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Thomas Curley
President and Publisher
USA Today

1000 Wilson Boulevard
Arlington, VA 22229

Dear Mr. Curley:

We are writing to demand immediate action against all USA Today employees
responsible for the decision to allow Glaxo Wellcome to have a “special edition” of USA
Today distributed to 7,000 people at the recent International AIDS Conference in
Geneva, Switzerland on June 30, 1998. When conference attendees picked up their
USA Today they saw what looked to them like the normal front page of USA Today.
This pseudoedition used the overall design and logo of a regular issue of USA Today to
hawk Glaxo products. There is little reason to expect better from a for-profit
pharmaceutical manufacturer, but for a major international newspaper to sell its name
and reputation in the service of increased profit is a craven violation of journalistic
ethics.

The Socie;cy of Professional Journalists is unwavering in its opposition to these
sorts of arrangements. Its ethical code declares unequivocally: “Journalists should
distinguish news from advertising and shun hybrids that blur the lines between the
two."

The “special edition” (see Attachment 1) was a single sheet document (front and
back) on paper the same size and quality as a regular issue of USA Today and was
delivered free of charge to AIDS conference hotel rooms in Geneva wrapped around
the regular European issue, thus apparently using USA Today’s usual distribution
system. As indicated by a comparison with the regular U.S. issue of USA Today issued
on the same day (see Attachment 2), the characteristic USA Today logo with the same
coloring was used, flanked by two boxes. The left hand side of the front pages in both
versions contains the usual USA Today “Newsline” feature and the bottom left has the
customary USA Today graphic “USA Snapshots,” now given over to promoting the
benefits of Glaxo’s Combivir, a drug that treats HIV infection. Fonts, print sizes and
other design features are essentially identical to those in a regular edition of the paper.

ISociety of Professional Journalists. Code of Ethics, September 1996. Available at
http://www.spj.org/ethics/index.htm '

Ralph Nader, Founder

1600 20th Street NW Washington, DC 20009-1001 « (202) 588-1000
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It is clear that your paper’s logic has always been to provide people on the go a
quick look at the most important news, starting with a glance at the front page. Whereas
other newspapers have long had advertising inserts within the paper, you have taken a
guantum leap by wrapping the “real” paper with a clever cover that is, in fact,
advertising, not news, deliberately leading the reader to believe they are looking at
news, not advertising.

The subject matter of the “special edition” is almost completely confined to
matters related to Glaxo. Of 15 “news” items, only three do not mention Glaxo drugs
directly and none mentions the products of any other company. The three remaining
items are a description of a community program in which Glaxo is involved, discussion
of a statistical issue apparently designed to justify the way data on Glaxo drugs are
presented in other articles, and basic statistics on the AIDS epidemic. Glaxo’s drugs
and community activities are invariably portrayed in a favorable light in the articles,
which have no bylines. A list of key conference presentations on the back of the
“special edition” lists only 13 of the 5,003 presentations at the conference, all involving
Glaxo products or programs.

Given the obvious and intended similarity of this “special edition” to a regular
edition of USA Today, many readers could have confused this promotional material for
an actual edition of USA Today. Although Glaxo’s sponsorship of the “special edition”
is disclosed in several locations (a bar with small print across the logo states: “This
special promotional edition has been prepared by the USA Today Promotion
Department on behalf of Glaxo Wellcome” and bars at the bottom of the first page and
top of the second describe the issue as a “Special edition for Glaxo Wellcome” and
“News from Glaxo Wellcome,” respectively), the reader is in effect invited to consider
this a regular issue of USA Today. After all, why else would Glaxo sponsor a “special
edition” of the newspaper? It is only by deceiving the public into believing that this is a
regular issue of USA Today that the promotion gains any force.

There is every indication that USA Today plans more of the same. In a box on
the second page, the newspaper is put up for bid again. In a come-on for potential
future advertisers, it is explained that “This special promotional edition ... is one
example of the varied type of added-value programs that help extend the impact and
increase the value of an advertising investment in USA Today.”

This disgraceful episode leaves numerous questions unanswered:

* . Who at USA Today gave approval for this flagrant violation of journalistic
ethics?
* Who actually wrote the copy for the “special edition”? Given the technical

nature of some of the contents, did Glaxo write or edit the material?
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What were the financial arrangements under which the “special edition”
was produced?

To whom has USA Today previously sold its name in a similar fashion?
We look forward to answers to these questions.

Newspapers survive by earning a good name for providing accurate,
independent, unbiased information to the public, not by auctioning off that name to
whomever is willing to pay the price. How dispiriting it must be for those excellent USA
Today journalists who cover real news with integrity on a daily basis, only to see their
work diminished when the paper turns around and rents out its identity, thereby blurring
what should be a bright line between advertising and editorial content.

In the absence of immediate corrective action, any subsequent reporting by USA
Today on matters regarding the pharmaceutical industry will be tainted. We trust you
will take the strongest possible action to restore the tattered reputation of USA Today
by holding the offending employees accountable and by refusing to allow the front page
of your newspaper to be hijacked again.

Sincerely,
Peter Lurie, MD, MPH
Research Associate

W~

Sidney M. Wolfe, MD
Director, Health Research Group

% //zﬁfﬁf%ﬁaﬂ

Ben Bagdikian

Former Assisting Managing Editor for
National News, the Washington Post
Former Dean, School of Journalism
University of California, Berkeley
Author of The Media Monopoly, a
critique of growing corporate control of
the media
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WELCOME TO THE 12" WORLD AIDS CONFERENCE

Conference or S 12,000
at the Palexpo Exhibition Hall in Geneva.
For the first time, both scientific and Hiv
community representatives have been given
equal say in the form and content of the conference.

and the Old
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NEWSLINE

A QUICK READ ON THE NEWS

INTERACTIVE CARE MANAGEMENT
PROGRAM ASSISTS PEOPLE
LIVING WITH HIV: THE. (Tools for Health ana
Empowerment) Course is a ground-breaking HIV learning
program designed (o advance the skills required to help patients

: make more informed decisions
about their own care, Trainers
from local HIV/AIDS health
4 and service organizations utilize
participant-centered” group learning techniques to lead the two
hour workshops for patients and their care partners (“buddy,”
family members, friend). Preliminary results of a clinical trial
indicate improvements in empowerment, knowledge, coping and
adherence. Detailed results of T.H.E. Course study that assesses
humanistic and adherence outcomes will be presented on July 2
in Session Hall 1 in the 35 p.m. session.

POSITIVE ACTION PROVIDES
WORLDWIDE UMBRELLA FOR AIDS

m_n_uo_ﬂ._..m" An international program created by Glaxo
Wellcome jn 1992, Positive Action works in partnership with
community groups, healthcare providers, governments and
international agencies to pursue the ¢ommon goals of more
effective HIV prevention, education, care and support for
people living with or affected by HIV/AIDS. Since its
formation, Positive Action has supported and implemented a
wide variety of projects at both a national and international
level. For more information, check out the Positive Action
website at www.PositiveAction.com,

GRANTS SUPPORT NON-PROFIT:
order to channel contribution dollars to initiatives that address
critical issues in HIV management, Glaxo Wellcome has
implemented a Request for Proposal (RFP) process as part of
its ongoing support for HIV community service organizations.
Seventeen awards have recently been announced in response
{o the first RFP which focused on initiatives that extend the
distribution of information to African-American or Hispanic

A . audiences and simplify the data jresented
A at the 12th World AIDS Confererse. I ater

Preliminary results from a
small phase 1! study suggest
that the combiration of ampre-
navir (formerly known as
141W94) and abacavir (former-
ly known as 1392) may effec-
tively suppress HIV replication
while being generally well toler-
ated. The study, an open-label
design involving 40 treatment
naive patients, was presented
yesterday at the 12th World
AIDS Conference in Geneva.

Early results from the study

Protease enzyme—a target of

indicate that 89 percent of
patients (25 of 28) who at the
time of the analysis had com-
pleted 24 weeks of treatment,
have undetectable levels of virus
(less than 500 copies/ml).
Moreover, 78 percent of patients
(32 of 41) who had completed 4
weeks of treatment had unde-
tectable virus, as did 97 percent
(37 of 38) of patients who had
completed 8 weeks of treatment.
The study calls for patients to
receive treatment for 72 weeks,

ADHERENCE
ISSUES A
MAJOR
PROBLEM

Forty-three percent of
patients admit that they

drug regimens, according
in the Journal of the

Physicians in AIDS Care.

haven’t adhered to their HIV

to a recent study published

Intemational Association of

Many people with AIDS struggle
with ‘pif burden.” Overcoming the
dosing complexities of new
combinations of drugs to
suppress HIV is the biggest
challenge today in the clinical
management of the disease.

“While these are very pre-
liminary results in a very
small number of patients, we
are encouraged by the antivi-
ral potency observed thus
far,” said Lynn Smiley, M.D.,
vice president of Clinical
Development, HIV and
Opportunistic Infections at
Glaxo Wellcome. “We are
also encouraged by the initial
indications of tolerability of
this regimen.”

Adverse events reported in

Potency of Amprenavir+Abacavir explored

this study included nausea,
diarrhea, epigastric pain,
headache and rash. At the time
of the analysis, two patients had
discontinued study drug due to
rash, Three percent of patients
in clinical trials with abacavir
have experienced a hypersensi-
tivity reaction. This reaction is
described in the article
“Abacavir Data Presented at
12th World AIDS Conference”
also found on this page of
USA TODAY.

