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Two new TB vaccines 
to enter clinical trials 
in near future
In both, oft-maligned BCG plays critical part 

For the first time in 80 years, two new TB vac-
cines are about to enter human trials. The
American-made candidate, which uses a form 

of BCG engineered to produce extra quantities of a
king-sized protein to spark cellular immunity, is being
developed by the Rockville, MD-based Sequella
Tuberculosis Foundation and is due to begin Phase 
I trials this summer. 

Across the Atlantic, the British contender also uses
BCG, but only to “prime” the immune system before
“boosting” it with a second vaccine consisting of atten-
uated smallpox that has been genetically tweaked to
make it produce the same big protein. Developers of
the British two-step vaccine are recruiting human sub-
jects for an early-stage trial in England. 

The fact that both vaccine candidates use BCG is
probably more than just coincidence, say TB experts.
But what’s really important is not whether the old TB
vaccine proves the key to a better one, but rather that
the first round of vaccine candidates has finally grad-
uated from preclinical development.

“This is what we hope will be the first of many TB
vaccine candidates,” says Larry Geiter, PhD, MPH,
consultant for the Sequella Tuberculosis Foundation.
“We have three more vaccine candidates on the run-
way, and we hope to have our second in trials by the
end of the year. We also hope to keep putting one or
two into the development process every year.” Among
Sequella’s other starters are a TB auxotroph, designed
to shut down after an initial period of replication, and 
a DNA vaccine that incorporates a heat-shock protein.

If all goes well, Sequella will conduct early trials in
partnership with the National Institutes of Health, he
adds.

Geiter’s counterpart in England likewise hails the
new phase. “In the TB vaccine world, this is something
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we’ve not seen since BCG,” says Helen McShane,
MD, a Wellcome Clinical Scientist Fellow at the
Nuffield Department of Clinical Medicine at
Oxford University. “Now the task is to begin look-
ing at all the promising candidates and see which
works best.” 

A big cargo and a good carrier 

How BCG — long spurned by American TB
controllers for the way it muddles the skin test —
wound up with starring roles in each of the new
contenders makes for an interesting tale. 

On this side of the ocean, the story started
years ago, in the laboratory of Marcus Horwitz,
PhD, a professor in the department of microbiol-
ogy, immunology, and molecular genetics at the
University of California in Los Angeles (UCLA). 

Horwitz was tinkering with subunit vaccines,
built not from live or killed forms of an entire
microorganism but from small, protein-based
pieces of TB. Presented alone, the protein pieces
got little immune response. They performed
much better when teamed with an adjuvant, a
substance designed to perk up immune response.
But despite the high hopes Horwitz’s subunit
approach generated in the TB vaccine commu-
nity, it ultimately failed to deliver the requisite
immune-system punch. 

At length, Horwitz decided to try live vectors
as delivery systems, settling after some experi-
mentation on BCG. Its advantages were numer-
ous: As a live organism, it could replicate inside
the host, ensuring that whatever freight it carried
would get good play. At the same time, it was
widely used (except, of course, in the United
States) and commonly believed to be safe. 

For the cargo for his new vector, Horwitz
decided to use the “B” version of Antigen 85, a
complex of three look-alike proteins (dubbed A,
B, and C) that are manufactured in lavish abun-
dance by TB microbes. 

Again, Horwitz had compelling reasons for 
his choice. At a whopping 30 kd in size, Antigen
85 is an 800-pound gorilla among proteins. Plus,
because it’s a key ingredient in the construction
of cell walls, TB bugs churn out loads of the stuff.
Horwitz (as well as many other TB researchers)
came to believe that something so big and so
abundant must be capable of getting the full
attention of the immune system.

Teaming the big protein with the old TB vac-
cine made sense for other reasons, too. For one
thing, regular BCG already secretes Antigen 85,
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and in such a way that the BCG version is tai-
lored almost exactly the same as the version
designed by M. tuberculosis. Altering BCG to
make it churn out even more Antigen 85, it fol-
lows, ought to induce a brisk immune response,
resulting in a rich store of memory T-cells ready
for battle against actual TB bugs. So far, data from
Horwitz’s animal studies show that’s what is
happening. 

When trials begin next summer, Sequella will pit
the Horwitz version of BCG against regular BCG.
Investigators will also compare the effects of BCG
given at birth alone with BCG given at birth and
then followed by a dose of Horwitz-styled BCG
administered during early adolescence. 

