; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel’; ‘DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert; Mattox,
Brent S; Cantrell, Carol; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard;
‘Thomas Ficht'; ‘Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

is this wording of the section of Paragraph 16 referenced in Chris' email more correct.

Scott Kelly

From: Meyer, Chris

Sent: Thursday, May 17, 2007 2:09 PM

To: Kelly, Scott; Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu’; 'David N.
McMurray'; "'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert;
Mattox, Brent S; Cantrell, Carol; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville;
Ewing, Richard; "Thomas Ficht'; Tiffany Agnew'; '‘Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

The font size used in the last paragraph of the TAMU response to question 16, part 2 does not match that
in the rest of the document.

In answer to Scott Kelly's question on question 16, “Does it [the Feb. 06 security plan] reference release?”
The answer is that in the paragraph that directly speaks to reporting to the CDC, no, it only refers to theft or
loss. Elsewhere in that subsection, there is a list of incidents for which the Pl should notify EHS and or
UPD that includes “release”.

| have no other comments.

Chris Meyer

From: Kelly, Scott

Sent: Thursday, May 17, 2007 1:.29 PM

To: Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu’; 'David N, McMurray';

Wernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert; Mattox,
Brent S; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark,

7/2/2007
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Neville; Ewing, Richard; 'Thomas Ficht'; Tiffany Agnew'; 'Betsy Browder'
Cc: Raines, Angelia
Subject: RE: 4/17 CBC Response Draft: For final comments

Attachment contains IBC documentation of the [that] animal work that was approved
Is the above the correction suggested in John's email. Add "of the", Delete "that"?

Scott Kelly

From: Salsman, John M

Sent; Thursday, May 17, 2007 1:20 PM .

To: 'Shannon Davis'; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark,
Charley; Barker, Julie K.; Faber, Jan; lhrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht;
Tiffany Agnew; Betsy Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Shannon,
Per my phone call, the only change | have was in the response to item #15, delete the 2nd "that" in the first sentence.
Thanks, John

----- Original Message-----

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadamsi@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschimar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark,
Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; lhrig, Melanie; Clark, Neville; Bwing, Richard; Kelly, Scott;
Thomas Ficht; Tiffany Agnew; Betsy Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

#* Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately. All input must be received
by 11:45 pm.

Thank you,
Shannon

7/2/2007



This was the first incident that occurred since Texas A&M had registered for the Select
Agent program. The process for handling CDC incident reporting was undergoing
organizational transition within the Institution and as a result, both AROs believed that the
other had the responsibility to report to the RO and to the CDC, In addition, there was some
question on the part of one ARO as to whether an occupational exposure inside
biocontainment constituted a “release”.  The “TAMU Facilitics and Research laboratories
with Select Agenis” security plan, dated February 2006, stated on page 9 that CDC should
be notified in the case of theft or loss of a select agent or toxin. it did nol. however, address
notification of CDC in the event of a release, Furthermorg, it did not specify who at the
institution was responsible for potifying, CDC in the event of a loss or thefl. This lack of
specificily was a contributing factor Lo the confusion between AROs as to who had
responsibility for reporting. Currently, the Institution reports all eccupational ¢xposures,
including clevated titers, to CDC and it has been established that reporting requirements are
the responsibility of the Office of Research Compliance (ORC).

( Deleted: However

{ Deleted: making that notification




Yeager, Susan

From: Clark, Charley

Sent: Monday, July 02, 2007 1:34 PM

To: Yeager, Susan

Subject: FW: 4/17 CDC Response Draft: For final comments

————— Original Message--—---

From: Clark, Charley

Sent: Thursday, May 17, 2007 1:17 PM

To: 'Shannon Davis'

Cc: Wallis, Annette

Subject: RE: 4/17 CDC Response Draft: For final comments

I agree with Scott Kelly's comments.

————— Original Message-——---

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
D8Carlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 5; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, Jochn M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angella

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached i1s the final draft. Please review and subnit any comments/changes immediately.
All input must be received by 11:45 pm.