Abacavir data

presented at
12" World AIDS
Gonference

Phase III clinical trial results
which further characterize the
investigational anti-HIV com-
pound abacavir (formerly
known as 1592; nucleoside ana-
logue reverse transcriptase
inhibitor) were presented by
researchers Monday afternoon
at the 12th World AIDS
Conference in Geneva.

In preliminary 16-week data
from a randomized study of 173

patients enrolled in this study
was also evaluated at week 16
by an ultrasensitive assay that
can measure viral levels as low
as 50 copies per mi of plasma.
Using this assay, it was demon-
strated that 54 percent of
patienfs in the abacavir/
Epivir/Retrovir group and 15
percent of patients in the
Epivir/Retrovir group had a
plasma viral load of less than



this year, two RFPs addressing programs in
which incarcerated persons with HIV are
linked to treatment programs while in
prison and upon discharge, and programs
to link disenfranchised HIV-positive
individuals with needed medical services
will be issued.

PATIENT DATABASE TO TRACK
OUTCOMES: m an effort to provide a centralized,

credible source for the most comprehensive HIV data
iilable, Glaxo Wellcome developed a unique, multi-site
compulerized database system that will simultaneously
duce observational information on clinical, economic
and humanistic outcomes in patients with HIV/AIDS. The
CHORUS (Collaboration in HIV Outcomes Research) -
base will enroll approximately 6,000 patients with
IV/AIDS in the U.S. and includes data on such parameters
¢ clinical outcomes of patients, economic/healthcare
tion, quality of life, epidemiology and patient
ith healthcare.

LOWERED DRUG PRICES MAKE
TREATMENT IN AFRICA COST-
EFFECTIVE: Glaxo wellcome will lower the price of
AZT up to 75 percent in some cases for vertical HIV

‘ansmission prevention in low-income countries. This
annnuncement coincides with a study concluding that reducing
the high rate of vertical HIV transmission in Sub-Saharan
Africa wilh antiviral drugs can be cost-effective if drug prices
© lowered. “These evenis open the way for large-scale drug
rventions because we know that these therapies can make
medical and economic sense,” said Elliot Marseille,
bri’H, MPP, University of California San Francisco senior
e h associate and lead investigator of the study.
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| Administeation last fall. Combivir is taken twice a day, eliminating as

: A single tabtet catled Combivir®, which contains two of the most widely
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A look at statistics that shape the nation
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s

sed HIV medications, Epivir (lamivudine 150 mg; 3TC) and Retrovir
ovudine 300 mg; AZT), was cleared for use by the Food and Drug

ils a day for appropriate patients.

many as two or s

By Glaxo Wellcome lor USA TODAY

in Geneva.

A penetrating

problem: drugs
and the CNS

When it comes to HIV and the
nervous system, science still has
much to learn. We know the
virus can penetrate the brain and
cerebrospinal fluid (CSF), and
that some antiretroviral drugs
.«can follow right behind. What
remains uncertain, however, is

the actual meaning of all this.

Scientists and clinicians are
exploring the clinical significance of
drugs that penetrate the brain and
cerebrospinal fluid.

Sections of the nervous sys-
tem affected by HIV include
the brain, the spinal cord and
the CSF in whi¢h the brain and
cord are suspended. Infection
of the brain can lead to AIDS-
related dementia complex. The
impact on the spinal cord is
Iess well understood.

HIV in the central nervous sys-
tem (CNS) is usually measured
by taking CSF samples.

Obviously, spinal taps are less
invasive than brain biopsies.
While viral load measurements
of CSF may give an indication of
HIV levels in the brain, this likely
is not the case in many instances.
So what's the clinical signifi-
cance of drug penetration? “It's
largely theoretical at this point, We
Please see PROBLEM next page »

Data on vqo_:mw_:m new drugs were presented today at the 12th World >_Um Conference

COVER STORY
Combivir encourages adherence

Adhering to typically complex
combination drug regimens that
can include a large quantity of
pills, food or water restrictions, or
time requirements presents a
significant challenge to many
people with HIV/AIDS. Unfor-

“Strict adherence to
multi-drug regimens
is essential to
obtaining the full
benefits of therapy”

antiretroviral treatment naive
adult patients, treatment with
the combination of
abacavir+Retrovir® (zidovu-
dine; AZT)+Epivir® (lamivu-
dine; 3TC) resulted in unde-
tectable levels of virus (less
than 400 copies per ml) in 75
percent of patients (65 of 87).
These data were based on an
intent-to-treat analysis. When
analyzed using an as-treated, or
on-ireatment, analysis, 86 per-
cent of patients (62 of 72) had
undetectable levels of virus at
week 16. By comparison, the
control arm of Epivir+Retrovir
showed 35 percent of patients
(30 of 86) at undetectable lev-
els using intent-to-treat, and 43
percent (29 of 68) undetectable
using an as{reated analysis.
Patients in the study who
achieved undetectable levels of
virus at week 16 in the aba-
cavir/Epivir/Retrovir group
will continue treatment for a
minimum of 48 weeks. Patients
who did not achieve unde-
tectable levels by week 16 or
whose viral levels became
detectable after 16 weeks in
this group, in addition to all

tunately, strict adherence to multi-
drug regi is ial to obtaining the full benefits of therapy,
maintaining suppression of viral replication and preventing the
development of drug resistance. Many patients struggle with adhering
to the demands of their “pill burden” and may miss doses or take “drug
holidays.” The likelihood of adherence 1o a prescribed therapy is less
when a regimen requires taking a high number of pills or increased
frequency of dosing In reducing the pill burden and dosing requirements,
patient adherence to multiple drug combinations may be enhanced.

Combivir® (lamivudine/zidovudine), which contains half the daily
doses of Epivir® (lamivudine; 3TC) and Retrovir® (ddovudine; AZT)
and can be dosed with one pill in the morning and one at night,
represents the first major step toward simplifying highly effective HIV
combination drug regimens. For many patients whose medication
regimens include Epivir and Retrovir, the use of Combivir may reduce
by as many as six the number of pills that need 1o be taken each day.

“T was taking 20 pills a day,” said one patient. “Now that 'm on
Combivir, I'm only taking 14 pills a day and it's much more convenient”

Combivir was approved for use by the US Food and Drug
Administration last fall and was developed as an alternative dosing
option to encourage adherence to multiple drug regimens
containing Epivir and Retrovir.

“Overcoming the dosing complexities of new combinations of
drugs that we know to have a potent effect in suppressing HIV is one
of the biggest challenges today in the real-world clinical
management of patients with HIV,” said Joseph P. Eron, M.D.,
associate professor of medicine at the University of North
Carolina, Chapel Hill, School of Medicine.

“Hopefully, the development of Combivir is just the first step in
efforts by the pharmaceutical industry to improve what are
extremely demanding treatment regimens for patients to follow,”
said Amy Keller, international project leader, Epivir & Retrovir at
Glaxo Wellcome Inc.

Adherence to HIV antiretroviral medications and combination
therapies is becoming increasingly visible as an important aspect of
successful HIV therapy. While pill burden associated with HIV
treatments may only represent a part of the overall adherence
challenge, the effective management of medication is a key issue in
the ongoing pursuit of maximally suppressive treatment regimens.

pati in the Epivir/Retrovir
group, were allowed to change
treatments which could include
all study medications plus avail-
able marketed products.

The level of plasma virus in

50 copies per ml.

Of patients entering this study
with viral loads greater than
100,000 copies/ml and who
were randomized to the aba-
cavir-containing arm, 67 percent
(12 of 18) had viral load that
was undetectable (less than 400
copies per ml) using the intent-
totreat model, with 86 percent
(12 of 14) having viral load that
was undetectable in an astreat-
ed analysis.

“These preliminary data sug-
gest antiviral potency with aba-
cavir in this patient population,”
said Dr. Margaret Fischl, prin-
cipal investigator for the study.
“This appears to be a potent
regimen that can also he dosed
very simply.”

Patients in the abacavir arm
of the study received one tablet
of abacavir (300 mg) twice
daily, one tablet of Epivir (150
mg) twice daily, and one tablet
of Reirovir (300 mg) twice
daily. At 16 weeks in the study,
there was no significant differ-
ence in adverse events between
the two treatment groups indi-
cating that abacavir is generally
well-tolerated. The most com-
monly reported adverse events
were nausea, malaise and
headache in both treatment
groups. In addition, two patients
experienced a hypersensitivity
Please see ABACAVIR next page »
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Adulls ............
Children <15 years ...
Women ......

Adults ............
Children <15 years .
Women ...... ..
In Sub-Sahara Africa .......
In South and South-East Asia

In North America ..
In Western Europe . ..
In East Asia, Pacific ..
In Caribbean ........
In North Africa, Middle East

AIDS deaths in 1997
Adulfs ...
Children <15 years . ...
Women .. ..

Adults ..........
Children <15 years ...
Women .......

Adults
Children <15 years . ...

Percentage of HIV+ people

STATLINE

international AIDS
statistics at-a-glance

People newly infected with HIV in 1997 .

People living with HIV/AIDS .

In Latin America ...........

In Eastern Europe and Central Asia .

AIDS deaths since the beginning of the epidemic .11.7 million

AIDS orphans since the beginning of the epidemic .8.2 million
In Sub-Sahara Africa .....................

Estimated number of new infections a day .

