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Two Army scientists run tests in a BSL-3 chamber at Utah’s
Dugway Proving Ground. This is the same facility that
recently shipped live anthrax specimens to as many as 18

labs in nine states, CDC officials said Thursday.
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Hundreds of accidents,

safety violations and close
calls put people at risk

Alison Young and Nick Penzenstadler, USA TODAY

CHAPTER1
Probe identifies over 200 biolabs
From New York city to a valley in Montana

Vials of bioterror bacteria have gone missing. Lab mice
infected with deadly viruses have escaped, and wild rodents
have been found making nests with research waste. Cattle
infected in a university’s vaccine experiments were repeat-
edly sent to slaughter and their meat sold for human con-
sumption. Gear meant to protect lab workers from lethal
viruses such as Ebola and bird flu has failed, repeatedly.

A USA TODAY Network investigation reveals that hun-

dreds of lab mistakes, safety violations and near-miss in-
cidents have occurred in biological laboratories coast to
coast in recent years, putting scientists, their colleagues
and sometimes even the public at risk.

Oversight of biological research labs is fragmented, often
secretive and largely self-policing, the investigation found.
And even when research facilities commit the most egre-
gious safety or security breaches — as more than 100 labs
have — federal regulators keep their names secret.

Of particular concern are mishaps occurring at institu-
tions working with the world’s most dangerous pathogens
in biosafety level 3 and 4 labs — the two highest levels of
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containment that have proliferated since the 9/11 terror at-
tacks in 2001. Yet there is no publicly available list of these
labs, and the scope of their research and safety records
are largely unknown to most state health departments
charged with responding to disease outbreaks. Even the
federal government doesn’t know where they all are, the
Government Accountability Office has warned for years.

A team of reporters who work for the USA TODAY Net-
work of Gannett newspapers and TV stations identified
more than 200 of these high-containment lab facilities
in all 50 states and the District of Columbia operated by
government agencies, universities and private companies.
They’re scattered across the country from the heart of New
York City to a valley in Montana; from an area near Seat-
tle’s Space Needle to just a few blocks from Kansas City’s
Country Club Plaza restaurant and shopping district.

High-profile lab accidents last year with anthrax, Ebola
and bird flu at the Centers for Disease Control and Pre-
vention and the discovery of forgotten vials of deadly
smallpox virus at the National Institutes of Health raised
widespread concerns about lab safety and security nation-
wide and whether current oversight is adequate to protect
workers and the public. Wednesday the Department of
Defense disclosed one of its labs in Utah mistakenly sent
samples of live anthrax -- instead of killed specimens - to
labs across the USA plus a military base in South Korea
where 22 people are now being treated with antibiotics
because of their potential exposure to the bioterror patho-
gen. As many as 18 labs in nine states received the samples,
the CDC said Thursday.

“What the CDC incidents showed us ... is that the very
best labs are not perfectly safe,” says Marc Lipsitch, a Har-
vard University professor of epidemiology. “If it can hap-
pen there, it certainly can happen anywhere.”

Some people find little reassurance that nobody was sick-
ened in the CDC accidents or in the historically low num-
bers of serious infections among lab workers generally, or
that infections spreading into communities surrounding
labs have been rarer still.

“Many of us think that’s really a matter of good for-
tune,” said Beth Willis, who chairs a citizen lab advisory
panel in Frederick, Md., home to one of the nation’s larg-
est high-containment research campuses at the Army’s
Fort Detrick.

The country’s best labs have robust safety programs, said
Kenneth Berns, co-chair of a panel of outside lab safety ad-
visers currently examining biosafety at CDC and other fed-
eral labs. Yet the systemic safety problems identified at the
CDC’s prestigious labs have raised questions about what’s
happening elsewhere. “It’s a matter of some concern,” said
Berns, a distinguished professor emeritus of molecular ge-
netics and microbiology at the University of Florida.

The consequences could be devastating if accidents were
to occur with lab-created strains of deadly influenza vi-
ruses that are purposely engineered to be easier to spread
than what’s found in nature, said David Relman, a micro-
biology professor at Stanford University who is a federal
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adviser on lab safety and a past president of the Infectious
Diseases Society of America.

“You're talking about something that has the ability to
take off, and we could not be confident of being able to con-
tain it,” he said.

Relman said that not enough is known about the state
of safety at labs that perform infectious disease research
but emphasized that the kinds of labs drawing concern are
the same ones the public needs to discover important new
treatments and vaccines. “We have to find some happy
blend of minimized risk and enhanced benefit,” he said.

CHAPTER 2
Looking for a cure

Daily handling of deadly pathogens like Ebo-
la, plague, anthrax

At the high-containment labs identified by USA TODAY,
experiments are underway involving drug-resistant tu-
berculosis, exotic strains of flu, the SARS and MERS vi-
ruses, plague, anthrax, botulism, ricin and the Ebola and
Marburg hemorrhagic fever viruses, according to inter-
views and more than 20,000 pages of internal lab safety
records and incident reports obtained from labs across
the country.

Studies are also being done on a wide range of bioterror-
ism pathogens that are less known to the public, such as the
agents that cause exotic diseases like tularemia, ) fever and
melioidosis. Still others are focused on pathogens that pose
serious economic risks to agriculture, such as foot-and-
mouth disease, brucellosis and “mad cow” disease.

At a few labs, experiments have been done with strains
of flu and other viruses purposely made to be more dan-
gerous in studies that seek to understand how they might
mutate naturally. White House science advisers called for
atemporaryhalt of that kind of “gain of function” research
last fall while expert scientific panels spend the next year
studying its risks and benefits.

The research at BSL-3 and BSL-4 labs — which use spe-
cial equipment, negative air pressure and numerous safe-
ty and security procedures — seeks to better understand
how organisms cause disease and ways to protect against
them. It’s the kind of work that the public doesn’t give
much thought to until people with Ebola arrive on planes
in the United States from an outbreak in Africa, or the
current avian flu outbreak forces farmers to kill millions
of chickens raising the specter of higher egg prices.

It’s impossible to obtain a full accounting of lab acci-
dents or lab-acquired infections because there is no uni-
versal, mandatory requirement for reporting them and
no system to analyze trends to assess emerging biosafety
risks and disseminate lessons learned on a regular basis.

The Federal Select Agent Program, which inspects and
regulates the subset of research labs that experiment with
about four dozen types of pathogens deemed to pose bio-
terror threats, requires labs to report potential exposure or
release incidents, as well as thefts or losses of specimens.




Richard Din, a 25-year-old researcher, died in 2012 after
unknowingly becoming infected by Meisseria meningitides
at a lab inside San Francisco's VA medical center.
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From 2006 through 2013, labs notified federal regulators
of about 1,500 incidents with select agent pathogens and, in
more than 800 cases, workers received medical treatment
or evaluation, limited public data in program annual re-
ports show. Fifteen people contracted laboratory-acquired
infections and there were three unintended infections of
animals, according to the reports, which do not identify
labs and mostly provide aggregated counts of incidents by
type. Reported incidents involve events ranging from spills
to failures of personal protective equipment or mechanical
systems to needle sticks and animal bites.

The program, jointly run by the Centers for Disease
Control and Prevention and the U.S. Department of Agri-
culture, refuses to release copies of detailed incident re-
ports, citing a 2002 bioterrorism law.

Incident records the USA TODAY Network obtained di-
rectly from individual labs provide a window on the kinds
of mistakes that happen. An animal caretaker in Georgia
was potentially exposed to a bird flu virus that kills 60% of
the people it infects when a defective respirator hose sup-
plying purified air detached from its coupling in Septem-
ber. A researcher in Wisconsin was quarantined for seven
days in 2013 after a needle stick with a version of the same
H5N1 influenza virus. A lab worker in Colorado failed to
ensure specimens of the deadly bacterium Burkholderia
pseudomallei had been killed before shipping them in
May 2014 to a co-worker in a lower-level lab who handled
them without critical protective gear. None of the work-
ers was infected.
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The public and the lab community tend to learn only
about the rare instances of serious or fatal lab infections,
which sometimes are published as case reports in scien-
tific journals or make national news.

In 2009, Malcolm Casadaban, a University of Chicago
scientist with an underlying medical condition, died from
an infection with a weakened strain of plague bacteria. In
2012, 25-year-old researcher Richard Din died after be-
ing infected during vaccine research involving Neisseria
meningitides bacteria at a lab inside San Francisco’s VA
medical center. Both of their deaths involved research in
biosafety level 2 labs, where pathogens are considered to
be less dangerous than those worked with in high-con-
tainment labs.

Din, who became a researcher to cure diseases like the
cancer that killed his mother, developed a fever and start-
ed feeling dizzy while out to dinner with friends. He had
no idea how serious his symptoms were, his friends and
family told USA TODAY. By morning, Din was covered in
a splotchy rash and could barely talk, recalled Lawrence
Tsai, who raced to Din’s apartment to help.

Tsai carried his friend down two flights of stairs and
drove him to the hospital. “His body was very hard, very
straight,” Tsai said. “Only his eyes were open. He could not
say anything.”

A few hours later, Din was dead. And Tsai said he and his
friends were told they, too, were at risk and needed to take
antibiotics because of their close contact with him. The
bacteria that killed Din can spread from person to person
by direct contact with respiratory secretions. About two
dozen emergency room workers also were treated with
antibiotics as a precaution, according to a presentation
about the case at a scientific conference. Nobody else was
sickened.

Federal workplace safety investigators, who investigated
because the case involved a death, said Din died because
the VA failed to adequately supervise and protect work-
ers in the research lab. Among the “serious” issues they
cited: Din and other workers in the lab were manipulating
specimens of the dangerous bacteria out on tabletops —
not inside protective biosafety cabinets that would have
reduced potential exposures to droplets or splashes. The
lab also failed to train workers about warning signs of in-
fection, violation records show.

CHAPTER 3
Spreading into the community

While rare, an accidental release could be a
disaster

Although lab-created outbreaks that spread to people
or animals in the surrounding community are rare, they
have happened.

“That’s what you would worry about,” said Gigi Kwik
Gronvall, of the UPMC Center for Health Security, an
independent think tank that studies biosecurity and epi-
demics. “But even then the consequences up to now have




been limited to the very close contacts of the person who
was infected.”

A small, deadly outbreak of severe acute respiratory
syndrome in China in 2004 was traced to lab workers at
the National Institute of Virology in Beijing. In 2007, an
outbreak of foot and mouth disease among cattle in Eng-
land that required herds to be slaughtered was blamed on
leaking drainage pipes at a nearby research complex.

In Louisiana, tests are underway to make sure a dead-
ly bioterror bacterium hasn’t colonized the soil and
water around the Tulane National Primate Research
Center near New Orleans. Late last year, the bacteria
got out of one of the center’s BSL-3 labs, likely hitch-
ing aride on workers’ clothing, sickening two monkeys
that lived in outdoor cages and later infecting others.
Tulane will spend the next five years testing its outdoor
monkey colony as well as wildlife and feral cats around
the 500-acre facility to ensure the bacteria haven’t con-
taminated the environment. The CDC and Tulane say
they think the bacteria spread only inside the center’s
buildings, and so far tests outdoors have not detected
the bacterium, Burkholderia pseudomallei, which can
cause severe and difficult-to-treat illness in people and
animals infected by coming into contact with contami-
nated soil or water.

On a global scale, a lab accident is considered by many
scientists to be the likely explanation for how an HIN1 flu
strain re-emerged in 1977 that was so genetically similar
to one that had disappeared before 1957 it looked as if it
hadbeen “preserved” over the decades. The re-emergence
“was probably an accidental release from a laboratory
source,” according to a 2009 article in the New England
Journal of Medicine.

However, most pathogens studied in labs, unlike the
flu, don’t spread easily from person to person. Often, to
become infected a person needs to have direct contact
with a pathogen, which is why lab workers are most at
risk, experts said. For example, people can become in-
fected with anthrax by inhaling the bacterium’s spores,
but once sickened they are not contagious, according to
the CDC.

“Idon’t think the public needs to be too concerned,” said
Marian Downing, president of the American Biological
Safety Association. “There are multiple levels of checks
and balances in place.”

Beyond accidental lab-associated outbreaks, federal au-
ditors consider the deliberate theft and misuse of a deadly
pathogen to be one of the most significant risks of biolab
research. That’s what the FBI says happened in the 2001
anthrax letter attacks that killed five and sickened 17.
Bruce Ivins, a biologist and anthrax researcher at the U.S.
Army Medical Research Institute of Infectious Diseases
(USAMRIID) at Fort Detrick, Md., was the perpetrator,
the FBI concluded.

The GAO, the investigative arm of Congress, has issued
repeated warnings since 2007 that the proliferation of
BSL-3 and BSL-4 laboratories has increased the aggre-
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gate risk of accidental or intentional releases of viruses,
bacteria or toxins.

No single agency tracks the overall number or location
of these labs, the GAO has said. Little is known about
high-containment labs working with dangerous patho-
gens such as tuberculosis, the MERS virus and others that
aren’t on the select agent list and tracked by the Federal
Select Agent Program.

National standards for constructing and operating these
kinds of labs are lacking, which means labs vary by local
building requirements. While voluntary guidance exists
for safe lab design and operations, the GAO has found it is
not universally followed.

The documents obtained by USA TODAY show power
failures at BSL-3 labs at Texas A&M University repeatedly
resulted in the labs losing their negative air pressure dur-
ing 2013, a key safety feature that is among several used to
keep pathogens contained inside the lab. The CDC’s labs
in Atlanta also have had airflow problems over the years,
the newspaper previously reported.

“The public is concerned about these laboratories be-
cause exposing workers and the public to dangerous
pathogens, whether deliberate or accidental, can have
disastrous consequences,” the GAO’s Nancy Kingsbury
told Congress at a hearing on the CDC lab incidents last
summer.

Lab regulators at the Federal Select Agent Program —
whose departments often fund the research they oversee
— would not grant interviews despite repeated requests
since last year. The program oversees about 262 organi-
zations that operate BSL-3 and eight organizations that
operate BSL-4 labs.

The two federal agencies that jointly run the program —
the CDC and USDA — operate their own labs, which have
been involved in recent high-profile incidents.

“We believe the current system of inspecting/oversee-
ing laboratories is adequate, but we are always open to
continued improvements,” the CDC said in an emailed
statement. USDA officials also declined to be interviewed.

Lab safety officials at the National Institutes of Health, a
major research funding agency that operates its own labs
and helps set national biosafety guidelines, also declined
interview requests.

“There is no ‘zero-risk’ proposition in the conduct of re-
search,” the agency said in a statement. “NIH works ex-
tremely hard to minimize all research-related risks.”

CHAPTER 4
Lab failures kept hidden

Key details of enforcement actions are secret

More than 100 labs experimenting with potential bio-
terror agents have been cited by regulators at the CDC
and USDA for serious safety and security failings since
2003, USA TODAY has learned.

Yet so much of select agent oversight is cloaked in se-
crecy, making it difficult to assess regulators’ effective-




ness in ensuring safety. In several instances, troubled
labs and even federal regulators appeared to misrepre-
sent the significance of the government’s enforcement
efforts.

Since 2003, the CDC has referred 79 labs for potential
enforcement actions by the U.S. Department of Health
and Human Services’ Office of Inspector General. It has
levied fines against 19 of them totaling more than $2.4
million, the CDC said in response to questions.

Some are repeat offenders. Five labs have had “multiple
referrals” for enforcement actions, the CDC said. Two labs
have been kicked out of the program, and five labs have
been suspended from doing any select agent research, the
agency said.

Which labs repeatedly failed to address safety prob-
lems? The CDC won’t name names — not even for the two
labs kicked out of the select agent program. The CDC and
its regulatory partners at the USDA say the 2002 bioter-
rorism law requires keeping this information secret.

Yet earlier this year, the CDC publicly announced its
suspension of the Tulane National Primate Research
Center — after the center’s accidental release of a bioter-
ror bacterium became publicly known and was the sub-
ject of news reports. The CDC said it balances the public’s
right to transparency with the risk posed by information
being made available to those who might use it to threaten
public health or security.

Currently seven labs are under the extra scrutiny of a
federal select agent lab performance improvement pro-
gram, the CDC said. The program is offered as a voluntary
alternative to suspension or other regulatory action, the
agency said, for labs with a “repeated failure to correct
past observation, biosafety and security concerns” or fail-
ures to comply with extra security requirements for work
with “Tier 1” select agents. Tier 1 agents are those deemed
to pose the greatest risk of deliberate misuse with the
most significant potential for mass casualties or devastat-
ing economic effects.

While under scrutiny of the program, an individual re-
searcher or project must halt the research that has been
found in violation, but other select agent research at the
institution generally is allowed to continue, the CDC said.

Thirty-three labs have been put on performance im-
provement programs since 2008, CDC said. Their names
are secret too.

Dozens more labs have faced regulatory actions from
the USDA, which takes the lead overseeing select agent
labs primarily working with animal or agricultural patho-
gens. The USDA says it has conducted 48 investigations
that have resulted in $116,750 in fines.

The USDA said all of its enforcement records about these
fines are required to be kept secret because of the 2002
bioterrorism law. The USDA did release a spreadsheet it
says documents its actions, but the agency redacted al-
most all the information on it: lab names, violation types
and even dates. Only a few references to warning letters
and fines were spared the agency’s black marker.
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The Federal Select Agent Program says no law or regula-
tion bars the labs themselves from discussing their select
agent research. And universities and other research insti-
tutions routinely publish their research on select agent
pathogens in scientific journals.

Registered labs just aren’t supposed to share details of
specific security measures, such as locations of keys and
codes, that would give access to pathogens. The CDC and
USDA said there is nothing that prohibits labs from re-
leasing information or answering questions about any
regulatory problems they’'ve had. Yet few were willing to
readilydiscuss violations or failed inspections.

Labs at the University of Hawaii-Manoa are among
those in the federal performance improvement program,
at least as of January, records obtained by USA TODAY
show. Although the secrecy provisions of the 2002 bioter-
rorism law apply only to certain federal agencies, officials
at the state-run university cited that law among its rea-
sons for denying requests for records about safety viola-
tions and the performance improvement program.

The university inadvertently confirmed that its Hono-
lulu labs had been put in the performance improvement
program in records it filed in January with Hawaii’s Office
of Information Practices, which is deciding USA TODAY’s
public records appeal. The university wrote that being put
on a PIP is something it is “proud” of.

“We do not believe entering into the program is an em-
barrassment, we think it should be showcased, but that
would be improper because as participants in the Fed-
eral Select Agent Program, we are obligated to keep this
information private,” the university wrote to the appeals
agency, adding that it “has been an exemplary participant
in the Federal Select Agent Program.”

University of Hawaii officials declined to be interviewed.

Last year, two labs agreed to pay fines handed down by
the HHS Office of Inspector General for select agent viola-
tions, records show.

A lab that federal officials would describe only as
an “Arizona research university” agreed in 2014 to
pay a $165,000 fine for failing to keep accurate inven-
tory records for select agents and not having biosafety
procedures adequate for the risks associated with the
pathogens they worked with. The lab, the USA TODAY
Network’s reporting found, was Northern Arizona Uni-
versity in Flagstaff. Lab director Paul Keim said the is-
sues date back to 2010 when the university had difficul-
ty keeping up with changing federal regulations. Since
then the university’s labs have passed several inspec-
tions, he said.

An unnamed Florida laboratory agreed to pay $50,000
to resolve violations that included failing to ensure accu-
rate inventories of select agents and failing to notify the
CDC and appropriate law enforcement agencies after dis-
covering a missing select agent.

The inspector general’s office, citing regulations stem-
ming from the 2002 bioterrorism law, redacted the
names of these labs, as well as all other labs receiving




fines, in documents it provided to USA TODAY under
the Freedom of Information Act. Other labs that have
been fined over the years for select agent violations are
located in Alabama, California, Missouri, South Dakota,
Texas, Virginia and Wisconsin, records show.

CHAPTER 5

Congress gets limited,
wrong information

A $425,000 fine that disappeared

As a way of providing some oversight, Congress requires
a report each year on the number of thefts, losses and re-
leases of bioterror pathogens at labs regulated by the Fed-
eral Select Agent Program.

Yet regulators provide scant details of their activities and
the problems identified at labs. Usually just three pages
long plus a cover page, the reports contain only aggregated
counts of lab incidents by type, plus vague information on
a few serious incidents.

The select agent program told Congress it had “imposed
a$425,000 civil money penalty” on an unnamed lab where
a serious biosafety lapse in 2008 had resulted in a cowin a
nearby disease-free herd becoming infected with Brucella
bacteria, which cause brucellosis.

Brucellosis is a contagious and economically signifi-
cant agricultural disease — which causes cattle and other
livestock to abort their fetuses, produce less milk, suffer
weight loss, infertility and lameness. It has been the sub-
ject of eradication efforts for decades.

The $425,000 fine would have been one of the largest in
the overall select agent program’s history — if it had actu-
ally been imposed.

Butitwasn’timposed, USATODAY’s investigation found,
and the USDA never corrected the record with Congress.

USA TODAY was able to identify the Brucella research
program at Louisiana State University’s AgCenter in Ba-
ton Rouge as the likely recipient of the $425,000 fine by
examining USDA animal health reports that tallied what
states reported brucellosis cases in 2008. Louisiana, which
had a case that year, had been declared brucellosis-free in
2000.

LSU officials spent months denying USA TODAY access
toitsrecords about the incident, citing among other things
select agent regulations unrelated to the requested infor-
mation. In statements and interviews, LSU downplayed its
violations and provided information that was later contra-
dicted by federal records.

“The incident was not found to be caused by a violation of
federal regulations; no fines were imposed upon LSU, and
the regulatory agencies had uncertainty as to whether the
strain of bacteria in the affected cow was the same strain
that was being used in the LSU research,” LSU officials said
in a November 2014 email to USA TODAY.

Yet, in December 2014, when USA TODAY received cop-
ies of the incident investigation reports from the USDA
and Louisiana’s state agriculture department, the docu-
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ments showed no uncertainty.

USDA records show that investigators documented se-
rious violations. In levying the $425,000 fine, regulators
cited LSU for failing to have adequate biosafety measures,
resulting in the release of the bacteria that caused the
cow’s infection. The USDA also cited LSU for violating
regulations by sending Brucella-infected cattle that had
been part of select agent vaccine experiments to an unreg-
istered slaughter facility where their meat was sold for hu-
man consumption.

LSU’s Phil Elzer, who at the time ran the Brucella stud-
ies and now is a university administrator, said in an inter-
view the practice of sending research cattle to slaughter
was declared in the lab’s operating procedures that were
reviewed and signed off on at each inspection by Federal
Select Agent Program regulators. “To all of a sudden say
we were doing it wrong was very surprising,” Elzer said.
LSU appealed, and the USDA eventually dropped the fine,
he said.

In January 2010, records show, the USDA sent a letter to
LSU saying the case was being closed but reiterating the is-
sues with the infected cow and the use of the unauthorized
slaughter plant.

USDA officials acknowledge that they never imposed the
$425,000 fine and made a mistake touting it in their report
to Congress.

“It should have stated that we were proposing a fine, in-
stead of stating we issued a fine,” said Freeda Isaac, US-
DA’s director of Agriculture Select Agent Services, in an
emailed statement. Isaac added that the USDA suspended
a portion of LSU’s select agent registration because of the
Brucella incident and “that portion of the registration is
still suspended,” Isaac said last fall.

CHAPTER 6
Limitations of self-policing
Some researchers ignore biosafety rules

For those labs not in the select agent program — and
even those that are — self-policing is the front line of
biosafety. Biosafety committees at research institutions,
often staffed by scientists’ colleagues, assess the risks of
proposed research and grant or deny approval for studies.
Labs also have other safety staff who may do internal in-
spections and lab audits, plus additional committees over-
seeing the use of animals in research.

Yet some researchers appear ignorant of their institu-
tions’ biosafety rules. Others brazenly ignore repeated re-
quests by biosafety staff to stop experiments and address
issues.

Documents obtained by the USA TODAY Network in-
clude at least 50 incidents since 2012 in which researchers
were conducting experiments with genetically manipu-
lated organisms without proper approval from internal
safety committees. In some cases, records show research-
ers flaunting their institutional rules.

* At the University of Tennessee Health Science Center




in, biosafety staff concluded in a 2013 report
that the root causes of a researcher failing
to get her experiments approved included
“general indifference of the investigator to
institutional rules governing the need for
biosafety compliance” as well as a “lack of
oversight of research activities.” The scien-
tist, the investigation revealed, knowingly
launched unapproved experiments — expos-
ing mice to a genetically manipulated strain
of Burkholderia thailandensis — in a quest
to get a vaccine study manuscript published
that reviewers said needed additional data.
The research was halted after veterinarians
found several cages containing dead and dy-
ing mice, yet none of the cages was labeled
with the infectious agent and they were in
an area not approved for experiments with
a BSL-2 pathogen. The incident was “an ex-
tremely unusual event,” said Sheila Cham-
plin, an assistant vice chancellor at the cen-
ter, noting corrective actions were taken
before the scientist was allowed to resume
research.

* At the University of Iowa, a biosafety officer in Febru-
ary 2014 discovered that a scientist had been conducting
experiments with a genetically manipulated strain of the
MERS virus since September 2013 without biosafety com-
mittee approval. The biosafety officer ordered the inves-
tigator to stop all experiments, and the scientist was put
on probation and received increased safety monitoring.
The work was being done in a BSL-3 lab at the time it was
discovered, but started in a BSL-2 lab, the safety officer’s
investigation found. The university concluded that the
scientist did not “effectively communicate” to his staff the
importance of getting safety committee approval before
starting the experiments with the virus, which can cause a
deadly, contagious respiratory disease in people.