Thank you,
Shannon



Yeager, Susan

From: Clark, Charley

Sent: Monday, July 02, 2007 1:34 PM

To: Yeager, Susan

Subject: FW: 4/17 CDC Response Draft: For final comments

————— Criginal Message--—---

From: Salsman, John M

Sent: Thursday, May 17, 2007 1:20 PM

To: 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N. McMurray'; 'Vernon

Tesh'; 'James Samuel'; 'DSCarlscn@tamhsc.edu’'; Wallis, Annette; Kretzschmar, Bert; Mattox,
Brent S; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan;
Thrig, Melanie; Clark, Neviile; Ewing, Richard; Kelly, Sceott; 'Thomas Ficht'; 'Tiffany

Agnew'; 'Betsy Browder'
Cc: Raines, Angelisa
Subiject: RE: 4/17 CDC Response Draft: For final comments

Shannon,

Per my phone call, the only change I have was in the response to item #15, delete the 2Znd
"that" in the first sentence.

Thanks, John

————— Original Message-—-—---

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 &M

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlsonftamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell,
Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subiject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately.
All input must be received by 11:45 pm.

Thank you,
Shannon



Page 1 of 2

Yeager, Susan

From: Clark, Charley

Sent:  Monday, July 02, 2007 1:34 PM

To: Yeager, Susan

Subject: FW: 4/17 CDC Response Draft: For final comments

From: Kelly, Scott

Sent: Thursday, May 17, 2007 1:29 PM

To: Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N. McMurray'; 'Vernon
Tesh'; "James Samuel'; 'DSCarlson@tamhsc.edy’; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell,
Carol; Mevyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard;
‘Thomas Ficht'; 'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Attachment contains 1BC documentation of the [that] animal work that was approved
Is the above the correction suggested in John's email. Add "of the", Delete "that"?

Scott Kelly

From: Salsman, John M

Sent: Thursday, May 17, 2007 1:20 PM

To: 'Shannon Davis', Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annstte; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark,
Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany
Agnew; Betsy Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Drafi: For final comments

Shannon,
Per my phone call, the only change [ have was in the response to item #15, delete the 2nd "that” in the first sentence.
Thanks, John

————— Original Messagg-=~--

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel; DSCarlson@tamhsc.edu;
Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; lhrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately. All input must be received by

7/2/2007
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11:45 pm.

Thank you,
Shannon

7/2/2007



Page 1 of 2

Yeager, Susan

From: Clark, Charley

Sent: Monday, July 02, 2007 1:34 PM

To: Yeager, Susan

Subject: FW: 4/17 CDC Response Draft: For final comments

From: Mevyer, Chris

Sent: Thursday, May 17, 2007 2:09 PM

To: Kelly, Scott; Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N. McMurray';
'Vernon Tesh'; "James Samuel'; 'DSCarlson@tamhsc.edu’; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S;
Cantrell, Carol; Clark, Charley; Barker, Julie K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard; "Thomas
Ficht'; Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

The font size used in the last paragraph of the TAMU response to question 16, part 2 does not match that in the
rest of the document.

In answer to Scott Kelly's question on question 16, “Does it {the Feb. 08 security plan] reference release?” The
answer is that in the paragraph that directly speaks to reporting o the CDC, no, it only refers to theft or loss.
Elsewhere in that subsection, there is a list of incidents for which the Pl should notify EHS and or UPD that
includes "release”.

| have no other comments.

Chris Meyer

From: Kelly, Scott

Sent: Thursday, May 17, 2007 1:29 PM

To: Salsman, John M; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'’; 'David N. McMurray'; "Vernon
Tesh'; James Samuel'; 'DSCarlson@tamhsc.edu'; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Thrig, Melanie; Clark, Neville; Ewing, Richard;
"Thomas Ficht'; Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Attachment contains IBC documentation of the [that] animal work that was approved
1s the above the correction suggested in John's email. Add "of the", Delete "that"?