=<Emm=5ma¢<m_ou5m€o_.5........::..........:.oc&

Source: UNAIDS/WHO “Report on the Global HIV/AIDS Epldemic,” December 1997,

...5.8 million
5.2 miltion
...590,000
cereieniaaan.. .. 2.1 million

ceeverienee .. .30.6 million
.29.5 million
..1.1 million
. .12.1 million
creeveen....20.8 million
6.0 million
1.3 million
... 860,000
....530,000
440,000
....310,000
....216,000
....150,000

. ..2.3 million
.1.8 miltion
.....460,000
...820,000

«<v......8.0 million
.....2.7 million
. 4.0 million

..7.8 million

...16,000
...14,000
+...1,600

Abacavir data presented

Continued from page 1

reaction to abacavir. This reac-
tion has occurred in 3 percent of
subjects in all studies and is
characterized by fever plus one
or more of the following:
malaise, nausea (with or without
vomiting) and possibly an
accompanying rash. These sys-
temic symptoms begin from sev-
eral days to six weeks after initi-
ating therapy and resolve within
days following discontinuation
of abacavir. Patients experienc-
ing this reaction must not take

cavir-containing arm than in the
control arm (38 percent versus
18 percent). There were three
cases (3 percent) of hypersensi-
tivity in the abacavir group.
“The early results from this
trial suggest that abacavir will
benefit HIV-infected children
who have received prior anti-
retroviral therapy,” said Russell
Van Dyke, MD, principal inves-
tigator for the study. “Perhaps
as importantly, it sets a prece-
dent by including children in

Maternal-fetal HIV transmission prevention programs

Progress continues in developing countries

Under the direction of
UNAIDS (the Joint United
Nations Program on
HIV/AIDS), efforts to initiate
concerted international action
to prevent mother-to-child
transmission of HIV continue.
In 1997, some 550,000 infants
acquired HIV infection from
their mothers, a figure that is
expected to continue to rise.

Experts from national health
authorities, development agen-
cies and research institutes met
in Geneva on March 24 and
recommended that UNAIDS
coordinate the implementation
of programs to reduce mother-
to-child transmission in the
developing world. Speaking at
the meeting, Executive
Director of UNAIDS, Dr. Peter
Piot, urged the international
community to take immediate
action, saying, “the question is
no longer when or if we should
act, but simply how.”

The meeting in Geneva fol-
lowed the announcement of
landmark clinical trial results
from Thailand in February.

liminary results in a small
study presented recently at
the Eighth Annual Neuro-
science of HIV Infection
meeting in Chicago.

The study showed that
patients receiving Lamictal
reported less pain than
patients in the placebo group..
The reduction in pain from
baseline to week 14 of this
study was significantly
greater in the nine patients
receiving Lamictal (0.545)
compared to the 19 patients
taking placebo (0.168,
p=0.036). Some patients
noted pain relief as early as

two weeks of treatment with Lamictal,
Peripheral neuropathy is a common com-
plication of HIV and AIDS which, in many

These data showed that treat-
ing HIV-infected pregnant
women with a short course of
Retrovir® (zidovudine; AZT)
prior to delivery reduced their
risk of transmitting the virus
to their babies by more than
50 percent.

“the question
is no longer
when or if
we should
act, but
simply how.”

Treatment of HIV-infected
pregnant women with AZT had
already been demonstrated in
the United States and France to
be an effective means for reduc-
ing the risk of mother-to-baby
transmission of HIV. However,

Peripheral neuropathy

Pain and tingling resulting from HIV or
AIDS associated peripheral neuropathy was
significanily reduced in patients treated with
Lamictal® (lamotrigine), according to pre-

with epilepsy.

An’ estimated 20 to 35
percent of patients with HIV or
AIDS suffer from some degree
of neuropathy.

atric patients below the age of 16 have not
been established. The idea for the study
reported in Chicago resulted from anecdotal

pain scores between the two groups, with
both groups reporting painful neuropathies.
-After 14 weeks of treatment, patients receiv-

the complex treatment regimen
employed to reduce this risk in
the USS. is not applicable in most
developing countries. The Thai
short course study was conduct-
ed by the U.S. Centers for
Disease Control and Prevention
(CDC) as part of an internation-
al collaborative research effort
coordinated by UNAIDS to help
identify practical solutions for
the developing world. Results
from other studies are expected
later this year.

Following the announce-
ment of the Thai results, Glaxo
Wellcome plc announced plans
to implement large scale price
reductions on Retrovir for use
in the prevention of maternal-
fetal transmission in develop-
ing nations.

“Our commitment is not only
to support an effective public
health initiative, but to offer
pricing that satisties World
Health Organization and World
Bank standards for cost-effec-
tive medical care,” said Peter
Young, vice president of
Therapy Area Development,

Safety and ‘m»nomn% in pedi-

reports of the efficacy of
Lamictal in the treatment of
painful neuropathies.

In this double-blind, placebo-
controlled study, patients ran-
domized to receive Lamictal
began the study taking 25 mg
per day and had their doses
gradually increased over six
weeks to 300 mg per day. The
primary endpoint of the study
was the change in pain on the
modified Gracely scale. The
Gracely scale is a well-validat-
ed and reliable assessment of
pain intensity.

Before initiating the study,
there were no differences in

4 !
Short courses of Retrovir ar

e being studied in pregnant

women to determine the potential utility in developing countries.

HIV  and Opportunistic
Infections for Glaxo Wellcome.
“This will mean significantly
lower pricing for Retrovir than
in the West. This action reflects
Glaxo Wellcome's commitment
to continue working with the
international donor community
and national governments to
find ways of reducing the
number of new infections and
improving the care of people
with HIV/AIDS in developing
countries.”

International agencies and
national governments will
take the lead in devising pro-
grams with the necessary
public health framework to
support the role of anti-HIV
medications in reducing the
risk of maternal-fetal trans-
mission of HIV. Not only will

©1998 Cary Horz

Glaxo Wellcome make
Retrovir more economical to
use in these settings, but the
company intends to coliabo-
rate fully in program support
including distribution, packag-
ing, patient education and
ongoing research.

Besides this announced
pricing commitment, Glaxo
Wellcome’s commitment to
fighting HIV in developing
countries includes participa-
tion in the UNAIDS Access
to Treatment pilot project in
four  countries (Cote.
D’Ivoire, Uganda, Chile and
Vietnam) which is aimed at
assessing how limited health
infrastructures can be adapt-
ed to ensure effective distri-
bution and use of HIV/AIDS
related drugs.

USA TODAY
is pleased to welcome
‘Glaxo Wellcome

to the pages of
The Nation’s Newsnaner.




aouoavie agant KESWrung apa-
cavir after a hypersensitivity
X on has resulted in cases of
a life-threadening, and in one
instance fatal, reaction.

In another presentation, pre-
liminary 16-week data from a
study of abacavir in children
with 1V suggest a significant
benefit in viral load reductions
for the arm containing aba-
cavir. The study randomized
205 children who had been pre-
viously ireated with anti-retro-
viral agents (primarily nucleo-
side reverse transcriptase
inhibitors) to receive either
abacavir-+Epivir+Retrovir or
Epivir+Retrovir. The study
endpoints were the proportion
of patients below 10,000
copies/mi and below 400
copies/ml at week 16.
ing an intent-to-treat
analysis, 49 percent (50 of 102)
of patients in the abacavir+
Epivir+Retrovir arm had less
than 10,000 copies/ml at 16
weeks versus 35 percent (36 of
103) in the Epivir+Retrovir
arm. Also, 13 percent of patients
(13 of 102) in the abacavir arm
had undetectable viral loads
(less than 400 copies/ml) com-
pared to 2 percent (2 of 103) in
the Epivir-+Retrovir arm.

With the exception of nausea,
the incidence of common
adverse events was similar in
the two treatment groups.
Nausea was reported significant-
ly more frequently in the aba-

e minal cunrcal aevetopment
of a new antiretroviral agent.
Pediatricians have long been
frustrated by the delay in mak-
ing new agents available for
children.”

An analysis of viral resistance
among the pediatric patients in
this study produced data which
showed that abacavir is effective
in some patients despite the
presence of virus mutations asso-
ciated with abacavir resistance.
At week 16, 32 percent of those
patients who achieved viral
loads iess than 10,000 copies
while on treatment with aba-
cavir had baseline reverse tran-
scriptase mutations at codons 74
and/or 184 (mutations demon-
strated in laboratory studies to
occur in virus exposed to aba-
cavir in culture), indicating that
mutations at these positions do
not preclude an antiviral
response with this treatment reg-
imen used in this way.

The children participating in
this study received a banana-
strawberry flavored formulation
of abacavir which was adminis-
tered twice a day. The liquid for-
mulation will be introduced to
the US market simultaneously
with tablet formulation of the
product. Abacavir was generally
well tolerated by the children in
the study with types and frequen-
¢y of adverse events, including
the incidence of hypersensitivity
reaction, mirroring those seen in
the adult naive trial.

cases, 0Ccurs IOT UNKNOWNR ‘reasons.
However, treatment of HIV patients with
didepxynucleoside (antiretroviral) therapy
is recognized as a cause of painful neuropa-
thy, which often persists long after the dis-
continuation of the therapy.

It is estimated that 20-35 percent of
patients with HIV or AIDS suffer from some
degree of peripheral neuropathy. This num-
ber could range from 120,000 to 180,000 per-
sons with HIV or AIDS. Symptoms of this
condition usually include pain in the soles
and dorsum of the feet, diminished feeling in
the feet, decreased ankle reflexes and mini-
mal foot weakness.

Lamictal is an anticonvulsant which is
currently indicated as adjunctive therapy in
the treatment of partial seizures in adults

Ing Lamicial reported less pain than patients
in the placebo group.

