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. DEPARTMENT OF HEALTH & HUMAN S$ERVICES Cenl ars for Disaase Control

& d Prevertion (CDC)

Momorandum

June 30, 2007

Director, Centers for Disease Control and Prevention

Sugpension of Select Agent Work: Texas A&M Universisy

Dr. Richard Ewjng, Responsible Officis]
TexnsiiA&M University (Registration # C20060605-0489)

The Centers for Diseasc Control and Prevention’s (CDC) Division of Select . Agents and
Toxins (DSAT) has received and reviewed your sesponses to the observations in the
DSAT roport from the April 16-18, 2007, sitc visit inspection of your facility. Based on
the ingpection and the information provided in your responscs dated May 17, 2007, the
DSAT: has the following concerns regarding the select agent work being pert srmed at
Texas A&M University (TAMU):

. )., Whether TAMU meets biosafety standards and requircmcents appropri ate for the
- select agents and toxing you possess. Specifically, whether your bios: ety plan
{ ensures thal select agents and toxins are used in a safe manner that is
. coimmensurate with the risk of the select agents and toxins (42 CFR § 73.12).

2. | Whether TAMU bas implemented.a security plan that adequately prevents usauthorizzed
ip:rsuns from gaining access ta select agants and toxing (42 CFR § 73.11).

J. Whethee TAMU has an occupational health program that provides effective nedical
'surveillance of occupational exposures to select agents and toxiny.

4. Whether TAMU has the appropriate administrative control of select agent ar d toxin
ectivities. Speeitically, there Is evidence (hat select ugent wark (i.e., serosol studies with
| Brucella species) was performed at TAMU without prior approval by the DSAT. In
.addition, there ig evidence that multiple occupational exposurcs that occurre:| at your
‘enlity were not properly reported to DSA'T as required by 42 CFR § 73.19.

5. Whether the TAMU Responsible Official is fumiliar with and is ensuring corapliance
:with the requiremnents of the selsct agent ragulations (42 CFR § 73.9[a]).

Due to the serious nature of thegs doficiencies, I have determined that in order to proiect public
health und safety, the ceass and desist order from CDC to 1'AMU of April 20, 2007, : hall be
expanddd to include 2]l work with sclect agents and toxins at TAMLU. Effective imm «diately, all
sclect agent and toxin work must stop and all seleet agents and toxing must be securc. y stored
until further notice. The DSAT intznds to conduct a comprehensive review of al{ scli ct agent and

toxin activities at TAMU to determine what aleps will be required to ensure complien se with 42
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CFR:Part 73, This review will includs a site visit to your facility at 2 dats to be d. termined
between July 9 and July 23, 2007. If it is dstermined that TAMU cannot or will not comply
withiall provisions of the select agent regulations, the DSAT may recomme nd that
TAMU'’s certificate of registration should be revoked (See 42 CFR §73.8). The
revocation of your certificate of registration would require the cessation of all work with
select agents and toxing and cither the destruction or transfer of these materjals to other
registered facilities. ;

To facilitate 8 comprehensive review of the select agent and toxin activities-at TAMU,
pleage have the following documecntation immediately available for the inspisctors upon
theisiarrival for a comprehensive site visit of yonr entity:

o. Allcorrespondence including e-mails related to all aceupational exy asurés with
) Select agents und toxins that have occurred at your entity;
e All occupetionel health records for individuals tonducting aerosol v ork with
select agents or working in buildings where aerosol work was being conducted;
All lahoratary records and notebooks for work with select.agents an 1 toxins;
All training records for individuals working with select agents and t yxins;
All records pertaining to the maintenance and repair of laboratory fa cilities
. involved with select agenl and toxin work; and,
®; All records related to internal and extcenal audits, revicws, safety in: ipections, and
. incident reports pertaining to work with select agents.

In adifition, please ensure that key persormel will be available for intorview:: including,
but not limited to:

e The Responsible Official

i All Allsrnate Responsible Officials

»: The Occupational Ilealth Director

s The Biosafety Officer . -

¢ Principal Investigators working with select agénls and toxins
«' Institutional Biosafety Commitiee Membeis

». Director of Environmental Health and Safety

Pleasp cantact Dr. Robbin Weyant, Direclior, DSAT, at (404) 718-2000 if y¢ u have
questions regarding this correspondence.
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