Scott Kelly

From: Salsman, John M

Sent; Thursday, May 17, 2007 1:20 PM

To: 'Shannon Davis'; Bazer, Fuller; gadams(@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark,
Charley; Barker, Julie K,; Faber, fan; thrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany
Agnew; Betsy Browder

7/2/2007
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Cc: Raines, Angelia
Subject: RE: 4/17 CDC Response Draft: For final comments

Shannon,
Per my phone call, the only change | have was in the response to item #15, delete the 2nd “that" in the first sentence.
Thanks, John

----- Original Message-----

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N, McMurray; Vernon Tesh; James Samuel; DSCarlsoni@tamhsc.edu;
Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan: Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

#* Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately. All input must be received by
11:45 pm.

Thank you,
Shannon

7/2/2007



Yeaﬂcﬁ;er, Susan

From: Clark, Charley

Sent: Monday, July 02, 2007 1:34 PM

To: Yeager, Susan

Subject: FW: 4/17 CDC Respense Draft: For final comments

————— Original Message—---—-

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 2:35 PM

To: Kelly, Scett: 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Fwing, Richard; 'Thomas Ficht';
"Tiffany Agnew'; 'Beltsy Browder'

C¢: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

On Scott's qguestion/comment on Item 10, instead of "The filters on the unit have been
rested and it was verified by an outside wvendor that they do not leak" can be substituted
with "The filters on the unit were tested by an outside vendor and passed per NSF/ANSI
Standard 49-2004."

Secondly, the referenced maintenance requirements for the Madison Chamber arose in a
conversation between Dr. McMurray and CDC. EHSD does not have any of the operating manuals
or maintenance records. If these are desired, they need to be obtained from Dr. McMurray.
Testing of the filters was a course of action chosen by EHSD to provide assurance of
proper filtration. This information is in response to Scott Kelly's question, and we are
not implying any change o the response is necessary.

Thanks,
Brent

————— Original Message--—--—-

From: Kelly, Scott

Sent: Thursday, May 17, 2007 12:12 PM

To: Shannon Davis; Bazer, Fuller; gadamsfcvm,tamu.edu; David N. McMurray; Vernon Tesh;
James Samuel; DSCarlsonftamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 5;
Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John
M; Thrig, Melanie; Clark, Neville; Ewing, Richard; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response braft: For final comments

Here is the document with my comments.

Scott Kelly

~~~~~ Original Message-—----

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm,tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard:; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High



**% Confidential **
*% High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately,
Al input must be received by 11:45 pm.

Thank you,
Shannon



Yeager, Susan

From: Clark, Charley

Sent: Monday, July 02, 2007 1:34 PM

To: Yeager, Susan

Subject: FW: 4/17 CDC Response Draft. For final comments

————— Original Message—--—---

From: Kelly, Scott

Sent: Thursday, May 17, 2007 2:41 PM

To: Mattox, Brent S; 'Shannon Davis'; Bazer, Fuller; "gadams€cvm.tamu.edu'; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Thrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

What does the NSF/ANSI standard say? How does it relate to the Observation?

Do we have any of the reqguested documentation? If we don't, let's say we don't have any
responsive documentation, rather than not responding.

Scott Kelly

————— Original Message——=—--

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 2:35 PM

To: Kelly, Scott; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, Jchn M; Ihrig, Melanie; Clark, Weville; Ewing, Richard; 'Thomas Ficht';
'Piffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subiject: RE: 4/17 CDC Response Draft: For final comments

On Scott's guestion/comment on Item 10, instead of "The filters on the unit have been
tested and it was verified by an outside vendor that they do not leak" can be substituted
with "The filters on the unit were tested by an outside vendor and passed per NSF/ANSI
Standard 49-2004."

Secondly, the referenced maintenance requirements for the Madison Chamber arose in a
conversation between Dr. McMurray and CDC. EHSD does not have any ¢f the operating manuals
or maintenance records. If these are desired, they need to be obtained from Dr. McMurray.
Testing of the filters was a course of action chosen by EHSD to provide assurance of
proper filtration. This information is in response to Scott Kelly's guestion, and we are
not implying any change to the response is necessary.

Thanks,
Brent

————— Original Message-----

From: Kelly, Scott

Sent: Thursday, May 17, 2007 12:12 PM

To: Shannon Davis; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh;
James Samuel; DSCarlsonltamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent §;
Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, Jochn
M; Ihrig, Melanie; Clark, Nevilile; Ewing, Richard; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia



Subject: RE: 4/17 CDC Respcnse Draft: For final comments

Here is the document with my comments.

Scott Kelly

