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BIOSAFETY BREACHES

Accidents Spur a Closer Lo
Risks at Biodefense Labs

Failure to report a Brucella infection and other problems ata Te
microbiologists searching for ways to ensure safety and public tr

An unrepodted infection with & dengerom
pathogen snd odher bosafety brosches ata
T wmiversity are fueling sn alresdy hesisd
dobate shout safety at US| Wodefense laba.
The problems a1 Texas A&M University i
Colleps Stathon, which bed federsl officzl o
alut dew the univenity's odefanss ressch
this summer, follow a spate of sceldents at
ofher LS. kb inithe past fow years. They also
coineide with the sceklents] releswe of foot-
andrmowth vires from @ resesr ch fecility inthe
Uil K ingedodn that has dhown the podentia]
eomomic devastation that can result ifa
pathopen svcapes. These evenis ane bringing
tiw urpency o @ question madsod
soonafber the United States bogan
pounng money o hodefense
renearch after the 2001 anthrax
attecka: Arethe mtion's Wodelns
Lt b enough?

“Proponents instt thene 15 a
¢l e safiaty rocord. That & simply
wiong. With some agants, iteould

e will examine the
the Madefenss boiklup.
The scratiny is send
univerdty sdmimsrai
oy commnmty, wiichi
o both e ndure safety
trust, O ddes imder di
i mational sccldent
would enable institutio
amother's mistskes.
Wimning public cor
e whether several p
o betng budlt in Bk
operate sl blosesmity

have catstrophic condequences” s >
says microbiologist Richard 2002, 2003: E coll 015THT infect
Ehrght of Rulgers Usiversity in 3
Placataway, Mow Jemey 2 edtic of 2004 Tives wiekets Snlened Wik N
the lodefenss expansdon 2004: Ebols needie stick {na infedti
Al o lentisls snd
oudh olher wion b 2004: A thrax exposure ino inkecior

hiosfaty experts sy the extens
sive hreskiown in procedunes st
Tenas A&M & probably oxomp-
thonal, they too worry that meny
incidenls e godng unne ported.
Nexiwesk, 8 congredaional com-

1852

2004 Valley fewer i, immit) nlec
2005: Potential ( lewr exposume, B
20046 Bruceliosis infecion, Texas Al
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CDC. About 14,000 poople st 400 lsbs now
hawe select-zgent suthor teation.

Todate, themoat serious hiosafaty hresches
have occnmed cutide the United States, auch
a geveral SARS infoctions in Asts in 005 and
2006 that killed one researcher and infocied
averal paogle outsde the L and the desthol 2
Bussian kb worker from Ebols in 2004, And
aomne potentis] exposuns—anch & nimal
bites, nesdle sticks, sd glove tesri—are
inervitable, LIS, biosa faty expents sy, One of
the wiont fecent acel dents oocnsred atithe (1S
Ay Madical Resssrch Institute of Infactions
Hseases in Fort Detrick, Maryland, whene a
worker wat exposed i the Ebolavire b
didn't become mnfested. Others (ses tahls,
. 1852) involved shipments of
pathogens kebelad nonpathogenic
theat turmesd ot ko be virmlent. That
happenasd wath wlbsemia in Boson
University in 24, where thres
warkens wene infeciad The incldent
wist raporied to local authorties
amd msde public only after debsys,
adding o eritieiam of the mropoed
Boston BSL-4 1ab {Sedence, 28 k-
uary 2005, p. 50

The problems st Tros A% M,
however, may be the most egre-
gions to date. They Fist emerged
in Ageil when the schoal belstedly
reporied to COOC that in Febrmary
2006, a worker was infeeied with
Brucells hacterta, a pathogen oom-
mon in livesioek thet cases fover
amd Tatigoe in b botis ranely
fzial This ineident, like many oh-
ors, was brought i Hght through
public records requests by Edward
Hammond of the Sunshine Pro-

Jeet, & waichdog group in Austin,

Texas, In June, afier the Sunshine
§ Progec t reported that thres workers

had tested positive for antibodies to the
E 0 feverpathogen, CDC shut doven all of Texs
g AL pelee tapent wark. Inan Augustimes-

tigation, CDC inspeetors found a dozen seri-

s violations, including unapproved experi-

menis, lost ssmples, improper safiety training,
g and lsh workers withou seleci-agend auihori-
§ wation (Science, 14 Sepiember, p. 1487).

