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Mission 

Glaxo Wellcome Is a 

research·based company 

whose people are 

committed to fighting 

disease by bringing 

innovative medicines 

and services to patien1'S 

throughout the world 

and to the healthcare 

providers who serve them. 

Values 

High Standards 

Valuing Customers 

Valuing People 

Teamwork 

Embracing Change 

Achievement 

Corporate Citizenship 
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dcsi~natcd above. If you are not the adtlrcssec any disclosures. rcproductio11, clistrib11tlon, or any other dissemination or use of this communication 
is strictly prohibited. lf you have received this transmission in error please i:ontact us Immediately bV telephone so that we can arran11c for its return. 

Glaxo Wellcome Inc. 
F111e Moore Drive 
PO Box 13390 
Rcscarch Triangle Park 
North Carolina 27709 

Telephone 
[919) 483-0608 

Fax 
(919) 483-0571 
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Glaxo Wellcome Memo 

To: Daniel Montoya, White House Office of National AIDS Policy 
From: Jennifer McMillan 
Date: 06118197 
Subject: Follow-up Information 

Daniel, 

I have attached some information in response to the issues that we discussed briefly in our 
telephone conversation earlier this week. 

The entry criteria for the open label/compassionate use program is outlined in the 
"Community Update" and its attachment. 

In addition, you asked if we could provide you with some idea about what the company 
has done in response to comm.unity concerns thus far. The second attachment is a 
consensus letter we received from the community that outlines a program of 
compassionate use, expanded access and accelerated approval. Overall, we are 
progressing along this track in our development and access plans for 1592. 

Our criteria for compassionate use reflects the community's concerns that patients not be 
required to fail all available therapy before they can access 1592. Instead, we have 
allowed patients to participate in compassionate use if they still have a drug option to 
combine with 1592, which reflects the current thinking regarding adding more than one 
new drug to a regimen. 

We built on the community's suggestion by adding a separate compassionate use program 
for children. And we responded to the community's request to develop a program for 
patients with AIDS dementia. 

We are thoroughly evaluating the development of drug-resistant virus in relation to 1592 
use. This.is an area of great concern to both the community and Glaxo Wellcome. 

Finally, we clearly both agree that moving this product through development to the filing 
for accelerated approval as quickly as possible is in everyone's best interest. 

I hope this information and the attached materials are helpful. Please call me if I can 
provide more. 



JUN.18.1997 4:13PM GLRXO WELLCOME NU.':!.:iq r . .=J/ o 
.' 

6/axoWellcome 
April28, 1997 

Community Update: Glaxo Wellcome 1592 Com.passionate Use 

We are pleased to provide you with more details about our first steps to broaden access to Gla.xo 
Wellcome's investigational drug, 1592, for the treatment of HIV disease. This letter and 
attachment outline three Glaxo Wellcome programs. These initiatives will run concurrently with 
controlled clinical studies, which are now widerway for both treatment naive and experienced 
patients. 

As you know, a considerable amount of discussion has taken place involving the company, the 
HIV community and treaters concerning the best way to prnride early access to 1592, while also 
making best use of limited drug supplies lllltil a larger expanded access program begins in early 
1998. The importance of learning more abo~t the appropriate role of 1592 has been raised many 
times, so we have designed a program for adults that encompasses an open label study which 
allows for collection of safety and efficacy data. We feel it is important to gather data on a broad 
population of people in addition to that which is being collected through our clinical trials. These 
data (viral load and safety) will also provide important information that can be used to help shape 
the expanded access initiative. 

We will be providing access to 1592 initially via three programs; a pedia1ric program, a program 
for people with severe AIDS Dementia Complex (ADC) and an adult program. The entry criteria 
for each program are listed on the attached sheet. The ADC and the pediatric programs will be 
conducted via a centralized registration procedure, whereby doctors phone to register new 
participants. The adult program will take place at geographically dispersed centers. We plan to 
initiate the pediatric program in June, The dementia and the adult programs will begin in July. 

The entry criteria for the adult program have been established to allow participants to combine 
1592 with other anti-HIV therapies. Specifically, to be eligible to participate individuals must have 
failed at least two nucleoside reverse transcriptase inhibitors and one protease inhibitor. The adult 
program will be ~through geographically dispersed centers across North America, Europe and 
Australia. We will provide a list of centers as soon as it is finalized. 

To date, there have been approximately 250 people treated with 1592 in the phase II clinical trials. 
The new initiatives will involve approximately 2t500 people in the three compassionate use/open 
label stUdies. This is in addition to the more than 2,000 people in some 20 studies in the ongoing 
clinical trial program. 1"hroµgh this program, we are attempting to allocate limited supply of drug 
between the competing needs of extensive clinical trials and this compassionate use/open label 
program. We view this as the first steps in a broad effort to provide 15 92 to the people who need it 
prior to its approval and until a larger expanded access program can be put in place. 

If you have any questions on this program, please contact me or Michael Joyner at 919-483-2987. 

Jennifer McMillan 
Director, Health Care Coalitions and Advocacy Relations 

Glaxo Wellcome Inc. 
five Moore Or\ve 
PO Box 13398 
Rcsea~h Triangll! f";trk 
North Carolin~ 27709 

Telephone 
919 249 2100 
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1592 
Compassionate Use/Open Label Program 

Entry Criteria 

Pediatrics 

• Viral load> 100,000 copies/ml 
• CD4count<15% 
• Failed at least one NRTI 

AIDS Dementia Complex 

• Severe dementia (to be defined) 
• Diagnosed by a neurologist 
• Prior treatment with AZf 

ADULTS 

• Viral load> 50,000 copies/ml (where measured) 
• CD4 count < 1 OO/nun3 
• Failed at least two NRTI and one PI 

l'iU. ':::t.:i"I r,c.+/D 
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Consensus Statemept op 1592 Expanded Access and Accelerated Approval 

• Overview 
Access to Glaxo Wellcome's 1592U89 ("1592") now in development, potentially represents the only viable 
option for delaying disease progression for many people living with IIlV and AIDS who have exhausted the 
benefit from currently approved antiviral therapies. In early clinical studies, 1592 has demonstrated a more 
potent level of antiviral activity than other RT inhibitors, with minimal side effects. It's most important 
property, however, is that people have not previously been exposed to it and it therefore offers the hope of 
renewed antiviral activity. This renders the drug critically important to two patient populations: (1) those 
who have already lost sensitivity to the other drugs of this type, and (2) those who need to use at least one 
"fresh" or new nucleoside analogue RT inhibitor to make reasonable use of combination therapy with 
protease inhibitors or non-nucleoside RT inhibitors. Existing evidence clearly suggests that combining such 
drngs with previously used therapies diminishes their effectiveness and leads to more rapid development of 
resistance. 

l11e benefit of this dmg may be limited due to the development of resistance, a problem common to all 
currently approved antiviral compounds. While it may take years of additional study to determine its optimal 
use, this should not delay prompt access to this therapy by people in immediate need. Delaying the 
availability of this drug witil Phase III trials are folly accrued is unacceptable and represents a significant 
change from past practices. For example, the ddl, d4T, and AZT expanded access programs all took place 
while trials were still recruiting. We are very concerned that the recent activities of several pharmaceutical 
companies represents a broad effort to minimize the number of patients served by expanded access programs. 
Any such effort around 1592 would be a moral affront to the rights and needs of people with. HIV I AIDS and 
their healthcare providers. 

We hereby propose the following 1592 expanded access program, to be phased in i11 stages, with immediate 
access to those in urgent need. 

• First Phase - Compassionate Use/Salvage Therapy 
Glaxo Wellcome and the Food and Drug Administration must cooperate and take a more compassionate 
stance to make this promising compound immediately available in a "salvage program" once a recommended 
dosing schedule has been established. This compassionate access/salvage program should make drug 
available as soon as possible for those people who have failed existing therapies and risk near-term danger of 
death or life-threatening infections. 

The development of this drug must take into consideration its unique potential to provide benefit to the 
a.cutely compromised segment of the IIlV-infected population, Availability of salvage strategies is of the 
highest priority for people living with HIV. There is no logical or moral reason to withhold this drug from 
people with advanced illness, people whose lives hang in the balance. Currently, this compound qualifies, by 
any humane standard, for compassionate use. 

This first phase of Compassionate Use/Salvage Therapy should provide 1592 without delay to patients who 
meet any one of the following two requirements: 

1. CD4+ Cell Count <SO OR Viral Load >40,000 copie..flml 
AND Treatment Fail11re to approved RT Inhibitors AND at least one Protease Inhibito1; 

2. Diagnosis o.f AIDS Dementia Complex (ADC), unresponswe to existi1tg tllerapies. 

We believe evidence of the above conditions can be accomplished with a minimal amount of paperwork. A 
physician's letter accompanied by one lab report should be sufficient to establish any of the above criteria. 

• Second Phwie - Expanded Access 
This second phase of Expanded Access should provide 1592 during recruitment and conduct of Phase II!lII 

1 
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clinical trials, but no later than ninety (90) days from the start-up of the First Phase, to patients who meet any 
of the following criteria: 

1. Patients who do not qualify for 07 tJTe denied entry in a 1592 clinical trial and liave a 
medical need/or 1592, or 

2. Patienti who do not l.ive within a radius of 15 miles of an active clinical trial site, or 
3. Patients whose lives would be immediately jeopardit.ed by randomiz.ation to an ineffective 

treatment regimen, or 
4. Patients with a CD4+ Cell count below entry requirements of clinical trials, or 
5. Viral Load greater than 20, 000 copier/ml., despite use of c""ently appr(}l)ed therapies, or 
6. Treatment Failure or demonstrated genotypic or phenotypic resistance to approved RT 

inhibitorJ, 

• Accelerated Approval 
This compound should be licensed for accelerated approval as soon as possible. FDA approval of this 
compound should be based on existing regulations governing a.ccelerated approval of new drugs for life­
threatening illnesses; 

1. Clear evidence of benefit on surtogate markers have been demonstrated; 
2. Principal toxicities IUld drug interactions have been defined; 
3. Longer-term development plans have been initiated deligned to determine the 

drug's usef"lness in promoting clinical and survival improvements and durability of 
response, as part of a medical strategy for coping witli HIV infection. 

*We urge tire sponsor to file tipplicalionafor accelermed approval as soon as possible. 

• Resistance, Pharmacoldnetics and Drug Interactions 
As with all antivirals, the development of drug-resistant strains of virus, drug interactions and 
pharmocokinetic variances while using this compound may warrant additional considerations. To address this 
concern, sponsors should also be required, prior to accelerated approval, to present meaningful data on: 

1. the speed and levels of resistance encountered; 
2. the degree of crosS•Tesi.stance found with other nucleoslde analogues; 
3. tlie interaction of t/,e compound with other commotily used anti-HIV medications; 
4. bioavailability in men, women, and children and determination of the degree which blood 

levels vary depending on body weight. 

• Summation 
Any effort to withhold access to promising; compounds is contrary to the interests of HIV ~infected people, 
inconsistent with the Accelerated Approval regulations, and scientifically unwarranted. The long history of 
the development of the earlier generation of antiviral drugs clearly demonstrates that it is possible to accrue 
patients and continue conducting clinical trials of compounds, long after their marketing approval. Because 
of the issues of drug resistance and drug failure over time, new therapies for mv disease will continue to play 
a critical role no matter how many drugs become available on the market. New therapies, like 1592, must 
continue to be made available as rapidly as possible to patients with immediate needs for changed or 
improved treatment. 

AGREED and ACCEPTED this __ day of ____ _, 1996: 
* Revised as of 1112 7196 

Signature 
Print Name: 

--------~~~~ 
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Of: ____________ _ 

Organization 
Please fax to: 310-471-4565 
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Mission 

Glaxo Wellcome is a 

research-based company 

whose people are 

committed to fighting 

disease by bringing 

innovative medicine~ 

and services to patients 

throughout the world 

and to the healthcare 

providers who serve 

them. 

Values 

High Standards 

Valuing Customers 

Valuing People 

Teamwork 

Embracing Change 

Achievement 

Corporate Citizenship 
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the addressee de!3igria!ed above. Ir you are not the addressee any disclosures, reproduction. distribution, or any other 
dissemination or u5e of lhis communication is stridly prohibited. If you ha1.1e received this transmission in error please ·~ontacl 
tJs immediately by !Ellephone ~ that we can arrange for its return. 