~~~~~ Original Message-—----

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S$; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Lhrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidentlal **
** High Priority **

Attached is the final draft. FPlease review and submit any comments/changes immediately.
Bll input must be received by 11:45 pm.

Thank you,
Shannon



Yeager, Susan

From: Clark, Charley

Sent: Monday, July 02, 2007 1:35 PM

To: Yeager, Susan

Subject: FW: 4/17 CDC Response Draft: For final comments

————— Original Message-----

From: Salsman, John M

Sent: Thursday, May 17, 2007 3:18 PM

To: Kelly, Scott; Mattox, Brent S; 'Shannon Davis'; Razer, Fuller; 'gadams@cvm.tamu.edu';
'"David N. McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu'; Wallis,
Annette; Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley:; Barker, Julie
K.; Faber, Jan; Thrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht'; 'Tiffany
Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Scott,

The standard provides detail regarding the methodology for how to test a HEPA filter and
defines what 1is acceptable, "passing". It is the same testing standard used to certify
that a biological safey cabinet is working properly, so the reference to the standard
demonstrates an acceptable approach for ensuring the HEPA filters on the Madison Aerosol
Chamber are functioning appropriately.

EHSD does not have the documentation discussed in the Cbservation. Dr. McMurray may have
it.

John

————— Original Message-----

From: Kelly, Scott

Sent: Thursday, May 17, 2007 2:41 PM

To: Mattox, Brent S8; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N.
McMurray'; 'Verncn Tesh'; 'James Samuel'; 'DSCarlsonftamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
'‘Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: Feor final comments

What does the NSF/ANSI standard say? How does it relate to the Observation?

Do we have any of the requested deocumentation? If we den't, let's say we don't have any
responsive documentation, rather than not responding.

Scott Kelly

————— Original Message--—---

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 2:35 PM

To: Kelly, Scott; '"Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N,
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
'"Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

On Scott's gquestion/comment on Item 10, instead of "The filters on the unit have been
1



tested and it was verified by an outside vendor that they do not leak" can be substituted
with "The filters on the unit were tested by an outside vendor and passed per NSF/ANSI
Standard 49-2004."

Secondly, the referenced maintenance requirements for the Madison Chamber arose in a
conversation between Dr. McMurray and CDC. EHSD does not have any of the operating manuals
or maintenance records. If these are desired, they need toc be obtained from br. McMurray.
Testing of the filters was a course of action chosen by EHSD to provide assurance of
proper filtration. This information is in response to Scott Kelly's question, and we are
not implying any change to the response is necessary.

Thanks,
Brent

————— Original Message-----

From: Kelly, Scott

Sent: Thursday, May 17, 2007 12:12 PM

To: Shannon Davis; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh;
James Samuel; DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S;
Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John
M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; Thomas Ficht; Tiffany Agnew; Belsy
Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Here is the document with my comments.

Scott Kelly

wwwww Original Message—---—-

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlsonftamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent $; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subiect: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached is the final draft. Please review and submit any ccmments/changes immediately.
All input must be received by 11:45 pm.