Brits use a one-two punch 

Back in England, BCG’s path to center stage
occurred via events that are slightly less convo-
luted. There, researchers headed by Professor
Adrian V.S. Hill, chief of Oxford’s Cellular
Immunology and Vaccine Development Group,
had noticed that smallpox viruses are able to
boost previously primed immune responses. “We
don’t know what it is about pox viruses that
make them good at this, but we know they do it.
We’ve seen this in work from other fields, includ-
ing malaria and HIV vaccine research,” says
McShane. That work has already entered Phase 
I trials, she adds. 

Even though the malaria and HIV work had
harnessed the pox viruses to DNA vaccines to
effect the one-two punch, McShane and Hill
decided to team a pox vaccine with BCG. For one
thing, they reasoned, BCG is not likely to disap-
pear soon from global TB control practices,
McShane says. “Most people agree that although
BCG is far from adequate, it does afford limited
protection, especially to children, so we’re a long
way from stopping BCG immunization,” she
says. That made the old vaccine a logical plat-
form from which to try launching a better one. 

To direct the boosting to its proper target,
McShane engineered her attenuated smallpox
virus to secrete Antigen 85. So far, animal data
(including results from tests in mice, guinea pigs,
and primates) say the two-step strategy gives
protection either equal to or better than BCG,
depending mostly on what McShane says is the
timing of the two vaccine doses. 

BCG, named for French researchers Albert
Calmette and Camille Guerin, was first used in
1921; since then, over three billion doses have

been administered worldwide. Only modestly
(and inconsistently) effective, BCG works best at
protecting infants and young children from dis-
seminated, often deadly forms of the TB. 

From a vaccine developer’s point of view,
using BCG makes sense in many ways, says Ann
Ginsberg, MD, PhD, chief of the Respiratory
Diseases Branch at the National Institutes of
Health in Bethesda, MD. Since the vaccine does
give limited protection, investigators doing
human trials could hardly withhold it in coun-
tries where it’s already given. 

“Since any new strategy must work against 
a background of BCG vaccination, taking advan-
tage of BCG’s good properties makes some
sense,” she explains. In other words, big-scale
human trials in the developing world are pretty
much stuck with BCG, so why not make the best
of it? 

Possibly, adds Geiter, American bias against
BCG has actually kept researchers from taking
what in retrospect seems a perfectly reasonable
step. “This is purely my personal belief, but I
sometimes think the TB community may have
shot itself in the foot a bit here,” he says. Just
look at the omnipresent lists describing what 
a new TB vaccine should look like, he says.
“Everyone has one of these laundry lists of
essential vaccine qualities tucked away in a file
cabinet. The problem may be the way the lists 
all equate essential qualities — like ‘safe’ and
‘effective’ — with qualities that maybe would 
be nice, but which are hardly essential, like
‘doesn’t mess up the skin test.” 

Maybe, he adds, if those lists had read a bit dif-
ferently and researchers had been thinking a bit
more openly, today’s two new candidates would
have emerged even sooner.   ■

Terror by mail brings 
hassles for TB world
Still, Cipro provides good ‘collateral damage’

Anthrax-tainted mail and other bioterrorism
woes have spelled a mix of good news and

bad news for TB control programs across the
nation.

On the plus side, the decision to put thousands
of postal workers and others on ciprofloxacin to
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prevent development of anthrax disease may
prove an unintended bonus for Cipro-takers
latently infected with TB, says John Sbarbaro,
MD, professor of medicine at the University of
Colorado Health Sciences Center in Denver. 

The reason? As a second-line anti-TB drug,
ciprofloxacin attacks any active TB microbes that
get in its way, Sbarbaro points out. “On the one
hand, we know Cipro doesn’t kill as well in
active TB as isoniazid, and it probably doesn’t kill
as quickly as rifampin,” he says. “Even so, it’s
definitely bacteriocidal.” 

Plus, giving even just two months of the drug
almost certainly counts as partial TB prophylaxis,
Sbarbaro says. “You’re dealing with a population
of sleeping bugs,” he points out. “If they don’t
wake up, they’re not multiplying; and if they do
wake up, you’re [using the Cipro] to kill them. So
you’re reducing the bacillary load, which means
you’re reducing the risk for reactivation.” 

Tack on another month of preventive therapy
here and there, and you’ve finished the job, he
adds. “Now that,” Sbarbaro adds gleefully, “is
what I call some good collateral damage against
a terrorist.” 

On the downside, none of the avalanche of
new money headed for the Centers for Disease
Control and Prevention in Atlanta in fiscal year
2002 seems likely to wind up in TB controllers’
coffers, most observers have concluded. 