Glaxo Wellcome Inc. 
'1500 K Sl., N.W. 
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Washington. D.C. 20005 

Telephone 
(202)783-1277 

Fax 
(202) 763-1740 
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Glaxo Wellcome Inc. under.stands the desire of many within the HlV/AIDS 

community to gain access to new treatments as soon as possible. W c regret 

that ACT UP New York has chosen to demonstrate as they did today. We have 

been actively discussing access issues v.1~ members of ACT UP, who are 

aware of the company's plaDs to address many of the issues that were 

highlighted today. 

Glaxo Wellcome bas an obligation to ensure that experimental medicines are 

safe and effective: before they are made available to wide audiences. The adult 

open label (compassionate use) program for the experilnental drug 1592 is 

beginning in the ooming weeks. A larger expanded access initiative will begin 

early in 1998. 

We believe actions such as those that ACT UP took today only serve as a 

distraction to the people who are working hard to make our new medicines 

available as quickly as possible for all patients who need them. 
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Glaxo Wellcome Inc. understands the desire of many within the HIV/AIDS 

community to gain access to new treatments as soon as possible. We regret 

th.at ACT UP New York has chosen to demonstrate as they did today. We have 

been actively discussing access issues wit:. members of ACT UP, who are 

aware of the company's plans to address many of the issues that were 

highlighted today. 

Glaxo Wellcome bas an obligation to ensure that experimental medicines are 

safe and effective: before they are made available to wide audiences. The adult 

open label (compassionate use) program for the experimental drug 1592 is 

beginning in the coming weeks. A larger expanded access initiative will begin 

early in 1998. 

We believe actions such as those that ACT UP took today only serve as a 

distraction to the people who are working hard to make our new medicines 

available as quickly as possible for all patients who need them. 
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ATTENTION MICHAEL DIZ -

Michael-

Thanks for your help. Here's a note with questions to on-pass to Sandy. Take care. 

Sandy -

Hi. First, just FYI, I'm hearing good things from activists here about your advocacy 
around 1592. There's a real fever pitch about the impommce of the drug. Good luck with 
Glax.o. 

Now it's my tum, briefly. I'm doing a piece for POZ on women in clinical trials - a follow 
up to the Women & lilV Conference. A couple of questions, please. 

1. I talked to Scott Hitt out here and he says he thinks women are now included in 
govcrnmcnt•sponsorcd clinical trinls - by a.bout 12% . He nbo so.id that the inclusion of 
women should be reflective of the womon/HIV population - and if they're not included - it 
should be mandated thi'lt they should he. SO: considering that the death rate for women is 
up by 3% 11I1d considering th.at women die faster after diagnosis, is a 12% inclusion rate 
sufficient? 

2. Ifthc: FDA's mission is to regulate drug approval - with the safety of the drug a primary 
concern - how can the FDA approve drugs which have been basically only tested and 
analyzed in half the population, i.e. men? Also - government health officials seem 
concerned about including, as the activists put it, "potentially pregnant" women - while the 
fact that IIlV -infected men are also sperm providers is not considered. What can be done 
to make the FDA live up to it's mission, especially concerning trials for dosage levels and 
frequency with which drugs should be taken by women? 

3. Can the above be considered ~ethical, especially in light of the President,s pledge 
about biomedical ethics after the Tuskegee apology? 

4 ThP.TP. havP. hP..P.n sP.vP.ra1 prntP.st~. meeting"· a.net rl".commenrlations - including tho~ 
propo&ed by the National Drus Development Taek Force in 100'1 to ch:ango tho FDA 

regulations to require trial sponsors to include women and to change labeling to provide 
infonnat.ion pertinent t.o women (example: lahels on Monist.at 7 specifically note that a 
recurring yeast infection may be a sign of diabetes or HIV - BUT less expensive over the 
counter remedies do not.e include such info - and. a.c; yon know. poor women will thus 
:tclf-mclli\ielc a.rn.J. V' c~cul al cmc1 0 cn\;y 1 vv111:t willi full -Llvwu AIDS). 111 Scpl. 1995 
FDA issued amendments regarding drug application and approval regulations - with public 
conuuent due by Dec. 1995. However - no new amendments have yet been issued. Can 
you do anything to push this along? 

------··• ......... ---------



5. Regarding 1592 and 141 W94 - is Gla.xo testins the drugs adequately in women- ie in 
significant numbers for gender-specific analysis in pregnAnt and non-pregnant women? As 
you know. there are a number of women (the blond Donna I introduced you to at the 
Women & lilV Conference, for example) who have been having a terrible time tolerating 
existing drugs and have developed drug resistance. They a.re very anxious about 1592. 
And, again as I know you know, the horror of drug failure or intolerance is compounded 
by the fact that the women are not as organized as the men and don't have the same 
support - so like men in the beginning of the crisis, they are suffering in silence, shame, 
and too often, ignorance while still going to work and caring for the kids. Clinical trials 
are often their only access to a healthcare package (physical, dental, etc). Will Glax.o 
expand the compa.'l.sionate use access to include poor women? 

These are not easy questions, I know. But I would very much appreciate a response 
ASAP. Meanwhile - take care and thanks for taking on such a big job. 

~o~ 
(213) 656-2692 
FAX: (213) 656-9056 
e-mail: LNK.Ocarnb@aol.com 
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Memorandum 

TO: Sandra L. Thurman and Daniel C. Montoya 

FROM: Michael Diz 

DATE: June 25, 1997 

RE: Conference call with Jeff Getty and other activists- June 25, 1997 

COMMENTS: 

*Glaxo has reportedly verbally agreed with a Canadian activist to set up a triage drug 
assistance program and to pay for those in the compassionate use program to travel to the 
drug distribution sites. 
*In the Expanded Access Program, which will begin in the first quarter of 1998, the drugs 

will be available through local physicians. 

*No such agreements are known to have been reached with US activists. 

*Those on the call requested that the ONAP set up a meeting this week between Glaxo and the 
community. 

*Those on the call also requested that the ONAP insist that Glaxo produce a written response to 
the "demand letter" which was sent to them several days ago. 
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I 592 ACCESS COALITION 

To: Sandy Thurmond From : Linda Grinberg 

Company: White House-AIDS Office Telephone: 310-471-8585 

F K Number: 1-202-632-1098 Fax Number: 310-471-456!5 

Subject : Conf. Call Date: 8/18/97 Pages;A" L. 

Please see attached list of participants in today's conference call ~cheduled at 6:00 EST/3:00 PSf:­

Reminder: The phone number to call in to is (800) 3BQ~68~ Please ask for the 1592 Access Coalltiory 
call with Jeff Getty & Linda Grinberg, moderators. . /. ) ,J - · 

' - ' 

If there ia any problem In accessing the call, please call (800) 825-2128 and tell operator the conf. call# 
Is 811-8888. 

) 

. ·~ 

c:.: ' 

: • ..> 

: ( 

\\__ 
. I 
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I 592 ACCESS COALITION 

~gma 61111'111go f bgo1 Egx 
1 . Meg Atkinson AIDS Action Now!IToronto 416-487-8085 416-533-2127 

2. Ron Baker S.F. AIDS Foundation 415-487-8065 415-487-8069 

3. Bill Bahlman Treatment & Data Commtttee 212-929-4952 212-929-4952 

4_ Peter Cashman ACT UP Los Angeles 213-669-7301 213-669-7302 

5. Sally Cooper PWA Health Group 212-255-0520 212-255-2080 

8. Leigh Paidolfino-Danas U.K 44-171-793-7444 

7. Paul Davis ACT UP Philadelphia 215-731-1844 215-~31-1845 

B. Martin Delaney Project Inform 415-331-0184 415-331-2114 

9. Jeff Getty ACT UP Golden Gate 510-653-6278 510-653-6099 

1 O. David Gilden Gay Men's Health Crisis 718-624-6578-h 918-624-8399 
212-367-1452-o 

11. Linda Grinberg Project lnformlF.A.l.R. 310-471-6565 310-471-4565 

12. John Iverson ACT UP East Bay 510-568-1680 

13. Cleve Jones Names Project 707-865-9047 707 -865--0541 

14. Kate Krauss ACT UP Philadelphia 215-731-1844 215-731-1845 

15. James Learned PWA Health Group 212-255-0520 212-255-2080 

16. Jules Levin N.A.T.A.P. 718-624-8541 718-624-8399 

17. Andy Lipschitz. MD 516-93~359 516-938-5470 

18. L. Joel Martinez Center for AIDS 713-527-8219 713-521-3679 

19. Eileen Mltzman Mother's Voices 212-737-3335 212-737-1092 

20. Lili Rundback Mother's Voices 212-730-2777 212-730-4378 

21. Matthew Sharp ACT UP Golden Gate 415-626-4053 415-626-0451 

22. Theo Smart Treatment Action Group 212-260-2607 212-673-8921 
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GLAXO: RELEASE 1 592! 
Glaxo Wellcome is the manufacturer of All, 3TC, and other drugs that with people with HIV take. Glaxo is also one of the largest and most 
profitable companies of any kind in the world. Glaxo has a new experimental drug, which right now is called "1592". The drug is very powerful at 
reducing the amount of HIV in a person's body. 

1592 is a very important drug lo people with HIV, especially those who have been HIV + for a while. Many PWAs have already developed resis­
tance to All, DDI, and other similar drugs, called "reverse transcriptase inhibitors" or RTls. 1592 is a new and more powerful drug in the same class 
as the older RTls. People who no longer benefit from All or 3TC will probably be helped by taking 1592. 

We know that the new protease inhibitors only work well when used in combination with other anti-HIV drugs from different classes. People who are 
resistant to the older RTls have nothing to combine the new protease inhibitors or NNRTls with. Without enough treahnent options, people with HIV 
develop resistant virus and get sick. 

AIDS activists from across the country have spent the last year asking Glaxo to release 1592 to sick people with HIV who don't have very many 
options left. These is called an "Expanded Access Program," and it allows desperate people to get new drugs before they are approved by the FDA 

Drug companies don't like expanded access programs because they usually have to give the drug away for free. In the past, drug companies were 
forced by activists to create large expanded access programs that helped tens of thousands of people. 

At first, Glaxo said they would only make available enough drug lo supply 2500 people world wide! After 
being shut out of a trade show by demonstrators, the company shifted ils figures and then claimed that 
10,000 would be able lo get 1592, but the drug would be rationed: 200 slots per week. When Canadian 
activists threatened to demonstrate the company found yet another way lo count. Now there is enough drug 
for 20 ,000 people, but only if people with AIDS wait until next year lo start the program! 

Thousands more need this drug! Call Glaxo Wellcome today and tell them 
that they must provide 1592 for any person with AIDS who needs it, NOW! 

ACT UP Philadelphia is the AIDS C".oalition lo Unleash Power. ACT UP is an all volunteer group of individu· 
als united in anger and committed to direct action to end the AIDS crisis. We take no rroney from govern· 
men! or pharmareutical 50urces. Get involved/ We meet every M:inday at 7pm al St Luke's Church on 13th 
street b=tv.ieen Pine and Spruce. Refreshments provided. Tokens available on request. 



Jun. 24. 1997 5: l 3PM FED GOVT RELATIONS 

6/axoWellcome Fax 
Federal Government Relations and Public Policy 

T .o Daniel Montoya hi.'\ (202) 632-1096 

rrom William J_ :')chuyler Date June 24, 1997 

Tdephonc (202) 783-1277 Total 4 

Fax (202) 783-174() Pages 

Darnel: 

1 promised to get you some updated information about industry's 
commitment to assur:.ng access to IIIV treatments. I've enclosed a 
couple of new documents desc1;bing what Glaxo Wellcome is doing 
on its own to help p~oplc with HIV and AIDS, and describing some 
federal programs we j)articipate in that help assure access to 
medications. T bope i.hcsi:: hc!p. 

William 

No. 24 76 P. l/ 4 

Mission 

Glaxo Wellcome is a 

research-basecl company 

whose people are 

committed to fighting 

disease by bringing 

innovative medicines 

and services to patients 

throughout the world 

and 10 the healthcare 

providers who serve 

them. 

Values 

High Standards 

Valuing Customers 

Valuing People 

Teamwork 

Embracing Change 

Achievement 

Corporate Citizenship 

The information contained i,·1 these documents is confidential and may also be privileged and is intended for the exclusive use of 
r.he addressee designated <obove. If you are not the addressee any disclosures. reproduction distribu!lon. or any other 
dissemination or use of thi~. c;ommunlcation is strictly prohibited. If you have received this transmission in error please contact 
us immediately by teleohon~ i;o that~ can arrange for its return. 