Thank you,
Shannon



Yeager, Susan

From: Clark, Charley

Sent: Monday, July 02, 2007 1:35 PM

To: Yeager, Susan

Subject: FW: 4/17 CDC Response Draft: For final comments

————— Criginal Message-—----

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 3:20 PM

To: Kelly, Scott; 'Shannon Davis'; Bazer, Fuller; "gadams@cvm. tamu.edu'; 'David N,
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu’'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Thrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
'Tiffany BAgnew'; 'Beitsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

The NSF standard tells us and the vendor how to test Biosafety cabinets. In this
particular instance, A.3 describes how to perform a "HEPR filter leak test”. They are
"accepted” if the filters pass A.3.4.1 if the filters can bhe scanned at (.01l% upstream
concentration at any one point, or if they cannot be scanned pass under A.3.4.2 at 0.0005%
upstream concentration. This is the standard CDC and NIH would hold us accountable to, and
as such, CDC would be familiar with the reference. However, the vendor did not refer to
the NSF standard in his report due to the fact the Bic Rercsol Chamber is not a safety
cabinet. Perhaps better and more accurate wording would be:

"The filters on the unit have been tested and it was verified by an outside vendor that
they passed with no detectakble aeroscl penetration.”

This avoids having to provide a lengthy explanation on what portion of the NSF 4% Standard
was applied, and which was not. It is, after all, 100 pages long.

Brent

————— Original Message-——---

Frem: Kelly, Scoltt

Sent: Thursday, May 17, 2007 2:41 PM

To: Mattox, Brent S; 'Shannon Davis'; Barzer, Fuller; 'gadamsBcvm.tamu.edu'; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlscn@tamhsc.edu’; Wallis, Annette;
Kretzschmar, Bert; Cantrsll, Carol; Meyer, Chris; Clark, Charley; Barkex, Julie K.; Faber,
Jan; Salsman, John M; Thrig, Melanie; Clark, Neville; Ewing, Richard:; 'Thomas Ficht';
'"Tiffany BAgnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CBC Response Draft: For final comments

Wnat does the NSF/ANSI standard say? How does it relate to the Observation?

Do we have any of the requested documentatiocn? If we don't, let's say we don't have any
responsive documentation, rather than not responding.

Scott Kelly

~~~~~ Original Message-----

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 2:35 PM

To: Kelly, Scott; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm. tamu.edu'; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlsconfitamhsc.edu'; Wallis, Anneitte;
Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
'Tiffany Agnew'; 'Betsy Browder'



Cc: Raines, Angelia
Subject: RE: 4/17 CDC Response Draft: For final comments

On Scott's question/comment on Item 10, instead of "The filters on the unit have been
tested and it was verified by an outside vendor that they do not leak”™ can be substituted
with "The filters on the unit were tested by an outside vendor and passed per NSF/ANSI
Standard 49-2004."

Secondly, the referenced maintenance reguirements for the Madison Chamber arose in a
conversation between Dr. McMurray and CDC. EHSD does not have any of the operating manuals
or maintenance records. 1f these are desired, they need to be obtained from Dr. McMurray.
Testing of the filters was a course of action chosen by EHSD to provide assurance of
proper filtration. This information is in response to Scott Kelly's question, and we are
not implying any change to the response is necessary.

Thanks,
Brent

wwwww Original Message——~—-

From: Kelly, Scott

Sent: Thursday, May 17, 2007 12:12 PM

To: Shannon Davis; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh;
James Samuel; DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 5;
Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John
M:; Ihrig, Melanie; Clark, Neville; Ewing, Richard; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Here is the document with my comments.

Scett Kelly

————— Original Message-----

From: Shannon Davis {mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsce.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 3; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached is the final draft. Please review and subnit any comments/changes imnmediately.
All input must be received by 11:45 pm.

Thank you,
Shannon



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:36 PM
To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: SBAT fraining

Suzy,

This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

————— Original Message-----

From: Angelia Raines [mailto:araines@vprmail.tamu.edu]
Sent: Wednesday, May 23, 2007 11:23 AM

To: Wallis, Annette

Subject: SBAT training

Hi Annette,
You are going to be copied on an invitation to SBAT training. Because you work so closely
with us, I wanted to include you in the training. It is scheduled for June lst. More

information to come...

Angelia



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:36 PM

To: Yeager, Susan

Ce: Wallis, Annette

Subject: FW: 4/17 CDC Response Draft: For final comments
Suzy,

This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

————— Original Message-—-—--

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 3:20 PM

To: Kelly, Scott; 'Shannon Davis'; Bagzer, Fuller; 'gadams@cvm,tamu.edu'; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlscn@tamhsc.edu'’; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Newille; Ewing, Richard; 'Thomas Ficht';
'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, BAngelia

Subject: RE: 4/17 CDC Response Draft: For final comments

The NSF standard tells us and the vendor how to test Bicsafety cabinets. In this
particular instance, A.3 describes how to perform a "HEPA filter leak test". They are
"accepted™ if the filters pass A.3.4.1 if the filters can be scanned at 0.01% upstream
concentration at any one point, or if they cannot be scanned pass under A.3.4.2 at 0.0005%
upstream concentraticn. This is the standard CDC and NIH would hold us accountable to, and
as such, CDC would be familiar with the reference. However, the vendor did not refer to
the NSF standard in his report due to the fact the Blo Rerosol Chamber is not a safety
cabinet., Perhaps better and more accurate wording would be:

"The filters on the unit have been tested and it was wverified by an outside vendor that
they passed with no detectable aerosol penetration.”

This aveids having to provide a lengthy explanation on what portion of the NSE 49 Standard
was applied, and which was not. It is, after all, 100 pages long.

Brent

————— Original Message--—---

From: Kelly, Scott

Sent: Thursday, May 17, 2007 2:41 PM

To: Mattos, Brent $; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N.
McMurray'; 'Verncn Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu’; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht':
'"Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

What does the NSF/ANSI standard say? How does it relate to the Observation?

Do we have any of the requested documentation? If we don't, let's say we don't have any
responsive documentation, rather than not responding.

Scott Kelly