¢ At the University of California-Irvine, a researcher ig-
nored repeated notices from biosafety staff during 2012
and 2013 that a research project’s approval had expired,
that it needed further revisions and that all work must
cease — yet the scientist continued the experiments with
a lentivirus, anyway, in the BSL-2 lab. As a result of the in-
cident, the university now sends researchers four notices
starting 90 days before approvals expire, said James Hicks,
the university’s associate vice chancellor of research. As
the deadline nears, Hicks is copied on the notices so he can
intervene if necessary. “We take a very strong view and a
very correct view of the importance of following the regu-
lations and the guidelines,” he said in an interview.

¢ At the University of Nebraska, a biosafety officer in
2013 found that a researcher had continued growing
plants as part of an experiment using a transgenic tobacco
rattle virus vector — despite being told repeatedly over two
months that additional approval was needed from the bio-
safety committee before research could begin. As a result

Beth Willis is chairwoman of the Containment Lab Commumnity
Advisory Committee in Frederick, Md., home to one of the nation's
largest high-containment research campuses at the Army's Fort
Detrick.

(Praafa: Jack Grsber, LSA TODAY)

of the incident, the university said it revised its biosafety
guidelines to describe consequences of unapproved re-
search and sent a letter to faculty. “This was an isolated
instance that was fully and successfully resolved,” the uni-
versity said.

* At the University of Hawaii-Manoa, biosafety staff
discovered a scientist was doing a type of cancer re-
search in 2012 despite being denied biosafety committee
approval and being repeatedly told not to do the experi-
ments. Separately, at a March 2013 biosafety committee
meeting at the university, members discussed the need
for penalties when researchers fail to comply with bio-
safety rules, stating “there must be some consequence
and corrective action other than an email” to the scien-
tist, the minutes say.

Labs that receive funding from the National Institutes
of Health and some other federal agencies are required
to report incidents to the NIH involving certain types of
genetically engineered organisms and recombinant DNA
technology. From 2010 through 2014, the NIH received
644 reports of lab incidents during this kind of research.

Most of the reports the NIH receives are for what it says
are non-serious incidents, such as small spills, splashes,
cuts and equipment failures. Failure to obtain required
biosafety committee approvals to do this type of research
are among the more common types of non-compliance.

Although it is not a regulatory agency, the NIH said in
a statement that agency staff have made site visits to 100
institutions in recent years in an effort to help improve
biosafety committee resources and adherence to the NIH
Guidelines for operating their labs.

“Most instances of non-compliance result from a lack of
full understanding of the requirements of the NIH Guide-
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lines, rather than willful disregard, and our emphasis has
been on corrective actions through education, which insti-
tutions seem uniformly responsive to,” the NIH said.

In September 2014, the NIH contacted the University of
Louisville after a whistle-blower alleged the university had
knowingly failed to report lab incidents as required, ac-
cording to records obtained under the federal Freedom of
Information Act. In response, the university told the NTH
that it discovered three incidents that were not reported to
the NIH but should have been, the records show.

The records indicate that University of Louisville bio-
safety officials were aware of some of the unreported in-
cidents as much as six months before the NIH opened its
inquiry. William Pierce Jr., the university’s executive vice
president for research and innovation, in a statement to
USA TODAY, said “there was apparent confusion regard-
ing the authority and responsibility for reporting viola-
tions to the NIH.” Pierce said the university has hired an
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outside firm to oversee its biosafety committee and cre-
ated training courses for scientists. “We feel confident the
current system is working,” he said.

The NIH closed its inquiry after the university answered
the agency’s questions, filed reports on the previously un-
reported incidents and agreed to take actions to ensure
better reporting in the future.

“In investigating the incident, we did not find any evi-
dence of willful non-compliance,” the NIH said in re-
sponse to USA TODAY’s questions.

For some residents living near labs, the lack of transpar-
ency is frustrating — and worrisome. It’s not enough to tell
the public the labs have robust safety procedures. “What
people are really interested in is how well it’s working,”
said Beth Willis, the citizen lab safety representative near
Fort Detrick. “The more people in the community feel that
there’s secrecy, the more they’re distrustful, whether their
distrust is warranted or not.”
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The USDA, citing a
2002 bioterrorism
law, redacted most

of the information

in a spreadsheet
about enforcement
actions taken against
laboratories that have
violated regulations
for working with select
agent pathogens.

Universities, feds fight to
keep lab failings secret

Alison Young and Nick Penzenstadler, USA TODAY

Transparency is an important cornerstone in maintain-
ing public trust in biological research, says the National
Institutes of Health, which has issued guidance to labora-
tories that receive federal funding. While many research
organizations answered USA TODAY’s questions and
provided basic records about their biosafety committees’
work, dozens of others were not so forthcoming.

Some ignored information requests or attempted to
charge hundreds of dollars in fees for records they are
required to make public as a condition of their federal
research funding, Others sought to conceal information
about the pathogens they experiment with, lab mistakes
or disciplinary actions taken by federal regulators. One
lab even lobbied its state legislature for a bill to exempt its
research records, citing USA TODAY'’s request for its bio-
safety records.

Several labs claimed that bioterrorism laws prohibited
them from releasing any information about their work
with pathogens designated as select agents — the regu-
latory term for viruses, bacteria and toxins that have the
potential to be used as bioterror weapons. And many per-
sisted in these claims even after reporters pointed out the
labs’ own press releases, websites and research papers
touting their work with these same pathogens.

Regulators from the Federal Select Agent Program told
USA TODAY there are no rules or laws restricting labs
from discussing the type of select agent work they do or
the names of the pathogens involved. The only prohibi-

tions involve specific information about security measures
— such as locations of keys or security codes.

“With the exception of specific security information
(such as IT system passwords, key locations and lock com-
binations), the select agent regulations place no restric-
tions on the releasing [of] information related to select
agents or toxins by regulated entities,” said Jason McDon-
ald, a spokesman for the Centers for Disease Control and
Prevention, which co-runs the Federal Select Agent Pro-
gram with the U.S. Department of Agriculture.

At the USDA, Freeda Isaac, director of Agriculture Select
Agent Services, said in a statement: “The CDC and APHIS
Federal Select Agent Program has not instructed entities
to withhold select agent information from the public.”

Last November, the NIH issued a memo to labs remind-
ing them of the importance of transparency and that the
names of pathogens or the principal scientists investigat-
ing them are “not generally considered private or proprie-
tary” information to be withheld from the public. The NIH
issued previous guidance to labs encouraging them to post
their Institutional Biosafety Committee records on their
websites, though USA TODAY encountered only a few that
do this.

Noting information requests being filed by USA TODAY
Network reporters, some biosafety officials from major re-
search organizations last November discussed how they
find public requests for biosafety information to be bur-
densome, questioned the qualifications of the public to
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review such records and indicated that charging fees may
be a way to address their concern about proliferation of
public review requests, according to a discussion on the
listserv of the American Biological Safety Association.

Here are some labs and agencies where reporters en-
countered significant transparency issues:

Centers for Disease Control and Prevention;
Atlanta and Fort Collins, Colo.

For nearly three years, USA TODAY has been unable to
obtain key records about safety and security issues involv-
ing high-containment labs operated by the Centers for
Disease Control and Prevention.

In June 2012, USA TODAY reported on leaked internal
records and emails showing the CDC’s labs in Atlanta had
experienced significant failures of laboratory airflow sys-
tems used to contain pathogens, as well as repeated secu-
rity lapses in areas where dangerous viruses and bacteria
are kept. That same month, the newspaper filed requests
under the federal Freedom of Information Act (FOIA)
seeking additional records relating to airflow incidents in
the agency’s BSL-3 and BSL-4 labs; another request sought
records of security incidents in a key Atlanta lab building.

The CDC, despite a history of lab safety issues, in 2012
denied USA TODAY’s request that the agency search for
and release the records on an expedited basis. In August
2014, the agency’s FOIA office reversed its position and
granted the requests expedited processing status after
USA TODAY pointed out that the CDC’s most recent lab
safety lapses with anthrax demonstrated the public’s need
to know about biosafety at the agency.

Yet months continued to pass without the release of any
records. Late last year, the CDC finally provided an esti-
mated release date for the airflow and security records:
Dec. 20, 2015.

Federal agencies often cite backlogs for delays in pro-
cessing FOIA requests. The CDC reports that its average
processing time is 153 days for a “complex” request and 47
days for a “simple” request. The CDC says it handled “ex-
pedited” requests in an average of 37 days — with 51 days
being the “highest number of days” needed for expedited
requests processed during fiscal year 2014, according to
the agency’s FOIA report.

While those two requests have been pending the longest,
the CDC has also been slow to release other lab safety re-
cords to USA TODAY or has redacted key information
from documents it has made public. Some examples:

» The CDC has not released any reports of incidents at
its labs in Atlanta and Fort Collins, Colo., even though the
agency said it would process the request on an “expedited”
basis. USA TODAY requested the records, covering the pe-
riod from 2013 through the present, on Jan. 6, 2015.

* The CDC in February 2015 denied USA TODAY’s re-
quest for a copy of the initial, internal incident reports
about a serious lab accident just before Christmas in which
a worker was potentially exposed to live Ebola virus. The
CDC cited the 2002 bioterrorism law as prohibiting re-
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lease of the record, and instead directed the newspaper to
areport of the incident the agency wrote for public distri-
bution that it posted on its website.

» The CDC also serves as a regulator of other public and
private labs that experiment with certain risky pathogens
deemed to be potential bioterror agents. In September
2014, USA TODAY requested copies of records relating to
enforcement actions the CDC had taken against the labs
it oversees. On Jan. 13, 2015, the CDC released 11 pages of
records about labs suspended or terminated from the pro-
gram, but — citing provisions from the 2002 bioterrorism
law —— removed the names of the labs it had sanctioned.
An attorney for USA TODAY has appealed.

Colorado State University; Fort Collins, Colo.

Colorado State initially tried to charge $340 for copies of
its Institutional Biosafety Committee minutes and related
incident reports — and it blacked out the names of certain
pathogens involved in research and mishaps.

“You really think $340 is excessive? Yikes,” Linda
Schutjer, a senior legal counsel for the university, wrote in
aNov. 19, 2014, email after USA TODAY objected to the fee
as excessive. Schutjer said it took the university 17 hours to
gather and review the records, even though it is required
under the NITH Guidelines to make them available to any-
one who asks as a condition of its federal research funding.
After a series of emails, the university waived the fees.

But when the university released the records, USA TO-
DAY discovered the names of many pathogens had been
blacked out. The newspaper again filed a series of objec-
tions with the university, noting that Colorado State pub-
licizes on its website that its scientists work with what ap-
peared to be many of the redacted pathogens.

The university, in a Nov. 21, 2014, email, said it redacted
names of select agents because of “security concerns” and
that the decision to do this was based on consultation with
“an expert” at the CDC.

After USA TODAY shared McDonald’s statement with
the university and said the newspaper would be filing a
formal complaint with the NIH alleging violations of the
transparency conditions of the university’s federal re-
search funding, Schutjer on Dec. 4, 2014, released another
set of records that restored names of the pathogens.

University of Wisconsin; Madison, Wis.

University officials provided 420 pages of documents at
no charge to USA TODAY. Shortly after the request was
filled, university officials pointed to the process as grounds
for a new state law that would restrict access to records of
university research until that information is published or
patented.

Gov. Scott Walker’s 2015-17 budget proposed the law,
which is similar to 24 other states’ exempting university
research from records release rules. UW made two prior
attempts at passing the law in 2013 and 2014.

A UW spokesman called USA TODAY’s request, “a very
significant burden” and told a Wisconsin-based reporter




A ventilation system designed to filter the building’s air supply
through a series of HEPA filters is seen during a tour of the
Influenza Research Institute at the University of Wisconsin-
Madison on Feb. 13, 2013.

that it “consumed much of one our employee’s time for al-
most three-and-a-half months” because of the painstaking
redactions.

However, the records are required to be made public as
a condition of federal research funding, so the university
spokesman acknowledged the law change would not al-
leviate the burden. The university also said it could not
point to a specific instance of lost intellectual property
or misappropriated research due to the existing state re-
cords requirements. In April, a top legislative committee
removed the item from the budget proposal.

University of Massachusetts; Worcester, Mass.

The University of Massachusetts initially tried to charge
$541.50 to release copies of its Institutional Biosafety
Committee records, which are required to be made pub-
lic under the NIH Guidelines as a condition of federal re-
search funding.

Despite objections filed with the medical school that
the fees were excessive, Associate Vice Chancellor James
Healy said that they were not a deterrent to access and
that the university deliberately used the lowest-paid em-
ployee to review and redact the records. The school pro-
vided a list of six individuals who needed to review the
records.

One of those included the top Institutional Biosafety
Committee member who would have been paid $60 per
hour. After USA TODAY filed a complaint with the Nation-
al Institutes of Health about excessive fees, the medical
school provided the records at no charge.

The Scripps Research Institute;
La Jolla, Cdilif., and Jupiter, Fla.

The institute redacted information from its biosafety
committee minutes and incident reports before provid-
ing them to USATODAY in December 2014. The names of
pathogens, the topics of research, and information about
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safety concerns are among the information blacked out
from the records.

In an email, Scripps attorney Kevin Cahill said the in-
formation was removed because it contained such things
as “trade secrets, unpublished scientific hypotheses and
research strategies, descriptions of experiments, propri-
etary methodologies, and materials and other confidential
commercial or business information.”

In January 2015, USA TODAY filed an appeal with the
NIH, alleging that Scripps was in violation of the trans-
parency requirements of its federal research funding and
noted that the organization posts information on its web-
site disclosing the research areas of scientists whose infor-
mation was removed from the records. The appeal is still
pending.

Lawrence Livermore National Laboratory;
Livermore, Calif.

The lab’s biosafety committee minutes, released under
the federal Freedom of Information Act, indicate work in
recent years with ricin, anthrax and MERS. But the min-
utes are often written in a way that makes them difficult to
decipher without access to other documents that weren’t
publicly released.

For example, minutes from a June 10, 2014, meeting in-
dicate discussion of a new application for research involv-
ing “Genetic characterization of risk group 3 viruses.” But
almost nothing is disclosed in the minutes about the sub-
stance of the project. The minutes say: “A review of the new
project was given by the RI. The following changes were
requested” and then it lists four changes that reference a
document that wasn’t released. Those changes say things
such as “A.2.9 add isolates and source,” and “A.3.1 change
viral to MERS” and “A.7.3 add language that materials will
be shipped from the university in Trizol.”

Rush University; Chicago

The USA TODAY Network filed a request for Rush Uni-
versity’s institutional biosafety committee meeting min-
utes and NIH-reported lab incidents on Nov. 11, 2014. The
request was not answered and university officials did not
respond to repeated requests for updates.

USA TODAY filaed a complaint with the NIH in April
2015, alleging violations of the transparency requirements
of federal research funding. The university promptly pro-
vided the records a week later. John Pontarelli, the univer-
sity spokesman, said there was a misunderstanding about
which records were requested.

U.S. Army Medical Research Institute
of Infectious Diseases; Fort Detrick, Md.

The lab complex, known as USAMRIID, released nearly
300 pages of reports involving incidents at its labs during
2012, 2013 and 2014 — including dozens of incidents where
full-body protective suits developed holes while scientists
were working in biosafety level 4 labs. The Army redacted
the names of workers, but also redacted significant sections




The U.S. Army Medical Research Institute of Infectious Diseases
is the Army’s biological warfare research facility.

of information about the nature and the extent of their expo-
sures and the types of pathogens involved in the mistakes. In
its response to USA TODAY’s FOIA request, the Army said
the information was being withheld because it presented a
“clearly unwarranted invasion of personal privacy.”

University of Kansas

The University of Kansas in Lawrence initially tried to
charge $99 and the KU Medical Center in Kansas City ini-
tially tried to charge $295 for two sets of Institutional Bio-
safety Committee records, which are required to be made
public under the NIH Guidelines as a conditional of fed-
eral research funding.

Despite objections filed with the two campuses that the
fees were excessive, records custodian Debra Brogden
said they were justified. After USA TODAY filed a com-
plaint with the National Institutes of Health about the
excessive fees, the university reduced its fee to $90 for
both campuses.

When the university finally released the records in May
2015, it turned out that minutes from a single biosafety
committee covered both campuses, and there were only
six pages that appeared to be specific to the Lawrence cam-
pus, which had sought to charge $99.

The released records were heavily redacted. NIH Guide-
lines call for minutes to be “judiciously” redacted only for
certain security and proprietary information. USA TO-
DAY has filed a second complaint with the NIH about the
redactions, which was pending at the time of publication.

University of Hawaii-Manoa; Honolulu

Although the University of Hawaii-Manoa released re-
dacted versions of its biosafety committee minutes and
incident reports to USA TODAY, it refused to release any
records about enforcement actions taken against its labs
for violations of federal rules for working with pathogens
that are potential bioterror agents. The university cited
the 2002 federal bioterrorism law among its reasons for
refusing to release the records about its labs being put by
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regulators into performance improvement program. USA
TODAY has appealed the denial to Hawaii’s Office of In-
formation Practices.

In response to USA TODAY’s appeal, the university told
the appeals office: “We do not believe entering into the
program is an embarrassment, we think it should be show-
cased, but that would be improper because as participants
in the Federal Select Agent Program, we are obligated to
keep this information private.” The university also told the
appeals office it “has been an exemplary participant in the
Federal Select Agent Program.”

According to the CDC, labs are put into the performance
improvement program for “repeated failure to correct
past observation, biosafety and security concerns” or for
failures to comply with certain security requirements.

In a separate letter to Hawaii’s information practices of-
fice, university chancellor Robert Bley-Vroman said it is
critical to keep the disciplinary records secret: “We believe
that release of this information would present a danger to
both national security and the health and welfare of resi-
dents of Hawaii.”

In the biosafety committee minutes the university re-
leased to USA TODAY, it has redacted information that ap-
pears to involve its regulatory problems with the Federal
Select Agent Program.

University of Nebraska, Lincoln, Neb.; University
of Nebraska Medical Center, Omaha

The university initially sought to charge $540 to provide
USA TODAY copies of biosafety committee minutes and
NIH-reported incident records for the medical center in
Omaha and for labs on its main campus in Lincoln.

After USA TODAY objected that the charges were exces-
sive and not allowable under the transparency requirements
of the NIH Guidelines, the university waived the fees.

The university said that although it still believed the fee “is
not unreasonable or overly burdensome,” it would “make
an exception to its ordinary practice and will not charge for
the costs of providing the requested minutes and reports.
Please note that this exception is not a waiver of the Uni-
versity’s right to charge an amount sufficient to cover the
costs of providing documents in response to public records
requests in the future,” wrote Erin Busch, director of uni-
versity records and associate general counsel.

Some sections of the minutes are redacted in their en-
tirety. In an email, Busch said the redactions were done for
security reasons or because the content contained “aca-
demic and scientific research work which is in progress
and unpublished and other proprietary or commercial in-
formation which if released would give advantage to busi-
ness competitors and serve no public purpose.”

Wadsworth Center of the New York State
Department of Health; Albany, N.Y.

The center provided copies of its Institutional Biosafety
Committee’s meeting minutes on Jan. 28, 2015 — only af-
ter USA TODAY filed a formal complaint with the National




Institutes of Health, which requires entities receiving cer-
tain federal research funding to provide the records to the
public on request. USA TODAY had sought the records
since Nov. 5, 2014.

Plum Island Animal Disease Center, Plum Island, N.Y.

The Department of Homeland Security, which runs the
center, initially refused to release names of certain patho-
gens that were involved in lab accidents, deleting them
from records released in response to a FOIA request from
USA TODAY. The department said the 2002 bioterrorism
law prohibited their disclosure.

“After further review of these records, we have deter-
mined that our withholding of information pursuant to
FOIA exemption (b)(3) Public Health Security and Bio-
terrorism Preparedness and Response Act of 2002 also
known as the Bioterrorism Act was asserted in error.”
Many other redactions remain in the records.

University of Washington; Seattle

USA TODAY faced a series of bureaucratic delays in its
efforts to review biosafety committee minutes from the
University of Washington.

The newspaper filed a written request in October 2014
seeking copies of its biosafety committee minutes and any
incident reports reported to the NIH. The request speci-
fied that the records were being sought under the trans-
parency requirements of the NIH Guidelines, a key docu-
ment labs must comply with as a condition of their federal
research funding.

In emails over three months, a top research compliance
official at the university told USA TODAY the request was
being worked on. “Please rest assured that we are not ig-
noring your request,” Joe Giffels, associate vice provost for
research compliance, wrote in a Nov. 24, 2014, email.

After USA TODAY continued to seek updates on when
the records would be released, Giffels sent emails in late
January 2015 saying the newspaper would need to refile
its request. “Please note that your request should state
that you wish to receive the records under the Washing-
ton State Public Records law (not that you wish to receive
them under NIH guidelines),” he wrote.

USA TODAY had told the university in previous emails
that it was allowed to process the request under its state
open records law, so long as the release of the records com-
plied with the possibly greater transparency required by
the NIH Guidelines.

USA TODAY filed a formal complaint with the NIH on
Jan. 23, 2015, detailing the university’s refusal to process
the 4-month-old document request. On Jan. 27, 2015, the
university agreed to release the records.

Officials at the NIH said they contacted the university
“for an explanation of why this request took so long to ful-
fill. The University of Washington attributed this delay to a
miscommunication regarding whether you consented for
the University to process this request through the Wash-
ington State Public Records Act. The University of Wash-
ington also detailed to us the mitigation measures they are
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taking to avoid such delays in the future. You may also wish
to know that in an effort to be more transparent, the Uni-
versity of Washington has begun posting its 2014 and 2015
IBC meeting minutes on a publicly available institutional
website,” according a letter the NITH sent to USA TODAY
in February 2015.

George Mason University; Manassas, Va.

George Mason University initially sought to charge USA
TODAY $167.65 for copies of its Institutional Biosafety
Committee minutes and NTH-reportable incident records,
which it is required to make public as a condition of its fed-
eral research funding. When USA TODAY objected to the
fee as excessive for just 114 pages of records and asked for
anitemized accounting, the university sent a copy of hand-
written notes someone had written on lined paper that
claimed even higher costs to release the records: $422.61.

The bulk of that cost involved two highly paid employees
spending five hours each to review the records before re-
lease, the record said. A third employee spent two hours on
the records, the university’s breakdown said.

When USA TODAY asked for the dates and times these
long reviews occurred, the university said the employees
didn’t log their time. However the university told USA
TODAY it was reducing its fee to $100.59 because it had
learned that some of the charges involved the employees
meeting with each other about the newspaper’s request.

USA TODAY filed a formal appeal with the NIH on Jan.
9, 2015, saying the fees were excessive and violated the
NIH Guidelines’ transparency requirements. Five days
later, the university sent an email saying it was reducing
its charges to $25.

“The University would like to note that this is a one-time
reduction in cost, and that the cost of future FOIA requests
to the University will be calculated according to Virginia
law,” wrote Elizabeth Woodley, the university’s FOIA com-
pliance officer.

The reduction was a result of USA TODAY’s appeal to the
NIH. “Yes, after consultation with NIH, we decided to fur-
ther reduce the charge,” Woodley said in another email.

Virginia Commonwealth University;
Richmond, Va.

Virginia Commonwealth University initially sought to
charge USA TODAY $239.09 for copies of its Institutional
Biosafety Committee minutes and NIH-reportable inci-
dent records, which it is required to make public as a con-
dition of its federal research funding. When USA TODAY
objected to the fee as excessive and asked for an itemized
accounting, the university sent an invoice that called for
review by three workers making $23.67 to $36.05 per hour.

“Our calculation was done in good faith and without gra-
tuitous expenses calculation,” wrote Leila Ugincius, a uni-
versity spokeswoman. “I certainly appreciate your con-
cern about a charge, but I hope you will appreciate that as
a public research university we get multiple requests for
documents each week.”




After USA TODAY filed a complaint with the National
Institutes of Health, the university “reviewed and recon-
sidered the original charge” and provided the 134 pages of
records for $45. Ugincius argued the time involved to ac-
cess, copy and redact the documents “easily exceeded that
amount.”

U.S. Department of Agriculture, Animal
and Plant Health Inspection Service

The USDA, along with the CDC, jointly runs the Federal
Select Agent Program, which inspects and regulates labs
that do research with risky pathogens that have the po-
tential to be used as bioterror weapons or pose significant
threats to public health or agriculture.

As USA TODAY sought records and asked questions
about USDA’s overall select agent enforcement activities,
the agency gave a series of conflicting answers over the
course of several months.

In October, in response to a public records request for
enforcement documents, the USDA said it had no records
because ithad never needed to impose any fines or suspend
or terminate any labs from its part of the select agent pro-
gram. In November, Isaac, the USDA’s select agent direc-
tor, emailed a statement saying the same thing: “To date,
we have not been in a position where we needed to levy a
monetary penalty or revoke an entity’s registration in full.
Instead, we use various corrective actions, including Per-
formance Improvement Plans, suspension of portions of
an entity’s registration, and letters of warning,” Isaac said.

By December, USDA said it had given USA TODAY wrong
information, and that the agency had actually conducted
48 enforcement investigations since 2003 that had result-
ed in $116,750 in fines. The agency, in response to a second
public records request, said its enforcement records about
these actions are required to be kept secret because of the
2002 bioterrorism law.

USDA did release a spreadsheet it says documents its ac-
tions, but the agency redacted almost all the information
on it: lab names, violation types, dates. Only a few refer-
ences to warning letters and fines were spared the agency’s
black marker.

The USDA also denied a separate FOIA request seeking
copies of letters to labs notifying them they were being put
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in the select agent program’s performance improvement
program and that explain what violations the labs commit-
ted. In a March 2015 letter, USDA said it had identified 479
pages of records. “Unfortunately, we are withholding all 479
pages,” the agency said, citing the Public Health Security and
Bioterrorism Preparedness and Response Act of 2002.

USA TODAY has appealed the agency’s refusal to release
the information about enforcement actions and labs on
PIPs.

University of California-Irvine; Irvine, Calif.

The university took three months to provide USA TO-
DAY with copies of biosafety committee minutes and re-
cords of NIH-reportable incidents that are required to be
made available on request as a condition of federal fund-
ing. NIH officials have suggested labs even post the records
on their websites, though USA TODAY found that few labs
do this.