“The general feeling in the TB community 
is that we’re not going to see any of it,” says
Walter Page, executive director of the Atlanta-
based National TB Controllers’ Association. 
“It looks as if the entire focus is going to be on
bioterrorism.” 

By the end of last month, the Senate had
approved a package of $4.4 billion for the CDC,
with the House approving a package amounting
to $75 million less than the Senate version. The
Senate package includes $250 million for con-
struction and $181.9 million for CDC-related
“bioterrorism readiness.” The Senate also was
scheduled to consider supplemental funds
amounting to another $1 billion. 

Some staff cutbacks, but no lab problems 

One area where bioterrorism made itself felt
was in staffing. “It seems everyone’s lost at least 
a few people [to combating bioterrorism],” says
Page. And in public-health departments across
the land, phones were ringing almost constantly
with inquiries from worried citizens. 

At the CDC’s Division for TB Elimination, 10
staff members had been detailed to bioterrorism,
with three more poised for recruitment and
another three to five on emergency standby,
according to John Seggerson, associate director
for external relations. The CDC staff diversions —
mostly from the surveillance and epidemiology
branch — have not yet hindered effective TB con-
trol, says Seggerson. “Luckily, we haven’t had
any requests [from the states] for help with out-
breaks,” he adds. 

On another front, despite rumors of TB labo-
ratories being inundated with anthrax samples,
it seemed to be business as usual in most state
TB labs. An upcoming TB vaccine clinical trial
did hit a bump at St. Louis University, where
Sequella Foundation had been counting on the
school’s vaccines and therapeutics evaluation
unit to supply subjects for safety trials; instead,
the school’s vaccine unit got diverted to bioter-
rorism research.

Instead of anthrax or smallpox, what had many
state TB controllers fretting last month was state-
inflicted budget cuts. In South Carolina, for exam-
ple, state lawmakers finished enacting the third in
a series of cutbacks to the state public health pro-
gram. “Things are really, really hard right now,”
says Carol Pozsik, RN, MPH, head of TB control
in the state. “We’re about to encounter some real
trouble with our staffing.” It’s not so much that
TB nurses are leaving or not being replaced,
Pozsik says, but that they’re having to pick up
extra workloads from other programs that are
short-staffed. 

TB troubles mount in Afghanistan 

The war on terror may not be seriously dis-
rupting TB control programs here in the U.S., but
that’s not the case in Afghanistan, according to
an article in the Oct. 27 edition of The Lancet.
With already-huge refugee populations swollen
further by American air strikes and overseas aid
organizations struggling to keep TB programs
functioning, the TB situation is expected to go
from bad to worse, say experts at STOP-TB, a
coalition of 120 organizations based at the World
Health Organization (WHO). 

Before the war began, TB caused 70,000 to
80,000 new infections each year in Afghanistan,
as well as 16,000 deaths a year, according to the
STOP-TB figures. Though Afghanistan has for-
mally adopted directly observed therapy, short-
course (DOTS), the WHO’s preferred TB control
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strategy, only 70% of Afghan patients have access
to DOTS. In the country’s 30 TB treatment cen-
ters, drug supplies are often irregular, and per-
sonnel are frequently poorly trained. It would
take between $11 million and $25 million to
expand DOTS in the country, say STOP-TB
spokesmen.  ■

Quantiferon will sell 
for $10 a dose: Maker 
Marketing will target jails, other big-scale users

Makers of the new, one-step blood test for
detecting latent TB infection are about to

start marketing their product to potential U.S.
users at $10 a test. 

They’ll market Quantiferon —- which won
approval from a panel of the U.S. Food and Drug
Administration (FDA) last October — as a
straightforward alternative to the tuberculin skin
test (TST), says Jim Rothel, PhD, chief scientific
officer for Cellestis, Ltd., the Melbourne, Australia-
based firm that makes the product. 

CDC suggests using test as ‘adjunct’ to TST

That plan sounded somewhat at odds with
comments from at least one FDA spokeswoman,
who told TB Monitor she hoped the Centers for
Disease Control and Prevention, not Cellestis,
would work out procedural kinks before the
product hit U.S. shelves. The CDC, for its part,
suggested using the test primarily as an “adjunct”
to the TST. 

Rothel says none of that troubles him. “Well,
the FDA asked the panel [that was considering
Quantiferon] whether the test was to be consid-
ered as only an adjunct to the TST,” he says, “and
the panel replied essentially, ‘Why would you
want to do that?’ Of course we want to keep
working with the CDC. But we definitely see this
test not as an adjunct, but as a straightforward
alternative to the TST.” 