Of 43 patients originally enrolled in the
study, 15 did not complete the 14 week study
period. Six of the 15 patients who failed to
complete the study discontinued due to rash.
In controlled trials for the approved indication
of Lamictal, the most commonly reported
adverse experiences were dizziness,
headache, diplopia, ataxia, nausea, blurred
vision, somnolence, rash and vomiting.
Serious rashes requiring hospitalization and
discontinuation of treatment have been
reported in association with Lamictal. The
incidence of these rashes, which have includ-
" ed Stevens Johnson Syndrome is approximate-
ly one in every 100 pediatric patients (age <
16 years) and three in every 1,000 adults,

Penetrating problem: drugs and CNS

Continued from page 1

don't have all the facts,” said Dr.
Richard Price, an AIDS
researcher at the University of
California at San Francisco. “But
there are two reasons it might be
important.” One is treating demen-
tia and the second is attempting “to
eliminate a potential reservoir of
infection.” A small study indicated
that higher than usually recom-

HIV may replicate in a different
manner in the brain than in the
rest of the body. “If current
drugs don't reach the brain, it
could serve as a site for the
future escape of HIV,” said Dr.
Howard Grossman, a New York
physician. “The virus will still be
sensitive to therapy, but the
implication is that you can
never stop therapy.”

mended doses of Retrovir® Drug penetration of the CNS is
(zidovudine; AZT) appear to have  usually measured by comparing
a favorable impact on treating levels of certain drugs in the CSF
AIDS dementia complex. (measured in parts-per-milliliter)

The brain, in particular, is
thought to be a sanctuary site
for HIV. Recent studies show

with levels of the same drugs in
the blood. Plotted over time, this
is feferred to as the “area under

the concentration curve.” Ratios
between these curves for CSF
and blood can be compared, and
can be used to compare the pen-
etration of different drugs.

But it’s still difficult for most
people to evaluate claims that
antiretroviral agents penefrate the
CNS. “The information is usually
expressed in very scientific
terms,” said Dr. Price, adding that
more human studies are needed.
He said people should consult
their physicians when trying to
determine drug penetrability. For
now, he said, “the most important
thing is clinical effectiveness.
That's the ultimate measure.”

G e e g g e
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PRESENTATION/ ' :
PRESENTATION TITLE POSTER # PRESENTER DATE/TIME SESSION LOCATION
CNAA/B3003: Safety and activity of abacavir (1592, ABC) with 3TC/ZDV in antiretroviral nalve subjects 127112230 Margaret Fischl, Miami, Florida « Monday, June 28th, 3:00 PM B17 Arena
CNAA300: Antiretroviral activity and safety of abacavir (1532, ABC) with 3TC/ZDV in therapy-experienced children  128/12255 Russeli Van Dyke, New Orleans, Louisiana Monday, June 29th, 3:00 PM B17 Arena
CNAA3008: Correlation of phenotypic resistance and clinical efficacy of abacavir in a phase il pediatric study 232/32283 Susan Danehower, GW Clinical Virology, Tuesday, .Esm.m.ss. 1:00 PM B24 Arena

Research Triangle Park, North Carolina - S

CNAB3001; Safety and efficacy of abacavir (1592, ABC) in AIDS dementia complex 561/32192 Bruce Brew, Sydney, Australia Thursday,; “July 2nd, 1:00 PM B44 Hall IV
CNAB2006: Combination abacavir (1592, ABC)/amprenavir (141W84) therapy in HIV-1 infected antiretroviral 286/12204 Pierre-Alexandre Bart, Lausanne, Switzerland Tuesday, June 30th, 3:00 PM B26 Arena
naive subjects with CD4+ counts >400 cells/jt and viral load >5000 copies/mi :
Research: Phenotypic HIV resistance in vitro correlates with viral load response to abacavir (1592, ABC)invivo 231/32289 Randall Lanter, GW Clinical Virology, Research Triangle Park, North Carolina Tuesday, June 30th, 1:00 PM B24 Arena
Research: Abacavir (1592, ABC) prevents spread of HIV-1 in brain tissue of SCID mice with HIV-1 encephaliis - 556/11233 J. Limoges, Omaha, Nebraska Thursday, July 2nd, 1:00 PM Ad3 Hall VIl
TH.E. (Tools for Heafth & Empowerment) Course: A unique disease management program 639/34236 W. David Hardy, Pacific Oaks Medical Group, Beveriy Hills, California Thursday, July 2nd, 3:00 PM D45 Hall |
Combivir®(Lamivudine (3TC) 150 mg/Zidovudine (ZDV) 300 mg) given BID plus a protease inhibitor ()] 12220 Mark Shaefer, Glaxo Wellcome Inc., Research Triangle Park, North Carolina Monday, June 26th Track B
compared to 3TC 150 mg BID and ZDV 200 mg TiD plus a PI.
Adherence to quadruple therapy with abacavir (1592), amprenavir, and Combivir® in subjects with acuteand 32328 Priti Jhingran, Glaxo Welicome Inc., Research Triangle Park, North Carolina Wednesday, July 1st Track B
chronic HIV-1 infection .
Genotypic and phenotypic analysis of HIV from patients on ZDV/3TC/amprenavir combination therapy 32312 Margaret Tisdale, GW Research and Development, Stevenage Herts, UK Wednesday, July 1st Track B
Pharmacokinetic drug interactions with amprenavir 12389 Brian Sadler, Glaxo Wellcome Inc., Research Triangle Park, North Carolina Monday, June 29th Track B
Phase Il study of amprenavir, a nove! protease inhibitor, in combination with Zidovudine/37C 12321 Richard Haubrich, USCD Treatment Center, San Diego, California Monday, June 29th Track B
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Matemnal-fetal HIV transmission prevention pr

. NEWS FROM GLAXO WELLCOME

Under the direction of
UNAIDS (the Joint United
Nations Program on
BIV/AIDS). efforis to initiate
concerted international action
lo preveat mothei-to-child
transmissiea of HIV contnue,
In 1887, some 550,000 infants
acquired HIV infeclon from
their mothers, a figure that is
expecied to continue to rise.

from national heaith
authorities, developmen! agen-
cies and research institntes mel
in Geneva on March 24 and
recommended that UNAIDS
coordinale lhe implementetion
af programs to reduce mother-
to-child transmission In the
developing world. Speaking at

These data showed that ireat-
ing HIV-lnfected pregnant
women with 2 short course of

AZT)

the US. is not applicable in most

prlvr m delivery redu:ed their

the virus
to lhelr babies by more than
50 percent,

“the question
is no longer
when or if
we should
act, but
simply how.”

countries. The Thal
short cowse was conduct-
ed by the U.S. Centers for
Disease Controf and Preveation

identdy practical setutions for
the developing workld., Results
from other studies are expected
later this year.

Following the announce-
ment of the Thai results, Glaxo
Wellcome plc anpouniced plans

lons on
in the prevention of maternal-
fetal trensmission {n develop-

the meetlpg, Executive
Director of UNAIDS, Dr. Peter
Piot, urged the

community to take immediate
actlen, saying, “the question is
1o longer when or if we stould
act, but simply how.”

‘The meetiag in Geneva fol-
lowed the anncuncement of
landmark clinical trial results
trom Thailand in February.

Treatment of HIV-infected
pregnant women with AZT had
already been In

ing nations.
is not only

“Our
to support an effective public
heaith initiative, but to offer
pricing that satisfies World
Heslth and World

the United States and France to
be an effective means for reduc-
ing the risk of mothertobaby
transmission of HIV. However,

AIDS ussaciated peripheral e

liminary resulis In o small
study recendly at

Abacavir data presented

Continued from page 1

reaction to abacavir. This reac-
tion hes occurred in 3 percent of
subjects in all sludies and is
characterized by tever plus one
or more of the following:
malalse, nauses (with or withoul
vomiting) and possibly an
aecompanying rash, These sys-
lemic symptems begin irom sev-
eral days to gix weeks afler iRili-
ating terapy and resslve within
days following discontinuatien
of ubacavir. Patient: evperfenc-
ing this renction must ol take
abacavir again. Restariing aba-
cavir after a vity

cavir-conlaining arm han in the
control arm (38 percent versus
18 perceant). There were lhree
cases (3 percent) of hypersensi-
ity in the abacavir group.
~The early resulls from thls
trial suggest that abacavir will
benefit HIV-infecled children
who have received prior anfi-
relroviral therapy,” said Rusel]
Van Dyke, MD, princlpal inves-
tigalor for ihe study. “Perhaps
as importantly, it sels a prece-
dent by including children tn
the initial clinical development

reaction has resulted in cases of
o fe-threatening, and in one
instance fatal, reaction.

In anolher presentation, pre-
liminary 16-week data fror a
sludy of abacovir In children
with HIV suggest a significant
beneflt tn virgl load reductions
for the arm containing aba-
cavir. The study randomized
205 children who had bees pre-
viously treated with antiretro-
viral agents (primarily nucleo-
side reverse transcriptase
talibitors) to receive ether
abacavir+Epivir+Retrovir or
Epivir#Relrevir. The study
endpoinis were the proportios
of patienls below 10,000
copies/m! and below 400
coples/ml at week 16.

Utilizing an intent-to-treat

49 percent (50 of 102)
of palients in the abacavir+
Epivir+Retrovir arm had lfess
than 10,000 coples/ml at 16
weeks versis 35 percent (36 of
103) in the Eplvir+Retrovir
arm. Also, 13 percent of patients
(13 of 102) in the abacavir arm
bad undetectable viral loads
(less than 400 coples/ml) com-
pamdlazl)ement(zoflm)m
the Epivir+Retrovir arm.