Glaxo Wellcome Inc. 
1500 K St .. N.W. 
Suite 650 
Washingtori. D.C. 20005 

Telephone 
(202)783-1277 

Fax 
(202) 783-1740 
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(~I .AXO w~:LLCOMt: HIV MEDICATION ACCt:ss EFFOI~TS 

Rapidly Glll~rging data -.:nll(:crning the beneficial eflects of multi-drug wmbinatitin$ in ihe 

rnanag~:rrn.:nt of HIV disease have increasingly focused attention on I.he h1:alch care resourct:s 
11.:edcd Lu 1.:nsun: tha·~ people living wirh HIV disease receive state-of-the-art medical care. As the 
leader iu 1.h1.: disc{1v•..:ry and development of medications for the rnanagcrncnt of 1-IIV disease. 
Cilaxo Wclkomc has workt:d with government, academia and the HIV community for many y~ars 
l\) enhance knowledge and ~clucation about the effective use of HIV medications. In addition to its 
signifa:anL ongoing research and dc:vclupment programs. Glaxo Wellcome has undertaken a 
number of iniliaLivc:s to work with those involved in the delivery of care Lo address the issue of 
rru::uication ac.:ess and reimbursement for people living with HfV disease. 

Since 198 7. th~ compa11y lrns contributed more than $13 million to grass roots, state and national 
AlDS communiry prugram~. t\cci;;ss lo care initiatives arc a kt:y focus of contribu\ ions effmts. 

More than 30.000 individuals wirh HIV disease in the United States received Epivir® 
(lamivudinc, 3TC:) a\ nu cost through an open label compassionate use program in place from 
October 1993 through December I 995. The Glaxo WeJ!come program was tht: largest expanded 
ac;ce:;s program cv1;;r ,;unducted for an 1-llV therapy. Plans are currently underway for open label 
and expanded acct!ss programs in children and adults for 1592, a compound in development for the 
treatment of HlV infol.:tion. 

Substantial mcdica1i1.111 discounts have been provided to health care facilities, including those 
serving individuab wir:1 HIV dis~::ise. which are under Federal Contract. 

·111e company is an a.:livc p(lrticipant in the Inter-Company Collaboralion for AIDS Drug 
Development, a grou:·.1 '.lf pharmaceutical companies formed in J 993 ro facilitate early combination 
and comparativ1.: studies of antiviral agents for the treatment of HJV disease. This group, although 

not focused on funding. shares preclinical and clinical data, drng supplies and assays to facilitate 
the srudy of combina~ion therapies. 

Th.: company i!l abo an aclivt: pa11icipant in the Forum for Collaborative HIV Research, a 
partnership of puhlic and private organizations incluamg research-based pharmaceutical 
companies. governnwnt agencies and patient advocates to oversee clinical research into therapeutic 
strategies to treat and manage 1-IIV infoc:tion and AIDS. The forum was formed in early J 997 
-.,11h1.:n V kt: Presic.knt /d Gore met with pharmaceutical executives and government officials to 
Ji::;i.:uss drug development efforts. 

(llaxl1 Wdlcorm: is ;H.:livdy involved in the AfDS Drug Assiscam;e Program Future Funding 
Wc1rking Group .. ;1 r.:n:.dition of industry and community rcprcscnt<tlives working to inr.:rease Ryan 
Whit.:: fund=-. /\Cl ivii:.:~ l1;1vl; included visits wilh key Administration and Congressional leaders as 
w~ll as ongoin;:: c i fr>r 1..-: Ll> qua11tilY tht.: need for increased funding <md Lhe economic hi.:ncfits of 
l·llV 1hr.:r;1py. 

Gla:xo Wellcome inc 
: '.,Uu 1: Strrd NW 
.~1111>-C·\l 
'N;l'-.111'11.!1,111 u;· /fJOO!, 

i<';q1l11Jll<" 
:'.ti:i ILJc I JI/ 

1-~x 
-~02 }~J 171(l 
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State 

(ilaxo Wcllcomt:.; pr;_i•;ideu rebates io Medicaid and :=;rate ent!tlenwr11 programs of more thnn $20 
mi 11 io11 1.>11 ib H l V rm:d ications d11ri11µ the 12-month period uf.l\prii 1996 throllgh March 1997. 

The cornpar1y has \11)iumarily extended rebates in ~xccss of $6 million to 20 states that did not havt: 
disLribu1.ion mechanis1n~ in pl act: 1.0 rake advantage;; of Federal rebate prog.r:i.rns. 

Glaxo Wellcom~ s\;-~tc:: rield managers are actively working with states rhat are experiencing .fiscal 
difticultics on ;rn i11dividual basis to identify and assess various kgislativc and programmatic 
1111tiativ~s w help th.::p mi.:i.;[ their patients· health care needs. 

(ilaxo We::;lko111<.: ha~; 1·11ndcd numerous initiatives at the statt: und llic:.il level w improve access tci 

mc'!dications a11d quali~y or health care for people with HIV dise<t:se. Examples include a training 
prngram for l:asc managers in California. a Ne;;w Jersey program that prOYidcs support to women 
parolee::. and many Ct11~tnbll1ion::; ro improve cas1: management m1J 1rn:dil:<d si.:rvices ac AIDS 
strvicc agencies and ·.:rnmnunity-bascd organizations throughout the country. These contributil)ns 
often provide a nedcd boost to programs faced with a decline in governmenl funding and 
increasing demands for se1vices. 

Glaxo Wellcome has developed the Ryan White Title II AIDS Drug Assistance Budget Model, a 
pharmacoeconornic model that assists in determining costs and demonstrates benefits including 
patient omcomes of HIV th~rapit.:s. At the requ1:st of state ADAP <lin:clors, we work in 
c0njunction with th::sc programs to estimate the budget and funding nect:ssary to support a given 
formulary or to cornpMe the h~<ihh and economic outcome3 associatl:d wid1 multiple, alternative 
1·cirrn1.1laries. 

Patient AS8istancc 

Glaxo Wcllcomt: has its own Patient Assistance .Program to make i~ prcscriplion medications, 
including all HIV me:dications, available to patients who do not have or qualify for private 
insurance or guvel'f,menL-fundcd programs. Lase year, the ~ompany made availabk products 
va1ued at morl! thar:, $18 million through this program to qualified participants. 

The company is dedicated to providing patients with information and guidance in finding 
alcernativc r.;;;imbm.;errn.:111. sources for nceucd medicines. The .Patient Assislanct: Program has an 
active case management program and tht: ability to work with individuals on a casc·by-case basis. 
1.ast year w': actively as5isted more than 550 HIV patients through our reimbursement case 
managem~nt. savi...:t::-.. 

Although clic com1n1r:y n:cognizcs thar rna11y states arc cxpe1·iencing li:;r.:al dil"fi...:ultic~. the Patient 
/1.:-;siscan(;e Pro,:_~ra11i i~; not inti.;lllk<l t~supplemcnl or replace govt:rnmcnt-sponsored programs. 
Rather. iL is :1 phil::;11<':1ropic a~tivi1.y le\ help i11dividuals who simply arc not eligible lor ;llly other 

prngr:11n. 
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FEDERALLY MANDATED DISCOUNTS 
FOR HIV AND AIDS TREATMENTS 

Public Health Service Drug Pricing Program 

No. 2476 P. 4/4 

l lnder the PHS Drug Pricing Program, a large number of health care providers that provide 
care to people with l liV or AIDS are eligible to receive mandatory discounts from 
pharmaceutical companies. These discounts are available to health care providers 
identilied as eligible by the Public Health Service. These providers arc given discounts 
comparable to those available to state Medicaid programs. equal to the lowest price 
avai table in the private marketplace less any inflation (CPI) reduction. 

\1any public hospitals participate in a number of these PHS programs and, thus, have 
access to these discounl!). Entities meeting the requirements of the following programs 
may receive PHS discounted <lrug p~ces. 

• Federaily Qualified Health Center Program: these programs include 
Migrant Health Centers, Community Health Centers, Health Services for 
the Homeless. and I Iealth Services for Residents of Public Housing. 

• I lea/th Care Services Program: AIDS medications are available under 
Titles l, II, ai!.d 111 of the Ryan White CARE Act which provides funds to 
state ArDS Drug Assistance Programs (ADAP). 

• Comprehcn.\·iiie Hemophilia Diagnostic Treatment Centers. 

• Prq;ects und Pmwamsfor the Prevention and Conrrol c~f Sexually 
transmitted Dixea.w:.\·. 

• Famifv Plunnin~ l'ro[!,rams. 

• Native American ficalth Care Clinics. 

• Tuberrnlo.~·is Ciinic.\. 

• Di~proporrio 11are .\·hare hospitals: these hospitals serve a larger than average 
number of pour or uninsured people. 

Medicaid 

OBRA '90 require~ pharmaceutical manufacturers to pay rebates to state Medicaid 
programs for all drug$ they _purchase. These Medicaid discounts are either the larger or 
15. l percent of the average wholesale price of a drug or the highest discount given to any 
private purchaser of a dmg. Both the:;e discounts are further reduced by any price 
increases greater than inflation. 
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Daniel: 

As promised 

William 
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Date 

Total 

Pages 
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Mission 

Glaxo Wellcome is a 

research-based company 

whose people are 

committed to fighting 

disease by bringing 

innovative medicine:; 

and services to patients 

throughout the ·.vorld 

and to the healthcare 

pro'liders who serve 

them. 

Values 

High Standards 

Valuing Customers 

Valuing People 
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Embracing Change 

Achievement 

Corporate Citizenship 

The information contained in the~e documents is conflden[ial and may also be privileged and is intended for the exclusive use of 
the addressee de:;igrialed above. If you are not the addressee any disclosures, reproduction, distribution, or any other 
dissemination or use of this communication is strictly prohibited. If you ha.ie received this tnlnsmission in error please .;ontad 
1.1s immediately by telephone ~ that we can arrange for its retum. 

Glaxo Wellcome Inc:. 
1500 K SL., N.W. 
Suite 650 
Washington, D.C. 20005 

falephone 
(202)783-12n 

Fax 
(202) 783-1740 



Glaxo Wellcome Inc. understands the desire of many within the IUV/AIDS 

community to gain access to new treatments as soon as possible. We regret 

that ACT UP New York has chosen to demonstrate as they did today. We have 

been actively discussing access issues v:.i:-:. members of ACT UP, who are 

aware of the company's plans to address many of the issues that were 

highlighted today. 

Glaxo Wellcome bas an obligation to ensure that experimental medicines are 

safe and effective before they are made available to wide audiences. The adult 

open label (compassionate use) program for the experimental drug 1592 is 

beginning in the ooming weeks. A larger expanded access initiative will begin 

early in 1998. 

We believe actions such as those that ACT UP took today only serve as a 

distraction to the people who are working hard to make our new medicines 

available as quickly as possible for all patients who need them. 
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' GlaxoWellcome Fax 

Federal Government Relations and Public Policy 

To Daniel Montoya 

From William J_ Schuyler 

Telephone (202) 783""1277 

(202) 783--17 40 

Daniel: 

Fa,; 

Date 

Total 

Pages 

(202) 632-1096 

June 9, 1997 

2 

Here is the list of attendees for tomorrow's meeting with Sandy 
Thurman. Please calt if you need anything else_ 

William 

Mission 

Glaxo Wellcome is a 

research-based company 

whose people are 

committed to fighting 

disease by bringing 

innovative medicines 

and services to patients 

throughout the world 

and to the healthcare 

providers who serve 

them. 

Values 

High Standards 

Valuing Customers 

Valuing People 

Teamwork 

Embracing Change 

Achievement 

Corporate Citizenship 

The information contained in these documents is confidential and may also be privileged and is intended for !he exclusive use of 
the addressee designated above. If you are not the addressee any disclosures, reproduction. distribution, or any other 
dissemination or use cf tllis communication is strictly prohibited. If you have received this transmission in error please contact 
us immediately by telephon·~ so that we can arrange for its return. 

Glaxo Wellcome Inc. 
1500 K St.. N.W. 
Suite 650 
Washington. D.C. 20005 

Telephone 
c202)1eJ-12n 

Fax 
(202) 783-1740 
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NAME 

Marc Rubin, M.D. 

Stephen W. Lafon 

David M. Cocchetto, Ph.D. 