~~~~~ Criginal Message-----
From: Mattox, Brent S



Sent: Thursday, May 17, 2007 2:35 PM

To: Kelly, Scott; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N,
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlscn@tawmhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Newville; Ewing, Richard; 'Thomas Ficht';
'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

On Scott's question/comment on Item 10, instead of "The filters on the unit have been
tested and it was verified by an outside vendor that they do not leak" can be substituted
with "The filters on the unit were tested by an outside vendor and passed per NSF/ANSI
Standard 49-2004."

Secondly, the referenced maintenance regquirements for the Madison Chamber arose in a
conversation between Dr. McMurray and CDC. EHSD does neot have any of the operating manuals
or maintenance records. If these are desired, they need to be obtained from Dr. McMurray.
Testing of the filters was a course of action chosen by EHSD to provide assurance of
proper filtration. This information is in response to Scott Kelly's guestion, and we are
not implving any change to the response is necessary.

Thanks,
Brent

————— Original Message----—-

From: Kelly, Scott

Sent: Thursday, May 17, 2007 12:12 PM

To: Shannon Davis; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh;
James Samuel; DSCarlscon@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S;
Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John
M; Thrig, Melanie; Clark, Neville; Ewing, Richard; Thomas Ficht; Tiffany Agnew; Betsy
Browdexr

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Here is the document with my comments.

Scott Kelly

mmmmm Original Message—---—-

From: Shannon Davis [mailto:s.davis@tamnu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: BRazer, Fuller; gadamsf@cvm.tamu.edu; David N. McMurray; Verncn Tesh; James Samuel;
DSCarlsonftamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent §; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately.
Bll input must be received by 11:45%5 pm.

Thank you,
Shannon



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:37 PM

To: Yeager, Susan

Cc: Walllis, Annette

Subject: FW. 4/17 CDC Response Draft: For final comments
Suzy,

This file is sent to you in response to Public Information reguest 01-176.

Thank vyou,
Annette Wallis

————— Criginal Message-——--

From: Salsman, John M

Sent: Thursday, May 17, 2007 3:18 BPM

To: Kelly, Scott; Mattox, Brent S5; 'Shannon Davis'; Bazer, Fuller; 'gadams@ecvm.tamu.edu';
'David N. McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlscon@tamhsc.edu'; Wallis,
Annette; Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie
K.; Faber, Jan; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht'; 'Tiffany
Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Scott,

The standard provides detail regarding the methodelogy for how to test a HEPA filter and
defines what is acceptable, "passing”. It is the same testing standard used to certify
that a biological safey cabinet is working properly, so the reference to the standard
demonstrates an acceptable approach for ensuring the HEPA filters on the Madison Aerosol
Chamber are functioning appropriately.