Marketing would have started already had not
the events of Sept. 11 stalled a visa application.
Soon, Rothel adds, the company’s American sales
representative should be set up in his California
office. 

In accordance with FDA directives, Cellestis
plans to go ahead with trials of Quantiferon in
the two groups for whom the regulatory agency
didn’t grant approval for use: children and HIV-
positive people. 

Quantiferon’s U.S. price will run about $10 a
test, says Rothel — or, put another way, $440 for
a kit that tests 44 people. When the cost for labor
is factored in, that’s roughly equal to the cost of
administering a TST and then returning to read
it, he adds.

At least one TB expert says he’s considering
switching to Quantiferon. The $10 price tag
“starts to look competitive once you factor in the
time it takes to send someone out to read the
TST,” says Jim McAuley, MD, MPH, the medi-
cal director of Cermak Health Services at the
Cook County jail in Chicago. “Not only that, my
pharmacy director just informed me that our
price for Tubersol is about to go up from $2 a
dose to $6 or $7.”

Quantiferon’s logistical advantages are also
appealing, McAuley says. As it stands, Cermak
places approximately 100,000 skin tests each year,
but jail TB nurses manage to read only 25% to
30% of them, he notes. Because it’s a one-step
blood test, Quantiferon doesn’t require going
back for a return visit.

McAuley is an example of exactly the sort of
person Rothel plans to target. “We’re looking at
anyone who works in public health where skin
testing is done on a large scale, including jails,
immigration centers, and that sort of situation,”
he says. 

Next generation of test already in the works

Meanwhile, Rothel says Cellestis is continuing
work on an improved version of Quantiferon that
might hit the shelves in three years or so. The new
version would do a better job of distinguishing
subjects who are merely BCG-vaccinated from
those who are latently infected with TB, even
though CDC trials show Quantiferon already out-
performs the TST at that task, Rothel notes. 

The next-generation test will work by incorpo-
rating recombinant proteins present in TB but
absent in BCG, he says. “These are basically pieces
of the genome which were deleted when they
attenuated M. bovis to make BCG,” he explains.
“ESAT-6 is the main one you’ve probably heard
of.” 

For now, Cermak’s McAuley says his real
challenge will be to figure out how to persuade
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his labor force to accept the new technology.
“It’s always painful when you introduce new
technology,” he says. Not that using Quantiferon
is that hard, he adds: “I’m not a lab guy, and
even I can do an ELISA,” the basis for the assay,
he says. “It’s just that change always comes
hard.” 

McAuley adds that one thing he’s not worried
about is whether the test works. “I read the JAMA
article [detailing results of the CDC trials], and I
listened closely to the FDA testimony, and I’m
convinced it’s a good test,” he says.1

Reference 

1. Mazurek GH, LoBue PA, Daley CL, et al. Comparison
of whole-blood interferon assay with tuberculin skin testing
for detecting latent Mycobacterium tuberculosis infection.
JAMA 2001; 286:1740-1747.  ■

Report: TB drug market
mostly in private hands
Though not huge, size should draw interest

An exhaustive new report on the size of the
world market for TB drugs turns some long-

held assumptions on their heads. According to a
report released last month by the Global Alliance
for TB Drug Development, the current market
size for TB drugs is a respectable $450 million, in
contrast to long-held drug-industry suppositions
that its size was only about $150 million. 

More surprising, perhaps, is the finding that
67% of the market resides in the private sector,
with fully half of that private market found in
poor countries where high rates of TB are
endemic. 

“I suppose that was the greatest surprise for us
— to find out that the private market was so big
and to see how much of that private market is
found in developing countries,” says Giorgio
Roscigno, the former drug company executive
who until recently served as head of the Alliance.
“When you look at some of these numbers, from
a marketing standpoint it’s truly amazing.” 

For example, private-sector sales in India alone
amount to about $100 million a year, the report
found. 

A new class of drug that could trim length of

treatment to less than two months could grab a
slice of that market worth $325 million, the report
concludes. 

Given that hypothetical new drug, rich coun-
tries like the United States could realize impres-
sive cost savings, says Roscigno — not in drug
costs, which equal just $800 of the $25,000 annual
per-case treatment cost, but in associated costs for
services, such as hospitalization and clinic costs. 