With the exception of nausea,
the Incidence of common
adverse events was similar in
the two treatment groups.
Nawsea was repoited cant-
ly more frequently in the aba

of a new agent

Pediatriclans have tong been

frusirated by the delay In mak-

ing new agents avallable tor
dren.”

An analysis of viral resistence
among he pediairic patienis in
this study produced data which
showed ttal abacavir i effective
in some patients desplle the
presence of vins mutations asse-
clated with abacavir resislance.
At waek 16, 32 percent of those
patients who achieved viral
toads less than 10,000 copies
while on treatment with aba-
cavir bad baseline reverse tran-
scriptase mutagons at codons M4
oad/for 184 {@mutations demon-

ted m stuates

the Eighth Aonual Neuro-
science of HIV Infection
meeting in Chicags.

The study showed that
paotients receiving Lamictal
reported less pain lhan
patients In the placebo group..
The reduction ip pain from
baseline to week 14 of this
study was sigalficantly
greater in the nine palients
receiving Lamictal (0.545)
compared {o the [9 patients
taking placebe (D.168,
p=0.036). Some patients
nofed pain relief as early as

Peripheral neuropathy is a
plication of HIV and AlDS w
cases, occurs for unkno
However. treatmest of HIV

continuation of the therapy.

ber could range from 120,000

and dorsum of the feet,

I Parinhe,
Peripheral ne
Pain and tingling resulting from EIV or
wBes

siguificantly reduced in patfents treated with
Lamictal® (lamotrigine), according to pre-

two weeks of treatment with Lamictal.

didepxynucleostde (anuretroviral) therapy
is recognized as a cause of paigful neyropa-
{hy, which offen persisis tong after the dis

1t is esHmaled that 26-35 percent of
patienls with EIV or AIDS suffer from some
degree of peripheral peuropathy. This num-

sons with HIV or AIDS. Symptoms of this
conditlon usually include pain in the soles

with epilepsy.

An estimated 24 {o 35
e
ropatty.

commos com-
hich, in mony
W TEasons.

pallents with I the plocebo

period. six of

complete the study discontinued due to rash.
In controiied triaks:
of Lamicial, the most commonly reported
adverse experiences were dizziness,
keadache, diplopla, alaxia, nausea, biurved
vision, sorunelence, rash ond vomiting.
Sertous reshes req\ﬂrlng

to 180.000 per-

uropathy

atric patients below the age of 16 kave nat
been established The ides for the study
reported in Chicago resulted from agecdotal

paln scores belween the two groups, with
both groups reparting painful neuropathies.
After 14 weeks of trealment, pullents recetv.
Ing Lamictal reporied less pain than patients

group.
Of 43 patients originally enrolled in the
siydy, 15 did not complele the 14 week study

Bank standards for cest-effec-
five medical care,” sald Peter
Yousg, vice president of
Therapy Area Development,

Sutety and efficacy in pedi-

reports of the efficacy of
cial in the breatment of

Before Lniﬁahng the shudy,

{here were ao differences I

the 15 palients who falled to

for the approved indication

hospitelization gnd
have been

mal feot weakness.

(he feet, decreased ankle reflexes and mini-

Lamiclal is an antconvulsant which Is
currently indicated as adjunclive therapy in
Ihe treatment of partial seizures in adulls

feeling in

reported in amclnuon with Lamictal. The
Incidence of these rashes, which have Incind-

~ ed Stevens Johason Syndrome i :
1y one in every 100 pediatric palients (age <
16 years) and three in every 1,000 adults,

occur in vires exposed to aba-
cavir in cullure}, indicating that
muytations at these positions do
not preclude an antivirai
response with this freatment reg-
imen vsed to this way.

‘The children participating in
this study received a banana-
strawherry fiavored formulntion
of abacavir which was adminis-
tered twice & day. The liquid for-
wulation will be introduced to
the US market simultaneousty
with tablet formulation of the
product. Abacavir was generally
well tolerated by the chitdren in
the study with fypes and frequen-
cy of adverse events, including
the incidence of
Teaction, mirroring those seen tn
the adult natve trial

Continued from page 1

don't have all the facts” sadd Dr.
Richard Price, an AIDS
researcher at the Unlvetdw of
Califorsia at San Francisco.

mended doses of Retrovir®
{ddovudine; AZT) appear o have
a favorable impact on treating
AIDS dementia et

‘The brain, in parficular, is
thought to be a sanctuary site
for HIV. Recent studies show

BIV may replicate in & different
meanner ig the brain than in the
rest of the body. “If current
drugs don't reach the brain, it
could serve as a slte for the
fulure escape of HIV," sald Dr.
Howard Grossman, a New York
physiclan. “The virus will stll be
sensitiva to therapy, but the
implication is that you can
pever stup therapy.”

Drug penetration of the CNS fs
usually measured by comparing
levels of certain drugs in the CSF
(measured in perts-per-milliiter)
with levels of the same drugs in
the blood. Plofted over time, this
Is feferred to as the “area under

Penetrating problem: drugs and CNS

{he concentration curve.” Ratios
between these curves for GF

“the most important
Lh!ng Is clinical aﬂecﬂven&

That's the vitimate meexme.

Progress continues in developing countries

; st
Short courses of Retrovir are being studied in pregnant
‘women to determine the potential utility in developing countries,

©1858 Cary Hox

HIV and Opportunistic
Infections for Glaxo Wellcome.
*Tois will mean significanily
lower pricing for Retrovir than

Glaxe Wellcome make
Retrovir more economical to
use in these seltiogs, but the
company intends te collabo-
rate fully in program support

in the West. This action reflects
Glaxo

to continue working with the
international denor community
and national governmeats to
find ways of reduciog the
number of new infections and
#mproving the care of people
with BEIV/AIDS in developlng
countries.”

Iaternational agencies and
natfonal goveruments will
take the lead In devisiag pro-
grams with the necessary
public health framework to
support the role of anti-HIv
medicatlons in reducing the
risk of malernalfetal trans-
misslon of HIV. Not only will

iacinding packng-
ing, pnllenl aducallon and
ongoing research.

Besides Lhis announced
pricing commltment, Glazxo
Wellcome's commitment o
fighting HIV ln developing -
countries Inciudes participa-
tlon in the UNAIDS Access
to Treatment pilot project ln
four  countries (Cote
D'Ivoire, Uganda, Chile and
Vielnam) which is almed at
assessing how limited health
infrasiructures can be adapt-
ed to ensure effective distri-
butlon and use of HIV/ATDS
related drugs.

The Nation’s

. date on the hews.

‘An sconom!

. USA TODAY
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Key presentations involving Glaxo Wellcome products at the 12th World AIDS Conference
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PRESENTATION FIMLE L POSTER# PRESENTER OATEMIME SESSION  LODATHIN
CNAA/B3003: Satety and activity of abacavir (1592, ABC) with 3TCZDV in aave sibjects 12712230 Margaret Fischl, Miaml. Rorida Monday, June 23th, 3.00 PM BI7 Anna
CNAAN06: activity and safsty {1522, ABC) with in fiid 12812255 Russall Van Dyke, New Orieans. Lovisiana Monday, June 25th. 3.00 PM BI7 Arena
CNAA3D0S: Cairetation of phenotypic resistance and clirica) efficacy of abacavirina phase W pediatrg sty 232/32283 Susan Danehower, GW Clirica Virology, Tuesday, June 30th, 1:00 PM B2d Arena

Research Triangle Park, North Carolina
CNAB3001: Safety and efficacy of abacavir (1592. ABC) in AIDS dementia compiex . 561/32192 Bruce Brew, Sydnay, Australla Thrsday. July 2nd, 1:00 PM 644 Halliv
CNABZ006: Ci abacavir (1592, (141W34} iherapy in HIV-1 infected antiretroviral  285/12204 Plerra-Alexandra Bast. Lausanna, Switzerand Tuesday, June 30th, 3.00 PM [:74] Arena
naive sublects with CO4+ counls >400 cafisAd and viral oad >5000 copies/mi o
‘Researth: Phenotypic HIV resistance in vilro cormelates with vira load tespontse (o abiacavir (1592, ABC) in'dvo _ 231/32289 Randa Lanier. BW Clinical Virology, Ressarch Triangle Park. Nosth Carcéima Tuesday, kme 30, 1:00 PM 624 Arena
Ressarch: Abacavir (1582, ABC) prevents spread of HIV-1 in bram tissue of SCID mics with HIv-1 55611233 J. Limages, Omaha, Nebraska Thursday, July 2rd, 1:00 PM A3 Hat v
T.HE. (Tools for Health & Course: A unique diseass piogram 63934236 W. David Hardy, Pacific Oaks Medical Group, Beverly Hills, Cafonia Thursday, July 2nd, 3:00 PM D45 Hal)
Combivir@(Lamivudine (37C) 150 myZidovudine {20V) 300 mg) given BID plus 2 protease inhilitor (P 1220 Mark Shagfer, Glaxo Welcome Inc.. Research Triangle Park Norm Caroina Monday, June 20th Track B
compared to 31C 150 mg 81D and ZDV 200 mg TID pius a PI
é‘m’m?qumw therapy with abacavir (1592), amprenavir, and Combivin® in suojects with acute and 32328 Priti dhingiran, Glaxo Wescome Inc., Research Triangle Park, North Caroiina Wednesuay. July 15t Track B
ronic HIV- n

Genolypic and p!vnmm\:‘amlysls of HIV from patients on ZDV theragy 32312 Margaret Tisdia, GW Research and Stevenage Herts, UK I Judy 1sl Track B

12389 Bnan Sadier. Glaxo Wallcorme Inc., Research Triangle Park, North Carolima Monday, June 28th Track B

intibltos, vty 1321 Richares Haubrich. USGD Treatmern Genter, Sin Dieqo, Gagtornia Monday, June 28th Track 8
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Alook at statistics that shape the nation
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1998 pace
could reach
35-year high

By Chiristine Dugas
USA TODAY

NEW YORK — Sales of new,
le-1 homes reached a

economy and a hot housing
market that continue to defy
expectations,
Sela of new, sin;
{0 an annua-

in May rose
. lbzd rate of 860,000 units, ac-

cording {o the Comimerce De-
wnL That is a 0.3%
over tha provious re

.
ear l“gs are cord rate o7 887000 56t in
h - It the pace pm%
a pOSSibility hom sales would hit a §5-year
The increase was 2
oy Kt ey
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View of the Pont des Bergues, the Rhone River and the Old
Town with the St. Pierre Cathedral.