Jennifer L. McMiUan 

William J. Schuyler 

TITLE 

Vice President, U.S. Clinical Research 

Senior Clinical Program Head 

Director, Regulatory Affairs 

Director, Health Care Coalition 

Director, Federal Government 
Relations 
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Fax from Linda Grinberg 

To: Sanely Thurmond From : Linda Grinberg 

Company: The White House, AIDS Czar Telephone: 310-471-6565 

Fax Number: 1-202-632-1096 Fax Number: 310-471-4565 

Subject : C:,/1-µ; <-uJ~ _ /:v:J 2- Date: 5/22/97 Pages:1.. 

Sandy: 

Per our conversation last Friday, I thought this article which appeared in the S.F. Bay Times, as well as 
Bay Windows Boston, might be of Interest. Anything to report yet? 

Thanking you in advance for your guidance and leadership on this critical issue ... 

Best regards, 

Linda 
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The Fight for 1592 
AIDS Activists Btittle Gloxo over Access 
To Anxiously Awaited New Drug 

Cleve Jones 

A 
dec.cle after the high price of 
AZT caused AIDS activists to 
c!Klare war on Burroughs 
Wellcume. the AIDS communi­
ty ii again gearing up for battle 

with the plwmlceutical giant-now known 
as Glaxo WellaJme-oyer .nsa to what San 
Francisco AIDS Foundation director al treat­
ment eduatlon 11nd advocacy Ron Baker has 
called "the mmtimpoitant AIDS dJ\Jg in the 
research pipeline.'· 

Th•t drug. known by the code .name 
1592U89 •nd commonly refened to simply 
as 1592, belong• to the clus ol drugs alled 
nucleoside IUIAloga. the Mme category u 
AZT, 3TC, ddC. ddl and d4T. Jn an article 
published Im December Baker called it "the 
only nucleoli de lll4log In the reRarch 
pipeline tl\at appears;safe and potent." In 
early tests 1.592 haa demonstrated far more 
anti-HIV punch th•n any of the earlier 
··nukes," and appeU'S to be less to><ic a~ 
well. In one study of 1592 combined with 
AZT, the two-drug combination reduced 
HIV blood levels by a1 much as 99 percent 
in 29 volunteers. far better than any 2-nuke 
combination ever tested. 

The company has 1*.ponded to pleas for 
access to ttw drug with a tiny program that 
San Francilco AIDS ~pecialist Dr. Virginia 
Cafaro dismiMes as '1pathetic," but which 
GlaJ<o insist• is all it can do for now. 

DUPIRATI PATllNTS 
While another nuke may Rem like small 

potatoes in the age of protell!le lnhibiton, the 
protease drugs, along with the recently ap­
proved non-nuclt'09ide rever5e tranKriptase 
inhibitors nevlrapine and delavirdine, must 
be combined with other drugs lo get their 
full effect. The nukes are a key ingredient of 
these combination repn.s; but plenty of 
people with AIDS h~ve uaed up all of the 
older nukn, the HIV in their bodies gradual­
ly having become re•istant to each of the 
drugs. For them 1592 represents the only 
hope for building a drug cocktail that can 
keep them alive. ; 

Joe Mullin, a patien' of Cafaro'&, ia one of 
thoee de1perate PWJ\s. "You name ti, I've 
been on ii.'' the 38-y~ar~d former waiter 
says. MuUin'1 viral load had been down 
almost below the level blood te&ts can detect 
on a combination of An. 3'TC. indinavir, sa­
quinavir and delavirdine. Unlike many 
PW As. Mullin says. "I never got much out 
of the proteUI! inhibitors," and it took the 
fi•·e-<irug regimen to keep his virus in check. 
But even that combination has begun to lose 
effectivft\ft! and hi! viral load has rebound-
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ed to the aiuiety·producing level of 140.00J. 
"I needed 1592 yetterdily," Mullin says. the 
wony obvious in his voice. 

And Mullin is far from alone. Activist Lin­
da Grinberg, president of her own AIDS 
research foundation and a bo&rd member of 
Project Inform. has been spearheading ad­
vocacy efforts around 1592. 'Tm literally 
getting hundreda of calls from desperate pa­
tients, beuing me to see if I can~el th~m the 
drug." slle says. "People who ve failed all 
the existing drug•. The calls are just heart­
breaking, people who are failing and losing 
h .. 

ope. 
Cafaro agrees. Asked how many patients 

she hu who could benefit from 1592, she 
guesses, "a couple of hundred, I bet." 
Despite media hype last fall that virtually 
declared the epidemic over, she says, · 'peo­
ple are still fighting for their lives. We have 
not reached any IOrt of situation wherr the 
end is near. We've 1tabilittd some people. 
but 10me are getting resistant and getting 
worse." 1592, she notes, may be particularly 
valuable for people suffering AlbS-related 
dementia. because it penetrates the central 
nervous system· f1r better than most anti­
HIV drugs. 

But few of Calaro's patients. or anyone 
else's, are likely to get 1592 anytime soon, 
becauae what GllXD has offered ii a far cry 
from the luge expanded acceu program~ of 
yore. These programs. designed to provide 
PWAs running out of optio1111 with early. 
free access lo promising new drugs while 
allowing manufacturers 10 collect data from 
large numbers of patients in real-world con· 
ditions, gave dNga like ddl. d4T and 3TC to 
te1111 of thou11ands of people prior to formal 
FDA approval. 

But there has been no largr-scale expand­
ed access program since 3TC was distributed 
to10me30,000PWAsin 1994and 1995. Pro­
grams for the protease inhibitors hav~ bffn 
minuscule: The indinavir and ritonavir ex­
panded access program& are estimated to 
have reached only about 1.<XXl people each; 
the ra:ent distribution of nellinavir was a bit 
larger but still nowhere near the scale of the 
3TC program. 

Realizing the potential need for 1592. 
AIDS advocates began meeting with Glaxo 
last summer in an attempt to persuade the 
company lo offer the drug immediately on 
a "compauionate use" basis to those in 
urgent need while gearing up for large-scale 
expanded access. There was rare unamm1-
ty among community leaders. with dozens 
of groups and 130 individual activists sign­
ing onto a conaensus letter to the company 
demanding such an effort. Grinberg says the 
diJCussions w.ere difficult and sometimes 
contentious but seemed for a while to be 

PAGE 02 
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Mortin Delaney 

m.&king progreu. In a Januaiy conference 
c4ll w recalls, GlallO npramtalives ''Kid 
they were considering tamelhing soon, 
similar to what we'd proposed." and said 
they would file for FDA approval of the drug 
before the end of 1997. 

TOO Llnu, TOO LAH 
But what Glaxo announced in a letter 

faxed to p;irticiP'lnll in the diKuAsiona April 
28 was a major disappointment. It unveiled 
three programs-one for children. one for 
thOle sulfmns from "llrYere" "105 demen­
tia and a third for adults withO\lt dementia­
which would enroll a total of :poo patients 
in all of North America, ~Europe and 
Australia. The pediltric program is set to 
begin in June, the athm in July. Further, the 
company now doesn't expect to file for ap­
proval until mid-19M, and though it says it 
will begin a larger expanded access program 
early ne~t year ii hu offered no specifics. 

Another catch is that participants in the 
adult program. which pre1WN1bly will bl! by 
far the largest, won't be able to go through 
their regular doctor but will have to enroll at 
one of an unspecified number of "geograph­
ically dispersed centers" -a departure from 
traditional procedure in ex~ded access. 
According to Gluo •poknfenon Kathy 
Bartlett. the list al _.ten won't be finalized 
fur wveral weeks, but 1he expj!d& ''between 
30 and 50 sites" worldwide.' 

Glar.o"s announcement has drilwn howls 
of outrage from AIDS activi8t9 across the 
country. When they got the news, Grinberg 
says. "Marty (Delaney, Project lnfonn's 
foonderl and 1 went crazy. This thing is go­
ing to fill up in two weeks." 

Even New York's Treatment Action 
Group. known for taking a c;lutious line on 
experimental dNgt, is furious. "This pro­
gram is far too little, far too late." comments 
Theo Smart. TAG' 1 1592 pointper90n. "ll' s 
yet another example of how Glaxo doesn't 
have the best interests of people with Al DS 
at heart." 

The company h• given two reuons for 
not doing a large expanded access program 
now: Supply problem! and' ii lack of ade­
quate safety data. Glaxo has said that a 
manufacturing glitich with the adult formula­
tion forced it tu reformulate. crimping the 
supply. 

But Bartlett insists the most' important con· 
'ideration is safety. "There'sonly been 250 
people tr\!ated with 1592 to date, so we 
wante<l to work with a small gioup of physi­
cian1 and work with them to R\aU the best 
decisions on the UM of this drug," she ex­
plains. ··we e1pcdally don'.t hAve a lot of 
data in [trea~tJ experiericed patients ... 
We also haw a >nsibility to collect 

meaningful data. That's what wt!'re ht!d.ring 
from the community: Don't just throw the 
drugs out there .... We've had several 
meetings with the community. We"ve tried 
to be responsive to pe'ople"s concerns, and 
we C'-'rtainly heard loud and clear that peo­
ple wanted us to collect meaningful d.1ta. It's 
a balancing act." 

But AIDS activists aren't buying Glaxo's 
assertions. ACT UP/Golden Gate mt!mber 
Matthew Sharp, himself in urgent need of 
1592 .liter becomini; resistant to all th,• nth•r 
nukt!s. argues, ··As a PWA at this stajo\e in 
the disease I don't have lime to pl•)' .uound 

.·and wait until safety d.1ta comes for"'ard. 
The company· has nu right to tdl us we 
shouldn't take that risk." 

And Baker note&, "In the history of ., •. 
pandt!d access and compassionate uw 
th\!rt!·s never been a lot of safety data. That's 
iust the nature of expanded access. And this 
drug doesn not give any indication of hav­
ing severe side effects." 

TAG has often called for better data on 
new drugs, but Smart says, "It's clear 
they' re twisting our calls to collect mean­
ingful data from compassionate use pro­
grams into an excuse to limit access. Glaxo 
Wellcome ii th.e largest, richest phar­
maceutical company in the world. has prof­
ited more from the AIDS C1Uia than anyone 
and clearly has the resources to develop 
novel programs to collect better data without 
limiting access." 

And ii supply is really a problem. the ac­
tivists add, then Glaxo~whose 1996 pre-tax 
profits amounted to S4.n billiori-<ould 
easily hire an outside contractor to help pro­
duce the supplies needed. 

MOB TIOUaLI AHIADT 
Just as alarming to AIDS advocates as the 

2,500-patient limit is the fact that access will 
be restricted to a relative handful of sites. 
Even if Glaxo goes for Bartlett's high-end 
figure of SOcentersand the U .5. gets half of 
them. that means only 25 locations in the en· 
tire country where participants will have to 
gu to sign up and for periodic fulluw-up 
visits. 

Names Proiect founder Cleve Junes thinks 
that means people in· places like rural 
Sonoma County, where he now lives. will 
be left out. "It's going to be a situatiori where 
only those who've really learned to work the 
system will get this drug." he worries, and 
travel to San Francisco-likely to be the 
nearesl site-will be "a big problem'" for 
several friends in desperate need. 

Jones, who has seen two friends do well 
in a 1592 trial and knows several others who 
urgently need the drug. thinks it is time for 
the community to mobilize. "There are peo­
ple in the treatment activist community who 
think that Glaxo Welkome is deliberately 
delaying development to maiUmize profits 
on AZT and 3TC," whose sales might de­
cline if 1592 became available un a large scale. 
he notes. "I have not yet reached that wn­
clusiun, but it's getting harder and harder to 
forgive thr delays. I've been an AIDS actwist 
for lb years and this is one of the most trus­
trating situations I've ever encountered." he 
'declares. "The drug works and they know 
it. It's just.stalling.'" 

That sentiment seems just about unani­
mous among AIDS activilts. ACT UP/Gold· 
en Gate has made 1592 an urgenl priority 
and is developing a series of protest actions 
which it hopes to coordinate with other 
groups around the country. TAG is writing 
a new ll'tter demanding a larger program 
which it will ask other groups tu sign. and 
Smart hints Iha! that is just the beginning. 
"'I think Glam is going to come under strong 
attack from the community,'' he says. "Al· 
though the days of ;activiam in the streets 
may appear to be over, theN are a number 
of other ways the community may be able 
to hurt Glaxo Wellcome." T 
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,G/axoWel/eome ·•. . 