When the university released its records on Feb. 4, 2015,
the most recent records it provided were from a meeting
that had occurred five months earlier in September 2014.

After USA TODAY filed a formal complaint with the NTH
about the university’s processing delays and the lack of
recent records, the university on Feb. 28, 2015, released
additional safety records covering October 2014 through
January 2015. NIH officials, in a letter to USA TODAY, said
that the university will be taking actions “to avoid such de-
lays in the future.”

Louisiana State University AgCenter;
Baton Rouge, La.

LSU provided USA TODAY with copies of its biosafety
committee records, but spent months denying reporters
access to its records about a serious 2008 lab incident in
which a bioterrorism bacteria used in experiments in-
fected a cow in a nearby disease-free herd. An attorney for
the university cited select agent regulations among the
reasons for denying the newspaper’s request under Loui-
siana’s state open records law — and repeated appeals for
reconsideration. After USA TODAY received documents
about the incident from state and federal agriculture of-
ficials in December 2014, the university released the re-
cords the newspaper requested in August 2014.
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Officials are investigating how a deadly type of bacteria was
released from a high-security laboratory at the Tulane National
Primate Center in Louisiana. Ofiicials say there is no risk o the
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Deadly bacteria release sparks
concern at Louisiana lab

Alison Young, USA TODAY

A dangerous, often deadly, type of bac-
teria that lives in soil and water has been
released from a high-security labora-
tory at the Tulane National Primate Re-
search Center in Louisiana. Officials say
there is no risk to the public. Yet despite
weeks of investigation by multiple fed-
eral and state agencies, the cause of the
release and the extent of the contamination remain un-
known, according to interviews and records obtained by
USA TODAY.

The incident has raised concerns that bacteria from
the lab may have contaminated the facility’s grounds and
though initial, limited tests didn’t detect it, some officials
are pressing behind the scenes for more action, records
show. The safety breach at Tulane’s massive lab complex
35 miles north of New Orleans is the latest in a recent se-
ries of significant biosafety accidents at some of the most
prestigious laboratories in the country where research is
performed on bacteria and viruses that are classified as po-
tential bioterror agents.

“The fact that they can’t identify how this release oc-
curred is very concerning,” said Richard Ebright, a bio-
safety expert from Rutgers University in New Jersey, who
testified before Congress last summer in the wake of lab

OREGON STATE PUBLIC HEALTH LABORATORY VIA CDC

incidents at federal agencies involving
anthrax, smallpox and a deadly strain of
avian influenza.

The Tulane incident involves the re-
lease, possibly in November or earlier, of
a bacterium called Burkholderia pseu-
domallei, which is primarily found in
Southeast Asia and northern Australia
and is spread to humans and animals through direct con-
tact with contaminated soil and water where it can live and
grow. Tulane’s research, which has been halted by federal
officials, was part of an effort to develop a vaccine against
the bacteria. It was conducted mostly with rodents inside
asecure biosafety level 3 laboratory with multiple layers of
safety equipment that were supposed to ensure the patho-
gen couldn’t get out.

Yet at least four monkey-like rhesus macaques — that
were never used in the experiments and were kept in large
outdoor cages in another part of the 500-acre facility —
have been exposed to the bacteria, initial tests have found.
Two of the macaques became ill in November; both even-
tually had to be euthanized. Meanwhile, a federal investi-
gator, who became ill 24 hours after visiting the facility in
January as part of the ongoing release investigation, has
also tested positive for exposure to the bacteria — though

Burkholderia
pseudomallei
is spread
through direct
contact with
contaminated
soil and water.
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TULANE PRIMATE CENTER, COVINGTON, LA.

Research with Burkholderia pseudomallei was done in a secure biosafety level 3 lab in a building on the
North Campus. Officials are investigating how four macaques kept in a breeding colony on the South
Campus, not used in experiments, became exposed and whether soil and water have been contaminated

with the bacteria.
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ALISON YOUNG AND FRANK POMPA, USA TODAY

it remains unclear whether her exposure may have oc-
curred during international travel and not at the lab.

“We’re taking this extraordinarily seriously. It’s very dis-
turbing to us,” said Andrew Lackner, director of the Tulane
primate center. “Right from the beginning we’ve spent an
enormous amount of time trying to figure out how this
could have happened.”

Lackner said the investigation so far indicates that the four
macaques were exposed to the bacteria while being cared
for in the complex’s veterinary hospital and he emphasized
that tests of 39 soil and 13 water samples from the center’s
grounds have not detected the presence of the bacteria.

“There has never been a public health threat,” Lackner
said.

Yet studies reviewed by USA TODAY indicate too few
samples were taken to detect what can be an elusive bac-
terium. The Louisiana Governor’s Office of Homeland Se-
curity and Emergency Preparedness, which is leading the
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joint federal-state response, expressed concerns about
“whether the organism has escaped the compound and
whether livestock and domestic animals are at risk,” in
a Feb. 20 letter from the state to the U.S. Environmental
Protection Agency. The state provided a copy to USA TO-
DAY on Friday.

The letter formally asked the EPA for help addressing
potential soil contamination where sick macaques were
housed, including with testing and assistance “to perform
soil remediation in area(s) identified as high-risk as soon
as possible to prevent further transmission/transference.”

The primate center is located in Covington, La., near
wetlands and a river, across the street from a school and
close to a neighborhood.

Officials at state and federal agencies responded to some
questionsvia e-mail but did not grant interviews. The Cen-
ters for Disease Control and Prevention, which is leading
the investigation of the laboratory breach because the bac-




terium is classified as a potential bioterror agent, said its
investigation is ongoing and that at this time “there is no
known public health threat.”

The U.S. Department of Agriculture, which is jointly
investigating the lab breach with CDC, said in an e-mail:
“USDA is still evaluating if a risk to Louisiana agriculture
exists.”

SICK MACAQUES SIGNAL A BREACH

The first indication of trouble came in early November,
when Tulane staff discovered two sick macaques kept
among 4,000 animals in a huge outdoor breeding colony
on the compound’s South Campus. The two sick animals
lived separately in different chain-link enclosures that are
among dozens of “field cages” on the campus. They were
transported by van to the primate center’s veterinary hos-
pital in Building 21, about a five- minute drive away on the
facility’s North Campus where several buildings with labs
and offices are located.

Initially, there was no reason to be concerned, Tulane of-
ficials said. “Animals get sick all the time, just like people
do,” said Lackner, the primate center director.

Yet despite extensive clinical workups, including explor-
atory surgeries, a diagnosis was initially elusive. One of the
macaques became so ill it had to be euthanized on Nov.
26. The other animal initially appeared to recover, but re-
lapsed and was euthanized Feb. 19.

After a series of increasingly specific tests on the two ani-
mals indicated that they may be infected with Burkhold-
eria pseudomallei, Tulane sent specimens to CDC’s labs,
which confirmed the diagnosis. “Things really ratcheted
up after that,” Lackner said.

By mid-January, additional testing by CDC scientists
determined that the strain of bacteria that sickened the
two macaques was identical to the strain Tulane was us-
inginits research in a highly secured lab elsewhere on the
property. The strain — known as Strain 1026b — was origi-
nally recovered from a rice farmer sickened in Thailand
in 1993, CDC told USA TODAY. Rice farming is a common
way people are infected because the bacteria live in con-
taminated soil and water and can enter the body through
cuts or sores on the skin.

With alab release confirmed, CDC ordered Tulane’s pri-
mate center to stop all research involving Burkholderia
pseudomallei and all other pathogens that are classified
as “select agents,” the federal government’s term for bac-
teria, viruses and toxins that pose significant threats to
public health or agriculture and have the potential to be
used as bioweapons.

The research will remain suspended until the lab breach
investigation is completed and any problems are correct-
ed, said the CDC, which jointly runs the Federal Select
Agent Program with the USDA. About 10 research projects
involving a variety of pathogens have been halted as a re-
sult, Lackner said.

Tulane’s select agent labs were last inspected in Decem-
ber 2013, CDC said, and no significant problems were cited
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at that time. The primate center has never been suspended
or subjected to regulatory enforcement actions before.

The diagnosis of Burkholderia pseudomallei infections
outside Tulane’s lab was of special concern because the
two animals had been living in outdoor cages and the bac-
teria have the potential to establish colonies in soil and wa-
ter — potentially contaminating their cages or spreading
into the environment.

The state homeland security agency activated a com-
mand center to help coordinate a response. From Jan.
20-24 a team of federal investigators visited multiple loca-
tions on the primate center’s campus seeking answers to
what had happened.

Then, in a surprising development, a day after leaving
the facility, one of the USDA select agent investigators be-
came ill and was hospitalized. Results of a Feb. 6 blood test
showed she had antibodies indicating a possible current
or prior exposure to Burkholderia pseudomallei. She has
since recovered from her illness.

Burkholderia pseudomallei can cause a potentially seri-
ous disease in people and animals called melioidosis, that
has a wide range of non-specific symptoms, such as fever,
headache, loss of appetite, muscle and joint pain, and in-
fections are often mistaken for other diseases such as
pneumonia or tuberculosis. The time between exposure to
the bacteria and the development of symptoms can range
from one day to many years, according to the CDC, though
most human infections do not cause symptoms.

Several countries have studied using the bacteria as a
bioweapon because strains can be obtained from the envi-
ronment and engineered to be resistant to multiple antibi-
otics, according to the UPMC Center for Health Security,
an independent biosecurity think tank.

In Thailand, where the bacteria is endemic, the fatality
rate for patients with melioidosis is up to 50%; in Australia
it can be up to 20%, according to published studies. Con-
firmed infections are relatively rare. There were 176 cul-
ture-confirmed cases of melioidosis in Australia’s north
Queensland during the 10-year period 2000-2009, accord-
ing to that country’s health department.

CDC officials noted that the USDA investigator had a his-
tory of international travel to an undisclosed region that
could have been the source of her exposure. Blood tests so
far show a stable immune response, indicating she likely
was not exposed at Tulane, the CDC has said. But further
testing is needed.

Richard Ebright, the Rutgers microbiologist and bio-
safety expert, is skeptical that the USDA investigator was
exposed to the pathogen through travel rather than her job
inspecting research laboratories. Select agent program in-
spectors, just like researchers working with these danger-
ous pathogens, should regularly have blood serum samples
taken and stored so they can be checked if an exposure is
suspected.

“They shouldn’t even need to be speculating that this
is probably a prior exposure,” Ebright said. “If they don’t
have reference samples, it’s a sign of gross negligence.”




The USDA said it does not collect such samples from its
select agent inspectors; the CDC says it stopped doing it a
few years ago because it felt they weren’t as useful as test-
ing after an incident.

After the USDA investigator’s potential exposure, federal
officials returned to the primate center Feb. 9-12 to take an
even closer look at the facility and its procedures, state re-
cords show.

By Feb. 25, ongoing tests had identified two additional
animals from the outdoor breeding colony that had anti-
bodies to Burkholderia pseudomallei, indicating they had
been exposed even though they were not showing any signs
of illness. Only two of the four exposed animals shared the
same outdoor field cage, Lackner said.

But all four have one thing in common: All had been in the
center’s veterinary hospital around the same time, which has
led CDC and Tulane to say the hospital is the leading suspect
for where the animals were exposed to the bacteria.

Even though the two euthanized animals became ill
while living outdoors, Lackner said they may have been
sick with something else before going to the hospital and
their weakened immune systems made them more suscep-
tible to a secondary infection by the bacteria once there.
The two other animals that weren’t sickened but show
signs of Burkholderia exposure were in the hospital be-
cause of injuries and not illness, he said.

While investigators suspect the hospital may be ground
zero for the macaques’ infections, there are no tests from
surfaces or equipment in the hospital showing the bacte-
ria was ever present there. It had been decontaminated
before the location became a prime suspect.

SEARCHING FOR THE BREACH

The deadly bacteria should never have been in the hospi-
tal — or anyplace else where the outdoor macaques could
have been exposed to it.

Burkholderia pseudomallei should only have been inside
the specific Tulane lab that was doing vaccine development
research.

That research was being conducted in a biosafety level 3
laboratory — the second highest containment level — with
awide range of high-tech safeguards, physical barriers and
procedures that are supposed to ensure dangerous patho-
gens can’t escape.

The lab, as Tulane describes it, is essentially a “box-
within-a-box within a box.” The research was being done
in a completely contained lab under negative air pressure,
inside Building 5. Air leaving the chamber passes through
multiple HEPA filters before leaving the building.

Access to the BSL-3 lab is strictly controlled. To enter,
staff must have an authorized access card and procedures
call for employees to change into protective clothing and
use personal protective equipment while in the laboratory.
Contaminated gear can’t leave a BSL-3 lab without being
sterilized. Everything that goes in — cages, animal bedding,
supplies — can’t come out without being sterilized. Research
animals that go into the primate center’s BSL-3 labs do not
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come out alive and never go to the hospital, the center said.

The veterinary hospital, where the macaques may have
been exposed, is in Building 21 about a five-minute walk
from Building 5, according to Tulane. The breeding colony
where they lived on the South Campus is about a five-min-
ute drive, and access to the area is controlled with proxim-
ity cards and a double-fence and gate system. The individ-
ual field cages are locked.

So how did the bacteria get out of the lab?

“Human error is always the first explanation you should
consider for alaboratory accident,” Ebright said. “The eas-
iest way to transfer something from one place where it’s
supposed to be, to another where it isn’t supposed to be is
by a worker moving from one place to the other.”

Sloppy biosafety practices can result in pathogens being
tracked out of labs on shoes, coats, gloves, hands or other
materials that weren’t properly sterilized before being re-
moved, he said.

Federal officials did not provide any information on how
they suspect the bacteria got out.

IS THE SOIL, WATER CONTAMINATED?

Despite the focus on the hospital, Louisiana officials are
concerned about the potential for the bacteria to have con-
taminated soil or water on the primate center grounds, ac-
cording to their Feb. 20 letter to the EPA.

Tulane officials emphasize that tests of soil, air and wa-
ter have not detected the bacteria outside. And people who
live nearby have been reassured by the test results to date.

However, it appears that far too few soil tests were tak-
en to draw any conclusions. Studies have found that that
Burkholderia pseudomallei is difficult to detect in con-
taminated soil without taking a large number of samples
because the bacteria form colonies that are like invisible
ant hills. They also aren’t evenly distributed across an
area. So unless a shovel is put in the right spot, the test
will yield a false-negative result.

According to the EPA contractor’s sampling plan and lo-
cation report, a total of 39 soil samples were taken in a va-
riety of locations on the primate center’s grounds.

In field cage G12, described in the EPA report as the field
cage of “an affected macaque,” records show just four soil
samples were taken. Tulane says its individual field cages
are 100 feet by 200 feet — more than half the size of a foot-
ball field.

Yet to detect this type of bacteria in a cage of this size,
more than 100 samples would have been needed, accord-
ing to a 2010 study of the bacterium’s uneven distribution
in soil in Thailand. The study recommends that a mini-
mum of 100 sampling points should be taken for an area of
land measuring about 98 feet by 98 feet.

EPA provided USA TODAY with a copy of the sampling
plan and locations, but it gave little scientific justification
for the number of samples done. In a series of e-mails last
week, EPA deflected many of USA TODAY’s questions and
sought to distance the agency from the soil and water sam-
pling plan — often referring the newspaper to state or CDC




officials. None of the agencies would provide answers to
questions about the scientific basis for the sampling that
was done or whether it was adequate to detect the bacteria
if it is present outdoors.

When USA TODAY on Wednesday initially asked the
EPA Region 6 office in Dallas about its soil sampling at the
primate center, the agency said: “Tulane did the water and
soil sampling.” EPA press secretary Liz Purchia in Wash-
ington, in an e-mail to USA TODAY on Friday night, again
re-emphasized that Tulane collected the samples.

But Tulane primate center officials said they lack the ex-
pertise to do soil and water sampling. For reasons that are
unclear, Tulane says the EPA insisted that primate center
staff collect the actual samples — but that the locations and
numbers of samples was overseen by EPA team members
who were looking over their shoulders.

Louisiana emergency response officials also appear to
be having difficulty getting help from EPA. “It [has] come
to our attention, that EPA requires a letter to ask for their
active participation in this investigative process,” wrote
Kevin Davis, director of the Governor’s Office of Home-
land Security and Emergency Preparedness, in his Feb. 20
letter. “To this end, Louisiana is formally requesting EPA’s
assistance with the following” and he goes on to ask the
agency to provide strategic direction and technical guid-
ance to help develop additional sampling and soil clean-up
plans for the primate center.
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The EPA has not yet replied to Davis’ letter, according to
an e-mail late Friday afternoon from EPA Region 6 spokes-
man David Gray. The e-mail did address the soil sampling
generally, saying it involved sending “rapid-response en-
vironmental samples to CDC for analysis” and that the
number of samples was based on CDC’s lab capacity. “EPA
completed that work and demobilized on February 13,”
Gray said.

The EPA has provided Tulane with options for decon-
taminating potentially contaminated soil on the property.
The agency has not made any recommendations, Gray
said.

In addition to the soil tests, the EPA report shows 13 wa-
ter samples were taken in adjacent wetlands, ditches and
in the sewage- and stormwater treatment system areas,
plus EPA did air sampling, although Tulane and others
note that the bacteria isn’t generally transmitted through
the air. Some wipe samples from vans that transported
exposed macaques also were tested. No bacteria were de-
tected in any of the samples.

For now, Tulane is not planning to remove soil or fu-
migate the area. With no bacteria detected outdoors, the
center sees “growing evidence that makes it increasingly
unlikely that Burkholderia pseudomallei has been in our
outdoor breeding colony,” said Tulane spokesman Michael
Strecker. Testing of the animals in the outdoor breeding
colony, however, will continue.
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Anthrax Spore Under Electron Microscope

A spore of Bacillus
anthracis, which
causes anthrax,
photographed
under an electron
microscope at the
U.S. Army Dugway
Proving Ground in
Utah.

Army lab cited eight years
ago for failing to properly
kill anthrax samples

Alison Young, USA TODAY

The Army bioterror defense research facility that has
mistakenly sent live anthrax to dozens of labs in the U.S.
and abroad faced potential sanctions in 2007 for failing to
properly kill specimens of the deadly bacteria - and ignor-
ing test results that indicated their kill process wasn't ef-
fective, USA TODAY has learned.

The lab safety violations identified eight years ago at the
Army’s Dugway Proving Ground in Utah were so serious
that federal regulators referred the facility for further in-
vestigation and possible enforcement action, federal lab
regulators said in response to questions from USA TODAY.
But no fine was ever issued and records show the incident
was never disclosed in the annual reports sent to Congress
by the program that oversees labs working with potential
bioterror pathogens.

Officials with the Department of Defense and Dugway
Proving Ground were not immediately available for com-
ment. USA TODAY has been asking both entities ques-
tions about Dugway’s inspection history since Wednesday.
Lab regulators at the Centers for Disease Control and Pre-
vention said it is important to note that the 2007 viola-

tions involved a different, chemical method of inactivating
anthrax and not the gamma irradiation method that is the
focus of the current federal investigation.

A massive international investigation was launched last
month after a private biotechnology company in Maryland
discovered that what was supposed to be a dead sample of
anthrax it received from Dugway as part of a project to de-
velop anew diagnostic test - was actually alive and capable
of growing. The sample had a “death certificate” from Dug-
way saying it had been killed with radiation, and the De-
partment of Defense now says at least 69 labs in the USA
and five foreign countries received live anthrax samples. If
inhaled, anthrax spores can be lethal even with treatment,
sparking a high fever and other flu-like symptoms. So far
no illnesses have been reported in association with the
Dugway specimens.

The Dugway Proving Ground is a major test facility for
the U.S. Army’s chemical and biological defense programs.
It is located on 800,000 acres about 75 miles southwest of
Salt Lake City.

Thenewinformation obtained Fridayreveals thatin 2007
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lab inspectors from the CDC cited Dug-
way for using an “experimental” chemical
method of killing anthrax specimens that
was ineffective and resulted in an unau-
thorized transfer of anthrax bacteria to
another facility. The inspectors found that
Dugway staff apparently ignored the re-
sults of their own kill-confirmation tests
that showed growth of bacteria even after
the chemical inactivation was done - yet
shipped the sample anyway, according to
the agency’s written response to questions
from USA TODAY.

Because of the serious nature of the
violations, the CDC referred Dugway to
the U.S. Department of Health and Hu-
man Services Office of Inspector Gen-
eral for potential enforcement action. In
December 2009, the OIG closed the case,
and while it agreed that an unauthorized
transfer of anthrax had occurred, the of-
fice did not issue any fines, the CDC said.
Officials at the inspector general’s office
were not immediately available for comment.

The CDC on Friday said: “It should be noted that this
incident is not similar to the current investigation where
Dugway was using an established irradiation protocol and
no growth was observed following the gamma irradiation.”

Yet there are similarities. The current anthrax situa-
tion involving Dugway shipping dozens of live anthrax
samples that were supposed to be dead and, as in 2007,
involves failures of the current inactivation process, as
well as failures to recognize that it wasn’t fully killing the
bacteria and its hard-to-kill spores. The military has not
answered USA TODAY’s repeated questions about Dug-
way’s protocols for killing anthrax and its procedures for
conducting verification tests to ensure the process was
consistently effective.

A May 29 CDC email obtained by USA TODAY indicates
that the radiation process wasn’t 100% effective. “We have
concern that the inactivation procedures, when followed
properly, are inadequate to kill all spores,” wrote Daniel
Sosin, deputy director of CDC’s Office of Public Health
Preparedness and Response in the email to state officials.

The CDC on Friday said the Dugway lab was currently
using “a scientifically validated procedure” to inactivate
anthrax bacteria, and provided a copy of a document that
references a 1991 scientific paper that was the basis for
Dugway’s irradiation method. The select agent regula-
tions require labs to develop biosafety plans that are ade-
quate to address the risks posed by the specific pathogens
they are authorized to possess — but leave it up to labs to
pick their own methods of achieving safety. “There is no
specific regulatory requirement for inactivation verifica-
tion in the select agent regulations,” the CDC said, but
added it has issued guidance that notes the need to verify
pathogens are killed.Inspectors verified that Dugway was
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Alive agent test chamber at the U.S. Army Dugway Proving Ground in Dugway,
Utah. Federal officials are investigating how dozens of samples of live anthrax —
that were supposed to have been killed by irradiation -- were sent from Dugway
to labs across the country and abroad.

doing sterility testing before issuing death certificates on
samples, the CDC said.

Labs like Dugway that do research with anthrax and
other potential bioterror pathogens are regulated by the
Federal Select Agent Program, which is jointly run by the
CDC and the U.S. Department of Agriculture. In the past
year a series of high-profile incidents have occurred at labs
overseen by the program, including mishaps at the CDC’s
own labs that have involved accidents with anthrax, Ebola
and a deadly strain of bird flu. Last summer, an oversight
subcommittee of the House Energy and Commerce Com-
mittee held a hearing on the CDC incidents. The recent
anthrax mistakes involving Dugway Proving Ground have
drawn questions from members of multiple Senate and
House committees.

Much of the oversight of select agent labs is cloaked in se-
crecy, making it difficult to determine whether the current
inspection and enforcement program is effective at ensur-
ing safety, a USA TODAY Network investigation found last
month. More than 100 labs working with “select agent”
pathogens have faced enforcement actions since 2003,
the newspaper revealed. Five labs have had “multiple re-
ferrals” for sanctions, two labs have been kicked out of the
program and five others have been suspended from doing
any work with these kinds of pathogens. But the CDC and
USDA refuse to release the labs’ names, citing a 2002 bio-
terrorism law they say requires the secrecy.

As a way of providing some oversight, Congress requires
the Federal Select Agent Program to report each year on
incidents with bioterror pathogens in regulated labs. Yet
USA TODAY found the reports provide few details and
only occasional vague information on a few serious inci-
dents at unnamed labs. The reports, obtained under the
federal Freedom of Information Act, do not include any




incident description that matches Dugway’s 2007 failure
to kill anthrax specimens.

The Federal Select Agent Program refuses to release lab
inspection reports, citing “national security” interests.
The CDC said its lab inspectors identified no biosafety
concerns when they visited Dugway in January 2015 for
an announced renewal inspection. Dugway’s institutional
biosafety committee minutes, obtained under the federal
Freedom of Information Act, show CDC inspectors cited
the facility’s labs for eight “observations” in 2013, but the
minutes don’t say what they were. CDC said Friday none
of the 2013 infractions involved biosafety concerns. “The
eight observations noted in the minutes you referenced
had to do with missing references in the lab’s standard op-
erating procedures to work with specific select agents and
toxins and inventory discrepancies,” the CDC statement
said.

Late Friday afternoon four bipartisan leaders of the full
House Energy and Commerce Committee and its inves-
tigations subcommittee sent letters to the CDC and the
HHS inspector general’s office seeking copies of Dugway’s
inspection reports and enforcement referrals, as well as
answers to questions about the facility’s oversight history.
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The letters are signed by U.S. Rep. Fred Upton, R-Mich.,
who chairs the full committee, and its ranking Democrat
Frank Pallone, Jr., of New Jersey. It’s also signed by sub-
committee chair Tim Murphy, R-Pa., and ranking Demo-
crat Diana DeGette of Colorado. In a joint statement, the
members said they are “deeply concerned” about recur-
ring problems with inactivation protocols in federal labs.
“We hope that the documents will help shed light on how
these unacceptable safety lapses have occurred, and how
to prevent them from happening again in the future,” the
group said.