U.S. could save a bundle in services

Counting those service costs, the United
States spends at least $182 million per year treat-
ing TB, says Doris Rouse, PhD, director of tech-
nology applications center at the Research
Triangle Institute (RTI) in North Carolina and
chairwoman of the international committee that
wrote the report. “Depending on how much
treatment for latent TB infection you factor into
the picture, total annual costs for treating TB
could be said to run as high as $447 million in
this country,” adds Rouse. “So you see that
reducing the length of treatment by two-thirds
could reduce that cost substantially.” 

If TB cases continue to increase at the present
rate, the world market for TB drugs will reach
$700 million by 2010, the report says. “What
we’re talking about here isn’t a huge market,”
concedes Roscigno. “Also, it is a fragmented mar-
ket. But its size should certainly be of interest to
small and medium-size companies. By taking a
partnership approach to drug development, it
will also be possible to spread the costs and risks
of development more evenly.” 

The current bitter dispute over intellectual
property rights for new AIDS drugs shouldn’t
dampen any enthusiasm spurred by the Global
Alliance report, Roscigno and Rouse both con-
tend. For one thing, the dispute has raised social
awareness among drug makers, Roscigno says.
“There’s a powerful new wind blowing,” he says.
“The drug industry knows this is its chance to
show it’s possible to support both public health
and economic health at the same time.” Plus, the
Global Alliance means to ensure that any new
drugs in whose development it has a hand will
be affordable to poor countries, he adds — and
that will be the understanding up front. 

The report was 18 months in the making. A
committee of over 50 international TB experts
donated their time and expertise to the prepara-
tion of the report, Roscigno says. RTI’s Rouse coor-
dinated and oversaw the committee’s work.  ■
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Patent dispute at WTO
won by AIDS advocates 
Activists say Cipro threat was hypocritical

The pharmaceutical industry took a licking at 
a World Trade Organization (WTO) meeting

held last month in Doha, Qatar. AIDS activists
joined with a 60-nation bloc of African nations to
force passage of a resolution saying poor coun-
tries may break patents to make generic copies of
expensive drugs if public health demands it. 

The resolution lacks the force of law, but still
constitutes a strong political statement that will
likely affect future disputes over intellectual
property rights, analysts say. The pharmaceutical
industry has long argued that letting poor coun-
tries break patents on drugs will undercut indus-
try incentives to develop new drugs — and
worse, perhaps, will lead to leakage of cheap
generics into rich countries. 

It didn’t help pharmaceutical companies’
arguments that Tommy Thompson, secretary 
of the U.S. Department of Health and Human
Services, had threatened in the midst of an
anthrax scare to break the patent on ciprofloxa-
cin to bring down prices on the drug. When
Thompson subsequently denied he’d made the
threat, it only made matters worse, says Jamie
Love, director of the Washington, DC-based
Consumer Project on Technology. 

“Now it’s as if we’re saying that Americans
have to risk bioterrorism to make sure poor
Africans don’t get cheap AIDS drugs,” Love
says. “That makes absolutely no sense.”

U.S. breaks patents too

In fact, patents are broken all the time by rich
countries without notable ill effects on the mar-
ket economy, says Love. “Issuing compulsory
licenses is mostly a Northern Hemisphere tradi-
tion,” he says. This past September, for example,
the U.S. issued 178 compulsory licenses on soft-
ware patents. In July, the European Union
ordered a compulsory license on a German
database containing pharmaceutical prices. At
present, the U.S. is contemplating issuing a com-
pulsory license for a patent on clean gasoline, 
he adds. 

“We’ve begun to look at this patent issue
through the narrow lens of AIDS drugs, and

that’s a mistake,” Love continues. “The point
isn’t to make patent law higher than God so
patents can never be challenged no matter what
the circumstances. The point is to make sure that
at the end of the day, [industry] has sufficient
economic incentives to continue to do research
and development.” 

The declaration affirms that poor countries
have the right to make generic copies of expen-
sive, life-saving drugs, but defers to committee a
second issue that activists had also hoped to get
settled — namely, whether countries that make
generics have the right to export them. 

From the start, the issue of patent rights domi-
nated the agenda at the WTO meeting. There was
little in the way of protest from WTO critics.  ■

CDC moving quickly 
on smallpox front 
Immunizations, training, vaccine dilution studied

Though officially stating it has no knowledge
of any impending use of smallpox as a

bioweapon, the Centers for Disease Control and
Prevention is scrambling with conspicuous speed
to be ready for just such an event. 

CDC workers from a variety of specialties are
not only receiving smallpox vaccinations; they
are being trained to give them to others using the
old bifurcated needle scarification technique.
Even as creation of a new vaccine is fast-tracked,
researchers are trying to determine if the current
stockpile of 15.4 million doses can be expanded
fivefold by simply diluting the vaccine. Based on
such actions, it is fair to say the agency is at least
highly suspicious that the known stocks of small-
pox virus are not safely ensconced in their official
repositories in Russia and the United States. 