June 6, 1997 

Donna J. Frc:eman. M.D. 
Ading Director. Division of Antiviral Drug Products 
Food and Drug Administn.1iol\, HPD-530 · · 
Attention: Dacummi Control Room 
9201 Corporate Boulevard 
Fourth Floor 
R.ocbille, MD 20850 

RE: nm 45.331; 1S92Vl9 C.plctl; 
Other: Letter of A.uthariution from Sponaor for Dr. Beb1111an; 
Serial No.: 151 

Dear Dr. Frcc:man: 

Reference is made 10 a teleconference between Mr. Zeccola and Dr. Cocidletto on Juno 4, 
1997, u well u a three-way teleconference between Mr. Anthony Zeceola, Mr. Daniel 
Montoya (Oft1cc ofNational ADlS Policy). and Dr. Cocchetto on June S, 1997. In these 
telcconferencca. we diac:uased the requests fi'om Ms. Sandra Thurman (Director, Of6ce of 
National AIDS .. PoliGy} for brioSnp on general upects of antiretmviral drug development. u 
well u gencnl informal.ion on the statu& of clinical development of l 59lU89. 

We appreciate Mr. Zeccola'a dort to apprise Glaxo Wcllcome of tho requests &om Ma. 
Thumum"1 Of&c, as well as his high 1ewl af attention to the confidentiality iaaues goven&iag 
information in IND 45,331. Glaxo Wcllcome continuea to strive to sustain open and 
informative linea of co1M1Unication with patient community groups and various gOYCl1UllCIDtAl 
oDka. inducting the omce ofNational AIDS Policy. Therefore, we are ple&ll:d to assist in 
this maUer. During the teleconference of lune S. Dr. C~etto offerred that GW pmoanel 
are wiiling to participate in a thr•way discussion among PDA'1 review ieam. members of 
the Oflice of National AIDS Policy, and GW. Mr. Montaya stated his pref'crence to obtain a 
briefing &om Dr. Rachel Behrman on general upecta of antiretraviral drug development, 
includins aome general information on the statua.or olinical development of 1S92U89. Dr. 
Cocchctto agreed with Mr. Zeccola's recommendation that GW would supply a letter of 
au.thorization to FDA on the types ofinformatian that can be disclosed by Dr. Behrman. Our 
understanding is that Dr. Behrman will meet with Ms. Thurman on June 9. 

Glaxo Wellcome Inf. 
Fil< Mool'e Driuc 
PO Bell 13398 
Atx1rdl Trl1ng1' Plrk 
Na•lh C1ralin• 17708 

Telephanf 
!119148 JlDD 
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IND4S,l31 
June 6. 1997 
Pagel 

It is acceptable to Glaxo Wellcome for Dr. Behrman to di!closa the following infonnation 
about 1592U19 to Ma. Thurman an4 Mr. Montoya: 
• GW baa completed its Hnd-of-Pliue n meeting with FDA. The results of Phase I and n 

studies provide cncouraFns results on antiviral activity and acceptable aaf'ety profile u 
tbe buia for proceeding to Phaee m. Approximately 250 patients have been treated with 
1592 to date. - · 

• GW and FDA are communicating frequently and in detail repdi111 development of l.S92. 
In addition, GW and PDA have consulted wit.h the Antiviral DNp Advisory Committee 
regarding thia dNg. GW believes that both GW and FDA have miwly sought creative 
and innovative approaches to speed the development of 1592, while not diminial\ing the 
importance of attention to the: aafety of patients participating in clinical trials. 

• The proposed Phue m protocol1 have been provided by GW to mA, then aubaequently 
reviewed. rcYised1 and agreed With FDA GW's understanding with FDA is that the 
Phase m protocols may be initiated. Enrollment of patients into Phase m studies has 
recently begun. 

• GW hu completed some of the most important drug-drug interaction studies, e.g., 
1592/zidowdine and 1592/lamivudine. Additionll studiu will be done. 

• With PDA'1 Nppon, GW ia pursuing concurrent development o! 1592 for adults (Yia a 
tablet formulation) and pediatric patients (via a strawberry-banana tlavored solution 
formuJatiqp). In view of very limited pediatric data on aome other antiretroviral dNga, 
GW ia very pleased ta be able to pursue concurrent development in adults and pediatric 
patients. 

• Concurrent with Phase ID atudie1, GW is initiating an open-111bal "compuaionate use 
program0 as a means to provide l 592 to 2,SOO e_atients with HIV who have few 
treatment options, while not competing for enrollment in Phase m studies. This 
compassionate use program will provide 1592 to three patient groups: (1) pediatric 
patients who have few treatment option&, (2} adult palienta who have few treatment 
options, and (l) patients with severe AIDS dernentia complex. Future initiation of a 
nditionaJ expanded access program will depend on accumulation of suftlcient safety data 
to &Uppm1 suda I program, 81 well Ii knowledge from Phase Il and m studiesaboul 
optimal therapc:utic use or 1S92. 

Pleuc note that Glaxa Wellcomc'• preference is thll Dr. Behrman !!2l di1ca.11s information 
about Virology (e.g., information on resistance), Chemilt'JI, Manu/at:ftlring, and Controls, or 
Nonclinical Phonllacology & Tmico/agy. We prefer to be directly involved in di1CU11ion1 of 
these topics. 
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This submiuion ia provided in quadruplicate. In addition, a copy wa1 transmitted ~a PAX co 
Mr. Zerrola on June 6. Please contact Mi. Moore at (919)-483-9147 for any matten 
regardins thi1 application. Thank you. 

Martha Anne A. Moor~ R.Ph. 
Product Director 
Regulatory Aftiin 

David M. Cocchetto, Ph.D. 
Director 
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FAX FAX 

To : Dan Montoya 

.From:,. Jeff Getty 

Date: May 30,1997 

FAX. FAX 

510 653 6099 

Thanks for settin·g up our call with Sandy on tues. June 3 at 3pm 
eastern. We will focus on 1592 concerns. Here is a list.of the 
group so fa~. 
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1592 Access Working Group 

Name Number 

Dr Andy Lipshits 516-938-5470 pf 

Theo Smart TAG 212-260-2607 p 
212-673-8921 f 

Cleve Jones Names Project 707-865-9097 p 
707-865-0541 f 

John Iverson ACT UP_ East Bay 510-568-1680 pf 

Jeff Getty ACT UP/Golden Gate 510-653-6278 p 
510-653-6099 f 

Kate Krauss 
Paul Davis ACT UP Phil. 215-731-1844 p 

215-731-1845 f 

Eileen Mitzmen Mother•s Voe. 212-737-3335 p 
212-737-1092 f 

Linda Grinberg Ginberg Fd. 310-471-6565 p 
310-471-4565 f 

Bill Bauman ACT UP N.Y. 212-929-4952 pf 

Matt Sharp ACT/UP Golden Gate 415'-626-4053: p 
415-626-0451 f 

Ron Baker S.F AID~ Fd. 415-487-8065 p 
415-487-8069 f 

Sally Cooper PWA Health Gp. 212-255~0520 p 
212-255-2080 f 

Leigh Paidolfino-Danas UK. 44-171-793"'."°7444 p 



FACTS ABOUT THE VACCINE RESEARCH CENTER 
. AT THE NATIONAL.INSTITUTES OF HEALTH 

President Clinton announced on May 18, 1997 the creation of a new initiative to develop a 
vaccine against the AIDS virus within ten years. This i_nitiative will be coordinated through the 
National Institutes of Health at a newly created Vaccine Research Center (VRC). 

The President understands the critical importance ·of a comprehensive attack on the AIDS 
·epidemic. His administration continues to strongly support current efforts to find a cure, to 

. provide care and services for those already infected, and to stop the spread of HIV through 
·prevention and education. The commitment to launch an aggressive AIDS vaccin~ initiative 
came at the request of AIDS activists, who were concerned that efforts to find a vaccrne needed 

. 1 . . ' . 

to be increased. 

The President also appreciates the global implications of an AID.S vaccine. With most of the 
world's new AIDS cases located in impoverished areas, an AIDS vaccine is the only hope of 
stopping the global epidemic. 

The VRC's role is primarily one of coordination, with some newly funded positions to augment. 
current research work. These new positions will be paid for with NIH discretionary funds. 
Current NIH efforts to find a cure for those already infected and to treat A I OS-related illnesses 
will be unaffected (including·work on therapeutic vaccines); no researcher positions or funding 

. currently committed to this critical work will be used for vac9ine research. 

Some of the highlights of the Vaccine Reseach ~enter initiative a.re: 

• The Vaccine Research Center will be a joint venture of the National Cancer Institute (NCI) 
and the National Institute of _Allergy and Infectious Diseases.(NIAID). They w·ill begin by 
incorporating into the VRC a core of NIH scientists with interest and expertise in 
immunology, virology, and HIV vaccine research. 

• The primary focus for the VRS will be to stimulate multidisciplinary research from basic and 
clinical immunology and virology through to vaccine design and production. It will integrate 
modern immunological science with a detailed understanding 'of the pathogenesis of HIV 
infection, development of immunogens and vectors, and new approaches to vaccination. 

·, 

• The NCI and NIAID will provide physical, f[nancial and human resources for the VRC. Funds 
for AIDS research are allocated according to the plans developed by the Office of AIDS 
Research (OAR) in consultation with the NIH Institutes .. In fiscal year 1998, the O~R has 
proposed $10 million for the VRC; bring the total FY98 proposal for AIDS vaccine research 
to $150 million (a 33% increase over the past two years). · · 

• At first, the VRC will be a "laboratory without walls," while laboratory space is sought in the 
vicinity of the NIH campus to bring the scientists togeth·er. Later,· as scientists are recruited 
from outside the NIH ranks, ·NIH will consider constructing a building on the campus to house 
the VRC. 

• A search committee will be named before the end of May to ·seek a scientist with specific 
expertise in· vaccine development to be Director of the new VRC. There will be a broad, 

.. nationwide search. . 



Fax from Linda Grinberg 

To: Sandy Thurmond From: Linda Grinberg 

Company: The White House, AIDS Czar Telephone: 310-471-6565 

Fax Number: 310-471-4565 -----~--------~----------------------------------------------------1------------------------------------------------------------------_J Fax Number: 1-202-632-1096 

~iubject: Date: 5/16/97 

The address and phone number for Jennifer McMillan is as follows: 

Glaxo Wellcome 
~; Moore Drive 
f~esearch Triangle Park, NC 27709 
(919) 483-2392 

\S" \'2. 

An/ sK 1 l0cc.e..b-O 

Good luck! Hope you make some headway .... 

Thanks, again. 

Linda ... ~~2.W ~M~,~~:! ~ ~ 

Pages: l 

-~~~~ U..a.L -
- (JV.~- ~J 1.)1\.aJJ ()JJoJ.)~~~~ ~lio.~ ~ 

* w~ ~c.t.d.. w\~ ~ . 

- "'2.$1)\) - ~\JA.O w0J l\,U.M.. ®&' w If'(\~\~ 
ZS"lJV _ ~~~ l1 s. ,_ 

- J.4~~w u.~ - )fLI-L~ 



From: Linda Grinberg To: Sandy Thurmond Date: 5/16/97 Time: 14:40:22 Page 1 of 9 . 

Fax from Linda Grinberg 

To: Sandy Thurmond From: Lindo Grinberg 

Company: The White House, AIDS Czar Telephone: 310-4 71-6565 

Fax Number: 1-202-632-1096 Fox Number: 310-471-4565 

S.ubject: 1592 Consensus Statement, etc. Dote: 5/16/97 Pages: 9 

---------------------------------------------...... ------------------------...... -------------------1 Thank you for getting back to me promptly on this urgent matter and your enthusiastic response. 

P,s I stated, we've been meeting with various representatives of Glaxo since last Summer, but the chief 
liason to the community is Jennifer McMillan. Others in attendance at the various meetings and on the 
conference calls over the past year were Steve LeFon, who I believe is heading up the 1592 development 
program and Jim Rooney, head of clinical trials. The initial excitement regarding this drug dates back to 
• .lanuary 1996, when their initial data was presented by Michael Saag, MD at the Retroviral Conference. 
Additional data was presented in Vancouver last July, which also created an even bigger buzz. The 
preliminary data presented at those conferences showed unprecedented antiviral activity for a drug of 
this class, a nucleoside drug or reverse trancriptase inhibitor (in the same class as AZT, 3TC, ddl, ddC, 
E!tc.) Glaxo had led everyone to believe until just recently they'd be filing for accelerated approval by 
the end of the year, but there have been unexplained delays ... 