The current massive effort underway to identify and se-
cure all the potentially live anthrax samples sent out from
Dugway began May 22, when the private biotech firm in
Maryland alerted the CDC Emergency Operations Center
in Atlanta that it had a live sample of anthrax that was sup-
posed tobe dead. The Maryland company apparently did its
own verification test on the specimen to ensure it was dead
before working with it. In that test it was able to culture and
grow live Bacillus anthracis, the anthrax bacterium. While
nobody has been sickened from the specimens, 31 people
who had potentially risky contact with them have been put
on antibiotics as a precaution, the DOD has said.
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Power, airflow, safety issues plague high-tech CDC labs

3 Alison Young, USA TODAY
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Power, airflow, safety issues
plague high-tech CDC labs

Alison Young, USA TODAY

Multimillion-dollar, high-tech laboratory buildings at
the Centers for Disease Control and Prevention that house
deadly bacteria and viruses continue to suffer power out-
ages and failures of important airflow systems that help
prevent pathogens from being released, records obtained
by USA TODAY show.

The incidents have resulted in staff being evacuated
and have exposed flaws in safety communication sys-
tems that are critical in emergencies, according to a 14-
page summary of selected CDC lab incidents the agency
provided in response to a federal Freedom of Informa-
tion Act request.

The document obtained by USA TODAY for the first time
provides new information about dozens of mishaps that
have occurred in CDC research labs - beyond the three
high-profile mistakes the agency made public in 2014 and
that prompted a congressional hearing last summer.

The CDC came under scrutiny last year after three se-
rious incidents that potentially exposed dozens of lab
workers to anthrax and one worker to Ebola, and mistak-
enly sent a specimen containing a deadly strain of bird
flu to another lab. Since January, the CDC has refused to
release copies of reports of all incidents that occurred
in the agency’s numerous labs in Atlanta and Fort Col-

lins, Colo., during 2013 and 2014. The CDC has told USA
TODAY it will take until sometime in 2018 to collect and
release all of the incident reports.

The newly released lab incident summary document,
which is likely not comprehensive, indicates that power
outages and airflow system failures have occurred about a
dozen times from January 2013 through July 2014 - con-
tinuing despite congressional scrutiny in 2012 in response
to previous reporting by USA TODAY.

Though in most cases the document provides little or no
detail about what happened, it says a lightning strike and
electrical surge in July 2013 caused airflow changes that
“made it nearly impossible to open the lab hallway doors
over approximately 1 hour” in a $365 million, 16-story CDC
lab tower in Atlanta known as Building 23 that also lost
phone service and had no backup communication plan.

“It is unacceptable that the CDC, our nation’s premier
institution committed to preventing the spread of infec-
tious disease, has not resolved these problems after years
of oversight and attention,” said U.S. Rep. Diana DeGette
of Colorado, the ranking Democrat on a House oversight
and investigations subcommittee that has held hearings
on CDC’s lab safety issues.

“It is more vital than ever that the CDC, from leadership




on down, commit to a strategy that will prevent future
lapses in safety,” DeGette said.

CDC spokesman Tom Skinner said that addressing air-
flow issues is critical. He noted that the negative air-pres-
sure systems used in the agency’s high-containment labs
are only one of several layers of safety protections that
keep pathogens from being released. “Airflow is not our
primary means of containment,” he said.

The newly disclosed incidents, listed among about 170
lineitemsin a spreadsheet, include workers potentially ex-
posed to pathogens through needle sticks and cuts, build-
ing maintenance workers propping open doors to restrict-
ed lab areas and malfunctions of full-body, spacesuit-like
protective gear used to protect scientists from exposures
to the most deadly types of viruses, such as Ebola.

But the summary document — which the CDC says was
created last year for the agency’s director and includes
mishaps and selected clinic visits that occurred from 2013
through early August 2014 — provides few details. The
CDC also notes that its total number of incidents cannot
be tallied by reviewing the spreadsheet. Some incident
summaries appear to be duplicates; other line items indi-
cate the description is one of many similar incidents.

Further clouding the agency’s lab-safety picture: The
CDC has redacted the names of the viruses or bacteria in-
volved in several of the incidents, citing a law that involves
oversight of bioterror pathogens. Lab incidents include
workers potentially being exposed to prairie dogs and fleas
infected with undisclosed bioterror agents, and a fluid leak
that possibly contained an undisclosed “Tier 1” bioterror
agent, considered among the most dangerous of all. USA
TODAY has filed an appeal contending the redactions are
not justified under the law.

Sean Kaufman, a biosafety consultant who previously
worked for the CDC and has conducted training at the
agency, said the limited number of incidents contained in
the summary document — given the vast number of labs
operated by the agent — raises questions.

“This is not a comprehensive list,” said Kaufman, who
testified before Congress last summer in the wake of the
CDC’s anthrax lab incident. “I look at these documents,
and it’s very clear to me that leadership has not defined for
the workforce what is a reportable incident or accident.”

In order to identify emerging risks and trends to prevent
future accidents, Kaufman said it’s important for lab staff
to report all incidents and unintentional events, even if
they may not seem important at the time.

Marian Downing, president of the American Biologi-
cal Safety Association and a biosafety consultant, said she
couldn’t comment on CDC’s incident-reporting practices.
But when she worked for a major pharmaceutical com-
pany, Downing said incidents where a biological exposure
occurred — as well as “near-misses” — were entered into a
central safety database, and there was a structure in place
to determine the root causes of events.

In responses to USA TODAY’s questions this week, the
CDC gave a series of evolving answers about whether

any single office at the agency collects and reviews infor-
mation about lab incidents of all types to spot emerging
safety trends.

The CDC initially said that only lab incidents that result
in visits to the agency’s health care clinic are reviewed reg-
ularly in a centralized fashion and that all other incidents
are reported to numerous individual safety directors who
oversee separate research programs. Later the agency said
that the agency’s newly created office of the associate di-
rector for laboratory science and safety has been receiving
and reviewing all lab incident reports since it was estab-
lished in late 2014.

The agency said it has a policy that requires reporting of
all lab incidents to this new safety office, but it refused to
provide a copy of the policy or say when it was enacted. The
CDC later conceded the policy only requires reporting of
a subset of incidents that meet certain criteria. Reporting
is only required for an “exposure” occurring in biosafety
level 3 and 4 labs — the two highest levels of containment,
or incidents that involve “significant” injury or exposure
with a “high likelihood” of infection, treatment for a labo-
ratory acquired infection, or exposure to a potential bio-
terror agent or genetically manipulated organism, as well
as any incident involving a lab visitor.

The criteria do not generally require reporting of near-
miss incidents where a worker isn’t determined to be
exposed or injured and largely leaves it up to individual
workers to determine if something must be reported.

“Near-misses are important for obvious reasons because
you don’t want them to happen again and involve a person
next time,” Downing said. She also noted that about 60% of
laboratory-associated infections are not due to any known
exposure.

Kaufman says the CDC’s definition of reportable inci-
dents “is too vague and incomplete,” offering scientists
little concept of what is expected of them. “There is an ab-
sence of leadership,” he said of CDC’s approach to incident
reporting,

Ayear ago, CDC Director Tom Frieden announced plans
to hire an associate director for laboratory science and
safety — reporting directly to him — to become a “single
point of accountability” to establish and enforce agency-
wide biosafety policies.

Yet the agency still hasn’t hired a permanent employee
for the position, which has been staffed with a series of act-
ing directors while the agency continues its search. Steve
Monroe, who has been a deputy director of CDC’s National
Center for Emerging Zoonotic and Infectious Diseases, is
the CDC’s third interim lab-safety director and has held
the spot since May. The agency declined to make him
available for an interview.

Skinner emphasized that scientific research is impor-
tant for the nation to defend against naturally occurring
diseases and bioterrorism. “It’s impossible to eliminate all
the risk that comes with scientific research in the lab. It’s
complex work,” he said. “What we want to do is get to as
close to zero risk as possible.”
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Junead and Shazib Khan's next scheduled court appearance is Aug. 10.

Junead Khan, 24, and his uncle appeared in court after being
arrested on terrorism charges; the two planned to join ISIL
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CDC to review oversight of bioterror labs after USA

TODAY investigation

Alison Young, USA TODAY
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The Centers for Disease Control and Prevention is
launching a comprehensive review of how it
reguiates safety and security at bioterror labs in the
wake of an ongoing USA TODAY Media Network
Mandt Ngan, AFPiGety investigation tha has prompted congressional
= probes into the agency’s sffectiveness.

€DC Director Tom
week as USA TODAY prepared to report on newly obtained documents showing that
the agency’s inspectors have allowed labs 1o keep experimenting with bioterror
pathogens despite failing to mest key requirements on inspection after inspection,
sometimes for years. The action also cames as the agency faces a hearing n the
House next week

ordered the review last

“This review will be wide-ranging and includes a review of regulatory authority and the
exercise of that authority so that we can identify potential modifications to the methods
used to inspect labs,” the CDC said in a statement this week.

“The review, which is expected to take 90 days, will be directed by Stephen Redd,
director of the CDC's Offcs of Public Health Preparedness and Responss, the CDC
said.

Next Tuesday, the House Energy and Commerce Committes plans
to hold a hearing on the CDC's oversight of select-agent labs, with an emphasis on
of Depariment of Defenss facilty in Utah.

We hope this latest review signals that the agency is inally taking this issue seriously,
the bipartisan leaders of the subcommitiee and full committee said in  statement late
Tuesday about CDC's examination of ts lab inspection program. "While we applaud
CDC's ntent to investigae this matter, previous assessments have faled to
meaningully address the root causes of why these safety lapsss keep happening,”
said the statement from committee chairman Fred Upton, ReMich., and ranking

Fr N.J; USS. Rep. Tim Murphy, R-Pa., chaiman of the
oversight and investigations subcommittee, and U.S. Rep. Diana DeGette, of Colorado,
the subcommittee's ranking Democrat.

Earlier this month, citing USA TODAY's reporting, the bipartisan feadors of the ful
‘committee and its investigations subcommitiee sent letters t the CDC and
enforcement officials at the D

general's offce demanding they provide the names of ressarch labs that have faced
sanctions for safety violations as well as other information about select-agent.
oversight

“Select agent”is the federal govemment' term for viruses, bacteria and toxins with the
potential to be used as bioweapons or that pass significant isk to agriculture or public
heaith

AUSA TODAY Media Network inves(i ay uncovered hundreds of
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CDC Director Tom
Frieden testifies in
July 2014 before a
House committee
on an anthrax lab
incident.

CDC to review oversight of
bioterror labs after investigation

Alison Young, USA TODAY

The Centers for Disease Control and Prevention is
launching a comprehensive review of how it regulates
safety and security at bioterror labs in the wake of an
ongoing USA TODAY Media Network investigation that
has prompted congressional probes into the agency’s
effectiveness.

CDC Director Tom Frieden ordered the review last week
as USA TODAY prepared to report on newly obtained doc-
uments showing that the agency’s inspectors have allowed
labs to keep experimenting with bioterror pathogens de-
spite failing to meet key requirements on inspection after
inspection, sometimes for years. The action also comes as
the agency faces a hearing in the House next week.

“This review will be wide-ranging and includes a review
of regulatory authority and the exercise of that author-
ity so that we can identify potential modifications to the
methods used to inspect labs,” the CDC said in a statement
this week.

The review, which is expected to take 90 days, will be
directed by Stephen Redd, director of the CDC’s Office of
Public Health Preparedness and Response, the CDC said.

Next Tuesday, a subcommittee of the House Energy
and Commerce Committee plans to hold a hearing on the
CDC’s oversight of select-agent labs, with an emphasis on

recent shipments of live anthrax from a Department of
Defense facility in Utah.

“We hope this latest review signals that the agency is fi-
nally taking this issue seriously,” the bipartisan leaders of
the subcommittee and full committee said in a statement
late Tuesday about CDC’s examination of its lab inspec-
tion program. “While we applaud CDC’s intent to inves-
tigate this matter, previous assessments have failed to
meaningfully address the root causes of why these safety
lapses keep happening,” said the statement from commit-
tee chairman Fred Upton, R-Mich., and ranking Democrat
Frank Pallone, D-N.J,; U.S. Rep. Tim Murphy, R- Pa., chair-
man of the oversight and investigations subcommittee,
and U.S. Rep. Diana DeGette, of Colorado, the subcommit-
tee’s ranking Democrat.

Earlier this month, citing USA TODAY’s reporting, the
bipartisan leaders of the full committee and its investiga-
tions subcommittee sent letters to the CDC and enforce-
ment officials at the Department of Health and Human
Services inspector general’s office demanding they provide
the names of research labs that have faced sanctions for
safety violations as well as other information about select-
agent oversight.

“Select agent” is the federal government’s term for vi-




ruses, bacteria and toxins with the potential to be used as
bioweapons or that pose significant risk to agriculture or
public health.

AUSATODAY Media Network investigation published in
May uncovered hundreds of accidents that have occurred
in biological laboratories nationwide in recent years and
revealed that pervasive secrecy obscures failures by regu-
lators to ensure research facilities operate safety and don’t
unduly put workers and the public at risk. The network’s
reporting has prompted questions about the CDC’s regu-
lation of labs from the bipartisan leaders of the Senate
Homeland Security and Governmental Affairs Committee.

The network’s ongoing investigation has raised ques-
tions about whether lax oversight and enforcement played
a role in allowing an Army biodefense facility to mistak-
enly ship live anthrax for more than a decade to dozens of
labs in the U.S. and abroad. USA TODAY reported in June
that the CDC in 2007 referred the Army’s Dugway Prov-
ing Ground facility for potential federal enforcement ac-
tion for failures to deactivate live anthrax with chemicals
and for ignoring tests indicating the kill process was inef-
fective. But no fines were levied, and over the years CDC’s
inspectors apparently never detected that similar failures
continued at Dugway in its routine use of radiation to kill
anthrax.

More than 100 labs experimenting with potential
bioterror pathogens have faced enforcement actions —
some repeatedly — since 2003 from the Federal Select
Agent Program, which is jointly run by the CDC and the
U.S. Department of Agriculture. The government keeps
their names secret, citing a federal bioterrorism law, and
even refuses to disclose the names of labs kicked out of
the program.

USDA officials could not be immediately reached about
whether that agency also is reviewing how it regulates the
labs it oversees, which focus on pathogens that primarily
threaten agriculture, plants and animals.

Since January, USA TODAY has sought records, using
the Freedom of Information Act (FOIA), from the CDC
and USDA about their use of performance improvement
plan programs — or PIPPs — as an alternative to suspend-
ing or revoking a failing lab’s authorization to experiment
with bioterror pathogens.

The USDA identified 479 pages of records involving let-
ters to labs notifying them they were being put on a PIPP
but in March refused to release any of them, citing a secre-
cy provision in the Public Health Security and Bioterror-
ism Preparedness and Response Act of 2002. USA TODAY
has appealed.

The CDC recently responded to a similar FOIA request
by sending USA TODAY 91 pages of correspondence with
various labs about their enrollment or removal from per-
formance improvement plans from 2011 to 2014. The CDC
redacted all of the labs’ names — as well as the names of
pathogens involved in their safety violations. USA TODAY
has appealed the redactions.

The records show that labs experimenting with bioterror
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pathogens have failed over and over to comply with impor-
tant safety and security regulations — yet CDC inspectors
have allowed some of them to continue operating for years
before offering to put them on PIPPs. When inspectors
identified significantly lax safety or security practices in
work with “Tier 1” select agents, the CDC’s letters said only
that the agency “strongly recommends” the labs stop work
with the pathogens, without mandating it.

Tier1select agents are those that federal officials deem to
pose the “the greatest risk of deliberate misuse with signif-
icant potential for mass casualties or devastating effect to
the economy, critical infrastructure or public confidence,
and pose a severe threat to public health and safety.” They
include such deadly pathogens as the Ebola virus, anthrax
and botulinum neurotoxin.

It’s unclear whether the CDC’s approach to oversight is
aresult of a lack of authority. The agency did not respond
to USA TODAY’s questions since last week about issues
raised by the documents.

The documents released by the CDC include 17 letters
that are initial notices to labs that they either need to agree
to enter into a federal performance improvement plan or
the agency will “begin proceedings to suspend or revoke”
the facility’s authorization to possess select agent patho-
gens. Examples include:

* An unidentified lab was cited for nine of the same viola-
tions on four consecutive inspections from January 2012
through December 2013, CDC said in a March 2014 letter
to the facility. Inspectors said the lab “has a history of non-
compliance” that has raised “serious concerns” about its
ability to comply with mandates for adequate biosafety
and security safeguards. The issues continue to be “a sys-
temic problem” beyond any particular researcher or loca-
tion at the facility, the letter says.

* An unidentified university lab’s ongoing failure to
implement requirements for security, biosafety, incident
response and training “indicated a serious disregard for
these regulatory requirements,” the CDC said in a May
2014 letter. Inspectors observed “widespread regulatory
non-compliance” during a March 2014 inspection. “Seri-
ous” biosafety issues included failure to enroll staff work-
ing with Tier 1 agents in an appropriate occupational
health program and an inconsistent use of respiratory pro-
tection that “can result in increased risk of exposure to in-
fectious agents.” The CDC said it “strongly recommends”
the university cease all work with Tier 1 agents until the
improvement plan has been completed.

¢ An unidentified company that works with botulinum
neurotoxin was cited for numerous violations during in-
spections in November 2013 and January 2014 — and its
failure to adequately address the problems even after be-
ing given a deadline extension until October 2014. The
company, the CDC’s November 2014 letter says, failed to
install required security for possessing the potential bio-
terror toxin, including not ensuring a minimum of three
security barriers and having an intrusion detection sys-
tem. It also failed to restrict access to the toxin to only fed-




erally authorized individuals — and even gave access to a
person who “was denied access approval,” the letter says.
The company was cited for “not currently working with se-
lect toxins safely.” The CDC noted that staff described the
use of toxins “in areas that do not have sufficient biosafety
and containment procedures” and that staff handled the
toxins without appropriate protective equipment and did
not decontaminate work surfaces and equipment as re-
quired. The company also failed to ensure that employees
understood their training.

* An unidentified lab drew “significant concerns” from
CDC inspectors during a May 2014 inspection that iden-
tified failings with biosafety, security, incidence response
and record-keeping requirements. Lab workers were
engaged in “propagation” of an undisclosed species of
pathogen in an unapproved location that lacked sufficient
building design and construction to contain it, and the
staff were using insufficient safety procedures, the CDC
wrote in a September 2014 letter. Other workers handled
select agents in long-term storage without wearing protec-
tive gear, and staff told inspectors they did not routinely
decontaminate gear after experiments and before reuse.
The lab “did not use a validated method for the inactiva-
tion of select agents” before using materials in unregis-
tered locations, the inspectors found. The lab also lacked
an adequate incident response plan describing what would
be done in the event of a theft, loss or release and how it
would coordinate with local emergency responders.

* An unidentified lab’s responsible official provided three
different security plans to the CDC’s inspectors yet “was
unsure which plan the entity followed at the time of the in-
spection.” And inspectors noted that the keys to the “select
toxin inventory are located in an unsecured drawer within
a laboratory that does not have security barriers to pre-
vent unauthorized access.” During business hours the lab’s
door is kept open “with only a chain across the entrance
which would not impede access to select toxins,” the CDC’s
January 2014 letter to the lab said. The same lab also had
a history of performing aerosol-generating experiments
with “large quantities of toxin” outside of a biosafety cabi-
net that is needed to contain the airborne particles. This
lab was cited over and over for the same kinds of issues
from November 2010 through November 2013: 17 of 39
citations in December 2012 were repeats from a Nov. 2010
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inspection report; 16 of 35 violations cited in a Nov. 2013
report were repeated failures from a Jan. 25, 2013 report,
the document says.

* An unidentified lab that received a letter from the CDC
in February 2014 saying the lab “has failed to address safe-
tyissues over the course of the last four years.” This facility
had repeated issues in 2013 involving the discovery of se-
lect-agent specimens in its labs that the organization was
not authorized to possess. Yet when regulators inspected
the facility in December 2013, inspectors noted that the
facility still had not done an audit of its approximately 230
storage freezers and refrigerators. The letter notes that
the facility failed to correct all violations noted in its in-
spection reports of 2009, 2011 and 2012. The letter notes
that inspectors observed failures to conduct biosafety and
security training for staff in 2011, 2012 and 2013. A top
lab official told the CDC it “could take years” for human
resources officials at the lab to give the OK to do security
suitability assessments of lab staff with access to Tier 1 se-
lect agents, which were required of all labs by April 2013.

¢ The CDC told a university lab in an October 2014 letter
that inspectors have “significant concerns” that it was ca-
pable of possessing and experimenting with select agents
“in a manner which does not endanger public health and
safety.” The letter notes that numerous violations were
identified a month earlier, including failures to enhance
security, implement an appropriate occupational health
program for workers in labs using Tier 1 agents and not
ensuring all workers receive adequate training. The uni-
versity was found to have granted staff access to “Tier 1”
select agents without conducting security suitability as-
sessments, failed to do ongoing suitability assessments
and hasn’t created a system for peer-reporting of incidents
that impact an individual’s suitability. Because of the se-
rious nature of the issues, the letter adds that the CDC
“strongly recommends” the university cease all work with
Tier 1 agents.

It’s unclear why the CDC handled the cases as it did be-
cause the agency would not grant any interviews or re-
spond to questions. In a statement, the CDC said generally
that “regulatory penalties are imposed based on the de-
gree of danger resulting from the violation; however, we’ll
be able to better answer your questions at the conclusion
of this review.”
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Secret sanctions revealed
against university hosting
S1.25 billion biolab

Alison Young, USA TODAY

Kansas State University — where a controversial $1.25
billion biosecurity lab facility is under construction — se-
cretly faced federal sanctions last year after repeatedly
violating safety regulations during its research with bio-
terror pathogens, records obtained by USA TODAY show.

Kansas State’s “history of non-compliance” during four
consecutive inspections over two years shows a “system-
ic problem” and has “raised serious concerns” about the
university’s ability to put safeguards in place to ensure
safety and containment of dangerous pathogens, accord-
ing to a March 2014 letter to the university from federal
lab regulators.

University officials said Tuesday they were surprised by
the letter’s harsh tone and language because nearly all of
the violations involved administrative paperwork issues
that posed no safety or security threat. Yet in the letter,
regulators threatened to suspend or revoke the universi-
ty’s permits to do research with bioterror pathogens if it
didn’t agree to enter afederal performance improvement
program.

The regulatory action against Kansas State is of par-

ticular importance because the university’s campus in
Manhattan is the site of the federal government’s new Na-
tional Bio and Agro-Defense Facility (NBAF), which held
a groundbreaking ceremony in May. Construction of the
570,000-square-foot facility has faced years of delays and
controversy because of concerns about whether research
on some of the world’s most dangerous agricultural dis-
eases can be done safely in farm country and near herds of
livestock.

Although the NBAF will be anindependently run Depart-
ment of Homeland Security facility when it opens around
2022, the university has publicized on its website that
Kansas State’s labs already are being used to “jump-start”
research that “will eventually transition” to the new fed-
eral facility. Transition research underway includes stud-
ies of Rift Valley fever, a mosquito-borne disease that can
cause abortions in livestock and fatal infections in people;
Japanese encephalitis, another mosquito-borne disease
that can cause reproductive problems in pigs and serious
and sometimes fatal brain infections in people; and Classi-
cal swine fever, a potentially deadly pig disease.
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“If I read that letter, I would think it sounds
horrible, too,” said Julie Johnson, biosecu-
rity officer of the university’s Biosecurity
Research Institute, about the March 2014 en-
forcement letter. She said the university has
a strong record of safety and the letter is pri-
marily a reflection of the rigorous oversight
provided by federal officials.

Lab regulators at the Federal Select Agent
Program did not grant interviews or answer
specific questions posed since Friday after-
noon about Kansas State’s regulatory histo-
ry. The university has completed its perfor-
mance improvement plan, and inspectors
“will continue to ensure they are able to
demonstrate longterm compliance before

lengthening their registration period,” said PR S

ageneral statement issued Tuesday evening )

by regulators from the U.S. Department of
Agriculture, which jointly runs the program
with the Centers for Disease Control and
Prevention.

Johnson said the violations have been corrected and the
university was released from the federal performance im-
provement program in April.

Select agent is the government’s term for a list of 65 vi-
ruses, bacteria and toxins that could be used as bioweap-
ons or that pose severe threats to health or agriculture.

Officials at the Department of Homeland Security said
Tuesday that any regulatory issues at Kansas State’s labs
have no impact on the work that will be done at the new
federal facility. “It doesn’t reflect on the NBAF. It’s a totally
separate entity,” said James Johnson, executive director of
the NBAF program. The federal lab, once built, will have
its own accreditation process and federal permits for do-
ing research.

Leaders of some cattle industry groups said the viola-
tion letter fuels their concerns about building the massive
federal lab in America’s farm country where a release of an
animal pathogen could spread to nearby livestock herds.

“The fact that they are not currently capable of meeting
necessary safety standards reinforces our concern that
there will likely be an inadvertent release of one of these
dangerous pathogens from that site,” said Bill Bullard,
CEO of R-CALF USA, a trade association for cattle pro-
ducers. “This entire proposal is irresponsible and reckless,
particularly given that we have a safe location where this
research has been conducted since the 1950s.”

The NBAF is being built to replace the federal govern-
ment’s aging Plum Island Animal Disease Center, which
is located off the coast of New York’s Long Island and is
the only lab in the country allowed to work with live foot-
and-mouth disease virus — which is highly contagious and
considered one of the most economically devastating live-
stock diseases in the world.

When NBAF opens in about seven years, foot-and-mouth
disease research will move from the island location to the
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Some cattle industry groups are concerned about the potential for a
dangerous pathogen being released from research facilities in Kansas
and spreading to nearby herds.

Kansas facility. Foot-and-mouth research will occur only
in the federal facility, not in the university’s labs, according
to information on Kansas State’s website.

After a series of high-profile accidents at federal labs, an
ongoing USA TODAY Media Network investigation has
uncovered hundreds of incidents at public and private re-
search facilities across the country and revealed how the
secrecy that surrounds the oversight of biological and se-
lect agent research shields failures by labs and regulators
from public scrutiny.