Rapid-response teams to be vaccinated

“CDC is putting together a number of teams,
which will probably total over 100 employees,
that could be quickly dispatched in a moment’s
notice to assist state and local health departments
and front-line clinicians investigate suspect cases
of smallpox,” says CDC spokesman Tom Skinner.
“They are Epidemic Intelligence Service officers,
laboratorians, and others. Part of this includes
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vaccinating them against smallpox.”
But while confirming that the CDC teams are

being trained to administer the vaccine, Skinner
would not specify who would be vaccinated fol-
lowing a smallpox bioterror event. “We have a
smallpox readiness plan,” he says. “Issues around
vaccination are covered in that plan. That plan is
being finalized. It is considered an operational
plan. If we have a case tomorrow, it could be
implemented. It covers who should be vaccinated
and when.”

The general consensus among bioterrorism
experts is that those exposed would be vacci-
nated, because the vaccine can prevent infection
and possibly death even if given several days
out. Likewise, health care workers and their
family members would want vaccine if they are
expected to care for the infected. Some aspect 
of quarantine would no doubt come into play
because, unlike anthrax, it will be critical to sep-
arate the first smallpox cases and their contacts
from the susceptible population. 

Using dilution to stretch vaccine stocks

Another aspect of CDC preparations includes
the smallpox vaccine dilution study, which is
being headed up by Sharon E. Frey, MD, associ-
ate professor of infectious diseases and immunol-
ogy at St. Louis University School of Medicine.

The vaccine, known as Dryvax, is no longer
produced, but there are 15.4 million doses left.
Frey and colleagues are studying the feasibility
of dilution procedures that could maintain vac-
cine efficacy while increasing the available stock
by millions of doses. In a study last year, Frey
tried a one-to-10 vaccine dilution, which would
create a stockpile of more than 150 million doses.
However, the resulting vaccine had only a 70%
effective rate.

“The undiluted vaccine has about a 95% take
rate,” she says. “It is not perfect, but we would
like to be as close to that as we could be.”

The new study will include a one-to-five dilu-
tion, which should show greater efficacy while
increasing the stockpile to more than 75 million
doses.

“We are looking at a ‘take’ rate for the vaccine,
in other words how many people actually develop
a typical lesion and whether they have a strong
neutralizing antibody response to the vaccine,”
she says. “We know that the vaccine is still good.
We actually titered the vaccine, and it is very simi-
lar to its original titer.”  ■

CDC posts new HIV testing,
referral guidelines
One set addresses pregnant women

New HIV testing guidelines released by the
Centers for Disease Control and Prevention

in Atlanta include strategies for increasing early
testing of at-risk people and universal HIV test-
ing of pregnant women.

“Over the course of time, we’ve ended up with
a document that describes state-of-the-art HIV
testing, counseling, and referral services,” says
Ken Hunt, senior public health advisor in the
Division of HIV/AIDS Prevention.

The guidelines have been in development for
nearly three years. CDC officials have taken pains
to include various expert opinions and incorpo-
rate public comments into the guidelines. They
also use information provided at conferences and
state meetings, as well as other feedback, Hunt
says.

This way, both the public and providers have
been actively involved in helping to frame the
recommendations, he adds.

Focus on early testing

“What’s important now in the state of the epi-
demic is that we have better treatment, so we’re
encouraging people to ensure that early testing is
made available and the highest-risk people have
the opportunity to be tested,” Hunt says.

The updated guidelines, called the Revised
Guidelines for HIV Counseling, Testing and Referral
and Revised Public Health Service Recommendations
for HIV Screening of Pregnant Women, are available
on-line at www.cdc.gov/hib/ctr or by calling
(800) 458-5231.

Here’s what’s new in each of the guidelines:
1. Pregnant women.
“The revisions really emphasize that every

woman who is pregnant should be offered HIV
testing,” says Mary Glenn Fowler, MD, MPH,
chief of the Maternal Child Transmission Section
of the Epidemiology Branch of HIV/AIDS.

Since the last guidelines were released,
research has strongly suggested public health
benefits in having every pregnant woman tested
because it enables physicians to identify and
treat HIV-infected women and provide preven-
tion interventions for their infants.
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In recent years, there have been concerns
among private practice physicians that pre-test
counseling is onerous and burdensome, Fowler
says.