WELCONE TO THE 12" WGRLD AIDS CONFERENGE
Conference organizers estimate 12,080 attendees
at the Palexpo Exhisition Hall in Geneva.
For the fisst time, bolh scientific and HIV
commusity representativas have been given
aqual gay In the form and content of the canferance.

ADHERENGE
ISSUES A
MAJOR

complaxifies of naw

coml aﬂo}«?ﬁ/ Iq:lmdm o
suppress Is ebEgasl
enge mﬁ: the cnical
disemse
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NEWSLINE

A QUICK READ ON THE NEWS

NTEHA TIVE CARE MANAGENMENT
PROGRAM ASSISTS PEOPLE
LIVING WITH HIV: TEE Toos for teatth ana .
Empowerment) Coutse is a ground-breaking HIV learning
pmamdssgnedluadvmcethes&nhmqulrm to help patients
3 ke more formed decisions

about their own care. Traimers
TH.ECOUBSE from local HIVIAIDS neam:
aad service

Preliminary results from a
small phase Ii study suggest
that the cosmblration of ampre-
navir (formerly known as
141W84) and abacavir (former-
ly known as 1592) may effec-
tively suppress HIV replication
whlle being generally well toler-
ated. The study, an openabel
design invalving 40 treaiment
naive patients, was presented
yesterday at the 12th World

S C

Geneva
Early results from the study

indicate that B9 percent of
patients (25 of 28) who at the
Ume of the analysis had com-
pleted 24 weeks of treatment,
bave undetectable tevels of virms
(less than 500 coples/ml).
Mareover, 78 percent of patients
(32 of 41) who had completed 4
weeks of treatment had unde-
teciable virus, as did 57 percest
(37 of 38) of patients who hed
completed B weels of trestment.
The study calis for patients to
recetve treahment for 72 weeks

“While these are very pre-
{imisary results in a very
small aumber of patienls, we
are encouraged by the sntivi-
ral potency observed thus
far,” said Lynn Smiley, M.D.,
vlce president of Clinical
Development, BIY end
Opportunistic Infections at
Glaxo Wellcome. “We are
also encouraged by the initie]
indications of tolerabllity of
thls regimen.”

Adverse events reporied in

this sfudy included nausea,
dlarrbea, epigastric pain,
headache and rash. At the time
of he analysts, two patients bad
discontiaued study drug due to
rash. Three perceat of patients
in clinical triats with abamvh'
have experienced a

tivity reaction. This reaction Xs
described in the article
“Abacavir Data Presented at
12th World AIDS Conference”
also found on this page of
USA TODAY.

'pmhummtered"gmuplemﬂng

hour workshops for patients and Ihelr care pariners {“buddy,”
rmnnymembers,!nend) thnuns:yreaﬂlsorarﬂnlmlma!
indicate

technicues to lead l!;zlwo

coping and

Deml.ledr&msnfTﬂECmnsesmﬂylhalam
Tasmanistic and adherence nutcomnes will be presented on July 2
In Session Hall | lo the 35 pm. session.

POSITIVE ACTION PF\‘OVIDES
ORLDWIDE UMBRELLA FOR AIDS
2 An international program created by Glaso
Wellcome n 1982, Pesitive Action werks in partaership \vm:
Broups, providers,
infernational agencies o pursue the common goals of rnom
effective HIV prevention, educalion. care and support for
people living with or allected by HIV/AIDS. Since its
formation, Pesilive Action has supported and iroplemented a
wide variely of projects al both & nabonu! and intermalional
fevei For more infarmation, check out (he Poslive Action
websile at www.PosiliveAction.com.

GRANTS SUPPORT NON-PROFIT: 1
order to channel contribution dellars to iniliafives that address
critical issues in HIV management. Glaxo Wellcome has
roptemented a Request for Propnsal (RFP) process as part of
Hs ongeing suppert Ior HIV communily service arganizations.
Seventeen awurds have recently been announced in response
io the first RFP which focused nn Initistives thal c¢xlend ihe

o rican or Hispanic

l audiences urd simplify the data (resented
d( the 12th Worki AiTS Conferateen Larer

this year, two RFFS addressing presrams in
which incarcerated perssas with HIV are
linked o treatment programs while io
prisen and upon discharge, and programs
to link disenfranchised HIV-positive
individuals with needed medical services
will be issied.

PATIENT DATABASE TO TRACK
OUTCOMES: In an effort to provide a centralized,
credible source lor the most comprehensive HIV data
available, Glaxo Wellcome developed a unigque, muli-site
computerized daiabase system that will stuuitareously
produce ohservational information on clinical, economlc
and humanistic oulcomes In patients with EIV/AIDS. The
CHORUS (Collaboration tn HIV Outcomes Research)
database will enroll approximately 6,000 patients with
HIV/AIDS in the U.S. and includes data on such

as clinical of patients, health
utilization, quality of iife, epldemiology and patient
satisfaction with healthcare.

LOWERED DRUG PRICES MAKE
TREATMENT IN AFRICA COST-
EFFE * Glaxo Wellcome will lower the price of
AZT up to 75 percenl in some cases for vertical HIV
transmission prevention in tow-income countries. This
annourcement colncides with a study concluding (hat reducing
tke high rate of vertical ATV transmission in Sub-Saharan
Africa with antiviral drugs can be cost-effective if drug prices
are lowered. “These events open the way for largesrale drug
Interventions because we koow thal these (heraples can make
bath medical and economic sense.” said Elliot Marseille,
DrPH, MPP, University of Calernia San Fraacisco senjor
research associate and lead investigaior of the study.

USA SNAPSHOTS®

A look at statistics that shape the nation

A single tablet calied Combivir®, which coains two of e most widely
used HIV medicalions, Epivir lamivudine 150 mg; 3TC} and Retrovir
{zidoviiing 300 mg; AZT). was cleared for use by the Food and Drug
Administration kst fall. Combivir is taken twice a day. efiminating as
many a5 two or six pifs a day for appropriala patients.

By Glaso Waficorma for USA TODAY

Data on p
in Geneva.

A penetrating

lem:
and the CNS

‘When it comes to HIV and the
nervors system, science Sl has
much to learn. We know (he
virus can penetrate the brain and
cerebrospioal fluld (CSF), aad
that some antiretroviral drugs
.can follow right behind. What
remains uncertaln, hewever, is
the scial meaning of all this.

Sections of the nervous sys-
tem affected by RIV include
the brain, the spinal cord and
the CSF in which the brain and
<ord are suspended. [nfection
of the brain cun lead to ATDS-
celated dermenlia comples. The
impact on the spinal cord is
less wel understood.

HIV in the central nervous sys-
tem (CNS) [s usually measured
by taking CSF samples.
Obvlously, spinal taps ore less
isvasive than brain biopsles.
While viral lsad measuremests
of CSF may give an Indicatien of
HIV levels tn the brain, this Iikely
is niot the case In many insiances.

So what's the clialcal signifi-
cance of drug peaetration? “Il's
largety theoretical at this point. We

Plense see PROBLEM next page »

g new drugs were prasented loday al the 12th World AIDS Ci

COVER STORY
Gombivir encourages adherence

Adpeﬂng o typically complex
combinatien drug regimens
can isckide a large quastity of
piils, food or water resirictions, or
time requirements presents a
significaat chelenge to many
peaple with HIV/AIDS, Unfor-

i

Phase I clinical trinf results
which further characterize the
investigationat anti-BTV com-
pound abacavir (formerly
known as 1592; nucleoside ana-
logue reverse tramscriptase
Innibltor) were presented by
tesearchers Monday afternoen
at the 12th World AIDS
Conference In Geneva.