EHSD does not have the documentation discussed in the Observation. Dr. McMurray may have
it.

John

wwwww Original Message-—m=~w--

From: Kelly, Scott

Sent: Thursday, May 17, 2007 2:41 PM

To: Mattox, Brent S; 'Shannon Davis'; Bazer, Fuller; ‘'gadams@cvm.tamu.edu'; 'David N,
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
"Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

What does the NSF/ANSI standard say? How does it relate to the Observation?

Do we have any of the requested documentation? If we don't, let's say we don't have any
responsive documentation, rather than not responding.

Scott Kelly

————— Original Message----—-

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 2:35 PM

To: Kelly, Scott; 'Shanncn Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlscnftamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carol:; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,

1



Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

On Scott's guestion/comment on Item 10, instead of "The filters on the unit have been
tested and it was verified by an outside vendor that they do not leak" can be substituted
with "The filters on the unit were tested by an cutside vendor and passed per NSF/ANSI
Standard 49-2004."

Secondly, the referenced maintenance requirements for the Madiscn Chamber arose in a
conversation between Dr. McMurray and CDC. EHSD does not have any of the cperating manuals
or maintenance records. If these are desired, they need to be obtained from Dr., McMurray.
Testing of the filters was a course of action chosen by EHSD to provide assurance of
proper filtration. This information is in response to Scott Kelly's guestion, and we are
not implying any change to the response 1s necessary.

Thanks,
Brent

————— Original Message----—-

From: Kelly, Scott

Sent: Thursday, May 17, 2007 12:12 PM

To: Shannon Davis; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh;
James Sanmuel; DSCarlscon@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 3;
Cantrell, Carcl; Mever, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John
M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: RE:; 4/17 CDC Response Draft: rFor final comments

Here is the document with my comments.

Scott Kelly

————— Original Message-----

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlsonftamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent S; Cantrell,
Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Retsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Respcnse Draft: For final comments

Importance: High

** Confidential **
*% High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately.
All input must be received by 11:45 pm.

Thank you,
Shannon



Yeager,Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:45 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: 4/17 CDC Response Draft: For final comments
Suzy,

This file is sent to you in response to Public Information reguest 01-176.

Thank you,
Annette Wallis

————— Original Message=~---—

From: Kelly, Scott

Sent: Thursday, May 17, 2007 2:41 PM

To: Mattox, Brent §; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm.tamu.edu'; 'David N,
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlscn@tamhsc.edu’; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

What does the NSF/ANSI standard say? How does it relate to the Observation?

Do we have any of the requested documentation? If we don't, let's say we don't have any
responsive documentation, rather than not responding.

Scott Kelly

————— Original Message--—---

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 2:35 PM

To: Kelly, Scott; 'Shannon Davis'; Bazer, Fuller; 'gadams@cvm,tamu.edu'; "David N.
McMurray'; 'Vernon Tesh'; 'James Samuel'; 'DSCarlson@tamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K,; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht';
'Tiffany Agnew'; 'Betsy Browder’

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Respoense Draft: For final comments

On Scott's gquestion/comment on Item 10, instead of "The filters on the unit have been
tested and it was verified by an outside vendor that they do not leak" can be substituted
with "The filters on the unit were tested by an cutside vendor and passed per NSF/ANSI
Standard 49-2004."

Secondly, the referenced maintenance requirements for the Madison Chamber arcse in a
conversation between Dr. McMurray and CDC. EHSD does not have any of the operating manuals
or maintenance records. If these are desired, they need to be obtained from Dr. McMurray.
Testing of the filters was a course of action chosen by EHSD to provide assurance of
proper filtration. This information is in response to Scott Kelly's question, and we are
not implying any change to the response is necessary.