Federal regulators have refused USA TODAY’s repeat-
ed requests for the names of more than 100 research fa-
cilities that have faced enforcement actions since 2003.
They have cited secrecy provisions in a bioterrorism law
as justification for redacting lab names from enforcement
letters they released to the newspaper under the federal
Freedom of Information Act. USA TODAY, through its
reporting, has obtained names of sanctioned labs such as
Kansas State University.

In the March 2014 letter to Kansas State, federal lab reg-
ulators wrote that “it is our determination that the failure
of the KSU select agent program to comply with the select
agent and toxin regulations continues to be a systemic
problem unrelated to any one particular Principal Inves-
tigator, location, or project.”

A chart in the letter illustrates how the university failed
to comply with nine of 10 types of safety and security re-
quirements on each of its four previous inspections since
January 2012, including biosafety and containment prac-
tices, incident response and security plan requirements
and training of staff.

“Why can you fail nine of 10 inspection points and still
be operating?” asked Tyler Dupy, executive director of the
Kansas Cattlemen’s Association. “There’s aneed for the re-
search, but can we trust that the safeguards are in place to




keep this stuff in place? One little mistake and it’s all over.”

The letter said issues at the university’s labs included:

* Failing repeatedly to develop written biosafety plans
commensurate with the risk of its registered select agent
pathogens.

* Repeatedly failing to have safeguards sufficient to ensure
biosafety and biocontainment of select agent pathogens.

* Continuously failing to provide appropriate training
and ensure personnel understood the training provided
and failing to document the training claimed to have been
performed.

* Repeatedly failing to implement the requirements of the
university’s security plan to ensure select agents are pro-
tected against unauthorized access, theft, loss or release.

The records show that KSU was cited for the same types
of failings in January 2012, August 2012, February 2013
and December 2013.

The issues behind the violations, to hear Kansas State of-
ficials describe them, involve administrative minutia.

For example, Johnson said inspectors took issue with the
university’s incident response plan saying only that a top
official would be notified of an incident but not specifying
how it would be done. The violation was corrected by add-
ing words to specify that the official would be notified by
phone, fax or e-mail, she said.

Violations related to failing to ensure staff understood
training involved another kind of documentation issue,
she said. The university kept copies of quizzes given to
staff after training sessions and attached them to a dated
sign-in sheet. The inspectors didn’t consider the docu-
mentation adequate because each quiz wasn’t individually
dated, she said.

The university says these kinds of bureaucratic issues
are typical of nearly all the violations that precipitated the
March 2014 enforcement letter. The only issue that wasn’t
administrative, the university says, involves a 2012 cita-
tion for select agent research done in an unregistered area.
Johnson said research on a rice plant pathogen was con-
ducted in a space where it had been worked with long be-
fore the pathogen was added by federal officials to their list
of select agents. The university said it immediately ceased
the work and has since required all select agent work occur
only in their Biosecurity Research Institute.

USA TODAY asked Kansas State for copies of its select
agent inspection reports. University officials said they
would consider the request but noted that the reports
and the university’s response letters are voluminous and
would need to be redacted for security issues, which might
take some time.

The March 2014 enforcement letter gives no indication
that the violations involve minutia.

“Since 2011, KSU has expanded its select agent research
program with the addition of new registered areas, select
agents and work objectives, but KSU repeatedly failed to
develop and implement plans to address this expanded
scope of work,” said the letter, which is jointly signed by of-
ficials from the USDA and CDC.
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Though regulators noted the university’s researchers
were cooperative and eager to comply, they “had not been
provided adequate guidance from KSU leadership to en-
able them to do so.”

The CDC, in a statement, referred questions about
Kansas State to the USDA, which it said is the lead agen-
cy that inspects the university’s labs. The USDA did not
grant interviews or provide any response to USA TO-
DAY’s questions submitted last Friday about its over-
sight of the university’s labs and why it took failures on
four consecutive inspections before enforcement ac-
tion was taken. The USDA also didn’t respond to Kansas
State’s characterization of the violations as primarily in-
volving administrative issues.

Kansas State University was part of a coalition of Kansas
state leaders that campaigned for the NBAF to be located
on their campus. U.S. Sen. Pat Roberts, R-Kan., a key ally
of the project, said the federal lab will create as many as
500 high-paying federal jobs and bring additional research
jobs to the state. Over a 20-year-period, he said, the facil-
ity is estimated to have a $3.5 billion impact on the Kansas
economy.

As part of the Kansas bid for the federal lab, Kansas State
University offered the use of its biosafety level 3 labs at its
Biosecurity Research Institute until the adjacent NBAF
was completed. Roberts helped secure state funding for
the university’s lab in 2002, according to his news releases.
The university named the lab’s building “Pat Roberts Hall.”

Roberts did not respond to interview requests about the
university’s inspection history.

The NBAF has been dogged by years of controversy and
questions about whether the Department of Homeland
Security downplayed the risks of putting the massive re-
search facility in the center of the country’s agricultural
heartland.

The potential risks posed by the NBAF — which will for
the first time in decades bring foot-and-mouth disease vi-
rus research to the U.S. mainland — have been the subject
of much study and controversy.

In 2012, the Department of Homeland Security estimat-
ed theriskofafoot-and-mouth disease releaseis tiny —less
than 0.11% over 50 years. Independent scientific experts
convened by the National Research Council concluded in
2010 that the risk was as high as 70% over 50 years, and in
2012, they said the DHS was not adequately assessing the
risks based on “overly optimistic” assessments of the po-
tential for human error.

In its 2010 report, the National Research Council expert
panel said the economic impact of a lab release of foot-
and-mouth virus from the NBAF could be as much as $50
billion. Because of the risks posed by human error, the
experts said staff at the new facility will need “adequate
ongoing training, education, and evaluation of skills. Fur-
thermore, there will need to be zero tolerance of deviations
from biosafety standards and practices recommended by
the CDC and USDA.”

Documents obtained by USA TODAY show the CDC and




USDA have in the transition period allowed Kansas State’s
select agent researchers to have what the letter says are
serious violations on inspection after inspection, includ-
ing with training and biosafety — threatening to put the
university on a performance improvement plan only after
problems on four consecutive inspections.

Last month, the CDC launched a comprehensive review
of how it regulates safety and security at select agent labs
in the wake of USA TODAY’s investigation, which revealed
the agency’s inspectors allowed labs to keep experiment-
ing with bioterror pathogens despite failing marks on in-
spections for years. USDA officials have not responded to
USA TODAY'’s questions since July 20 about whether that
agency is conducting a similar self-review of its oversight
performance.

Bipartisan members of Congress have expressed con-
cerns about whether the oversight of labs is adequate. In
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the wake of questions asked by USA TODAY, committees
in the House and Senate have told the Federal Select Agent
Program they want the names of labs that have faced en-
forcement actions.

The CDC has provided the information requested by the
Senate Committee on Homeland Security and Governmen-
tal Affairs, said Melinda Schnell, a spokesperson for com-
mittee chairman Ron Johnson, R-Wis. The committee is not
publicly releasing the information at this time, she said.

“We will continue to do oversight of the program and are
very concerned about the repeated failures on the part of
Kansas State to safely manage its Select Agent research
program,” Schnell said in an email.

Officials with the House Energy and Commerce Com-
mittee, which also has requested information about labs
that have faced enforcement action, were not available for
comment Tuesday.
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Labs cited for ‘serious’
security failures in research
with bioterror germs

Alison Young, USA TODAY

Amid concerns about the potential P = over the course of the last four years,”
of a laboratory insider unleashing a il regulators told the lab.
- Tl . .
deadly bioterror pathogen on the pub- Ner The University of Hawaii-Manoa was

lic, President Obama ordered greater
scrutiny of workers with access to the
riskiest microbes five years ago. The
goal of the resulting regulations was
to prevent something like the 2001 an-
thrax letter attacks — or worse — from
happening again.

Federal regulators have secretly
threatened to revoke permits to study
bioterror pathogens from at least six
labs — including those operated by
Brigham Young University in Utah,
the University of Hawaii-Manoa and
the California Department of Public
Health — because they failed to take required actions to
assess the behavior and trustworthiness of their workers,
plus other kinds of safety violations, records obtained by
USA TODAY show.

In a letter to Brigham Young University, regulators said
last year that they had “significant concerns” whether its
lab staff could work with potential bioterror pathogens
“in a manner which does not endanger public health and
safety.” California’s Health Department lab in Richmond
allowed unapproved staff to have key cards that let them
into restricted areas and “failed to address safety issues
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An October 2001 FBI photo shows

evidence in the anthrax letters case
that killed five and injured 17 others.

called out by regulators, in another let-
ter the government and the university
tried to keep secret, for “widespread
regulatory non-compliance” and “a se-
rious disregard” for regulations for se-
curity, biosafety, incident response and
training. Issues included failures to im-
plement suitability assessments of key
lab staff, installing a security system
but not making it operational, and hav-
ing lab staff that didn’t understand how
to use respiratory protection needed to
prevent exposure to infectious agents.

Officials at the three sanctioned labs
that USA TODAY was able to identify refused to be inter-
viewed but said in emails that the cited violations have
been corrected. Brigham Young officials said their lab’s
security and other violations involved administrative and
paperwork issues, such as simply failing to have language
in their records documenting their procedures. USA TO-
DAY is working to identify the other three labs, whose
names were removed from letters federal lab regulators
released under the Freedom of Information Act.

How significant the security violations are is unclear be-
cause so much of the oversight of labs working with “select
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agents” — the government’s term for potential bioterror
pathogens such as those that cause anthrax, plague and
botulism — is cloaked in secrecy. Lab regulators at the
Centers for Disease Control and Prevention refused to an-
swer questions.

The Federal Select Agent Program, jointly run by the
CDC and the U.S. Department of Agriculture, refused to
release the names of more than 100 labs that have faced
enforcement actions for a wide range of safety violations
since 2003 — even those kicked out of the select agent pro-
gram. The program cites a 2002 bioterrorism law as justi-
fication for redacting lab names from records released to
USA TODAY. The news organization has identified several
of the labs through its reporting.

The lack of public information makes it difficult to gauge
the risks posed by the violations and whether federal in-
spectors are focusing on issues that have a real impact on
improving safety and security, said biosecurity experts and
policymakers.

“It’s so hard to say how this should be interpreted,” said
Gigi Kwik Gronvall of the UPMC Center for Health Secu-
rity, a think-tank, when asked about the suitability assess-
ment violations at the Utah, Hawaii and California labs.
Gronvall said she’s long heard complaints from labs that
inspectors focus on paperwork and minutia, but it’s diffi-
cult to know whether that’s the case.

The bipartisan leaders of the House Energy and Com-
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The University of
Hawaii-Manoa was
called out by
regulators.

An investigator
emerges from a

post office in West
Trenton, N.J., during
the investigation into
the mailing of letters
containing anthrax.

A spreadsheet of enforcement
actions was heavily redacted by
the Federal Select Agent Program
before being released to USA TODAY.
The program is jointly run by the CDC and the
USDA.
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merce Committee, which has held two hearings on lab
safety and oversight in the past year, said they are continu-
ing their investigation to find root causes and solutions to
serious safety incidents at U.S. research facilities. Among
the high-profile blunders was the discovery this spring
that a U.S. Army biodefense lab had been mistakenly ship-
ping hundreds of live anthrax specimens — that it told re-
cipients had been killed — for more than a decade, despite
inspections by federal regulators. The problems continued
undetected despite regulators previously citing the lab in
2007 for failing to properly kill anthrax.

“After repeated, inexcusable blunders with anthrax,
smallpox and other dangerous pathogens, it is clear that
this system is not working,” said committee chairman Rep.
Fred Upton, R-Mich., and Rep. Frank Pallone Jr. of New
Jersey, the committee’s ranking Democrat, in a statement
to USA TODAY.

A CDC inspection report released to USA TODAY by the
California Department of Public Health — the only one of
the three sanctioned labs willing to release any inspection
records — provides a rare glimpse into what lab regulators
examine and cite during their visits. Though some viola-
tions involved potential safety issues, many of the viola-
tions cited at the Richmond, Calif., lab appear to involve
missing language in policy manuals found during paper-
work reviews.

Less emphasis should be placed on the paperwork and
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more on actions that assess and improve safety cultures,
some lab experts said.

“Sure, we need regulations and oversight,” said David
Franz, a former commander of the U.S. Army Medical
Research Institute of Infectious Diseases in Maryland.
“But safety and security are not enhanced by nit-picking
bureaucratic policy manual reviews, arbitrary interpre-
tation of regs and agonizingly slow communication with
the labs.”

Lab regulators at the CDC are in the midst of a 90-day
review of how the agency regulates safety and security at
hundreds of public, private and government labs working
with select agent pathogens. The review was launched in
July in the wake of the USA TODAY Media Network’s on-
going investigation that has revealed government inspec-
tors allowing labs to keep experimenting despite failing to
meet key requirements on inspection after inspection.

Lab regulators at the USDA are doing a similar review of
their part of oversight program. It was launched in June, a
spokeswoman said Thursday.

CDC officials declined to be interviewed or to answer
questions about their enforcement of the enhanced secu-
rity regulations, many of which took effect in April 2013
and require initial and ongoing “suitability” assessments
of lab workers with access to Tier 1 select agents. This
group of pathogens is deemed by the government to pose
the greatest risk of deliberate misuse with the most signifi-
cant potential for mass casualties or devastating economic
effects. It includes the bacteria that cause anthrax, botu-
lism and plague, the Ebola virus and several other agents.

The regulations require a variety of security enhance-
ments, including evaluating unusual behaviors, incidents
or life changes among lab workers in ways that go beyond
FBI background checks. They stem from an executive or-
der signed by President Obama in 2010.

The Federal Select Agent Program cites the anthrax let-
ter attacks in October 2001 — which the FBI says were the
result of a U.S. Army microbiologist — as an example of how
deadly and financially costly the misuse of a pathogen by a
lab “insider” can be. Five people were killed and 17 others
sickened. The contamination caused by the anthrax let-
ters disrupted businesses and closed parts of government,
costing more than $23 million to decontaminate one Sen-
ate office building, according to a guidance document on
the suitability regulations. The Postal Service lost about $2
billion in revenue, and there was up to $3 billion in addi-
tional costs to the Postal Service for decontamination and
getting mail-sanitizing equipment.

Among the ways a lab worker could pose a threat, federal
officials say:

¢ A person with ill intent infiltrates a research facility
under the guise of a researcher to steal, release or divert
dangerous pathogens.

* A person working at the facility is coerced or manipu-
lated into providing access or expertise to people intend-
ing harm.

* A person legitimately working with pathogens who ex-
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periences a “significant life changing event” that prompts
misuse, release or diversion of pathogens.

Letters sent to each of these three labs show that the
CDC threatened to suspend or revoke their authorizations
to work with select agents if they didn’t agree to enter into
a federal performance improvement program. Violations
at each lab included failures related to the enhanced Tier 1
security requirements as well as other problems.

Brigham Young University in Provo, Utah: An Oct. 30
letter from the CDC to BYU officials noted “serious regula-
tory deficiencies” in the areas of security, biosafety and in-
cident response. It said BYU failed to establish procedures
for pre-access and ongoing assessments of suitability for
staff with access to Tier 1 pathogens. Though regulators
said “physical security” of select agent pathogens appears
to be in place, “the near complete failure to establish writ-
ten procedures and provisions to address the require-
ments for possession of Tier 1 select agents resulted in in-
spectors being unable to measure the implementation of
the required security and safety measures.”

Inspectors found that BYU had given staff access to Tier
1 pathogens without conducting pre-access suitability as-
sessments, failed to assess suitability on an ongoing basis
and failed to establish procedures for colleagues to report
incidents or concerns about a peer’s suitability, the letter
says. The CDC, it says, has “significant concerns” about
whether the university can work with select agent patho-
gens “in a manner which does not endanger public health
and safety.”

In emailed answers to USA TODAY’s questions, BYU of-
ficials said the university’s one lab that works with select
agents agreed to be put on a performance improvement
plan, and it halted select agent research until it completed
the plan in in April. The university said the violations not-
ed by the CDC involved paperwork issues: “To clarify, BYU
had taken action to verify the suitability of those accessing
select agents. However, some of our administrative pro-
cesses to document our compliance with the assessment
standards were in need of improvement.”

The CDC letter said BYU “has failed to establish an occu-
pational health program specific to the Tier 1 select agents
used and possessed by the university and enroll individual
with access ... in said program as required.” The university
told USA TODAY, “BYU did not fail to establish an occu-
pational health and safety program.” BYU has such a pro-
gram, it said, but “had simply not referenced this program
in the written biosafety plan.”

BYU, a private institution sponsored by the Church of
Jesus Christ of Latter-day Saints, said it would not release
a copy of the inspection report that prompted the CDC to
send the October 2014 letter threatening its lab’s suspen-
sion or revocation from the select agent program if the
university didn’t go into the performance improvement
program.

Citing “safety and security reasons,” BYU would not an-
swer USA TODAY’s questions about which Tier 1 patho-
gens were involved in the research that was suspended




in the wake of the CDC’s letter. According to information
posted on BYU’s website, the chairman of the university’s
microbiology department lists two Tier 1 agents among his
research interest: Burkholderia pseudomallei, a bacteri-
um that causes a potentially fatal disease called melioido-
sis, and Burkholderia mallei, which causes a disease called
glanders.

“BYU is confident that ongoing work in the [biosafety
level 3] laboratory can be conducted in a safe and compli-
ant way, and the CDC certification of our facility and op-
eration confirms this,” the university said in a statement.

University of Hawaii-Manoa: A May 2014 letter from
the CDC to the university said findings on inspections
had “indicated a serious disregard for these regulatory
requirements resulting in observed compliance depar-
tures in the security, biosafety, incident response, and
training requirements of the select agent regulations.”
Regulators said the university had “serious regulatory
deficiencies” that included failure to implement proce-
dures for pre-access and ongoing suitability assessments
of lab workers with access to Tier 1 pathogens. Though
the university had installed the hardware for a required
intrusion-detection system in Tier 1 pathogen areas, the
university “has failed to render this system operational,”
the CDC wrote.

Regulators expressed concerns about “serious biosafety
departures,” including “misunderstandings” among staff
on the proper use of respiratory protection against expo-
sure to pathogens. Such issues, the letter said, “can result
in increased risk of exposure to infectious agents by entity
personnel that are not properly equipped or do not under-
stand the use of the respiratory protection provided.” The
letter said the CDC “strongly recommends” the university
cease all work with Tier 1 select agents and enter into a
storage-only status until it completed a federal perfor-
mance improvement program.

University officials declined to be interviewed and did
not answer most of USA TODAY’s questions. In an email,
spokesman Daniel Meisenzahl said the university “ful-
filled all requirements of the performance improvement
plan,” and the CDC renewed the university’s registration
in June to allow work with select agent pathogens through
June 2017. “This is an example of government functioning
properly with [CDC’s] continuing vigilance toward con-
stant improvement,” he said.

The university has refused since last year to release re-
cords to USA TODAY about its select agent violations and
enrollment in the PIP. In response to USA TODAY’s open
records appeal to Hawaii’s Office of Information Practic-
es, the university told the information office in January
that it is “proud” of being put on the PIP and that it “has
been an exemplary participant in the Federal Select Agent
Program.”

Hawaii State Sen. Sam Slom, a University of Hawaii alum
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and legislative watchdog over the school, said Wednesday
that although some secrecy may be warranted, “I think we
overuse that as an excuse.” He said he’ll ask tough ques-
tions when the Legislature begins its 2016 session in Janu-
ary and discusses the university’s state funding,

“They look at being under the PIP as a point of honor, as
if they’ve done something right — which is wrong,” said
Slom, the Legislature’s minority leader and lone Repub-
lican. “My point of view is if you have serious regulatory
issues here, particularly that involve public safety, you tell
the university: Here’s your funding request. We'll hold it
until you adequately answer questions.”

California Department of Public Health: A Febru-
ary 2014 letter from the CDC expressed “significant con-
cerns” about the Richmond, Calif., facility’s oversight of
select agent pathogens as observed during an inspection
in December 2013 — as well as about repeated failures to
correct issues identified during inspections going back to
2009. Regulators noted that the lab failed to meet require-
ments for suitability assessments for staff with access to
Tier 1 agents because procedures were “pending approval
from the Human Resources Department” in a process that
inspectors wrote they were told “could take years.”

Regulators noted that lab personnel who were not
approved to have access to select agent pathogens had
“unrestricted card key access,” and some had “master
keys that override the card key access system, allow-
ing them unrestricted access” into areas where select
agent pathogens are used. “This same observation had
been cited in the 2011 and 2012 inspection reports, but
remains uncorrected,” the letter said.

The Health Department lab does diagnostic testing as
well as research that includes working with strains of bac-
teria that produce the toxin that causes botulism. Such
strains are classified as Tier 1 select agents

Other issues cited by the CDC letter included the lab fail-
ing “to meet inventory record keeping requirements over
the course of the last four years,” and failing “to address
safety issues over the last four years,” including a lack of
evidence since 2009 that all biosafety cabinets — used to
protect researchers from exposure to select agent patho-
gens — were certified annually.

The Health Department said in emails that it entered
into a federal performance improvement plan in March
2014 and that the lab was waiting to hear from the CDC
on release from the plan after completing the last require-
ment Aug. 5.

Despite the CDC’s citation, the department said it had
been conducting the required staff suitability assessments
since the regulation took effect in 2013. The department
said the issue involved not having all the assessment
guidelines incorporated into the lab’s security procedure
manuals. The manuals have all since been updated, the de-
partment said.
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Bacillus anthracis is the bacterium that causes anthrax.

White House advisers
call for greater accountability,
safety at biolabs

Alison Young, USA TODAY

Inresponse to high profile incidents at labs working with
dangerous bioterror pathogens, White House science and
security advisers on Thursday issued a series of recom-
mendations to improve safety and set deadlines to ensure
they happen.

The memo and its attachments, which are 187 pages long,
were issued by Lisa Monaco, assistant to the president for
homeland security and counterterrorism, and John Hold-
ren, assistant to the president for science and technology.

“The recommendations highlight several key principles
for the national biosafety and biosecurity system, in-
cluding: Transparency, swift incident reporting and ac-
countability to the public, and material stewardship that
includes strong inventory management and control mea-
sures,” Monaco and Holdren said in a blog posting Thurs-
day afternoon.

The recommendations focus on labs registered to work
with about 65 dangerous “select agent” pathogens that
the government considers to pose potential bioterrorism
threats. They call for, among other things, increased train-
ing to create and strengthen cultures of biosafety and se-

curity; requiring that a qualified entity validate laboratory
protocols used to kill infectious materials and providing
information about incidents to the public “to the maxi-
mum extent feasible.”

Thursday’s memo also calls for determining “the appro-
priate number of high containment U.S. laboratories” that
are needed to do research on select agent pathogens. The
Government Accountability Office, the investigative arm
of Congress, has for years raised concerns in its reports
that the proliferation of labs working with the most dan-
gerous pathogens has increased safety risks to workers
and potentially the public.

After a series of serious incidents with specimens of an-
thrax, smallpox virus and a deadly strain of bird flu at fed-
eral labs during 2014, the White House Office of Science
and Technology Policy sought public comment earlier this
year on the impact of the current approach to regulation of
select agent pathogens, including the program’s benefits,
costs and limitations.

An ongoing USA TODAY Media Network investigation
has since uncovered numerous serious incidents that have
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occurred in biological laboratories in recent years and re-
vealed that pervasive secrecy obscures failures by labs and
regulators to ensure research facilities don’t unduly put
workers and the public at risk. Citing USA TODAY’s re-
porting in its recommendation for greater transparency,
an attachment to the White House memo notes that “per-
ceived opaqueness” surrounding incidents at labs doing
biodefense research has the potential of eroding public
confidence.

Information about select agent research and incidents
should “be shared with the public, to the maximum extent
possible,” said the October report from the federal Fast
Track Action Committee on the Select Agent Regulations,
which is incorporated into the White House memo. While
information about certain work characterizing biologi-
cal threats can’t be released fully for security reasons, the
committee said: “In most cases, withholding this infor-
mation has negligible security value, since the research,
researchers, institutions, and agents involved with (select
agent) research are often published in scientific journals
or can readily be inferred from public materials.”

The Federal Select Agent Program, which is jointly run
by the Centers for Disease Control and Prevention and the
U.S. Department of Agriculture, oversees about 300 labo-
ratories that are registered to work with any of about 65
types of bacteria, viruses and toxins on the government’s
select agent list. Regulated pathogens include those that
cause anthrax, botulism, plague and Ebola.

The USA TODAY investigation has raised questions
about whether lax federal oversight and enforcement
played a role in allowing an Army biodefense lab at the
Dugway Proving Ground in Utah to mistakenly ship live
anthrax for more than a decade. Despite CDC inspectors
referring Dugway for enforcement action in 2007 for
failures to deactivate live anthrax and ignoring tests that
showed the kill process wasn’t fully effective, no fines
were ever levied and inspectors never discovered the
ongoing issue with a different anthrax kill method. The
problem was instead identified in May by a Maryland
biotech company that tested a sample of the supposedly
killed anthrax it had received from Dugway and discov-
ered it could still grow.

The recommendations in the new White House memo
are “positive steps,” said Richard Ebright, a biosafety ex-
pert at Rutgers University in New Jersey who has testi-
fied before Congress on lab safety issues. He said the ma-
jor changes involve creating an entity to validate that the
protocols labs are using to kill pathogens, the addition of
periodic public reporting on select agent incidents and the
effort to determine how many high-containment labs are
really needed to do research on select agent pathogens.
Most of the other changes are minor, “positive but not es-
pecially meaningful,” he said.

“It is disappointing,” Ebright said, “that the document
does not call for the change that many consider most
important: namely, re-assignment of responsibility for
select-agent oversight from the CDC and the USDA to an
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independent federal entity that does not perform and does
not fund select agent work.”