In prelimisery 16-week datn
trom a randemized study of 173
aplireiroviral treatrnent naive
adult phtients, treatment with
the combination of
abacavir+Retrovir® (zidovu-
dine; AZT)+Eplvir® (lamivy-
dine; 3TC) resulted in unde-
tectable levels of virus (less
than 400 copies per mi) in 75
percent of patieats (65 of 87).
These data were based on an
iatent-to-treat analysis. When
analyzed using a0 mmd, or
on-reatment,

ceat of patients (62 of 71) had
undetectable levels of virus at
week 16. By comparisen, the
conirol arm of Eptvir+Retrovir
showed 35 percent of patieats

“Strict adherence to
multi-drug regimens
is essential to
obtaining the full
benefits of therapy”

tunately, sirict ot
mmmmsmmmnbmngmmubmeﬁummmpy
and p

(30 of 85) at lev-
els using {ntentdtodreat, and 43
percest (29 of 88) uadeteciable
&n astreated analysis.
Patients in the study who
achieved undetectzble levels of
virus at week 16 {n the aba-
cavir/Epivir/Retrovir group
wilt continue treatment for a
Hinimum of 48 weeks. Patients
who did not achieve uade-
tectable levels by week 16 or
whose viral levels became
detectable after 18 weeks in
this group, In addilion to all
patients in the Eplvir/Retrovir
Broup, were .’ﬂlnwed o change
could inclnde

develomlofﬂngrmm

lslaedanmdsofbdr'pmbwden and may miss doses or take “drug
" The therapy

Mmypaﬂaﬂsm@ewmm

and can be dosed with ose pill in the moming and one at night,
represenis the first major step toward simplifying highly effeciive
combination drug regimens. For many patieats whose medication
regimens include Epivir and Retrovir, the use of Combivir may reduce
by as many as six the oumber of pills thal need fo be lakea each day.
“T wes tokiog 20 pilis a day,” said one patient “Now that I'm on
Combdvir, ['m oaly taking 14 piils a day and ir's much more converzdest”
Combivir was approved for use by !he US Food and Drug

fall and was

desing
oplion to encourage adherence to mumple drug reglmens

cvmn!nlng Epivir end Retrovir.

of new nations of

the desing

mmalweknawmlmeapotealzﬂec&inmrmngﬂw Is one
of the biggesl chaHenges today in the real-world clinical
minagement of patienls with HIV,” sald Joseph P. Eron, M.D.,
assoctate professor of medicine at the Unjversily of North
Carutina, Chapet Hill, School of Medicine,

“Hopefully. the deveiopment of Combivir is just the first slep in
efforts by the pharmacewtical industry to improve whal are
ent regimens for patients lo follow,”
said Amy Keller, intermational project leader, Epivir & Retrovir at

exiremely demanding treatms

Glaxo Weltcome Inc
to HIV

allﬂnqymeﬂmﬂaspmssvnﬂ-
eble marketed
‘The level of plasma virns in

Abacavir data
presented at
12" World AIDS
Gonference

patieats enrolled in this study
was also evalualed at week 15
by an sltrasensilive assay that
can measure viral levels os low
a5 50 ceples per ml of plasmz.
Using this assay, it was demon-
strated that 54 percent of
patients In the ahacavir/
Eplvir/Retrovir group ang 15
percent of patients in the
Epivir/Relrovir group had
plaswio viral load of less than
50 coples per ml

Of patients entering this study
willt viral loads greater than
100,000 coples/m] and who
were randomized to {he aba-
cavir-<o arm,

(12 of 18) bad vira! load that

(12 of 14) baving viral lond that
was undetectable in an astreat-
ed A

“These dats sug-
pest anliviral petency with aba-
cavty in this patient population,”
sald Dr. Margaret Fischl, prin-
cipal investigator for the study.
~This appears to be & potent

that can elso be dosed
very simply.”

Patients In the sbacavir arm
of the received one tablet
of abacavir (300 mg) twice
daBy, ove tablel of Epivir (150
mg) twice deily, and one tablet
of Relrovir (300 mg) twice
dafly. At 16 weeks in lhe study,
there was no significant differ-
ence in adverse events between
the two treatment groups indi-
cating that abacavir is generaily
welldolerated. The most com-
mouly regerted adverse events
were nauses, malaise and
headache in both treatment

additlon, two patients
experienced a hypersensitivity
Picase see ABACAVIR next page »

therapies is becoming increasingly visible as an. lmpomnl aspect of
successful HIV therapy. While pill burden associaled with HIV
treatments may only represent a part of the overall adherence
challenge, the effective managemesnt of roedicalien is a Key issue In
the ongoing pursuil of maximally suppressive treatment regimens.

* 'SPECIAL EDITION FOR GLAXO 'WELLCOME
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- statisti

.10 SubSahara Africa

- Pércentige of HIV-- people

International AIDS
ics at-a-glance

APeople newly infected with HIV in 1987

:; AIIDS denthssince the beginning of the epidemic .11.7 milllon
“;Adults

o AIDS: orphans since the: beglnnlng of the epidemic .8 2 miltion

' Estimated mumber of new infections a doy
Adslls ..

{iving in the developing world ..

5.8 million

.0 miltion.
2.7 miltion:
+4.0 miltion

8 miltlon

Maternal-fetal HIV transmission prevention pr

Under the direction of
UNAIDS (the Joint United
Nations Program on
HIV/AIDS), efforts to initiate
conceried international action
o prevent mother-to-child
transmissten of HIV continue.
In 1897, some 550,000 infents
acquired HIV infection from

These data showed thal treat-
ing HIV-lnfected pregnant
women with a short course of

AZT)

the compiex treatment regimen
empioyed to reduce tiis risk in
the US. is not applicable in most
couniries. The Thal

prlor m delivery reduced their
risk the virus
to Lhei.r babis by more than
50 perce

short conrse shrdy was conduct-
ed by the US. Centers for
Control end Preveation

their mothers, 3 Agure that i3 ¢, H coardinated by UNAIDS to help
expected to continue to rise. the questlon identity practical selutlons for
Experts from national health . the developing wortd. Results
oot oo s [S 110 ONQISY b
cies and 1 i met T this year.
in Geneva on March 24 and When Or |f Following the announce-
recommended that UNAIDS h |d meat of the Thai resulls, Glaxo
coordinate the implementation We S ou ‘Wellcome ple anaounced plans
of programs to reduce mother- to Implement large scate price
lo-child transmission in the aCt but reduciens on Retrovir for use
developing world. Speaking al 3 in the prevention of maternal-
the meeting, Executlve H 9 fetal transmigsion in develo,
Director ot uniams, br. reter SIMOLY NOW.” g natioas il
Plot, urged the “Our is not only

community to take immediate
actien, saylng, “the question is
10 Jonger when or i we should

lordmark cHnical trial resuits
trom Thailand in February.

Treatment of BlV-infected
pregnant women with AZT had

to suppert an effective public
bealth initiative, dut to offer
prictog that satisties World
Bealth and Werld

act, but simply how.” alreedy been
The meeting in Geneva fol-  the United Stales and France Lo
lowed tie snnouncement of he an effective rmeans for reduc-

ing the risk of mothertobeby
transmission of EIV. However,

Bank standards for cost-effec-
tive medical care,” said Peter
Yousg, vice president of
Therapy Area Development,

Progress continues in developmg countries

Short courses of Retrovir are being sludisd in pregnant
women to determine the poterttial utility in dsveloplngmcg\:nc;r'iys"a.
vz

HIV and Opportunistic
Infections for Glaxo Wellcome,
“This will mean significanily
lower pricing tor Retrovir than
1a the West This action reflects
Glaxn

Pain and tinglisg resuiting
Significantly reduced in patient

uruumry rvesulls in a smail
recenby at

Abacavir data presented

Centinued from page |

reaction 10 abacavir. This reac-
tion has occurred in 3 percent of
subjects in all siudies and is
characterized by fever plus one
or more of the following:
malalse, nausea (with or without
vomiting) and possibly an
aecompanying rash. These sys
temic sympteins begin from sev-
eral days to six weeks afler initi-
ating therapy and reselve within
days following discontinuation
of abacavir, Palier!s experienc-
ing this renctlon must ot (ke
abacavir again Restariing nh-*-
cavir after a

cavirconiaining arma than in the
control arm (38 percent versus
18 percent). There were three
cases (3 percent} of hypersensi-
tivity in the ebacavir group.
“The early results from this
trial sy that abacavir will
beaefit HIV-infected children
who have received prior anti-
refrovira therapy,” said Russell
Van Dyke, MD, principal inves-
tigator for the study. “Perhaps
as importantly, it sels a prece-
dent by including children in
the inftial clinical development

reaction has resulted tn cases of
o u!e—(nrentemng. and in one
inslance faknl, reaction.

In another presentation, pre-
itminary 16-week data from a
sludy of abucovir In children
with HIV suggest a sigaificant
beneflt in viral load reductions
for the arm containing aba-
cavir. The study randomized
205 children who had bees pre-
viously Lreated with anti-retro-
viral agerds {primarily nucleo-
side reverse (ranscriplase
kahibitors) to receive either
abacavir+Epivir+Retrovir or
Epivir+Relrovir. The study

endpoints were the proporiion
of palients below 10,000
coples/m!{ and below 400
capies/ml at week 16.

Utilizing an intent-to-treat
emalysts, 49 percent (50 of 102}
of patients in the abacavir+
Epivir+Retrovir arm had less
than 10,000 copies/m! at 16
‘weeks versus 35 percent (36 of
103) in the Epivir+Relrovir
arm., Also, 13 percent of patients
(13 of 102) in the abacavir arm
bad undetectable viral loads
(less than 400 coples/ml) com-
pared to 2 perceat (2 of 103) In
the Epivir+Retrovir arm.

‘With the exception of nausea,
the Incidence of common
adverse events was similar in
the twoe treatment groups.
Nausea was reported significant-
ly more frequently in the aba

of a new agent.

Pedistriclans have long been

frustrated by the delay in mak-

ing new agenis avallable for
ildren.”

An analysis of viral resistance
among lhe pediatric patients in
this study produced dsta which
showed that abacavir s effective
in some patients desplie the
presence of virus mutations asso-
clated wilh abacavir resistance.
Al week 16, 32 percent of those
patieats who achleved viral
loads less than 10,000 copies
white on treatmenl with aba-
cavir had baseline reverse tran-
seriplase mutations at codons 74
and/or 184 (mutations demon-
Strateq i fanoTawry Sudies to
occur in virus exposed to aba-
cavir in cuture), indicating that
mutations at these posttions do
not preclude an antviral
response with this freatment reg-
imen wsed fn this way.