I am quite literally being inundated with desperate phone calls and faxes now on a daily basis, and the 
frequency and utter desperation seem to be increasing. Many of these phone calls are gut 
wrenching and heartbreaking -- patients who have failed all the approved drugs with no other options on 
the horizon, with t-cells crashing and viral load soaring. Clearly many of these folks will not survive if 
they must wait until this drug is approved in Summer '98. 

A program for 2,500 people worldwide (2,000 adults, 250 pediatric, 250 AIDS Dementia Complex) is just 
plain insulting and immoral, considering this is the largest pharmaceutical company in the world, which 
currently corners approximately 60-70% of the AIDS drug market (with AZT and 3TC). The "excuse" we 
are hearing is that there is a lack of safety data (only 250 patients studied thus far), however, any 
potential side effect of this drug cannot possibly outweigh the side effect of death for this late-stage 
population. Further, all the data presented thus far indicates that this is an extremely well-tolerated and 

:;afe drug. '1~ ~WJ. 'J!t' ~~+ CJ;w.J_ o'1:k 
I am faxing herewith the original consensus statement that I began distributing in November, with the 
:sign-ons as of 1/97. Hundreds of faxes have been received since January, so I need to spend a day 
updating that list of sign-ens. Additionally, the Wall St. Journal article will provide a bit more 
background info. Please feel free to call me if you have any questions or comments, anytime ... It is so 
refreshing to see such an enthusiastic response. We sure need you in our corner. .. Thank you and I look 
Forward to speaking with you next week. 
Linda 
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Consensus Statement on 1592 Expanded Access and Accelerated Amnm,.al 

• Overview 
Access to Glaxo Wcllcome's 1592U89 ("1592") now in development, potentially represents the only viable 
option for delaying disease progression for many people living with HIV and AIDS who have exhausted the 
benefit from currently approved antiviral therapies. ln early clinical studies, 1592 has demonstrated a more 
potent level of antiviral activity than other RT inhibitors, with minimal side effects. It's most important 
property, however, is that people have not previously been exposed to it and it therefore offers the hope of 
renewed antiviral activity. This renders the drug critically important to two patient populations: ( 1) those who 
have already lost sensitivity to the other drugs of this type, and (2) those who need to use at least one "fresh'' or 
new nucleoside analogue RT inhibitor to make reasonable use of combination therapy with protease inhibitors 
or non-nuclcoside RT inhibitors. Existing evidence clearly suggests that combining such drugs with previously 
used therapies diminishes their effectiveness and leads to more rapid development of resistance. 

The benefit of this drug may be limited due to the development of resistance, a problem common to all 
currently approved antiviral compounds. \Vhile it may take years of additional study to detennine its optimal 
use, this should not delay prompt access to this therapy by people in immediate need. Delaying the availability 
of this drug until Phase ill trials are fully accrued is unacceptable and represents a significant change from past 
practices. For example, the ddl, d4T, and AZT expanded access programs all took place while trials were still 
recruiting. We are very concerned that the recent activities of several phannaceutical companies represents a 
broad effort to minimize the number of patients served by expanded access programs. Any such effort around 
1 592 would be a moral affront to the rights and needs of people with HIV/AIDS and their healthcare providers. 

We hereby propose the following 1592 expanded access program, to be phased in in stages, with immediate 
access to those in urgent need. 

• First Phase - Compassionate Use/Salvage Therapy 
Glaxo Wellcome and the Food and Drug Administration must cooperate and take a more compassionate stance 
to make this promising compound immediately available in a "salvage program" once a recommended dosing 
schedule has been established. This compassionate access/salvage program should make drug available as soon 
as possible for those people who have failed existing therapies and risk near-term danger of death or life­
threatening infections. 

Tht: development of this drug must Lake into consideration its unique potential Lo provide bt:ndil lo Lht: acutely 
compromised segment of the HIV-infected population. Availability of salvage strakgies is of the highest 
priority for people living with HIV. There is no logical or moral reason to withhold this drug from people with 
advanced illness, people whose lives hang in the balance. Currently, this compound qualifies, by any humane 
standard, for cumpassionalt: ust:. 

This first phase of Compassionate Use/Salvage Therapy should provide 1592 without delay to patients who 
meet any one of the following two requirements: 

l. CD4+ Cell Count <50 OR Viral Load >40,000 copies/ml 
AND Treatment Failure to approved RT Inltibitors AND at least one Protease Jnltibitor: 

2. Diagnosis of AIDS Dementia Complex (4-DC). unresponsive to existing tlterllpies. 

We believe evidence of the above conditions can be accomplished with a minimal amount of paperwork. A 
physician's letter accompanied by one lab report should be sufficient to establish any of the above criteria. 

• Second Phase - Expanded Access 
This second phase of Expanded Access should provide 1592 during recruitment and conduct of Phase II/III 
clinical trials, but no later than ninety (90) days from the start-up of the First Phase, to patients who meet any of 
the following criteria: 

1. Patients wlw do not qualijj1 for or are denied entry in " 1592 clinical trill[ and ltave " 
medical need for 1592, or 
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2. Patients who do not live within a radius of 15 miles of an active clinical trial site, or 
3. Patients whm;e lives would be immediatelyjeopardized by randomization to "" ineffective 

trelltment regimen. or 
4. Patie11ts with a CD4+ Cell co1111t below e11try requirements of cli11iclll trillls. or 
5. Viral Load greater tlum 20 .. 000 copies/ml.. de!tpite uu of current('r approved therllpies. or 
6. Trelltme11t Failure or demonstrated genot}]Jic or pl1enotJ1Jic resistl111ce to approved RT 

illhibitors. 

• Accelerated Approval 
This compound should be licensed for accelerated approval as soon as possible. FDA approval of this 
compound should be based on existing regulations governing accelerated approva 1 of new drugs for life­
threatening illnesses: 

J. Clellr evidence of benefzt 011 surrogate marker ... have been de111011strated; 
2. Principal toxicitie!t' and drug i11teractions have been defined; 
3. Lo11ger-term development plmu have been initiated designed to determi11e the 

drug's usefulness in promoti11g cli11ical a11d sun•il•al impr01•eme11ts mid durllbility of 
response, as part of a mediclll strategy for coping with HJ V infection. 

* 1·Ve urge the sptm.rnr to file applicatio11 ... for accelerated llpproval as soo11 as po.'t.\'ible. 

• Resistance, Pharmacokinetics and Drug Interactions 
.\s with all antivirals, the development of drug-resistant strains of virus, drug interactions and phannocokinetic 
variances while using this compound may warrant additional considerations. To address this concern, sponsors 
should also be required, prior to accelerated approval, to present meaningful data on: 

J. the !.peed a11d levels of resista11ce e11cm111tered; 
2. the degree of cross-res~·ta11ce found with other 11uc/eoside mialogues; 
3. the interaction of the compound wilh other commo11(r 1ued a11ti-HIV medicati01u·,· 
4. biollvailability iii men. women. a11d cl1ildre11 a11d deter111inati011 of tl1e degree which blood 

levels vary: depe11di11g 011 body weight. 

• Swnmation 
.t\ny effort to withhold access to promising compounds is contrary to the interests of HIV-infected people, 
inconsistent with the Accelerated Approval regulations, and scientifically unwarranted. The long history of the 
development of the earlier generation of antiviral drugs clearly demonstrates that it is possible to accrue patients 
and continue conducting clinical trials of compounds, long after their marketing approval. Because of the 
issues of drug resistance and drug failure over time, new therapies for HIV disease will continue to play a 
critical role no matter how many drugs become available on the market. New therapies, like 1592, must 
continue to be made available as rapidly as possible to patients with immediate needs for changed or improved 
treatment. 

AGREED and ACCEPTl!-:D this __ day of ______ , 1996: 
* Revised a ... t~f 1112 7196 

By: 

Signature Organization 

Print Name: _______________ _ Pkasc fax to: 310-471-4565 

2 
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ORGANIZATIONS: SIGN-ONS AS OF JANUARY 25, 1997 

1. ACTUP BOSTON, Boston, MA 
2. ACTUP EAST BAY, Oakland, CA 
3. ACTUP GOLDEN GATE, San Francisco, CA 
4. ACTUP LOS ANGELES, Los Angeles, CA 
5. ACTUP NEW YORK, New York, NY 
6. ACTUP PARIS, Paris, FRANCE 
7. ACTUP PHILADELPHIA, Philadelphia, PA 
8. AIDS ACTION COMMITTEE - BOSTON, Boston, MA 
9. AIDS ACTION COUNCIL, Washington, DC 
10. AIDS HEALTHCARE FOUNDATION, Pasadena, CA 
11. AIDS PROJECT LOS ANGELES /APLA, Los Angeles, CA 
12. AIDS RESEARCH ALLIANCE, Los Angeles, CA 
13. AIDS RESEARCH INFORMATION CENTER, INC./ARIC, Baltimore, MD 
14. AIDS SERVICE CENTER, Pasadena, CA 
15. AIDS SURVIVAL PROJECT, Atlanta, GA 
16. AIDS TREATMENT INITIATIVES, Atlanta, GA 
17. AIDS TREATMENT NEWS, San Francisco, CA 
18. BEING ALIVE, Los Angeles, CA 
19. BRITISH COLUMBIA PERSONS WITH AIDS SOCIETY, Canada 
20. CENTER FOR AIDS, THE, Houston, Texas 
21. COUNSELING CENTER, THE dba GULF COAST MENTAL HEALTH, Ml 
22. FLORIDA AIDS ACTION COUNCIL, Florida 
23. GAY MEN'S HEALTH CRISIS/GMHC, New York, NY 
24. LINDA GRINBERG FOUNDATION, Los Angeles, CA 
25. HOMESTEAD HOSPICE & THE "DALLAS HOUSE'', Los Angeles, CA 
26. IHS AT HANOVER 
27. ISRAEL AIDS TASK FORCE, Tel Aviv, Israel 
28. KRAUS MEDICAL PARTNERS, Los Angeles, CA 
29. LAMBDA COUNSELING CENTER, Miami, Miami Beach, Ft. Lauderdale & Palm Beach, FL 
30. LIVING WELL PROJECT/ASIAN PACIFIC ISLANDERS AIDS SERVICES, San Francisco, CA 
31. LOG CABIN REBUBLICANS, Washington, D.C. 
32. MOTHER'S VOICES, New York, NY 
33. MULTICULTURAL AIDS COALITION, INC., Boston, MA 
34. NATIONAL AIDS TREATMENT ADVOCACY PROJECT/NAT AP, New York, NY 
35. NATIONAL ASSOCIATION OF PEOPLE WITH AIDS/NAPWA, Washington, DC 
36. NATIONAL MINORITY AIDS COUNCIL, Washingto, DC 
37. OPEN DOORS 
38. PARAGON MEDICAL RESEARCH, Los Angeles, CA 
39. POZ MAGAZINE, New York, NY 
40. PROJECT INFORM, San Francisco, CA 
41. PROJEKT INFORMATION, Munich, Germany 
42. PWA HEAL TH GROUP, New York, NY 
43. PWAlive/MINNESOTA, Minneapolis, MN 
44. REACH OF SOUTHERN ARIZONA, AZ 
45. RESEARCH SANCTUARY, Los Angeles, CA 
46. SAN FRANCISCO AIDS FOUNDATION/BETA, San Francisco, CA 
47. SAN LUIS OBISPO HIV CARE CONSORTIUM, CA 
48. SEARCH FOR A CURE, Boston, MA 
49. SO. MISSISSIPPI AIDS TASK FORCE, Ml 
50. TEST POSITIVE AWARE, Chicago, IL 
51. TREASURE COAST COMMUNITY AIDS NETWORK, Florida 
52. TREATMENT ACTION GROUP/TAG, New York, NY 
53. TREATMENT & DATA COMMITTEE, New York, NY 
54. UNITED FOUNDATION FOR AIDS, Miami, FL 
55. WOMEN ALIVE, Los Angeles, CA 

3 
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INDIVIDUALS: SIGN-ONS AS OFJANUARY 16, 1997 