Amesh Adalja, a senior associate at the UPMC Center
for Health Security, a think-tank that studies policy issues
relating to biosecurity, said the most important aspect of
the White House memo is that the recommendations have
deadlines associated with them. “They’re all valid and
good recommendations. But recommendations only go so
farifthey are notimplemented.” Many of the deadlines are
in early 2016.

Scott Becker, executive director of the Association of
Public Health Laboratories, praised the recommendations
and said they incorporated all of the fixes his group of regu-
lated health department labs had pushed for. “The devil is
in the details and we’ve got to keep holding them account-
able in ensuring it actually gets done,” he said. “I can also
say your (USA TODAY) reports have really focused the is-
sue,” Becker said, noting that “no one has paid attention
until we had incidents.”

On Thursday, the CDC separately released results of its
own internal review of how it regulates safety and security
labs that work with select agent pathogens. CDC director
Tom Frieden ordered the review in July as USA TODAY
was about to report on documents showing that CDC’s se-
lect agent inspectors have allowed labs nationwide to keep
experimenting despite failing to meet key requirements
on inspection after inspection - sometimes for years.

The CDC review has resulted in several recommenda-
tions for improving the federal inspection process, includ-
ing a greater emphasis on lab activities that pose the great-
est risks.

“What we’ve done is review the program to ensure the
work done with these agents is done as safely and securely
as possible,” said Stephen Redd, director of CDC’s Office of
Public Health Preparedness and Response. Redd directed
the internal CDC review, which recommends working
with regulated labs to do risk assessments of their work,
finding ways to characterize the relative severity of inspec-
tion findings and prioritizing enforcement actions to focus
on the highest risk violations.

The CDC workgroup also called for increased public re-
lease of information about inspection processes and find-
ings at select agent laboratories. The current recommen-
dation is only for the release of “aggregate information” on
inspection findings — but not information about named,
individual labs. But Redd said that as the content of select
agent inspection reports evolves in response to the other
recommendations, it’s possible more information might
be disclosed to the public. “This is not final, it’s where we’re
starting,” he said.

The timetable in the White House memo calls for the
Federal Select Agent Program to begin an annual public
release of aggregate information on laboratory incidents
by June 2016.

The USDA has said it has been doing its own self-review
of how it oversees select agent labs, and that review is still
underway, the agency said Thursday.




Separately, areportreleased Wednesday by several high-
profile biodefense experts said a “major reassessment”
of the Federal Select Agent Program and its approach to
oversight “is long overdue.” It called on Congress to en-
sure that a systematic and independent review is done by
the National Science Advisory Board for Biosecurity, a
federal advisory committee of outside experts. The report
was issued by the Blue Ribbon Study Panel on Biodefense,
which is co-chaired by former Homeland Security secre-
tary Tom Ridge and former U.S. senator Joe Lieberman,
who chaired the Senate’s homeland security committee
before he left Congress in 2013.

While the select agent program hasbeen “an impediment
to would-be attackers,” the report said the program’s over-
sight “does not fully address underlying issues in patho-
gen safety and security, including how to prevent and deal
with human error, how to ensure standards for safety and
security awareness are met, and how to be more transpar-
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ent within statutory confines about lapses and problems
within the system.” The report also raised concerns about
select agent regulations being overly burdensome and an
impediment to research.

The panel, sponsored by the Hudson Institute and
partially funded by biotech companies, also included
former Health and Human Services secretary Donna
Shalala and former U.S. senator Tom Daschle, whose
office received one of the anthrax-laced letters in the
2001 attacks.

The Government Accountability Office for years has rec-
ommended improvements in federal oversight of labs, in-
cluding the need to establish a single federal entity to over-
see high-containment laboratories. These laboratories
operate at biosafety levels 3 and 4, the two highest safety
levels. Many of the pathogens that need the special safety
controls used in these labs are on the government’s select
agent list, but not all of them.
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Top U.S. lab regulator replaced in wake of incidents with ()
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’ Alison Young, USA TODAY
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e Genters for Disease Control and Prevention has Credit

replaced its longtime director of national lab
regulation in the wake of several high-profile
incidents involving bioterror pathogens and an

(Photo: Gotty Images) internal review that identiied areas of improvement
for the oversight program, USA TODAY has leamed,

The CDC, in a statement Tuesday, deciined to say why it replaced Robbin Weyant on

with purchase of Nespresso Machine

regulates hundreds of U.S. labs working with the organisms that cause anthrax,
plague, Ebola and other deadly diseases that are deemed to pose bioterror risks.

‘The change occurred 18 days after the completion of an internal CDC review of the
national Iab oversight program that was launched after a USA TODAY

NETWORK investigation prompted congressional probes and revezled CDC's
inspectors have allowed Iabs to keep experimenting despite failing to meet key safety
requirements on inspection after inspection, sometimes for years.

Weyant had served as select-agent director since 2006, according to his Linkedin
profile, and he now lsts his current job with GDC as a senior adviser in the agency lab
safety office. Weyant also deciined to comment on the reason for his job change, but
said in an email: “'m extremely excited about the opportunity to contribute to CDC's
new offce dedicated to supporiing laboratory safety.”
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Top U.S. lab regulator
replaced in wake of incidents
with bioterror pathogens

Alison Young, USA TODAY

The Centers for Disease Control and Prevention has re-
placed its longtime director of national lab regulation in
the wake of several high-profile incidents involving bioter-
ror pathogens and an internal review that identified areas
of improvement for the oversight program, USA TODAY
has learned.

The CDC, in a statement Tuesday, declined to say why it
replaced Robbin Weyant on Nov. 9 as director of the agen-
cy’s Division of Select Agents and Toxins, which regulates
hundreds of U.S. labs working with the organisms that
cause anthrax, plague, Ebola and other deadly diseases
that are deemed to pose bioterror risks.

The change occurred 18 days after the completion of an
internal CDC review of the national lab oversight program
that was launched after a USA TODAY NETWORK in-
vestigation prompted congressional probes and revealed
CDC’s inspectors have allowed labs to keep experimenting
despite failing to meet key safety requirements on inspec-
tion after inspection, sometimes for years.

Weyant had served as select-agent director since 2006,
according to his LinkedIn profile, and he now lists his cur-
rent job with CDC as a senior adviser in the agency lab
safety office. Weyant also declined to comment on the rea-
son for his job change, but said in an email: “I'm extremely
excited about the opportunity to contribute to CDC’s new
office dedicated to supporting laboratory safety.”

In a statement, Rep. Fred Upton, R-Mich., chairman
of the House Committee on Energy and Commerce, and
Oversight & Investigations Subcommittee Chairman Tim
Murphy, R-Pa., said: “We’ll be taking a close look at CDC’s

actions and are disappointed the agency did not consult
with the Committee prior to its announcement. Strong
and effective management of the select agent program is
our top priority, and we want to know whether this signals
deeper problems that CDC has not yet disclosed. Our im-
portant work continues.”

Some biosafety experts have complained that the over-
sight of “select agent” labs has focused too much on pa-
perwork reviews and bureaucratic minutiae, rather than
meaningful measures of safety and security. Select agent
is the government’s term for certain viruses, bacteria and
toxins that are subject to regulation because they have the
potential to be used as bioweapons.

“This is a great opportunity for leadership to make much
needed changes in the implementation of the Select Agent
Rules,” David Franz, a former commander of the U.S.
Army Medical Research Institute of Infectious Diseases in
Maryland, said in an email. “With a right approach [CDC
regulators] could minimize the damaging drag that the
creeping bureaucracy has placed on progress within the
enterprise in recent years and actually enhance lab secu-
rity and safety.”

The USA TODAY NETWORK’s ongoing investigation
has raised questions about whether lax oversight and en-
forcement by the CDC played a role in allowing the Army’s
biodefense facility at the Dugway Proving Ground in Utah
to mistakenly ship live anthrax for more than a decade to
dozens of labs in the U.S. and abroad. The lax procedures at
Dugway’s labs were discovered only in May after a private
biotech company happened to test an anthrax specimen
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it received from the Army as part of a project to develop a
new diagnostic test. Despite having a certificate from Dug-
way saying the anthrax had been killed with radiation, the
company found it was alive and capable of growing.

USA TODAY reported in June that the CDC in 2007 re-
ferred the Dugway lab for potential federal enforcement
action for failures to deactivate live anthrax with chemi-
cals and for ignoring tests indicating the kill process was
ineffective. But no fines were levied and, over the years,
CDC’s inspectors apparently never detected that similar
failures continued at Dugway when it used radiation to kill
anthrax research specimens.

The CDC’s report of its internal review of the oversight
program, dated Oct. 22, identified several areas for im-
provement, including the need for regulators to better
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characterize risks on inspection reports, then prioritize
and strengthen enforcement actions for the highest-risk
violations.

The CDC has named Dan Sosin as acting director of its
select-agent division, according to a Nov. 17 email, ob-
tained by USA TODAY, that the agency sent to lab officials.
Sosin previously was deputy director of CDC’s Office of
Public Health Preparedness and Response.

The CDC would not answer any questions about the
change in leadership or whether Sosin’s appointment will
be permanent. The agency, in a statement, would say only
that Weyant is now working “as a senior advisor with our
newly formed Office of the Associate Director for Labora-
tory Science and Safety to add his extensive expertise inlab
safety and security to our ongoing improvement efforts.”
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Senators seek answers in
bioterror laboratory accident

Alison Young, USA TODAY

The Senate’s homeland security com-
mittee, citing reporting by USA TODAY,
wants answers from three federal agen-
cies about their handling of an ongoing
investigation of the risks posed by the re-
cent release of a deadly bioterror bacteria
from alaboratoryin Louisiana, according
to letters sent Wednesday.

Understanding how the bacteria got
out of a high-security lab at the Tulane
National Primate Research Center near
New Orleans is “imperative” because of
the potential bioterrorism threat posed
by the organism, said the letters signed by committee chair-
man Sen. Ron Johnson, R-Wis., and ranking Democratic
Sen. Thomas Carper of Delaware. The letters were sent to
top officials at the Centers for Disease Control and Preven-
tion, the U.S. Department of Agriculture and the Environ-
mental Protection Agency.

The senators note that the Tulane accident follows other
“concerning reports” of incidents at federal labs and as the
country has faced potential threats from infectious diseases
ranging from measles to avian influenza and Ebola.

“These events are reminders as to how vulnerable our na-
tion may be to a serious biological incident,” the letters said.
“Our committee takes seriously our oversight responsibili-
ties in how federal agencies are working to prepare for and
respond to these potential threats to our national security.”
Johnson and Carper could not be reached for comment.

For weeks, federal officials have been investigating how a
deadly, foreign bacterium called Burkholderia pseudomal-
lei got out of a high-security lab on the 500-acre primate
center campus, sickening three monkeys not involved in
any experiments. CDC investigators recently concluded
that the bacteria probably were carried out of the lab on the
clothing of workers using sloppy biosafety practices.

The incident has raised concerns that the bacteria may
have contaminated soil or water in the facility’s large out-
door primate breeding colony of about 5000 rhesus ma-
caque monkeys. The first sign that the bacteria had escaped
Tulane’s biosafety level 3 lab was the identification of two
ill monkeys that were housed in separate outdoor cages.

The Tulane National Primate
Research Center is located on
500 acres in Covington, La.

The bacterium is not found in the United
States, the CDC has said, but is most com-
monly found in soil and water in South-
east Asia and northern Australia. Il
monkeys can shed the bacteria in urine
and feces, officials have said. People and
animals can be sickened by the bacteria
if they come into contact with contami-
nated soil or water.

The CDC has said it is unlikely there is
any threat to the general population, but
the investigation is ongoing,.

Tulane officials have said they don’t be-
lieve the bacteria have ever gotten outdoors and have point-
ed to soil testing coordinated by the U.S. Environmental
Protection Agency that didn’t detect the bacteria. The com-
mittee wants the EPA to explain the “scientific justification
for the soil sampling plan ... particularly as it pertains to the
number of soil samples taken at the site.”

The letter cites USA TODAY’s reporting that found only
39 soil samples were tested — far too few to detect the
elusive bacteria if present. The newspaper reported that
in parts of the world where the bacteria has lived for de-
cades, studies have found it is difficult to detect without
a large number of samples because it forms underground
colonies like invisible ant hills that aren’t evenly distrib-
uted across an area.

The senators also want to know more about the agencies’
efforts to determine whether soil and water conditions near
the lab could support colonization of the bacteria, as well as
the status of plans to monitor wildlife and domestic animals
in the vicinity for signs of exposure. Other questions seek to
examine how the agencies have coordinated their investiga-
tion. The letters set an April 8 deadline for the agencies to
respond.

EPA and USDA officials could not immediately be reached.

“I think that Congress understands how important the
work at Tulane and other institutions is across the country,
but they’ve raised concerns that this work is not being done
safely,” CDC spokesman Tom Skinner said Wednesday eve-
ning. “CDC concurs that this work must be done safely and
we will be responding to the senators’ letter accordingly.”
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Monkeys at risk for bioterror
bacteria put outdoors

Alison Young, USA TODAY

More than 175 monkeys that were potentially exposed
to a bioterror bacteria inside a major Louisiana research
complex were returned to their outdoor cages before offi-
cials knew the deadly pathogen was on the loose from a lab
accident.

The new admission by the Tulane National Primate Re-
search Center, in response to repeated questions from USA
TODAY, raises further questions about contamination of
the environment outside of the massive research campus
north of New Orleans. The bacteria, which is not found in
the United States and can cause severe disease in people
and animals, can live and grow in soil and water.

“Some animals were released from the vet clinic early on,
but the key thing is that all the animals have been traced,”
said Tulane spokesman Michael Strecker. Testing of the
animals is ongoing to determine if they have been exposed
to the bacterium, Burkholderia pseudomallei.

The primate center is next to wetlands, near a river and
neighborhoods and across the street from a school.

If infected, animals that become ill can shed the bacteria
in their urine and feces and the organism can colonize soil
and water, said Jay Gee, a research biologist and expert on
the pathogen at the Centers for Disease Control and Pre-

vention. The colonies can spread to other areas if carried
by water runoff when it rains.

Soil scientists from the U.S. Department of Agriculture
are currently studying the bacteria’s ability to survive in
North America, Gee said Thursday. USDA officials could
not be reached.

The USDA has previously said it is still studying whether
the situation at Tulane’s primate center in Covington, La.,
poses a risk to agriculture. The CDC has said there is no
evidence at this time of a public health threat.

The veterinary clinic on the primate center’s 500-acre
campus north of New Orleans is the current focus of fed-
eral and state investigations as the likely place where five
monkeys were infected or exposed to the bacteria around
November or December. None of the monkeys were in-
volved in experiments with the bacteria - and the patho-
gen should never have been in the clinic or anyplace else
outside the high-security lab where Tulane was doing vac-
cine-development research.

Officials do not know when or how the bacteria got out of
its lab, despite weeks of investigation by the CDC and nu-
merous state and federal environmental, agriculture and
emergency management agencies.
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In response to repeated questions from USA TODAY
since Tuesday about how many animals had passed
through the veterinary hospital during the period of sus-
pected contamination, Strecker replied on Wednesday:
“No animals are being released from the hospital until the
results of testing are known.”

After further questioning, Strecker on Thursday after-
noon said that 177 rhesus macaque monkeys had been
treated and released from the hospital during the period
of concern, which spans from November to February. He
emphasized that all of the animals are being tested to de-
termine if they have been exposed to the bacteria. It was
unclear Thursday evening how many of these 177 monkeys
have test results back yet.

So far, Tulane has sent samples to the CDC from more
than 340 monkeys that either spent time in the veterinary
hospital or that had lived with animals in large outdoor
cages that later tested positive for the bacteria while in the
hospital. Results are back on more than 160 of the samples,
Strecker said, and have identified five monkeys that were
exposed. Three of the monkeys, rhesus macaques, be-
came so ill they were euthanized. Two others are currently
healthy though tests have detected antibodies to the bac-
teria indicating they were exposed.

People and animals exposed to the bacteria can take
one day to several years to show signs of disease. Most
of those exposed by contact with contaminated water
or soil will never show signs of illness, Gee said, but the
bacteria can hide for years in the body. Much is unknown
about which people will be sickened and which won'’t,
though diabetes and cirrhosis of the liver are among con-
ditions that may make a person vulnerable to developing
symptoms.

Burkholderia pseudomallei can cause a wide range of
symptoms, from fever to localized skin infections to dead-
ly pneumonias. For those who develop disease from the
bacteria, the fatality rate can be as high as 50%. Successful
treatment with antibiotics can be long and difficult in se-
vere cases, said Henry Walke, CDC’s branch chief for spe-
cial pathogens.

Pat Brister, president of St. Tammany Parish, where the
lab is located near homes, expressed frustration that she
was learning about the 177 monkeys from USA TODAY
rather than directly from Tulane. “It is unacceptable to
me that I'm hearing this information from you,” she said
Thursday night. “It certainly raises a red flag to me that I'm
not hearing everything from them.”

Strecker said Thursday night that the movement of
animals to the outdoor cages from the hospital is an is-
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sue known to the “Unified Command,” the group of lo-
cal, state and federal agencies working on the investiga-
tion and response. The parish has a representative in the
group, he said.

Brister said the parish is considering holding a public
meeting to help answer the growing number of questions
that local residents are asking about the bacteria and the
investigation.

Meanwhile, as a precaution, other research facilities
across the country are testing animals they have received
recently from the Tulane primate center, which breeds
and supplies macaques for use in projects nationwide. In
December, before the lab breach was known, Tulane sent
a group of Chinese-origin rhesus macaques to an out-of-
state research facility, Strecker said Tulane officials con-
tacted the facility, which he wouldn’t identify, as soon as
they knew there was an issue.

“We have since learned that some of these animals have
been sent on to other institutions,” Strecker said. The CDC
has contacted the other institutions and is helping with
testing. All of the shipped animals tested so far have been
negative for exposure to the bacteria. Tulane did not say
how many animals were shipped.

None of these Chinese-origin macaques were in Tulane’s
veterinary hospital during the period of suspected con-
tamination, Strecker said. These animals are kept in a dif-
ferent area of the outdoor breeding colony from most of
the other monkeys at the facility, which are Indian-origin
rhesus macaques, he said.

In other developments, test results released on Thursday
indicate that a federal investigator was not exposed to the
bacteria while investigating the lab accident at Tulane in
January. The CDC said tests show her level of antibodies
remain the same as they have for several weeks, indicating
her exposure is not new. The inspector has traveled to an
undisclosed part of the world where the bacteria is com-
monly found. The bacteria is mostly found in Southeast
Asia and northern Australia.

Officials with the Louisiana Governor’s Office of Home-
land Security and Emergency Preparedness have asked
for federal help investigating potential soil contamination
around the facility.

Although a limited number of soil and water tests have
not detected the bacteria outdoors, USA TODAY reported
Sunday that studies indicate that too few samples were
taken to detect what can be an elusive bacterium. Tulane
says it believes the soil testing was adequate because sam-
ples were taken in areas where monkeys perch and their
waste falls.
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Senators, health experts
demand action to address
biolab accidents

Alison Young, USA TODAY

Key members of Congress, public health leaders and bi-
osecurity experts demand better oversight and account-
ability for laboratories in the wake of a USA TODAY Net-
work investigation that revealed widespread safety lapses
and pervasive secrecy that obscures failings by research-
ers and regulators.

The investigation uncovered hundreds of lab accidents
and near-miss incidents that occurred in biological labora-
tories working with dangerous pathogens in recent years,
putting scientists and sometimes even the public at risk.
Oversight of labs is fragmented and largely self-policed,
and even when labs commit the most egregious safety
violations, they are allowed to keep operating and their
names are kept secret by federal officials, the investigation
showed.

The “lack of transparency and significant variability in
how safety lapses are reported and reprimanded across
all levels of government is very concerning,” said U.S.
Sen. Ron Johnson, chairman of the Senate Committee on
Homeland Security and Governmental Affairs.

Johnson, R-Wis., said research on high-risk pathogens
is important to protecting public health, but “we need to
ensure agencies are holding labs accountable and shoring
up trust in this program through reasonable transparency
and communication with the public.”

U.S. Sen. Tom Carper of Delaware, the ranking Democrat
on the committee, said high-profile laboratory mishaps in
recent months “underscore the need for our federal gov-
ernment to improve the way it handles select agents and in-
fectious diseases at high-containment research facilities.”

Much of the oversight of labs working with “select agents”
— the government’s term for viruses, bacteria and toxins
that have the potential to be used as bioweapons — is hid-
den from public view, making it difficult to determine the
effectiveness of the inspection and enforcement program.

A scientist
works in a
biosafety
level 3 lab at
the Centers
for Disease
Control and
Prevention.

CbC

Labs that work with other dangerous microbes that aren’t
on the government’s select agent list — such as tuberculo-
sis bacteria and the MERS virus — are largely self-policed
when it comes to biosafety.

More than 100 labs working with select agent patho-
gens have faced enforcement actions since 2003, the USA
TODAY investigation revealed last month. Five labs have
had “multiple referrals” for sanctions, two labs have been
kicked out of the program and five labs have been suspend-
ed from doing any work with these kinds of pathogens.
Regulators with the Federal Select Agent Program refuse
to release the labs’ names, citing a 2002 bioterrorism law
they say requires such secrecy.

Former senator Joe Lieberman, a Connecticut indepen-
dent who chaired the Senate’s homeland security com-
mittee before he left Congress in 2013, said he hopes USA
TODAY’s reporting “spurs interest in the Administration
and among lawmakers to reform a system that is clearly
flawed.” He called for “overhauling” the Federal Select
Agent Program.

Lieberman co-chairs a Blue Ribbon Study Panel on Bio-
defense examining U.S. readiness for bioterrorism and
emerging disease. The panel, sponsored by the Hudson




Institute think-tank and funded in part by biotech compa-
nies, includes former Homeland Security secretary Tom
Ridge and former Health and Human Services secretary
Donna Shalala.

Regulation by the Federal Select Agent Program “does
not fully address underlying issues in pathogen security,
including human error and an inadequate culture of trans-
parency and security awareness,” Lieberman said. Some
aspects of the program are “so burdensome and drawn
out” that they discourage scientists from doing biomedical
and biodefense research.

Lab regulators at the Centers for Disease Control and
Prevention and the U.S. Department of Agriculture,
which jointly run the Federal Select Agent Program, did
not respond to requests for comment on criticisms of the
program.

Since last summer, lab safety has drawn concern from
the public and policymakers in the wake of several high-
profile accidents at federal laboratories. Last year, labs at
the CDC had serious mishaps with anthrax, Ebola virus
and a deadly strain of avian influenza, and forgotten vials
of deadly smallpox virus were discovered in an unauthor-
ized storage room at the National Institutes of Health. In
recent weeks, the Pentagon has scrambled to locate dozens
of live anthrax specimens an Army lab in Utah mistakenly
shipped to labs across the country and abroad for 10 years
that were believed to have been killed with irradiation but
weren’t fully inactivated.

These incidents are just a few of the hundreds that have
occurred in recent years at labs operated by universities,
private defense contractors and government agencies, the
USA TODAY investigation revealed.

“The number of lapses in biosafety that were uncov-
ered is alarming,” said Amesh Adalja, a senior associate
at the UPMC Center for Health Security, a think-tank
that studies policy issues relating to biosecurity, epi-
demics and disasters.

Gregory Koblentz, deputy director of the biodefense
graduate program at George Mason University in Virginia,
expressed similar concern. “The overall scope of what you
uncovered was surprising,” he said. “Another really com-
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Sen. Ron Johnson, R-Wis., left, and Sen. Tom Carper, D-Del.,
have concerns about labs working with dangerous pathogens.

pelling point your series highlighted is how fragmented our
oversight system is on biosafety. ... We really need to have a
nationwide, centralized biosafety oversight system.”

Richard Ebright, a biosafety expert at Rutgers Univer-
sity in New Jersey who has testified before Congress, said
lab oversight by the CDC and USDA is clearly ineffective.
Ebright said both agencies have conflicts of interests as
regulators because they conduct research in their own labs
and their departments fund studies at facilities receiving
inspections.

Koblentz and Adalja noted that in 2009 — in the wake
of another string of lab incidents — a task force of several
federal agencies made numerous recommendations for
improving biosafety. Adalja said, “The degree to which the
task force’s recommendations have or have not been im-
plemented — and if not, why not — merits investigation in
its own right.”

The recommendations of the Trans-Federal Task Force
on Optimizing Biosafety and Biocontainment Oversight
included identifying or establishing a federal agency to co-
ordinate biosafety for all BSL-3 and BSL-4 labs and man-
dating compliance with key biosafety measures, which are
considered to be guidelines. It called for creating a volun-
tary and non-punitive lab incident reporting system to
analyze trends.

Six years later, it appears such recommendations have
not been implemented. The task force was co-chaired by
the US. Department of Health and Human Services and
the USDA. It’s unclear what happened after the recom-
mendations were made or who was responsible for acting
on them.

HHS officials did not answer USA TODAY’s questions,
instead issuing a general statement that the department
“is strongly committed” to ensuring lab safety and security
and that since the 2009 report, “we have and continue to
implement concrete measures to improve the handling of
hazardous microbiological agents and toxins in our labs.”
HHS provided no examples of actions taken to identify a
single federal agency to oversee biosafety, mandate com-
pliance with biosafety guidelines or create a better inci-
dent reporting system.




Former HHS secretary Kathleen Sebelius, who held the
position at the time the task force issued its recommen-
dations, was traveling and unavailable for an interview.
USDA officials involved with the task force were traveling
and unavailable for comment, a spokesperson said.

Officials with the White House Office of Science and
Technology Policy did not respond to requests for com-
ment about the 2009 recommendations, but they noted
otherrecent actions taken to improve safety and assess the
select agent regulations.

Creating a better lab incident reporting system — and
process for disseminating lessons learned — is critical to
reducing lab accidents, several experts said.

“People need to learn from those mistakes, but it’s aw-
fully hard to learn about mistakes that are made and what
can be learned from them if you never hear about them,”
said Eric Blank, senior director of public health systems at
the Association of Public Health Laboratories.