The children parficipating in
this study received a banana-

tered twice a day. The liquid for-
mulation will be introduced to
the US market simultsreousty
‘with tablet formulation of the
product. Abacavir was ge:

well tolerated by the childres In
the study wilh types and frequen-
cy of adverse evenfs, including
the incidence of hypersensitivity
reaction, mirroring those seen in
the adult naive trial

stud;

the Eighth Annual Neuro-
sclence of HIV Infection
meeting in Chicago.

The study showed hat
potients receiving Lamictal
reported less pain than
patients in the placebo growp.
The redection in pain from
baseline to week 14 of Lhis
study was significantly
greater in the nine palienls
recelving Lamictal {0.545)
compared to the |9 patienls
taking placebo (0.168,
p=0.036). Some palienis
nofed pein rellef as early as

Peripheral neuropathy is a
plication of HIV and AIDS wi

coses, occurs for upkno
However. treatment of HIV

continuation of the therapy.

ber cowld range from 120,000

condition usually include pat
and dorsun of the feet.

AIDS asseciated peripaeral seuropathy was
Lamictal® (lamotrigine), according to pre-

two weeks of treatment with Lamiclal.

didegxynucteoside (antiretroviml) therapy
Is recognized as a cause of painful neuropa-
thy, which often persists fong afler the dis-

It is estimated that 26—35 percent of
patients with HIV or AIDS suffer from some
degree of peripheral peurogathy. This mmn-

sons with IV or AIDS. Symploms of his

Peripheral neuropathy

from HIV or with epilepsy.

ts treated with

An estimated 20 to 35
percent of patienis with HIV or
degrea

«<ommon com-
hich. in mony
Wi reasons.

patients with inthe

{o 180.000 per-

n in the soles

atric patients below lhe age of 16 have Bot
been estoblished. The idea for the study
reported in Ctiicago resulted from anecdotal

pain scores between the two groups, with
both groups reporting painful neuropathles.
After 14 weeks of lrealmenl. patlents recefv-
ng Lamictst repmad 1ess pain than patients

Of 43 paurms orginally enrolled in the
study, 15 did not complete the 14 week study
périod. Six of the 15 patients who fajled to
complete the study discontinued due to rash
In controfied trials for the approved indication
of Lamictal, the most commonly reported
adverse experiences were dizziness,
hesdache, diplopin, ataxig, nausea, blurred
vislon, sornolence, rash and vomiting.
Serfous rashes requiring

Safety and 'efm:m:y io pedi-

reports of the effieacy of
icial in the breatment of

modified Gracely scale. The
Gracely scale s & well-validat-
ed and reliable asessment of
pain intensiy.

Before initiating the study,
there were no differences in

hospitalization and
of treatment have been

mal foot weakness,

the feet, decreased ankle reflexes and mini-

Lamiclal is an anticonvalsant which is “ed
currently indicated as adjumctive therapy in
the treatment of parilal sefzuresin adulls

feeling (n

reported in association with Lamictal. The
incidence of these rashes, which have includ-
Stevens Johason Synidrome is approximate-
1y one in every 100 pediatric patients (age <
16 years) and three in every 1,000 adulls.

Continued from page 1

don't have all the facts” said Dr.
Richard Price, an AIDS
researcher at the University of
California at San Francisco. “But
there are two reasons it might be
* Oue s treating demen-
tia and the second 15 attempting “t0
eliminate a potential reservoir of
infection™ A small study indicated
{bat higher than usually recom-
mended doses of Retrovir®
{ddowadine; AZT) appear o have
4 favorable impact on treating
AIDS dementia

‘The brain, in particular, Is
thought to be a sanctuary site
for HIV. Recent studies show

BIV may replicate in a different
mzmner in the brain than in the
rest of the body. "If current
drugs don't reach the bralp, it
could serve as a site for the

sensitive to therapy, but the
implication is that youo can
mever stop therapy.”

Drug penzmou of the CNS is

wsually o

lzvdsulcemhdmﬁlnlheGF
(megsured in parts-per-milliliter)
with levels of the same drogs in
ihe blood. Plofied over time, this
is feferred io as the “area under

Penetrating problem: drugs and CNS

the concentration curve.” Ratis
between these curves for CSF

people to evalvate claims that

agenis penetrate the
(NS, “The information is usuelly
expressed in very sclentific

He said people should consult
their ‘when trylng to
determine

peneltrability. For
0w, he safd, *the most fmportent.
thing s clinical effectiveness.

to continge working with the
international demor comeunity
and national governments to
find ways of reducing the
aumber of new infections and
impraving the care of people
with HIV/AIDS In developing
counbries.”

Iaternational agencies and
national goveroments will
take the lead in devisiag pro-
grams with the necessary
pablic health framework to
support the role of anil-HIV
medications In reducing the
risk of malernal-fetal trans-
misslon of HIV. Not only will

Glaxo Wellcome make
Retrovir more economicel to
use in these settings, but the
company iatends ic collabo-
rate fully In program support
iacluding distribution. packag-
{ng, palient educalion and
ongolng research.

Besides this arnounced
pricing commitment, Glaxo
Wellcome’s commitment to
fighting HIV lo developiug -
countries includes participa-
tion In the UNAIDS Access
to Treotment pllot project in
Tour  countries  (Cote
D'Ivoire, Uganda, Chile and
Vielnam) whick ts almed ot
assessing how limited health
infrastruckires can be adapt-
ed to ensure effective distr-
bution and use of HIV/AIDS
retaled drugs.

USA TODAY
is pleased to welcome
" Glaxo Wellcome
to the pages of
The Nation’s Newspaper.

This special promotienal edition was
prepared for Glaxo Welicome by
USA TODAY for this conference. It is
‘ong example of the varied type of
added-value programs that help extend
the impact and increase the value of an
advertising.investment in USA TODAY:

Each’ day, mitlions of Americans

around the world turn to USA TODAY.

And for good reason. The latest

deadline in print keeps readers up-to-
. date on the news. Goncise; reievant

. the''world. Timely health features
T midke them educated about their lives.

"'vAn economy of words. A wealth of .
information. USA TODAY connects.
with readers every day.

An aconomy of words:
A wealth of infermation.

Key presentations involving Glaxo Wellcome products at the 12th World AIDS Conference

PRESENTATION/
FPRESENTATION ITLE POSTER & PRESEHTER DATESTIME SESSION _ LOCATION
CNANB3003: Safety and activity of abacavir (1592, ABC with 37C/Z0V 1n anlmovlnl nane sub)ecls 127712238 Maigaret Fischl, Miami Rorida Monday, June 29th, 3.00 PM Bi7 Arena
CNAA006: Andretroviral acthwty and safety of abacavii {1592, ABC) with in therapy chikdl 12812255 Russall Van Dyke, New Orieans, Louisiana Monday, June 29th, 3:00 PM BI7 Arena
CNAA3006: Corretation of phenotypic resistance and cinical efficacy of abacavir in a phase Ill pediatre study 232732283 Susan Danshower, GW Cinical Virology. Tuesday. June 30th, 1100 PM 824 Arera
Research Triangis Park, North Garolina

CNAB3001: Safety and efficacy of abacavir (1592. ABC) in AIDS dementia complex 561/32192 Bruca Brew. Sydney, Australia Thursday. July 2nd, 1:00 PM 844 Hail v
CNAB2006; Comnation abacavir (1592, ABCYamprenavir (141W04) therapy in HIV-1 infected antiretrovit 286/12204 Pierre-Alexandra Bart, Lausanne. Switzeriand Tuesday, June 30th, 300 PM 826 Anm
nive subjects with CO4+ counls viral ig2d >5000 copies/m)
Rmkuwmmhmmm.wmdsmmanmmusez,mcmm 231732289 RandaAl Lanies. GW Ciinical Vinology, Research Triangle Park. North Carolina Tuestiay, June 30th, 1:00 PM 824 Arena
Resaarch: Abacawir (1592, ABC) of HV-1 1n bram tissue of SCI0) mice with HIv-1 is 55611233 J. Limoges, Omaha, Nebraska Thursday. July 2nd. 1:00 PM A3 Havi
THE (Tools for Health & Cotsrse: A unique di program 5393423 W. David Hardy, Pacific . Beverly Hills, Cafifomia Thursday, July 2nd, 300 PM D45 Hat |
Combhir@Lamivuding (3TC) 150 mg/Zidovudine (ZDV) SWn\g)g:vmam phsaprmasexnmhllur ®i 12220 Mark Shaefer, Glaxo Welcome Inc.. Research Triangio Park North Caroina Monday, Jume 2% Track B
compared to 3TC 150 mg BID and ZDV 200 mg TD plus a Pt =
mmwoq";u:uﬂ;metmw fir (1592). amprenavir, and G sm;eﬂswm:wleam 32328 Prti Jhingran, Glaxo Wescome Inc.. Research Triangle Park, North Caroéna Wednesday. ety 13t Track 8
chronic HIY-1 infection
Genotypic aM phenotymie analysis of HIV from patients on ZDV/3TC therapy 32312 Margare! Tisdake, GW Research and Stevenage Harts, UK Wettnesday, dy 1st Track B

drug interactions 5 12388 8nan Sadier. Glaxn Webicome Inc., Research Triangse Park, North Carofina Monday, Jure 20t Track®
Phase |l study of amprenavir. a novel protease inhibitor, :n combination vath Zidavudine37C 12321 Richard Haubrich, USGE Treatment Center, San Diego. Cafornia Monday, June 29t Track B