1 Linda R. Allen 
2. Moises Agosto, National Minority AIDS Council, Washington, DC 
3 Alberto Avendano, MD, Florida AIDS Action Council, FL 
4. Bill Bah Iman, Treatment & Data Committee, NY 
5. Cornelius Baker, National Association of People with AIDS/NAPWA, Washington, DC 
6. Ron Baker, SF AIDS Foundation/BETA, San Francisco, CA 
7. David Barr, Gay Men's Health Crisis/GMHC, New York, NY 
8. Dirk Belau. Geneva, Switzerland 
9. Carol Bennett 
10. Jessica C. Bigg, So. Mississippi AIDS Task Force 
11 Voa Bigg, So. Mississippi AIDS Task Force 
12. G'dali Braverman. Living Well Project, San Francisco. CA 
13. William K. Brent, Jr., So. Mississippi AIDS Task Force 
14. Larry Bresslour, Search for a Cure, Boston, MA 
15. Gregory Britt, AIDS Research Alliance, Los Angeles, CA 
16. Sara J Brookins, So. Mississippi AIDS Task Force, Biloxi, Ml 
17. Nicholas F. Brookins, So. Mississippi AIDS Task Force, Biloxi, Ml 
18. Carl Brown, Treasure Coast Community AIDS Network, FL 
19. Glenn Brown, ACTUP Philadelphia, PA 
20. William D. Bryant, Boulder Creek, CA 
21. Todd Burger, Chicago, IL 
22. Jan Casey 
23. Jeffrey B. Cason, New York, NY 
24 Peter Cashman, ACTUP Los Angeles, CA 
25. Henry E. Chang, AIDS Healthcare Foundation, CA 
26. James Clark, Laguna Beach, CA 
27 Mark Cohen, United Foundation for AIDS, So. Miami, FL 
28. Richard Cooper, MO , Kraus Medical Partners, Los Angeles, CA 
29. Sarah ("Sally") C. Cooper, PWA Health Group, New York, NY 
30. Jim Corti, Research Sanctuary & Linda Grinberg Foundation, Los Angeles, CA 
31. Mark Cohen, United Foundation for AIDS, Miami, FL 
32. Gary E. Costa, Being Alive, CA 
33. John Curtis Cottingham, AL 
34. Linda F. Cottingham, State of Alabama, Dept of Human Resources 
35 Spencer Cox, Treatment Action Group/TAG, New York, NY 
36. Myron C Crider, Morrow, GA 
37. Donald T. Daniels, PAC, AIDS Healthcare Foundation. Los Angeles, CA 
38. Robert Dal Porto, PWA with Being Alive, Los Angeles. CA 
39 Kenneth De Haan 
40. Martin Delaney, Project Inform, CA 
41. Rebecca Dennison, W.O.R.LO, Oakland, CA 
42. John Deshane, Los Angeles, CA 
43. Scott Dewees, W Hollywood, CA 
44. John Dolan, Raleigh, N.C. 
45 Jim Driscoll, Log Cabin Republicans, San Francisco, CA 
46. Marianne DuBose, So. Mississippi AIDS Task Force 
47. Ferd Eggan, AIDS Coordinator, City of Los Angeles, CA 
48. Peter Engelhard, D 0 .. Fisher Medical Group, Miami, FL 
49. Charles Farthing, MO., AIDS Healthcare Foundation, Los Angeles, CA 
50. Tracy Fennell 
51 Gil Ferguson, British Columbia Persons with AIDS Society, Canada 
52. Brenda Freiberg, Board of Directors, Project Inform & AIDS Service Center, CA 
53. Ruben Gamundi, AIDS Project Los Angeles, CA 
54. Ramon M. Garcia, REACH of So. Arizona, Bisbee, Arizona 
55. Aileen Getty, Homestead House & The "Dallas House", Los Angeles, CA 
56. Jeff Getty, ACT UP Golden Gate, San Francisco, CA 
57 Joseph L. Goebelt. Santa Clara, CA 
58. Michael Gottlieb, M. D., Gottlieb Medical Group, Los Angeles. CA 
59. Jeff Graham, AIDS Survival Project, Atlanta, GA 
60. Linda Grinberg, Linda Grinberg Foundation & Project Inform, CA 
61. John Haiduck, Test Positive Aware, Chicago, IL 
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62. Lee Hardy, ARIC, Inc , Baltimore, MD 
63. Larry Harman, Ph.D., Lambda Counseling Center, Miami, Ft Lauderdale & Palm Beach, FL 
64. Zaida Harrington, Biloxi, Ml 
65. Rene Milet Hernandez, Multicultural AIDS Coalition, Inc , Boston 
66. Rachel Hincey 
67. Gideon Hirsch, Israel AIDS Task Force, Tel Aviv, Israel 
68. Peter M. Hoffman, Treasure Coast Community AIDS Network, FL 
69. Carlton Hogan, PWAlive, Minneapolis, Minnesota 
70. Ernest Hopkins, National Association of People with AIDS/NAPWA, Washington, DC 
71. Dennis Hughes, Treasure Coast Community AIDS Network, FL 
72. Terrence L. lbbs, D.O., N. Miami Beach, FL 
73. Crystal londan, Treasure Coast Community AIDS Network, FL 
74. John Iverson, ACTUP/East Bay, Oakland, CA 
75. John S. James, AIDS Treatment News, San Francisco, CA 
76. Joseph J. Johnson, Treasure Coast Community AIDS Network, FL 
77. Robert Folan Johnson, ACTUP Boston, Boston, MA 
78. Cleve Jones, Founder/AIDS Memorial Quilt 
79. Larry Kessler, AIDS Action Committee - Boston, Boston, MA 
80. Chai Khoo, San Jose, CA 
81 David E. Kilburn, San Luis Obispo HIV Care Consortium, CA 
82. Barry Krost, Board of Directors. Project Inform, San Francisco. CA 
83. Ann Kurth, Mother's Voices, NY 
84. Terry Laug, San Jose, CA 
85. James Learned, PWA Health Group, New York, NY 
86. Gina Lee, Gahanna, Ohio 
87. Sheryl A Leon, The Counseling Center dba Gulf Coast Mental Health, Mississippi 
88. Jules Levin, National AIDS Treatment Advocacy ProjecUNATAP, NY 
89. Dennis Littrell, Raleigh, N.C. 
90. Mary Lucey, AIDS Policy Analyst, City of Los Angeles 
91. Nancy MacNeil, Project Director, Women Alive, Los Angeles, CA 
92. James V. Madaras, Treasure Coast Community AIDS Network. FL 
93. Thomas L. Magee, M.D., Medical Offices, Los Angeles, CA 
94. Rachelle Mark, Los Angeles, CA 
95. Joel Martinez, The Center for AIDS, Houston, Texas 
96. James McKee 
97. Paul Mclaughlin, Treasure Coast Community AIDS Network. FL 
98. Robin Capps Munger 
99 Christopher B. O'Hare, Treasure Coast Community AIDS Network, FL 
100. John Ortado, Jr., Treasure Coast Community AIDS Network, FL 
101. Paula L. Osborn 
102. Robin R. Pabon, So. Mississippi AIDS Task Force 
103. Shirley Paugh, Treasure Coast Community AIDS Network, FL 
104 Tony Poleto, Treasure Coast Community AIDS Network. FL 
105. Wallace Potts, self-employed film archivist, Los Angeles, CA 
106. Chris Presley 
107. Robert Rivera, So. Mississippi AIDS Task Force 
108. Nicholas Roche, ACTUP Paris, Paris, FRANCE 
109. Gary R. Rose, AIDS Action Council, Washington, DC 
110. James Rousey, Exec. Director, AIDS Treatment Initiatives, Atlanta, CA 
111 Maria L. Samies, So. Mississippi AIDS Task Force 
112. John B. Schulz, Los Angeles, CA 
113. Sue W. Scott, AIDS Service Center, Pasadena, CA 
114. Matthew Sharp, ACTUP Golden Gate, San Francisco, CA 
115. Michael Shriver, NAPWA, Washington, D.C. 
116. John E. Smith, Treasure Coast Community AIDS Network, FL 
117.William L. Snedden, Treasure Coast Community AIDS Network, FL 
118 Andrea Springsteen, Los Angeles, CA 
119 David Springsteen, Los Angeles, CA 
120. Judy Springsteen, Los Angeles, CA 
121 Lois Springsteen, Boulder Creek, CA 
122. Wayne P Springsteen, Los Angeles, CA 
123 Joe M Stewart 
124. Norm Stuart, Research Sanctuary, Los Angeles, CA 
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125. Sean Strub, Poz Magazine. New York, N Y 
126. Richard Tafel, Log Cabin Republicans, Washington, DC 
127. Rob Tan, Rob Tan & Associates, San Francisco, CA 
128. Susanna Calvin Thomas, Open Doors 
129. Delia A Viator. The Counseling Center dba Gulf Coast Mental Health, Biloxi, Mississippi 
130. Gerald S Viator. Biloxi, Mississippi 
131 Oswald T. Weber, Founding Director, Projekt Information, Munich, Germany 
132. Leland J Weseal, Treasure Coast Community AIDS Network, FL 
133. Robert C. White, St Louis, Missouri 
134. Mark Williams, PWA, New Jersey 
135. Lee Winchell, Los Angeles, CA 
136. Phillip Winchell, APLA client, Los Angeles, CA 
137 Yvonne Wind, PA-C, N. Miami Beach. FL 
138. Vicki Worley, IHS, Hanover 
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11112/96 Why Isn't Glaxo's New AIDS Drug Ready Yet? 
By Michael Waldholz 
Staff Reporter of The Wall Street .Journal 

Page 8 of 9 

Stephen Gendm is falling behind in his race against AIDS. He has staved off illness for more than a decade by 
ag__gressively cycling through a battery of medications, turning to a new drug each time the virus mutated and overcame an 
earlier one. "l've Laken AZT_ DDC, DDL D4T, 3TC, Sl14uinavir, Norvir," sllys :M:r. Gemlin, the 30-year-olJ co-Lounder or a 
New York mad-order drug company. 

"Now T need what's next," he says "1592 is next." But the potent drug 1592 has been stuck m Glaxo Wellcome PLC's 
research pipclme for seven years. lt now seems unlikely that it will hit the market before mid- J 99S . 

. What's taking so long') Glaxo says it didn't recognize the drug's power until recently and now is movmg as quickly as it 
can lo complete necessary safety tri.ils .iml m.ike the Jrug av.iil.ible. But some critics believe the company is drngging out the 
development of 1592. After all, development of the powerful AIDS drugs known as protease inhibitors began less than five 
years ago, and those drugs have been available for almost a year now, extending the lives of thousands of people. The 
controversy reflects the tremendous demand for new AIDS drugs now that it appears the disease responds, at least 
temporarily, to treatment. 

AIDS .iclivisls ch.irge th.it Gbxo IS trying lo protect the sales or its lwo oilier AIDS drugs, AZT and 3TC. Their combined 
revenu..: is expected to hit $600 million this year, double the total in 1995, and could exceed $1 billion m two years. Sales are 
booming as patients adopt a "cocktai I" regimen that combines the two older drugs with one of the new protease inhibitors. 

But 1592 is 10 times more powerful than AZT, its chemical and corporate cousin, and it avoids .A.ZT's dangerous side­
effects. "Who's going to take AZT if 1592 is available'.'" asks Martin Delaney, founding director at Pro_iect Inform, an AIDS 
advocacy group 

At the very least, :M:r. Delaney and many other AIDS activists contend, Glaxo should make 1592 available immediately to 
thousands ot' desperately ill patients under a "compassionate access" program while the drug winds through the long approval 
process. Virtually every other new AlDS drug has taken that route. 

G laxo officials, saying they haven't gathered enough safety data to do that, deny that they have put commercial 
considerations before comp.ission. They concede thal work on 1592 and other drugs languished .imid the distractions ol 
G laxo's $14. S billion acquisition of Wellcomc PLC last year. Except for 3TC, all the AIDS drugs m the works were from the 
Wellcome side Once Glaxo took over, it didn't offer comparable _jobs to most of the top \Veil come research managers who 
h<1d shepherded 
1592 through initial studies .. L\s a result, most of the managers left. 

"There were d lot of distractions," s.iys James Rooney, who ran .i clinic.ii-studies Jep<1rtment .il \N'ellcome before the 
merger and is now a vice president at Gilead Sciences Inc., Foster City, 
Calif. "There was a lot of wrestling over new procedures, switching _jobs and locations, and uncertainty over which projects 
would go forward," he says. 