Blank said the United States needs to create a more com-
prehensive biosafety program for laboratories and not
focus only on select agents with an emphasis on security.
He said Canada’s system of lab oversight could serve as a
model.

The lack of transparency about lab incidents, federal
oversight and enforcement actions — and even the where-
abouts of research facilities experimenting with risky
pathogens are other issues that need addressing, some
public health experts and community advocates said.

Of particular concern are high-containment labs that
work with the most dangerous microbes, yet there is no
publicly available list of the facilities and even health de-
partments and the federal government don’t know where
they all are. USA TODAY’s “Biolabs in Your Backyard”
project identified more than 200 biosafety level 3 and 4 1ab
facilities nationwide and disclosed in an online interactive
database information about their research and more than
20,000 pages of their safety records collected lab-by-lab.

USA TODAY’s database of labs is a “good start,” but it’s
not comprehensive and local public health officials need
federal regulators to share information about the labs and
the types of pathogens they work with, said Blank, whose
association’s members include health department labora-
tories that monitor and detect health threats in their com-
munities and respond to outbreaks.

“It’s a challenge, as you noted in the article, to get infor-
mation from the various federal programs. They’re not
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particularly forthcoming, and that’s kind of puzzling,”
Blank said.

“Public health is supposed to be a full partner in home-
land security issues,” said Jeff Levi, executive director of
the Trust for America’s Health, a national non-profit group
that watchdogs public health issues.

Health officials must know about labs and lab incidents
in their communities to be prepared to respond quickly to
assess for any threat to public health, identify those who
may have been exposed and, if needed, assist in arrang-
ing quarantine or ensuring infection control, said Chris
Aldridge, senior director for infectious diseases and in-
formatics at the National Association of County and City
Health Officials.

The mistakes with shipments of live anthrax by the Army’s
Dugway Proving Ground are an example of how local public
health labs and officials become the front-line responders
when incidents happen, Aldridge and Blank noted.

Transparency about labs and incidents needs to extend
to the public, said Scott Yundt, an attorney for Tri-Valley
CAREs, a community-based watchdog group in Liver-
more, Calif,, that has monitored activities at the Lawrence
Livermore National Laboratory since 1983.

“Once these labs are operating, there really is no en-
gagement with the public at all,” Yundt said. He said there
needs to be legislation to require regular disclosures of lab
operations and incidents, similar to weekly public report-
ing required about safety issues at nuclear facilities done
through the independent Defense Nuclear Facilities Safe-
ty Board.

Yundt said the public and policymakers should be able
to readily find out, at least in general terms, the kinds of
pathogens and research underway at each facility. Without
that information, it’s difficult to compare what labs are do-
ing and determine whether efforts are duplicated and tax-
payer money is used efficiently. He said labs’ claims that re-
leasing information poses a terrorism risk are overblown.

Koblentz at George Mason University said the issues
around biosafety have more traction than they have in sev-
eral years.

“I think there is a window of opportunity here to put in
place some much more effective oversight mechanisms,”
he said. “We’ve been lucky that the incidents that hap-
pened last summer and that are ongoing with Dugway, as
far as we know, haven’t involved any infections. This is a
wakeup call.”
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Congressional watchdogs demand names, details of

sanctioned bioterror labs

a Allsen Young, USA TODAY

Bipartisan lsaders of a congressional aversight
commitee, citing a USA TODAY Network
investigation, are demanding federal reguiators
provide the names of research laboratories that have
faced sanctions for safety violations while working
with potential bioterror viruses and bastoria,
according to a letter the committes sent Monday.

USA TODAY's 'Biciabs in Your Backyard" investigaton revealed that mors than 100
labs have faced enforcement actions since 2003 because of serious safety violations
while working with "select agent” pathogens such as anthrax. Yet lab oversightis
i the faderal

maling i difficult cl
inspection and enforcement program.

Even when labs commit the most egregious safety viclations, the investigation found,
they often ars allowed to kesp operating and their names are kept secret by rsquiators.

The on Energy and
‘about labs that have been fined or faced other enforcament actions, including
suspansion or revacation of theirfedaral authorizations to work with "salact agents,”
the gavernment's term for viruses, bacteria and toxins that could be used by terrorists.
ch sets a July 20 deadiine, was sentto the Department of Health and
which handies enfercement actions for lab

The letter, w
Human Services
inspectors at the Gente

The committee, the letter says, is examining the adequacy of federal select agent
oversight*n the waka of racent revalations that an Army Iab in Utah mistakanly sent
five anthrax, instead of kiled specimens, to labs n the U.S. and abroad for 10 years. It
notes that the USA TODAY investigation, published in May, reported that since 2003
the CDC had referred 79 labs for potential enforcement actiens and that more than
$2.4 million in fines were levied against 19 organizations.

The letter is signed by committas chairman Fr

RMich., and ranking

' US. Rep. Tim Murphy, R-Pa.,
chairman of the oversight and investigations subcommitiee, and U.S. Rep. Diana
of Colorado, the subcommittee's ranking Democrat

“Cengress has a responsibilty to the Amarican people to ensure that Iabs doing
research to keep us safe do not, out of Garelessness, endanger us instead,” DeGetie
said Monday aftermoon

Pallons said the committes needs mors information to ndarstand how safety lapses
keep happening. "So far we've been lucky, but that luck may run out if we don't got the
System fixed,” he said. "We're not talking about shipping frozen broccoli here. We're
talking about pathogens that could aven have
broader security threats f they fallino the wrong hands.”

Upton and Murphy were not immediataly avaiiable for comment

Search for body uncovers $220K
in silver bars

Obama: No rosy reports of
progress in lraq, Syria
or:s7

Texas troopers to ask drivers
their race following investigation

Mall attack claimed by Al Qasda
aroup

Russia offers France pup after
police dog kiled

3MONTHS
foR $25



http://www.usatoday.com/story/news/2015/07/06/bioterror-lab-sanctions/29768513/

July 6, 2015

http://www.usatoday.com/story/news/2015/07/06/

bioterror-lab-sanctions/29768513/

At a July 2014 hearing on lab incidents at the Centers for Disease Control
and Prevention, U.S. Rep. Tim Murphy, R-Pa., chairman of the House
Energy and Commerce Committee’s oversight and investigations
subcommittee, holds up a Ziploc bag as an example of how pathogenic
agents were handled at the CDC.

Congressional watchdogs
demand names, details of
sanctioned bioterror labs

Alison Young, USA TODAY

Bipartisan leaders of a congressional oversight commit-
tee, citing a USA TODAY Network investigation, are de-
manding federal regulators provide the names of research
laboratories that have faced sanctions for safety violations
while working with potential bioterror viruses and bacte-
ria, according to a letter the committee sent Monday.

USA TODAY’s “Biolabs in Your Backyard” investigation
revealed that more than 100 labs have faced enforcement
actions since 2003 because of serious safety violations
while working with “select agent” pathogens such as an-
thrax. Yet lab oversight is cloaked in secrecy, making it dif-
ficult to determine the effectiveness of the federal inspec-
tion and enforcement program.

Even when labs commit the most egregious safety vio-
lations, the investigation found, they often are allowed
to keep operating and their names are kept secret by
regulators.

The House Committee on Energy and Commerce leader-
ship wants to know details about labs that have been fined
or faced other enforcement actions, including suspension
or revocation of their federal authorizations to work with
“select agents,” the government’s term for viruses, bacte-
ria and toxins that could be used by terrorists. The letter,
which sets a July 20 deadline, was sent to the Department
of Health and Human Services Inspector General, which
handles enforcement actions for lab inspectors at the Cen-
ters for Disease Control and Prevention.

The committee, the letter says, “is examining the ad-
equacy of federal select agent oversight” in the wake of
recent revelations that an Army lab in Utah mistakenly
sent live anthrax, instead of killed specimens, to labs in the
U.S. and abroad for 10 years. It notes that the USA TODAY
investigation, published in May, reported that since 2003
the CDC had referred 79 labs for potential enforcement
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actions and that more than $2.4 million in fines were lev-
ied against 19 organizations.

The letter is signed by committee chairman Fred Upton,
R-Mich., and ranking Democrat Frank Pallone, D-N.J. It
also is signed by U.S. Rep. Tim Murphy, R- Pa., chairman
of the oversight and investigations subcommittee, and
U.S. Rep. Diana DeGette, of Colorado, the subcommittee’s
ranking Democrat.

“Congress has a responsibility to the American people to
ensure that labs doing research to keep us safe do not, out
of carelessness, endanger us instead,” DeGette said Mon-
day afternoon.

Pallone said the committee needs more information
to understand how safety lapses keep happening. “So far
we’ve been lucky, but that luck may run out if we don’t get
the system fixed,” he said. “We’re not talking about shipping
frozen broccoli here. We're talking about highly danger-
ous pathogens that could harm public health or even have
broader security threats if they fall into the wrong hands.”

Upton and Murphy were not immediately available for
comment.

USA TODAY’s investigation found that some labs have
repeatedly been referred for enforcement actions. Five
labs have had “multiple referrals” for enforcement. Two
labs have been kicked out of the program, and five labs
have been suspended from doing any select agent re-
search, the CDC told the newspaper. Seven labs were cur-
rently in a federal performance improvement program.
But neither the CDC nor the HHS inspector general would
name names — not even for the two labs kicked out of the
select agent program, and they have redacted the names of
labs from documents released under the federal Freedom
of Information Act (FOIA). USA TODAY has filed several
FOIA appeals since October seeking release of the names
of labs that have faced enforcement actions.

In a departure from general secrecy surrounding the
names of sanctioned labs, earlier this year the CDC pub-

USA
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licly announced its suspension of the Tulane National Pri-
mate Research Center — after the center’s accidental re-
lease of a bioterror bacterium became publicly known and
was the subject of news reports. The CDC said it balances
the public’s right to transparency with the risk posed by in-
formation being made available to those who might use it
to threaten public health or security.

The letter the committee sent Monday seeks the names
of labs that have been suspended or kicked out of the Fed-
eral Select Agent Program, which oversees labs working
with potential bioterror pathogens. It also seeks a list of
all labs that have had multiple referrals for enforcement
actions, that have been fined or that are on performance
improvement plans.

Don White, a spokesman for the HHS inspector gener-
al’s office, said the office has received the letter, will give it
careful consideration and take appropriate action. CDC
spokesman Tom Skinner said the agency will provide the
inspector general’s office with whatever information it
needs to respond to the committee’s inquiry.

The Federal Select Agent Program is jointly run by the
CDC and the U.S. Department of Agriculture. Beyond the
labs CDC referred to the HHS inspector general, dozens
more have faced regulatory actions from the USDA, which
takes the lead overseeing select agent labs primarily work-
ing with animal or agricultural pathogens. USA TODAY re-
ported that the USDA says it has conducted 48 investiga-
tions in recent years that have resulted in $116,750 in fines.

The USDA said all of its enforcement records about these
fines are required to be kept secret because of the 2002
bioterrorism law, but released a spreadsheet about the ac-
tions that has most of the information blacked out.

Last week USA TODAY reported on calls for better lab
oversight and transparency from the bipartisan leaders
of the Senate Committee on Homeland Security and Gov-
ernmental Affairs, as well as public health leaders and bi-
osecurity experts.
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After serious lab mishaps,
CDC says it needs 3 years
to release records

Alison Young, USA TODAY

The Centers for Disease Control and Prevention — which
has publicly disclosed three serious laboratory accidents
during the past year involving Ebola, anthrax and a deadly
strain of bird flu — says it will take three more years before
it will release copies of all incident reports for the agency’s
labs in Atlanta and Fort Collins, Colo.

On Jan. 6, in an effort to determine the extent of lab ac-
cidents at the agency, USA TODAY filed a request under
the federal Freedom of Information Act (FOIA) seeking
copies of all incident reports at CDC labs during 2013 and
2014. The CDC granted the request “expedited” process-
ing status because USA TODAY had demonstrated there is
a compelling public need for the information. The agency
initially said it anticipated responding by June 4.

But in a letter sent Friday, the CDC now says it antici-
pates it will take another three years to release its labora-
tory-incident reports. CDC Director Tom Frieden did not
respond to interview requests.

In an emailed statement, the CDC on Tuesday said: “This
request by USA Today likely involves thousands of records,
and there are over a million pages of documents in the
queue ahead of this one. These all need to be carefully re-
viewed for security, confidentiality and other restrictions
and thus the time needed to respond will be significant.”

Two members of Congress who have been investigating
CDC’s lab-safety mishaps expressed concern about the

agency’s expected delay in releasing the records.

“CDC should be transparent, cooperative, and publicly
accountable, and that would include properly responding
to Freedom of Information Act requests in a timely fash-
ion. When it comes to lab safety, there is no room for time
or error lapses again,” said House Energy and Commerce
Committee Chairman Fred Upton, R-Mich., and oversight
subcommittee chairman Tim Murphy, R-Pa,, in a joint
statement Tuesday.

The CDC did not answer USA TODAY’s questions this
week about how many incidents had occurred in its labs
during 2013 and 2014, even though the agency has com-
piled a 14-page summary report with information about
each of them.

On May 26, the CDC sent a letter to USA TODAY offering
to provide a redacted version of the 14-page lab-incident
summary report instead of the full incident reports the
newspaper asked for in January. “If you are amenable to
accepting these records as a final response, please let us
know and we will send these records to you immediately,”
said the letter, signed on behalf of CDC FOIA officer Kath-
erine Norris.

USATODAY did not agree to drop its request for copies of
the actual incident reports and the summary report wasn’t
released. On June 8, the newspaper filed a separate FOIA
request seeking the 14-page summary document. That
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document, despite being offered for immediate release last
month, still has not been released and the CDC on Tuesday
wouldn’t say how many incidents are listed on it.

On May 28, USA TODAY published a series of reports
documenting hundreds of lab incidents at public and pri-
vate research facilities nationwide. The investigation not-
ed that many labs, including the CDC, have fought to keep
records secret about incidents and regulatory actions.

For nearly three years, USA TODAY has been unable to
obtain other records about safety and security issues at
CDC labs in Atlanta. In June 2012 — after receiving leaked
internal agency records — USA TODAY reported that
CDC’s labs in Atlanta had experienced significant failures
of laboratory airflow systems used to contain pathogens,
as well as repeated security lapses in areas where danger-
ous viruses and bacteria are kept. That same month, the
newspaper filed FOIA requests seeking additional records
about the incidents. The agency still hasn’t released any of
the records and has said in correspondence it anticipates it
will take until Dec. 20, 2015 to make the documents public.

In the CDC’s email to USA TODAY on Tuesday about its
anticipated three-year delay in releasing its more recent
lab incident reports, the agency said: “CDC responds to
approximately 1,000 FOIA requests a year and provides
hundreds of thousands of pages of records to requestors.”

Adam Marshall, a legal fellow at the Reporters Commit-
tee for Freedom of the Press, a national non-profit that
advocates for transparency, said the FOIA requires agen-
cies to make a determination on records requests within
20 days and they can take an additional 10 days in certain
unusual circumstances.

USA
TODAY

“I think what’s reasonable is compliance with the law,”
Marshall said Tuesday. “In cases like yours where there
is areally heightened need for the public to have access to
this information, it’s incredibly important that the agency
comply with its statutory obligation. It’s a travesty for the
American public that they aren’t.”

Federal agencies often cite backlogs for delays in pro-
cessing FOIA requests in the time the law requires. The
CDC reports that its average processing time is 153 days
for a “complex” request and 47 days for a “simple” request.
The CDC says it handled “expedited” requests in an aver-
age of 37 days — with 51 days being the “highest number of
days” needed for expedited requests processed during fis-
cal year 2014, according to the agency’s FOIA report.

USA TODAY’s January request for lab-incident reports
and its 2012 requests for airflow- and security-incident re-
cords were all granted expedited processing status by the
agency.

Marshall said there has been an increase in recent years
in federal agencies seeking to keep records or parts of re-
cords secret by citing an increasing number of exemptions
to the FOIA that allow government officials the discretion
to withhold certain types of information, even though se-
crecy isn’t required. “Part of the reason there is so much of
abacklog is so much time is being spent trying to figure out
what is the maximum amount of information we can with-
hold from the public,” Marshall said.

Earlier this month, the House Oversight and Govern-
ment Reform Committee held hearings on the Freedom
of Information Act and delays in agencies releasing public
records.
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CDC lacked key lab
incident reporting policy
despite scrutiny, promises

Alison Young, USA TODAY

Despite several serious, high-profile lab accidents and
promises to Congress of reforms, the Centers for Disease
Control and Prevention didn’t issue a policy until last
week to ensure the agency’s top lab safety official received
reports of mishaps, documents obtained by USA TODAY
show.

The revelation is contrary to what the CDC told USA TO-
DAY for a July 9 article about recent lab accidents at the
agency and whether CDC staff are failing to report “near
miss” incidents. The CDC, in a written statement for that
article, had said it already had a policy in place for central-
ized reporting — a critical component for identifying safe-
ty trends.

But that was not true, according to a copy of the policy
— dated in 2013 — that USA TODAY obtained under the
federal Freedom of Information Act (FOIA) late last week.

The CDC did not issue to its staff a new version of its
policy, which requires reports be sent to the top lab safety
office, until July 20, according to records the CDC provid-

ed to USA TODAY on Monday. The agency said it made a
mistake in the information it previously provided to the
newspaper on July 8. The agency said its updated incident
reporting policy was under development at the time USA
TODAY asked its questions but wasn’t finalized.

“There’s what’s being said, and what’s being done,” said
Sean Kaufman, a biosafety consultant and former CDC
employee, who testified before Congress last summer
about the agency’s lab safety issues.

“A fear of the congressional staff was that CDC was just
going to say they were going to do things to put the fire
out and not really do things. And that appears to really be
what’s happening,” Kaufman said Monday.

While Congress last summer focused on failures at labs
operated by the CDC, an investigations subcommittee of
the House Energy and Commerce Committee will hold
a hearing at 10 a.m. Tuesday to examine the adequacy of
the oversight CDC lab inspectors provide to hundreds of
other research facilities working with potential bioterror




pathogens. The hearing will focus on lax testing and bio-
safety practices that resulted in an Army biodefense facil-
ity mistakenly shipping live anthrax specimens that. as of
Monday. had been located in 192 labs in the USA and seven
foreign countries.

Citing an ongoing USA TODAY investigation of lab safety
nationwide, the subcommittee has said it plans to explore
larger questions about whether regulation of labs work-
ing with “select agent” pathogens needs to be strength-
ened. “Select agent” is the federal government’s term for
65 viruses, bacteria and toxins that have the potential to be
used as bioweapons or that pose severe threats to public
health or agriculture. They include anthrax, Ebola and the
pathogens that cause smallpox, plague, botulism and other
serious diseases.

Oversight and Investigations Subcommittee Chairman
Tim Murphy, R-Pa., said Tuesday’s hearing “is an impor-
tant opportunity for Congress to hold the agencies’ feet to
the fire” and demand a more careful system.

“When it comes to handling select agents, there is no
room for error; however, repeated lapses from federal
agencies have raised serious concerns, both from the com-
mittee and the press,” Murphy said Monday. “This news-
paper in particular has brought to light a number of seri-
ous concerns about the lack of a consistent and thorough
protocol among agencies.”

Since January, the CDC has refused to release toUSA
TODAYcopies of all its lab incident reports for facilities in
Atlanta and Fort Collins, Colo., during 2013 and 2014. The
agency, in response to the newspaper’s FOIA request, has
said it will take until sometime in 2018 to compile and re-
lease the records — even though it has granted the request
“expedited” processing status in recognition of a compel-
ling need for the public to have access to the information.
USA TODAY has appealed the delays as excessive.

USA TODAY filed its FOIA request for a copy of the CDC’s
lab incident reporting policy on July 13 because earlier in the
month the agency had refused to voluntarily provide a copy
of the policy or even say when it was enacted. Before saying it
had a policy that sent all lab incidents to a newly created top
lab safety office, the CDC had given a series of changing an-
swers about whether any single office at the agency collects
and reviews lab incidents to spot emerging safety issues.

Ultimately the policy document, referenced by its for-
mal name in the agency’s July 8 statement to USA TODAY,
turned out to be from 2013 and did not require routing of
incident reports to the top lab safety office — which was
created last year amid congressional scrutiny. Only as the
CDC FOIA Office prepared to send a copy of the existing
2013 policy to the newspaper last week did the agency’s
top lab officials send out a revised policy on July 20.

USA
TODAY

The latest documents obtained byUSA TODAY also show
that the CDC’s acting top lab safety official emphasized ina
memo last week the importance of reporting all incidents
as well as “near misses” that occur in labs. The memo fol-
lows USA TODAY’s reporting earlier in the month that
raised questions about whether CDC staff are reporting all
potential lab mishaps, or only a narrow subset of the most
serious potential exposures to pathogens.

“CDC requires reporting of all incidents; however, the
best safety programs also track ‘near misses’ to fix poten-
tial problems before someone gets hurt,” wrote Stephan
Monroe, the CDC’s acting associate director for laboratory
science and safety, in the July 20 memo. “We encourage
you to evaluate whether otherwise minor incidents meet
the definition of a near miss, and if so, to report them.”

The CDC declined to make Monroe available for an in-
terview. Under the policy documents issued last week, in-
cident reports now eventually go to Monroe’s office. This
top lab safety office was created a year ago by CDC Direc-
tor Tom Frieden to be the agency’s single point of account-
ability on lab safety issues in the wake of serious CDC lab
incidents with anthrax, Ebola and a deadly strain of bird
flu that called into question the agency’s safety culture and
prompted the congressional hearing last summer.

Yet a permanent director for the office still hasn’t been
hired. Monroe is the office’s third interim lab safety direc-
tor; he has held the position since May.

The CDC’s evolving lab incident reporting policy and
failure to find a full-time lab safety director raised ques-
tions among some biosafety experts about whether the
agency had taken meaningful action to address its safety
problems.

“They keep making the same mistakes. It’s incredible,”
said Richard Ebright, a biosafety expert from Rutgers uni-
versity in New Jersey, who also testified at last summer’s
hearing on the CDC’s lab safety issues. “They set up this of-
fice so they could say they were doing something.”

Ebright said the CDC’s July 20 lab incident reporting
policy and a diagram for who decides what should be re-
ported is overly complicated, provides too many layers of
bureaucratic review and appears to be designed to avoid —
rather than encourage — documentation and independent
review of incidents that could prevent future mishaps.

“This is intentionally designed to ensure that nothing or
almost nothing reaches the office,” Ebright said after re-
viewing the documents released to USA TODAY. He said all
potential incidents should be reported directly to the top
lab safety office so a consistent review standard is applied.

“The root cause of all of this is a lack of accountability:
Incidents don’t get reported and consequences don’t oc-
cur,” Ebright said.




USA
TODAY

A GANNETT COMPANY

PRINT: September 16, 2015
Page 1A

ONLINE: September 15, 2015
http://www.usatoday.com/story/news/nation/
2015/09/17 /cdc-hires-top-lab-safety-official-to-
address-string-of-incidents-culture/72299642/

WEDNESDAY

10

$2.00

el USATODAY e
all music ———
TODA fall music B [ = (== =[5 [ [ [ = [ [
09 l sing about BREAKING - Obama, Hollande discuss next steps after Paris attacks
6 IN LIFE
[ ]

A GANNETT COMPANY

CDC hires official to address lab safety
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Alison Young
USATODAY
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CDC hires top lab safety official to address string of

incidents, culture

a Alison Young, USA TODAY

‘announced Tussday that it has hired a permanent
1o offcial to overses laboratory safety at the
‘agency, more than a year after a sting of i

(Photo: essica MeGowsn. Gady high-profie lab incidents with anthrax, Ebola and

es) avian influenza started bacoming publi.

Stephan Monroe, who has been the CDG's acting
‘associate director for Laboratory Science and Safety since May, is being permanently
‘appointed to the position, the agency said

Monroe previausly was deputy director of the GDC's National Center for Emerging and
Zoonatic Infe 5 and has served in a variety of leadership positions during
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CDC hires top lab safety
official to address string
of incidents, culture

Alison Young, USA TODAY

The Centers for Disease Control and Prevention an-
nounced Tuesday that it has hired a permanent top official
to oversee laboratory safety at the agency, more than a year
after a string of its high-profile lab incidents with anthrax,
Ebola and avian influenza started becoming public.

Stephan Monroe, who has been the CDC’s acting as-
sociate director for Laboratory Science and Safety since
May, is being permanently appointed to the position, the
agency said.

Monroe previously was deputy director of the CDC’s Na-
tional Center for Emerging and Zoonotic Infectious Dis-
eases and has served in a variety of leadership positions
during 28 years at the Atlanta-based agency.

In an interview with USA TODAY, Monroe said his top
priorities include looking for patterns in lab safety inci-
dents and identifying best biosafety practices and promot-
ing their use across the agency’s more than 150 labs, which
are primarily located in Atlanta and Fort Collins, Colo.

“What was clear from the previous incidents is that we
were responding to incidents one at a time and not seeing
that there tended to be a pattern,” Monroe said. “Because
of the work that CDC does and the work that goes on in our
laboratories, there will always be some measure of risk.
Our focus is on eliminating risk where we can.”

In recognition that the CDC is not alone in needing to
address lab safety issues, Monroe said he is also partici-
pating in ongoing meetings with laboratory leadership at
other federal agencies, including the National Institutes
of Health and the Food and Drug Administration. Forgot-
ten samples of deadly smallpox virus and other pathogens

were discovered last year in a storage room operated by
the FDA on the NIH campus in Maryland.

Lab safety has been under scrutiny at the CDC and other
federal labs because of several high-profile incidents in the
past year — including an Army lab mistakenly shippinglive
anthrax, instead of killed specimens, to unsuspecting re-
searchers in the USA and abroad for more than a decade.
An ongoing USA TODAY Media Network investigation has
revealed numerous issues at government, university and
private labs across the country and prompted increased
scrutiny by Congress.