So the guidelines suggest strategies for making
pre-test counseling simpler and more flexible by
providing women with the basic information
they need to make an informed decision, Fowler
explains.

“If a woman refuses testing, we need to under-
stand the reasons behind it,” Fowler says.

For example, some women were bothered by
long waits for the test, and if the test had been
offered at a later time they might have agreed to
be tested, she says.

Offer rapid test to women in labor

Another issue is that some women do not
receive prenatal care, so when they are finally
seen by a physician, it is when they already are 
in labor. For these women, the guidelines recom-
mend that rapid testing be offered so that treat-
ment can be offered at the time of delivery in
order to prevent mother-to-child transmission.

“That’s a group we’re trying to target and
make testing available to them,” Fowler says.
“Women are approached around the time of labor
and delivery, and they can be offered a rapid HIV
test, which is followed up by a standard test.”

The CDC now is conducting tests to see how
best to offer these tests to women in labor.

HIV educational material, including videos,
general information, and user-friendly brochures,
may be offered to women while they wait in their
doctor’s office, Fowler says.

“It’s different from the general guidelines
where people go to counseling and testing set-
tings and where they have much more need to
know certain risk behaviors and need more
advice,” Fowler explains.

Pregnant women simply need to know that
HIV testing is important for their own treatment
and to substantially reduce the risk of their babies
becoming infected.

2. Adult HIV testing guidelines:
The new guidelines focus on having clinicians

encourage the highest-risk people to be tested for
HIV.

“If you’re serving folks concerned about sexu-
ally transmitted diseases [STDs], then those same
people could be at risk for HIV,” Hunt says.
“Some folks are more at risk than others, and the
recommendations talk a lot about how a facility
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might provide a screening for folks so that offer-
ing testing for HIV, STDs, and hepatitis might be
made available.”

The guidelines emphasize that once people
know their serostatus, they are likely to reduce
their risk behaviors.

The guidelines offer detailed and technical
information that is fully referenced for managers,
administrators, directors, and people involved
with public policy at a local level.

Web sites offer ‘one-stop shopping’

“We intend to make good use of the web and
expand on the web presence so that we also have
a one-stop shopping resource on that page,” Hunt
says. “As we develop links in the document, it
will make it easier for providers to understand the
details and the whys and wherefores.”

Flexibility has been added to the revised
guidelines, giving clinicians several options in
counseling.

The guidelines offer a best-of-all-worlds pre-
vention intervention strategy, as well as strategies
that take into account policy, resource, and finan-
cial constraints, Hunt says.

“For example, some providers will say they
don’t have the resources to do counseling,” Hunt
says. “So the recommendations acknowledge that
testing is important and missed opportunities to
do counseling are important, but perhaps they
could refer a patient to someone who could do
counseling.”

Therefore, even when a provider can’t do it all,
the provider could at least provide testing and
refer patients to networks or clinics where they
could receive prevention support or psychosocial
support.  ■

TB rates among blacks 
get an overdue look
As a region, Southeast’s rates highest in nation

The Southeast suffers from the highest rates 
of TB of any region in the United States, with

most of the cases occurring among African-
Americans, according to a report presented at 
a recent meeting of the Advisory Committee to
Eliminate Tuberculosis (ACET). “This isn’t really

new information, but it’s good to see the issue
getting some attention,” says Henry Blumberg,
MD, associate professor of medicine in the divi-
sion of infectious diseases at Emory University in
Atlanta. “If we’re really serious about eliminating
TB in the U.S., we’re going to have to give this
issue more attention and more resources.” 

One way to increase resources significantly
would be to extend Medicaid eligibility to TB
patients in high-burden states such as Georgia,
Blumberg says. For hospitals like Grady Memorial,
a perennially cash-strapped facility serving
Atlanta’s indigent population, having access to
Medicaid funds would “generate some badly
needed revenues,” Blumberg adds.

When it comes to making better use of avail-
able resources, TB control programs in the
Southeast should work harder to recruit African-
American staff members and should strive to
promote better cross-cultural fluency among
white staff, asserts Charles Wallace, PhD, MPH,
director of the Texas TB control program. “People
who are different from blacks have a hard time
working with them,” he says “Too often, the atti-
tude [among white outreach workers] is to give
the patient his dose and get out quickly,” he says. 

Cultural gap leaves black men in the lurch

Historically, blacks have been under-represented
in public health departments, especially in TB, says
Wallace. Blacks continue to be reluctant to seek
careers in public health fields, in part because rela-
tively few blacks are represented in positions of
authority, he says. 