2 Some olmervers suggest the ) fever anti-
oy feats wene nod a major dsue; none of the
§j warkers hecame i1, and two wene apparently
expoaid before they joined the lab. But the
¥ Hrucella case, which happened when &

worker kaned into an ser0a0l chamber o
2 clean it, & & clear vialation of safe practic es:
£ The chamber shoull have been decontami-
9 nated with g first, says Jonsthan Rich-
3 mond, aconsultant in Souwhport, Nerth Car-

Al by ARAS

arws e L. p

o sfaiy Lol & [ Lol 5
ﬂ &umm ol . mwlwﬂ

olina, who oversaw biosafety st CDOC in the
1990%. It has added to spaculation that mons
incidents aren't being reported. Hammomd
hag nsed open-reco rds requests to dig up
examnpled of exposurned, squigsnent failunes,
and other nesr-mises a1 vardons labs that
weten | publicly disclossd. He says they aug-
pestother dgm Neant mishaps are hidden.
Resesrchers and Wosecurity experts sy
sero infection would be el to bde
from CDC . But some agres thene 15 probably
underreporting of ml d infoct ens and potntia
ex e, Workers who make & mistske ane
offten emibirrassnd and ey e anpering their
supervisor, and nstitutions worry shout the
damiags to their seputation, says Richmond.

“Iik boen a problem for 2 long time)” he says.
Supporting that suspicion, CDC, which has
recorled shout 20 socklent reports & yesr snes
(MM, has received 32 mponissinee April NN,
pesably becsme of the publicity shout Tesss
A&M, saysa CDOC spokespeson.,
Although the multiple proeo] volation
al Texas A &M may be the exceplion, less
eximive vicdlations sre ot A 2006 Depant-
meznd of Health and FHiuman Services (FIHS)
Inspector General sudit of security proce-
dures found that 11 of 15 institutions had
“perious wesknessed™ suchas umnlocked doors
and frocmens and b imventony necords, Janst
Shoemaker, public affains director for the
Amercan Seckety for Micrebology in Wash-
inglon, DNC., podnts out that schook have a
strong incentive 10 adhere o the rules; dnee

where stencemagorg SCIENCE WOLI1T  28SEPTEMBER X007
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2(MB, the HHS Inspector General has levied
fines ranging from $12,000 to 150,000 @
ning ressarch instiltions and companes for
breaches auch &g unapproved soloct-agent
sl pamen . Texas AL M {2 facing Tines s bgh
a8 $500,000 for esch viokstion.

Ko public menace

O podnt aif apresment among mot dckn ik
15 that however scary thess incidents sound—
the mention of Ebols wirus eomjures the 1995
i habreak, for example—the rsk o the
public i very low for moal pathogens, fos two
sesmna. First, there have boen no kaown emd-
roie fital e scapes from BSL-4 keba sines the
csarly 1980k 2l anly two weorkens ane kaewn o

|Prafiferation. Ca%ics ane wohed about e potentialfor infections and scaped at bicdilety level £ {B51-4) Lk e exifing,
at5ix beast planmed) and 84 edistingard mew BEL-3 biodeterme labe, axcompiled bese by the Sundhine Project

have become infeciad in BSL- ksbe, bothout-
bl the United States. Workens have my Lay-
ers of profection, ineluding positive-pressuse
“speos guis,” and realize ihe hazards of waork-
ing wiith pethopens studied in BSL- lats, for
which, by definition, thers sne no trestmenis.
Second, even ifan agent studied in a
BSL~4 lab did escape, most, with the excep-
thon ofammallpos (wihich can enly be stndied st
D), are nod very trmamissible . Anthoax
doesn't spread person i person, for example.
Ehola snd odher hemorthagic fevers thathave
killed himdseds in Afres would lkely nsver
cause an outhresk in Western countries
hecsuds hygens and medical trestment ane
a0 much betleg says Peters. (He akio nles
that many select agents, such & anthrax and
) fever, pecureommonly i natuse, so peogle
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NEWS RELEASE

mawn» COMmittee on Energy and Commerce
Rep. John D. Dingell, Chairman

For Immediate Release: September, 21, 200
Contact: Jodi Seth / 202-225-5735

Dingell, Stup)|
Recent Incident:

Washington, D.C. - Reps. John D. Dinge
Bart Stupak (D-MI}, Chairman of the Subd
Subcommitzee will hold a hearing on Thur:

proliferation of Biosafety Level 3 and 4 |zh Hep. Jﬂ‘h“ D- Di"gEIL chﬂir"lan

"It app=ars that there has been 2 surge in|
baen financad, at lzast in part, with feden
number of labs being cperated in the U.S.
lzbs is cartainly valusble, we must make o

Plans for the hearing, entitled "Germs, Vi
the United States,” were first announce

research laboratories, For Immediate Release: September, 21, 2007
Biosafety Level 3 and 4 lzboratories (BSL Contact: Jodi Sath l" 202-325-5F35

wiruses and other biclogical agents that o3
dangerous diseases are handled at BSL 2

Dingell, Stupak Announce Date for Hearing on
e esion s ar bang Gt o Biosafety Labs

there are =0 many labs doing this reszarc
deadly disease? We want w0 know the ans

camsidored the auetion® Recent Incidents Underscore Risks Associated with Labs

The possibility of infection by dangerous b
racent weeks, investigators learnad zftar 4
brucellz, and others infected with Q fever,

e el Plans for the hearing, entitled "Germs, Viruses, and Secrets: The Silent Proliferation of Bio-Laboratories in
e R the United States,” were first announced lzast month at the outset of the Committee's investigation of bio-
itneseses for the hearing will include repr

for Di Central and P tion (CDC) 1 =0
o Cona and preventar (00]  research |aboratories,
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. Infectious/Biohazardous Agent and
Toxin Research

. Statutory & Regulatory Development
. Congressional Influence

. Business and Research Compliance
Issues

. Discussion & Questions and Answers




O

Infectious Disease/Biohazard - R
Agent Research Labs | Shaw

Pittman..

What are the Biosafety Levels?

e BSL-1: agents and toxins that do not consistently
cause disease in healthy humans (e.g., E. coli)

¢ Basic facility
design, standard
practices, basic
protective
equipment
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Agent Research Labs e

BSL-2: agents and toxins spread through puncture,
absorption, ingestion; treatment available

e E.g., measles,
salmonellae,
hepatitis B

e Restricted

access,
separated from
public areas
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Agent Research Labs e

BSL-3: agents and toxins that have potential for aerosol
transmission and may cause serious/lethal infection

e E.g., Q fever, St.
Louis encephalitis

e Separate building
or isolated zone;
double-door entry
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BSL-4: agents and toxins that post a high individual risk
of life-threatening disease; no vaccine or therapy

e E.g., Ebola, rift
valley fever

¢ Dedicated air,
exhaust, vacuum,
and decon systems;
total room seal;
positive pressure
personnel suit
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Proliferation of labs seeking BSL-3 and 4 status
e From 1950-1990, only two BSL-4 sites

e Before 2001 anthrax scare, only 5 BSL-4 labs (one college,

one private, three government)

Billions in congressional appropriations for biodefense

¢ e.g., National Institute of Allergy & Infectious Disease research
money: from $187 million in 2002 to $1.6 billion in 2006

Now 15 BSL-4 labs; 2 more planned for UTMB and BU

BSL-3 labs multiplied even faster, though no exact count:
as many as 1400, including over 140 private labs




Contact Information

Health TechNet Coordinator:

e David C. Main
1650 Tysons Corner
McLean, VA 22102
703.770.7518
david.main@pillsburylaw.com

PWSP Counsel:

o Leslie Platt
2300 N Street, NW
Washington, DC 20037
202.663.8308
leslie.platt@pillsburylaw.com

PWSP Senior Counsel:

e Greg Laughlin
2300 N Street, NW
Washington, DC 20037
202.663.9163
greg.laughlin@pillsburylaw.com

O

Pilisbury
Winthrop
Shaw

Pittman..