In July 2014, CDC Director Tom Frieden announced he
was appointing a top lab safety official — reporting directly
to him — to become a “single point of accountability” and
establish and enforce agency-wide biosafety policies. The
position was needed, Frieden said, to address emerging
concerns that the safety culture was lacking at one of the
world’s premier public health agencies. Since then, the
agency has had three different employees serve as an in-
terim top lab safety official.

“This appointment is long overdue as the situation has
only gotten worse,” said U.S. Rep. Fred Upton, R-Mich.,
chairman of the House Energy and Commerce Com-
mittee, which has held two recent hearings on lab safety
problems at CDC and other agencies. “When dealing with
these dangerous pathogens, there is zero room for error.
We will continue to hold the agency fully accountable and
expect Dr. Monroe to uphold the highest safety standards
moving forward. It is time for the safety lapses to end once
and for all.”
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Monroe, the CDC said in an announcement Tuesday, will
permanently lead laboratory science and safety initiatives
at the agency, which has more than 2,000 scientists work-
ing in its labs.

“Dr. Monroe brings critically important experience to
further strengthen science and safety across all CDC labs,”
Frieden said in a statement. He said Monroe’s “established
leadership experience and groundbreaking scientific re-
search make him an ideal choice to lead CDC’s new Of-
fice of the Associate Director for Laboratory Science and
Safety.”

In order to identify emerging safety patterns at the CDC,
the agency’s scientists and other lab workers need to re-
port all incidents, including near misses that may not have
resulted in an infection or injury. Monroe said he recog-
nizes the challenges he faces in this area. Earlier this year a
group of outside lab safety experts, appointed by the agen-
cy, warned that a significant percentage of CDC staff have
concerns that they or the agency will face negative reper-
cussions as a result of reporting lab incidents.

“It’s not an easy task to change culture,” Monroe said
Tuesday. Monroe said he has held listening sessions with
lab staffand that he hopes his many years workingin CDC’s
labs will help bring credibility to efforts already underway
to encourage reporting incidents and near misses. “People
appreciate that I know what it’s like at the bench,” he said.

USA TODAY previously reported that it wasn’t until July
that the CDC issued a policy to ensure reports of lab inci-
dents reached the top lab safety position that Frieden had
announced a year earlier. The CDC has also said it will take
until sometime in 2018 to compile and release copies of its
lab incident reports for 2013 and 2014, sought since Jan. 6
by USA TODAY under the federal Freedom of Information
Act. The agency has said it is processing the request on an
“expedited” basis.

The CDC does not have a centralized incident reporting
system or database, something that some outside lab safe-
ty experts have said is helpful in documenting mishaps
and monitoring trends across organizations. Incidents at
the CDC are reported through a variety of channels de-
pending on what labs they occur in, whether they result
in a clinic visit, or whether they involve an equipment or
building issue.

Monroe said he’s confident that he’s receiving the infor-
mation he needs to monitor lab safety at the agency and
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identify any emerging trends. But he said information
management is one area where his office will be looking for
best practices in both the public and private sectors. Mon-
roe said he’s cautious about not creating any system that
makes reporting incidents burdensome.

“The kinds of things that have been reported so far have
thankfully been very minor,” Monroe said. He said there
have been no incidents of the types that occurred last
year that potentially exposed workers to anthrax, a deadly
strain of bird flu and the Ebola virus. Nobody was infected
in the incidents.

“Everyone is aware of those incidents because CDC has
been very open and transparent about reporting things,”
Monroe said. “If there were to be another incident com-
parable to those incidents, we as an agency would be very
forthcoming about describing what’s happened.”

CDC’s Freedom of Information Act (FOIA) office has
heavily redacted or completely withheld much of the lab
incident information that’s been sent to Monroe since he
became the agency’s acting lab safety official in May. In an
emailed response Tuesday afternoon to a FOIA request
from USA TODAY that sought copies of all incident re-
ports received by Monroe, the CDC said it had identified
63 pages of records. But the agency withheld in their en-
tirety 10 pages of records and it heavily redacted informa-
tion from another 33 pages. USA TODAY has posted the
redacted records online for public review.

The CDC largely cited rules relating to a 2002 bioterror-
ism law that governs regulation of “select agent” patho-
gens as the reason for withholding the names of infec-
tious agents and other information about incidents, even
in some cases where the subject line of the email specifies
the incident does not involve a select agent. Select agent
is the federal government’s term for certain viruses, bacte-
ria and toxins — such as those that cause anthrax, plague,
Ebola and botulism — that have the potential to be used as
bioweapons.

Incidents where descriptive information wasn’t re-
moved show a mishap involving a broken vial of H5N1
influenza virus that CDC shipped to another undisclosed
facility, a tuberculosis expert who had a test result indicat-
ing potential occupational exposure to the disease, and a
lab worker who was potentially exposed to a non-cholera
vibrio pathogen after getting splashed in the eye while not
wearing protective eyewear.
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FDA hiring top official to
improve lab safety in wake
of smallpox incident

Alison Young, USA TODAY

Laboratories operated by the U.S. Food and Drug Admin-
istration lack key data for tracking safety incidents, fail
to require important training and need to establish more
consistent procedures, according to areport by outside ex-
perts examining federal biolabs in the wake of high-profile
mishaps with deadly pathogens.

The FDA Is addressing the issues by hiring a top safety of-
ficial, improving training and taking several other actions,
said Luciana Borio, the agency’s acting chief scientist. The
FDA’s scientists do research with bacteria and viruses that
cause food-borne illnesses as well as those with potential
tobe used as bioweapons as part of the agency’s work regu-
lating a wide range of products.

“I thought the report was extraordinarily important for
us,” Borio said Wednesday. The agency has a “tremen-
dous commitment” to improving safety and putting new
agency-wide training and specimen inventory programs
in place by next year, she said.

In the summer of 2014 forgotten vials of the virus that
causes smallpox — a deadly disease that has been eradi-
cated globally — and other dangerous pathogens were
discovered in an FDA storage room on the campus of
the National Institutes of Health in Bethesda, Md. The
smallpox virus poses such a significant health threat
that under international agreement only two labs in the
world are allowed to possess any samples of it: The Cen-
ters for Disease Control and Prevention in Atlanta and
another lab in Russia.

In addition, a serious string of lab accidents became
public last year at the CDC, including one that potentially
exposed dozens of that agency’s workers to live anthrax
bacteria, as well as other mishaps with specimens of Ebola
virus and a deadly strain of avian influenza. Meanwhile an
ongoing USA TODAY Media Network investigation has
revealed numerous other serious safety and security in-
cidents at labs nationwide operated by other government
agencies, universities and private companies.

Since last year, a group of outside lab safety experts has
been evaluating biosafety at research facilities operated
by the CDC, NIH and FDA, which are all part of the U.S.
Department of Health and Human Services. The advisers’
report on the FDA’s labs was posted Friday on the agency’s
website without any announcement.

In a separate examination of labs operated by the NIH,
the safety advisers largely offered praise. “The commit-
ment of NIH leadership toward laboratory safety is evi-
dentandisdemonstrated at all levels examined...” said that
report, which was posted online in July, and made several
recommendations, including for the NIH to do more to ask
scientists to consider alternative methods that might fur-
ther reduce risks of their research.

Alfred Johnson, the NIH’s director of research ser-
vices, in an interview Wednesday said NIH was pleased
with the report’s findings and that the agency has already
addressed most of the recommendations. Johnson said
that recent lab incidents have prompted greater discus-
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sion and collaboration among federal agencies on ways
to improve safety.

“Incidents like the ones you mention tend to make peo-
ple refocus,” he said. “We’re all now committed to making
sure we have better safety programs in place.”

In January the safety advisers issued a scathing report on
the CDC’s labs, warning that the agency was “on the way
to losing credibility,” that staff feared reporting accidents
and agency and leadership lacked commitment toward
safety. The CDC last week announced it had hired a per-
manent top official to oversee safety in its labs.

The FDA’s lab safety deficiencies, while not as egregious
as what the federal advisers found at the CDC, further il-
lustrate the need for the country to have a single lab safety
oversight agency, say some experts.

The Government Accountability Office, the investigative
arm of Congress, has repeatedly warned lawmakers since
2007 that there is alack of national standards for operating
high-containment laboratories and that there is no single
federal entity responsible for oversight of these kinds of
labs, which work with some of the world’s most dangerous
viruses, bacteria and toxins.

Richard Ebright, a microbiologist at Rutgers University
who has testified before Congress on lab safety issues, said
“the reports underscore the fact that there are gaps and in-
consistencies in the implementation and enforcement of
federal biosafety guidelines, even in federal agencies.”

Ebright said the findings by the advisory group shows
“the need to replace the spottily implemented and utterly
unenforced current federal biosafety guidelines with uni-
form and enforced biosafety rules.”

The House Energy and Commerce Committee has held
multiple hearings on lab safety problems over the years,
including two since the latest string of troubling lab ac-
cidents became public beginning in 2014. The incidents
have continued this year with the discovery in May that an
Army lab had been mistakenly shipping live anthrax sam-
ples - instead of fully killed specimens -- to unsuspecting
labs for more than a decade.

“There’s no hiding the recent failures of federal agen-
cies to implement appropriate and necessary lab safety
standards involving some of the world’s deadliest patho-
gens,” said U.S. Rep. Fred Upton, R-Mich., the commit-
tee’s chairman.

“These repeated blunders have put lives at risk and jeop-
ardized the country’s bioterrorism response efforts,” Up-
ton said. “The committee will continue its due diligence in
determining how best to stop this reckless trend, and that
includes examining the merits of a single lab oversight
agency. One thing is for certain - the status quo that has
fostered these mishaps is unacceptable.”

The committee’s ranking Democrat, Frank Pallone, Jr.
of New Jersey, added: “We continue to have specific con-
cerns that this important area may lack sufficient and co-
ordinated oversight, and we hope to do additional bipar-
tisan follow-up with the relevant stakeholder agencies
and GAO to determine how to ensure strong and effective
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oversight over these important functions.”

Oversight of biological research labs is fragmented, of-
ten secretive and largely self-policing, USA TODAY has
found. The Federal Select Agent Program - jointly run
by the CDC and the U.S. Department of Agriculture, in-
spects and regulates only a subset of research labs that
work with certain pathogens deemed to pose bioter-
ror threats, such as those that cause anthrax, plague,
botulism and Ebola. But the regulated pathogens don’t
include other dangerous viruses and bacteria - such as
deadly strains of influenza and tuberculosis - that need
to be worked with in high-containment labs equipped
with special safety measures.

Many of the recent lab safety incidents drawing concern
have occurred in labs currently regulated by the Federal
Select Agent Program, raising questions in Congress about
the effectiveness of the program.

At a committee hearing on lab safety in July, Pallone
asked the GAO’s director of healthcare, Marcia Crosse, to
elaborate on her organization’s longstanding recommen-
dation for establishing a single federal entity to oversee lab
safety not just at labs working with “select agent” patho-
gens, but any microbes that require high-containment
safety precautions.

“We continue tobelieve that such an entity -- or some oth-
er mechanism to ensure higher level oversight -- is needed
in the face of the continuing proliferation of high-contain-
ment laboratories and the ongoing failures by agencies to
fix their problems on their own,” Crosse testified.

“We’ve been lucky so far,” Crosse told the committee,
referring to recent lab incidents. “If the types of mistakes
we’ve seen were to occur with a particularly transmissible
pathogen, like certain strains of influenza, not only would
the laboratory workers or their close contacts be at risk, an
epidemic could be triggered with consequences far beyond
what we’ve seen to date.”

The newly released report on FDA’s labs, which is dated
July17, praised how FDA staff responded last year to the dis-
covery of the smallpox vials. “Most importantly, this incident
demonstrated that FDA staff feels empowered to report inci-
dents in spite of their potential negative impact,” the report
said, also commending the FDA’s plans to develop a central-
ized electronic inventory system for its labs.

But the report raised concerns about inconsistencies in
safety approaches across a wide range of labs operated by
multiple, separate divisions within the agency.

“In this environment, (FDA’s divisions) have developed
important aspects of the research safety program inde-
pendently, with some safety programs more fully devel-
oped than others,” the report said.

In one division, the report said, “staff did not seem to
know procedures for whom to call in emergency medi-
cal situations.” Consistent training also was lacking, the
report said, and “it appears that at some sites important
training is not mandatory and that competency assess-
ments (post tests) are not performed.”

Staff working in the FDA’s Center for Biologics Evalua-




tion and Research, which is involved in regulation of prod-
ucts such as blood, tissues, and cellular and gene therapies,
told the reviewers they felt their safety program works. Yet
the report said those working in the agency’s Center for
Food Safety and Applied Nutrition, which is involved with
the safety of the food supply and prevention of microbial
and chemical hazards, “indicated a need for a stronger bio-
safety presence” and more training,

The report said the agency needs to have “concrete data”
on lab accidents and incidents so it knows how many ac-
cidents have occurred in labs operated by each of its divi-
sions and can identify emerging safety problems. It noted
that the NIH has a good system of centralized tracking of
incidents.
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The co-chairs of the advisory group — Joseph Kanabrocki,
associate vice president for research safety at the Univer-
sity of Chicago, and Kenneth Berns, an emeritus professor
from the University of Florida — did not respond to inter-
view requests.

Borio said for the first time in the FDA’s history, the agen-
cy is in the process of consolidating many of its lab opera-
tions onto a large campus in Silver Spring, Md., which will
be helpful in creating more uniform approaches to safety.

The FDA also has created a new high-level Director of
Laboratory Safety and Security to be the agency’s new cen-
tral point of accountability and expects to have the posi-
tion filled in October, she said. A new core curriculum of
lab safety training is also being developed, she said.
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House memo

@ Avison Young, USA TODAY

Despite a recent White House directive calling for
greater public accountability and transparency about
Incidents at labs working with potential bioterror Final Price
pathogens, federal reguiators this week continued to $1.99 EA.
(Photo: USDA) refuse to release ey information about labs that Whe...
have faced sanctions.

‘Skippy Peanut

For the past year, regulators from the Federal Select Agent Program have refused USA
TODAY's requests for the names of more than 100 U.S. labs that have faced -
enforcement actions for serious biosafety violations while working with pathogens such

as those that cause anthrax, botulism, Ebola and the plague.

The lab oversight program is jointly operated by the Genters for Disease Control and
Prevention and the U.S. Department of Agriculture, and public revelations about a
series of high-profile accidents at labs operated by the GG, the U.S. Army and other
federal agencies have drawn international concern and Gongressional scrutiny.

The GDG and USDA this week sent letters to USA TODAY continuing their refusal to
answer most of the news organization's questions about the labs that have the nation's
worst regulatory histories while working with some of the worid's most deadly viruses,
bacteria and toxins.
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“The CDG response makes a mockery of the White House biosecurity memo calling for
‘Transparency, swiftincident reporting and accountabillty to the public,”” said Richard
Ebright, a biosafety expert from Rutgers University in New Jersey who testified before
Congress last year.
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The GDG and USDAsaid in their letters that they recognize the importance of
transparency and public accountabilty. ‘We continue to work to balance protecting
sensitive information that may pose a securlty isk with the public's legitimate interest in G
being informed,” said the CDC's letter, which refused to disclose the names of all but speed chase while eating a bowi
WO of the labs that have faced sanctions. 7 of cereal
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While the CDC said in is letter it was “leading by example” in voluntariy releasing
some information about some incidents at s labs, the agency refused to address S T
whether CDC-operated labs are among those that have faced repeated enforcement during photoshoot

actions for biosafety violations. 0=

‘The CDC this week sent USA TODAY a list of the types of pathogens involved in some
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Despite a recent White House directive
calling for greater public accountabil- -
ity and transparency about incidents
at labs working with potential bioter-
ror pathogens, federal regulators this
week continued to refuse to release
key information about labs that have
faced sanctions.

For the past year, regulators from the
Federal Select Agent Program have refused
USA TODAY’s requests for the names of more
than 100 U.S. labs that have faced enforcement actions for
serious biosafety violations while working with pathogens
such as those that cause anthrax, botulism, Ebola and the
plague.

The lab oversight program is jointly operated by the
Centers for Disease Control and Prevention and the U.S.
Department of Agriculture, and public revelations about
a series of high-profile accidents at labs operated by the
CDC, the U.S. Army and other federal agencies have drawn
international concern and Congressional scrutiny.

The CDC and USDA this week sent letters to USA TO-
DAY continuing their refusal to answer most of the news
organization’s questions about the labs that have the na-

http://www.usatoday.com/story/news/2015/12/03/
secrecy-bioterrorism-lab-sanctions/76722180/

<« Until recently, Beth Willis chaired a citizens
advisory committee on laboratories in
Frederick, Md. One of the nation’s largest
biodefense research campuses is nearby
at the Army’s Fort Detrick.

tion’s worst regulatory histories while

working with some of the world’s most
deadly viruses, bacteria and toxins.

“The CDC response makes a mockery of
the White House biosecurity memo calling for
‘Transparency, swift incident reporting and accountabil-
ity to the public,” ” said Richard Ebright, a biosafety expert
from Rutgers University in New Jersey who testified be-
fore Congress last year.

The CDC and USDAsaid in their letters that they recog-
nize the importance of transparency and public account-
ability. “We continue to work to balance protecting sen-
sitive information that may pose a security risk with the
public’s legitimate interest in being informed,” said the
CDC’s letter, which refused to disclose the names of all but
two of the labs that have faced sanctions.

While the CDC said in its letter it was “leading by exam-
ple” in voluntarily releasing some information about some
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incidents at its labs, the agency refused to address whether
CDC-operated labs are among those that have faced re-
peated enforcement actions for biosafety violations.

The CDC this week sent USA TODAY a list of the types of
pathogens involved in some incidents at its labs. The agen-
cy refused to say which pathogens corresponded with each
of the incidents. The pathogens on the list include anthrax,
monkeypox and a dangerous type of avian influenza. The
CDC acknowledged that an incident involving a missing
flea involved a study involving plague bacteria.

A report from federal science and homeland security ex-
perts attached to the White House memo notes that with-
holding information about “select agent” labs “has negligi-
ble security value” since the labs routinely publicize their
research in scientific journals and their work often is easi-
ly found through other public sources of information, such
as on their own websites. Select agent is the government’s
term for about 65 pathogens that are specially regulated
because of their potential risk of use as bioweapons.

The White House in a statement said the CDC’s letter to
USA TODAY was consistent with previous White House
guidance.

“We place a premium on public transparency, and the
CDClaboratory disclosures set an example,” said the state-
ment Wednesday from the White House’s National Securi-
ty Council. “As the new recommendations are implement-
ed, we urge regulated facilities to be transparent with the
public while also factoring in national security concerns
related to disclosing information about infractions.”

Within the next year, the CDC and USDA said they will
for the first time begin publishing periodic reports with
aggregate information about lab incidents and inspection
findings. Such aggregate reports, the agency notes, are
among the recommendations of a federal advisory group’s
report that is part of the White House memo. The agencies
said they are working with federal labs to develop a poli-
cy that promotes transparency, and they noted that the
White House memo encourages non-federal labs to volun-
tarily be transparent with the public.

Citizen lab safety advocate Beth Willis said labs have
little incentive to voluntarily release information about
incidents. Willis said the public has a right to know more
than just anonymous statistics, including whether public,
private or academic labs operating near them have had
serious lab safety violations or have faced sanctions. She
noted that the nuclear industry is required to publicly
disclose details of incidents at individual facilities. The
Nuclear Regulatory Commission posts “event notification
reports” on its website that include the names of the facili-
ties where they occurred.

“It’s a community rights issue,” said Willis, who until last
summer chaired a citizen lab advisory panel in Frederick,
Md., where one of the nation’s largest biodefense research
campuses is located at the Army’s Fort Detrick. The lack of
information has the potential to erode public confidence,
she said, and makes it difficult to have a fact-based conver-
sation about risks, lab oversight and compliance.

USA
TODAY

“The CDC as a regulator is not going to say anything un-
less the law is changed,” Willis said. “It also seems to me
that they’re generally saying as little as they feel they can
get away with.”

A USA TODAY Network investigation has uncovered nu-
merous serious incidents in public and private biological
laboratories and revealed that pervasive secrecy obscures
failures both by labs and regulators. Despite the secrecy
and denials of access under the federal Freedom of Infor-
mation Act, reporters have identified several major labs
that have faced sanctions and enforcement actions in re-
cent years, including those operated by Kansas State Uni-
versity, the University of Hawaii at Manoa, the California
Department of Public Health, Brigham Young University,
Northern Arizona University and the Louisiana State Uni-
versity AgCenter.

While the CDC and USDA continued this week to refuse
to release the names of most of the labs that have faced
regulatory actions, the CDC agreed for the first time in 11
months to answer USA TODAY’s questions about what labs
had been kicked out of the Federal Select Agent Program.
The two labs, the CDC said in its letter, were operated by
the state health departments in Florida and Colorado.

Scott Becker, executive director of the Association of
Public Health Laboratories, said the limited information
CDC released this week to USA TODAY “is a good first
step.” Even though the two named labs are members of his
organization, Becker said: “I think it’s perfectly fine that
these are disclosed because now we might be able to ask
those individual labs what happened and what needs to be
avoided by others as alesson learned.”

Becker said it is critical for state health officials — who
are responsible for responding to serious lab accidents —
to know about lab safety issues in their communities.

The CDC said it revoked the select agent registration
of the Florida Department of Health’s lab in Pensacola
in March 2012 “due to inadequate progress” on a perfor-
mance improvement plan (PIP) and insufficient adminis-
trative oversight to ensure compliance with regulations,
the CDC’s letter said.

Florida Department of Health spokesperson Mara Gam-
bineri said the CDC put the seven-employee lab on a PIP
because of a “discrepancy in inventory.” Given the “cum-
bersome protocols” required by regulators, she said, the
department decided the small lab would no longer work
with select agents and its registration was revoked. Three
other Florida Department of Health labs remain autho-
rized to work with select agents, she said.

The CDC said it revoked the select agent registration of a
lab run by the Colorado Department of Public Health and
Environment in 2010 because the department “no longer
owned the laboratory.” Larry Wolk, the department’s ex-
ecutive director, said the revocation involved a former lab
in Grand Junction, Colo., and occurred after its operations
were consolidated into a Denver lab, which remains regis-
tered to work with select agents.

The White House’s Oct. 29 memo to federal agencies




called for a wide range of actions to improve biosafety at
laboratories working with select agent pathogens. The top
two areas for action highlighted in the memo involved im-
proved transparency and accountability to the public. The
memo and its attachments are 187 pages long.

Citing a USA TODAY NETWORK investigation last
May in its recommendation for greater transparency, an
attachment to the White House memo noted that “per-
ceived opaqueness” surrounding incidents at labs doing
biodefense research has the potential of eroding public
confidence.

On Nov. 3, USA TODAY sent letters — citing the White
House memo and setting a Nov. 30 deadline — to CDC
Director Tom Frieden and Secretary of Agriculture Tom
Vilsack seeking information that both agencies had previ-
ously refused to release voluntarily as well as under formal
requests under the federal Freedom of Information Act.

USA TODAY’s letters sought among other things the
names of labs that have faced various sanctions, includ-
ing those repeatedly referred for enforcement actions, and
those that have been fined or had their permits to work
with select agent pathogens suspended or revoked. USA
TODAY also asked the CDC to release details it had pre-
viously kept secret about certain incidents inside its own
labs in Atlanta and Fort Collins, Colo.

Much of the information USA TODAY has been seeking
was requested in July by the bi-partisan leadership of the
House Energy and Commerce Committee, which has been
investigating lab safety and oversight issues. The commit-
tee members cited the USA TODAY Network’s investiga-
tion in their letter to the CDC asking for the names of labs
that had faced sanctions.

The CDC provided answers to the committee’s questions
last summer, including the names of labs that have faced
regulatory actions. But so far, the committee has not made
the information public. In response to a Freedom of Infor-
mation Act request, CDC released to USA TODAY what it
sent to the committee with the labs’ names removed.

In response to USA TODAY’s request for an unredacted
copy of the CDC’s correspondence with the committee
and the names of the sanctioned labs, staff for the com-
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mittee’s Republican leaders issued a statement saying the
committee was not able to release it at this time because
of security concerns, but did not specify what they were. A
spokeswoman for the committee’s Democratic leadership
said more time is needed to evaluate concerns from the
CDC and security agencies about releasing the informa-
tion. “We hope to work with the Majority in the coming
days and weeks to do so,” said the spokeswoman, Christine
Brennan.

It’s unclear what security threat could be posed by the
release of the lab names contained in the CDC’s response
to the committee. The redacted documents describe viola-
tions only in vague terms.

Meanwhile, many of the troubled labs listed in the docu-
ment likely are operated by federal agencies. According
to a briefing memo prepared by the committee’s staff for
a hearing last summer, federal laboratories working with
bioterror pathogens are “the leading offenders” and re-
peatedly have been referred for sanctions because of seri-
ous safety violations. Yet, regulators largely have respond-
ed with violation letters to get them to fix problems.

The CDC and USDA say a 2002 bioterrorism law bars
them from releasing information about select agent labs
under the federal Freedom of Information Act. Lawyers
for USATODAY have argued that the agencies have viewed
specific restrictions in the bioterrorism law too broadly.

Meanwhile the CDC occasionally has released informa-
tion about select agent incidents and enforcement actions
atitslabsandalso atlabsit regulates. Earlier this year, after
USA TODAY and local news organizations reported on a
release of deadly bacteria from alab at the Tulane National
Primate Research Center, the CDC issued a statement dis-
closing the findings of regulators’ investigation and noted
the Tulane lab had been suspended from the select agent
program. In its letter to USA TODAY this week, CDC said
it follows a “standard practice” and it publicly released in-
formation about Tulane “only after local authorities and
the regulated entity held a press conference to publicly
disclose the incident.”

The CDC did not respond to requests this week for fur-
ther explanation of the policy.
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