The Southeast leads other regions not only in
TB rates but in high rates of other chronic dis-
eases, including hypertension, diabetes, and heart
disease, notes Carol Pozsik, RN, MPH, head of
TB control in South Carolina. “It’s a longstanding
health disparity, with historical roots in poverty
and poor education,” she explains. A 1998 study
that studied the link between poverty and TB
rates among blacks concluded that lower socioe-
conomic status accounted for over half of blacks’
higher rates of TB.1

The biggest problem the Southeast faces is a
lack of funding, she says. Extending Medicaid
benefits to TB patients would certainly make a big
difference, but with the economy in recession and
states like South Carolina cutting back on already
meager public-health budgets, she doesn’t expect
to relief anytime soon, she adds. 

The ACET meeting resolved to spend more
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time studying the issue, perhaps with an eye to
publishing an article on the subject in the CDC’s
Morbidity and Mortality Weekly Report.

Reference

1. MF Cantwell, MT McKenna, E McRay, et al. Tuberculosis
and race/ethnicity in the United States. Am J Respir Crit Care
Med 1998; 157:1016-1020.  ■

Chest X-rays to speed
detection of infections

Swissray International of Elmsford, NY, has
committed to supply 50 ddRModulaire direct

digital radiography systems worth roughly $14
million to DIANAssociates of Severna Park, MD,
for surge capacity screening of pulmonary dis-
ease caused by biological or chemical agents.
DIANA currently operates a nationwide teleradi-
ology program for the U.S. Department of Justice,
using digital X-rays for detection of tuberculosis
in detained aliens at six border control points.

DIANA, which purchased 10 systems from
Swissray last year, plans to install the new
ddRModulaire units in specially designed emer-
gency vehicles with wideband telecommunica-
tions links to remote radiology reading centers to
provide surge digital chest exam services “on
demand” to local, state, and federal government
agencies. The remotely generated images are
transmitted to a reading center at the University
of Maryland in College Park where radiologists
are on duty 24/7 and can report back results elec-
tronically within an hour.

“There are dozens of biological and chemical
agents like Legionella (Legionnaire’s disease),
irritant gases and tuberculosis, that could be
weaponized and cause serious pulmonary dis-
ease,” says Philip Templeton, vice president of
DIANA’s Telehealth Services. “A surge capacity
screening system ideally needs to easily report
disease incidence in a common format to a cen-
tral repository so proper medical strategies can
be implemented quickly.”

The mobile screening units also would help
reduce disruption to normal services provided by
hospitals in the emergency area and improve med-
ical care. DIANA’s database provides rapid report-
ing of radiography findings which, in turn, are
coded to determine the incidence and prevalence

of positive results. This aids in epidemiology and
identification of significant health risk situations
quickly.  ■
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CE/CME questions will
appear each month
TB Monitor enhances education program

As a service to participants in the TB Monitor
Continuing Medical Education program for

physicians and Continuing Education program
for nurses, the test questions will now be pub-
lished with each issue of the newsletter. Twice a
year, in the June and December issues, partici-
pants will be mailed an answer sheet on which
they can mark their answers. Participants can
then return the answer sheet for grading.

The change will allow continuing education
participants to mark their answers each month
while the articles are still fresh in their minds and
the material is close at hand. The answers can
then easily be transferred to the answer sheets
when they arrive.  ■
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CE objectives

After reading each issue of TB Monitor, health
care professionals will be able to:

• Identify clinical, ethical, legal, and social
issues related to the care of TB patients.

• Summarize new information about TB pre-
vention, control, and treatment.

• Explain developments in the regulatory arena
and how they apply to TB control measures.

• Share acquired knowledge of new clinical
and technological developments and advances
with staff.  ■
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EDITORIAL ADVISORY BOARD

1. One common element in both of the new TB
vaccines under development in the United
States and Britain is:
A. They are being developed by the same

company.
B. Both incorporate BCG.
C. Neither incorporates BCG.
D. Both are one-step modalities.

2. The impact of anthrax mailings on the TB
community has included:
A. More TB workers being diverted to other

purposes
B. Possible residual therapeutic effects from

the wider use of ciprofloxacin
C. More difficulty conducting TB programs in

Afghanistan
D. All of the above

3. Groups of people not currently approved for
diagnostic tests using Quantiferon include:
A. Homeless people and immigrants
B. People with African and Arab backgrounds
C. Children and HIV-infected people
D. All of the above

4. If a new class of drugs trims treatment time
to less than two months, the primary cost
savings for the United States would be in
hospitalization and clinic costs.
A. True
B. False