Thanks,

Brent



From: Kelly, Scott

Sent: Thursday, May 17, 2007 12:12 PM

To: Shannon Davis; Bazer, Fuller; gadams@cvn.tamu.edu; David N. McMurray; Verncn Tesh:
James Samuel; DSCarlsonf@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 5;
Cantrell, Carol; Mayer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John
M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draff: For final comments

Here is the document with my comments.

Scott Kelly

————— Original Message----—-

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, PFuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 3; Cantrell,
Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faker, Jan; Salsman, John M; Thrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; DBetsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately.
All input must be received by 11:45 pm.

Thank you,
Shannon



Yeager, Susan

From: Wallis, Annette

Sent: Monday, July 02, 2007 1:46 PM

To: Yeager, Susan

Cc: Wallis, Annette

Subject: FW: 4/17 CDC Response Draft: For final comments
Suzy,

This file is sent to you in response to Public Information request 01-176.

Thank you,
Annette Wallis

————— Original Message—-----

From: Mattox, Brent S

Sent: Thursday, May 17, 2007 2:35 PM

To: Kelly, Scott; 'Shannon Davis'; Bazer, Fuller; 'gadams@ovm. tamuz.edu'; 'David N.
McMurray'; 'Vernon Tesh'; 'James Samuel’: '‘DSCarlson@tamhsc.edu'; Wallis, Annette;
Kretzschmar, Bert; Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber,
Jan; Salsman, John M; Ihrig, Melanie; Clark, Neville; Ewing, Richard; 'Thomas Ficht':;
'Tiffany Agnew'; 'Betsy Browder'

Cc: Raines, Angelia

Subject: RE: 4/17 CDC Response Draft: For final comments

On Scott's guestion/comment on Item 10, instead of "The filters on the unit have been
tested and it was verified by an outside vendor that they do not leak" can be substituted
with "The filters on the unit were tested by an outside vendor and passed per NSF/ANSI
Standard 49-2004."

Secondly, the referenced maintenance requirements for the Madison Chamber arose in a
conversation between Dr. McMurray and CDC. EHSD does not have any of the operating manuals
or maintenance records. If these are desired, they need to be obtained from Dr. McMurray.
Testing of the filters was a course of action chosen by EHSD to provide assurance of
proper filtration. This information is in response to Scott Kelly's question, and we are
not implying any change to the response 1s necessary.

Thanks,
Brent

————— Original Message-----

From: Kelly, Scott

Sent: Thursday, May 17, 2007 12:12 PM

To: Shannon Davis; Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh;
James Samuel: DSCarlsonf@tamhsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 3;
Cantrell, Carol; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John
M; Ihrig, Melanie; Clark, Neville; Ewing, Richaxd; Thomas Ficht; Tiffany Agnew; Belsy
Browder

Cc: Raines, BAngelia

Subject: RE: 4/17 CDC Response Draft: For final comments

Here is the document with my comments.

Scott Kelly

————— Original Message---—--

From: Shannon Davis [mailto:s.davis@tamu.edu]

Sent: Thursday, May 17, 2007 11:30 AM

To: Bazer, Fuller; gadams@cvm.tamu.edu; David N. McMurray; Vernon Tesh; James Samuel;
DSCarlson@tamnsc.edu; Wallis, Annette; Kretzschmar, Bert; Mattox, Brent 5; Cantrell,

1



Carcl; Meyer, Chris; Clark, Charley; Barker, Julie K.; Faber, Jan; Salsman, John M; Ihrig,
Melanie; Clark, Neville; Ewing, Richard; Kelly, Scott; Thomas Ficht; Tiffany Agnew; Betsy
Browder

Cc: Raines, Angelia

Subject: 4/17 CDC Response Draft: For final comments

Importance: High

** Confidential **
** High Priority **

Attached is the final draft. Please review and submit any comments/changes immediately.
ALl input must be received by 11:45 pm.

Thank you,
Shanncn