The drug 1592 was one of a batch of new chemicals developed in the labs at Wellcome in the late 1980s, when scientists 
were looking for better versions or AZT. Both drugs. as well as 3TC, belong lo .i cbss called nucleosides. which work by 
blocking an enzyme that is critical to an early phase in the replication of HJV, the virus that causes AIDS. 
11112/96 Why Isn't Glaxo's -2-: In Second Clinical Trial Phase 

Wellcome researchers spent several years testing other compounds first. "We had no reason to expect 1592 to be so much 
more powerful than the others," says Lynn Smiley, director of the 
company's AIDS clinical tnals. Scientists uncovered l 592's .intivirnl muscle about a year ago, aller .inother experimenlal clrug 
failed and they began human testing of 1592. · 

The drug is now in the second of three phases of clinical trials. Glaxo officials say they need another year or more before 
seeking Food and Drug Administration approval. Because 1592 will be combined with so many other medicines as part or 
the "cocktail" therapy -- about nine other AIDS drugs are 
approvc>cl or soon will be -- the company must conduct a wicler rnnge of sal'ety trials than its e•1rlier clrugs required 

"\Ve an: very sensitive lo the desperation out there from patients who need new drugs," says Stephen LaFon, a Glaxo 
researcher who helps run tests of the drug. "But we have to balance speed of getting the drug to these few patients and the 
need to get the best kind of clinical information we can." 

That doesn't help patients who have already d..:veloped resistance to AZT and other nucleosides. The cocktail approach, by 
combining three or more Jrugs that attack clifferenl p.irts of the virus, has been able lo re<luce HIV lo uncletect.ible levels in 
many patients, allowing the immune system to rebound and fight off deadly infections. But 1f a patient's HJV has already 
developed resistance to the AZT-like component, the cocktail will ultimately fail. 1592 could be the new ingredient that 
would make the cocktail work again. 

"You can't just pile a protease drug atop a failing regimen. It won't work," says Martin Markowitz, a research physician at 
the Aaron Diamond AIDS Research Center in New York. 
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Demands for the release of 1592 have been growing steadily since this past summer, when Glaxo scientists revealed 
results of a three-month-long, 80-person study that showed that combining 1592 and AZ.Twas as effective at reducing HTV 
levels as some three-drug cocktails that included a protease inhibitor. Patient advocates argue that several drugs were 
released for "compassionate access" based on even fewer test patients than Glaxo has used in studying 1592. But G laxo 
officials say the manufacturing process isn't geared up enough lo support widespread distribution right now. Jennifer 
Jvl.cMillan, a Glaxo executive who works with AIDS activists, also cites more serious concerns: If 1592 were released now, 
patients might be less willing to participate in clinical trials because 
they could, instead, get easy access to free doses of the drug. 

Glaxo, surprised by surging demand for 3TC after studies underscored its power, had let 30,000 patients get that drug in a 
similar program from 1993 to 1995, but it was unable lo collect much useful data. "We want lo be careful and not repeal th.it 
mistake," Ms. Mdviillan says. 

That distresses some people struggling against infection. Spencer Cox, who helps run Treatment Action Group, a New 
York advocacy group, has watched the Hl V levels m his blood rise sharply in recent months as older drugs stopped working 
and new protease drugs couldn't plug the gap. "l fully understand Glaxo Wellcome's desire for caution," he says. "Dut I also 
know l could benefit from 1592 right now. I don't see any reason not lo m.ike it available today." 
11112/96 \Vhy Isn't Glaxo's -3-: Only 175 Patients Have Taken Drug 

For now, only 175 patients have taken 1592, and only several hundred more will get it when final-stage trials begin 
sometime next year. That leaves out patients like Mr. Gcndin, the 30-year-old New Yorker. He can't take part in Glaxo's 
expanded trials because such experiments typically use subjects who haven't already developed resistance to earlier drugs. 
His virus levels have more than doubled in recent months, and Mr. Gendin worries more about HIV outracing his immune 
system than about 
any safety problems of Olaxo's experimental drug. 

"l have to have" 1592, l'vir. Gendin says simply "I've got nothing to lose." 
From Discovery to Approval 
GJ,1.xo \Nellcome's new AIDS drug 1s t;1king longer lo become 
available than some recently developed .AJDS drugs 

DRUG 
1592 
lnv1rase 
Crixivan 
Norvir 
141 

Viracept 

*Anticipated 

COMPANI' 
Glaxo Wellcome 
Ho!Tm.inn-La Roche 
Merck 
:'.\bbott Labs 
Glaxo Wellcome (Vertex) 
Agouron Phannaceut1cals 

TIME TO 
DISCOVERED APPR0~-'.4L 

1989 
1989 
1992 
1993 
1993 
1994 

8 

About nine years* 
Six ye.irs 
Four years 
Three years 
Five years* 
Three years* 
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Bruce Mirken 
829 Hayes St. #1 
San Francisco, CA 94117 
Tel(415)621-82S8 
Fax (415)552-7170 

Sandy Thurman 
Office of National AIDS Policy 
(202)632-1096 

5/18/97 

Dear Ms. Thurman, 

4155527170 TO: 202 632 10% P01 

Cleve Jones asked me to send you a copy of this article, which concerns the availability (or 
lack thereof) of an extremely important new antiretroviral drug. I hope you find it useful. 

Sincerely, 0 , ,f 
--fl ;J __ ... -.-. 
/'~., -

P.S. I'm sorry we didn't manage to connect while you were in San Francisco. Though 
my immediate deadline has obviously passed, I hope we can arrange an interview the next 
time you visit the West Coast. 
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l'he Fight for 1592 
JUDS Activists Bottle Oloxo over Access 
1·0 Anxlou•ly AwoltH New Drug 

•Y MUCI MlmllN 

A 
decade alter rM high pm of 
AZT CIUll!d AIDS acUvi,tts ID 
declare wilr on Bu1Tough1 
Wellcome. the AIDS communi­
'Y is qalrl ge~g up for baftle 

wl!h the phann.1ceurlcal giaftt-now kn0Wt1 
as GI.Pow~ acb!&& co what Sin 
Francilco AIDS FouNilltion dlft!c1Dr of 11'1!111· 
1 t educatiott and advocat)' Rori Bala!r ha 
Q!led ''!ht moll impOIW\I AIDS dnlg ii\ the 
~search pipeline," 

That dlllg. lr.nown try the code' namr 
1592U89 and rorntnonly referted to •Imply 
•• 1592. belong• io U.. class of drugs c~cd 
nw:Jeoeide an&logs. the aarne Cil~ory n 
AZT. )TC, ddC. ddl and dtT.11' an anicle 
publlihed wt ~ber llaMI' called ii ''the 
only nucleolide analog in the ~aeerch 
plpelin<r tt-a1 appears sm and po1cnt ... l.n 
early te•t• 1592 has del!'OM!rated far mOR" 

anti-HIV punch than any (If the e;arUer 
'"nukes." and apprua to~ leu IC<ic a~ 
wi:ll. In one 11udy of 1592 combined wl1h 
AZT. tht' rwo-drug combinaiion reduced 
HIV bl('oOd l~rls by as much as 99 pel'tft\t 
In ~ volun1ecn. far ~tter th~ any 2-mil<e 
comblnari0J1 ever 111:11ed. 

The company ha1 responded 10 plea!i for 
accrss to !hi! drug "'"ith a tiny program that 
San Fr•nciocn AIDS 'pecwiat Or. Virginia 
Cilfaro disl1\l95es as "pathetic." bu.t which 
Gla•o m•i1t9 i6 all It can do ior nuw. 

DUPUaTI PATllN" 
While another nulr.e inay seem lib sl1'1611 

potatoel in !he •of protease inhibltol:'lll, th~ 
protnse drug~. along with the recenlly ap­
proved non-nudeo5ide rever~ !ranai;ripta9e 
in)\lblton nevlr~pirle and delavirdir>e. mu&t 
be coll'blned with ocher drugs to get thC'ir 
lull dfecc. Th• nulr.n; ""'a lr.ry lllqedicnt of 
thnc combination regl?Mn1: bu.r plenry of 
peoplC' wtrh AlDS hil ve used up all of the 
o!drr nuke&, the HIV in !heir bodil!5 g;radual­
lv having becom• resistant IO Heh of the 
drugs. for lhel'I' 1Yi2 representl the only 
hope for building a drug cocktail that can 
keep them alive. 

jor Mullin, a patient of C.Uuo' 8, is one of 
inc. desperate PW As. ·'You narne it, l 've 
been on It.·· rhr 38-yNr>Old Miner wAiter 
say1. Mullin·, viral load hild Ileen down 
ilrnalt below IN!~ blood lmtll Cilll drll!Ct 
on a rombiNrion of AZf, 3TC. indiNvir, Sol· 
quirwvir and delavirdine. Uriltke numy 
PW All. Mullin a.ya. · 'l N!VCI' got much our 
al the pro!Hll! lnhibitor6, · · INI k IOOk !he 
~ reglmn\ ID limp hlsvin.11 In dwck.. 
8111 ~ !ha1 (l()lnbination ha begun llD lO$e 

effecti~ and hi5 viral load has rwbound-

ed to thr anxil!ty·producins level of 1.0.aJJ. 
"I needed 1592ye91erday." MWlin 11y1. thr 
wcrrry obvious In hi• "alee. 

And Mullin II fill' from alone. A~vlst Lin· 
da Grinberg. psw1iden1 of ~ own AIDS 
f'l!llNl'Ch foundation and a boud member al 
Project lnfonn. haa been !ipearheadlng ad· 
vacacy efforts arour1d 1592. ·'I'm lirrrally 
getririg hund!'lrdi of calls from de5Pft111! pa­
lil!nl1, ~me to - ti I W\~ diem dw 
drug," afie My-1. ''Peopl•" .. ho've failed all 
the e1d1tlng drug11. The calll o1re juat hean· 
bruiting. psople who ~re filling and loein8 
h"pi! ... 

Cafaro agrees. A1lr.ed how many patler1ts 
she has ""ho rould benefit from 1S92. sihe 
guesae~. "a couple of t-undred. l bet." 
Despite media tlype lasr fill thar virtually 
declared the epidemic over, 1he wy1. · · peo­
ple are still fighting for their lives. We ha~e 
not reachrd any 90rt of lltuation where ttle 
end is 11car. We've •tabili1.1d !IDme people. 
but aome are gettlr1g re1i1tsn1 "nd ge11irlg 
WOfV." 1592_ she n~I. lnll)' IJr paftlcuW!y 
valuable for people 1uffer1ng AfDS-relatwd 
do:mentiol. becauw it penetntc~ the central 
nervou' sy!il!em far be!ter th•n mo1t anll­
HJV drugs. 

8ut few of Cafi!l'D's padents, or anyon .. 
else's. are l~ly 10 get 1592 ;onytime SO<•n. 
because what Gino has offered 15 ii far cry 
frolft the large expanded aa:ess programs ,,f 
yore. TheH programs. delligned to provide 
PWA1 running out al option!i wirh early, 
free accc-~• to promising ne"" drug' while 
allowing manufacrurer• lo collect da1a trom 
);arge numbcl"ll of palit!l\18 in ri:al-...,orld cun· 
dtrion1, gave dnig1 lilr.e ddl. d4T ind 3TC co 
tens of lh(lll15and1 of people prior to formal 
FDA approvill. 

But there ha!i been no larg~!Cale expand­
ed access program since J!C ""as disnibuted 
io !IDmr 30JXDl'WAsin I994and 1995. Pro­
grilm• for the proteasr int-lbirors have ~n 
minu11eulr: The indinavir U1d rltanaviJ: e>­
pandi:d llC.Cftl progu.rn1 are r1t1mated t<• 
have reached only abuut 1.Cnl people Nth; 
the recent dlstr!buti<1n of nelfinavir ..., .. a bit 
~er but 1!111 nowhere near the r.cAle of the 
3TC program. 

RHllzlng the JK'll!nt\al nerd for 1592. 
AIDS advontes beSiln meeting with Gw"' 
laa1 surnrner in an a!ll!mpt to p!l'IUAde the 
company 10 offer the drug Immediately on 
a "compa11aimate use" buis to lhoae In 
urgent nNd whilr s~Arinl up for larp4cale 
eJ<pandcd llCl'.l!U. Then! ""Al ran ul\&llimi· 
ry .unong community leeder6, with cloun• 
of grmip1 1nd 130 individual ~villtl 1tgn­
in& or1ro" coruenau1 lefn to the company 
demmdlng l!IUCh 111 eftoit. Gl'inbq 18)'9 lhe 
diatuUloN - diffiaslt 111\d llO~S 
cot11entiouw but a.med for a while lo be 
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rnilking pro~sa. In a )anu;i;ry ronierencc 
call. !ihe recall1. Glu.o reprc1entarives · ·111iJ 
the)' w~ collaidering aome1hin11 100n. 
similar 10 what we'd prop<*!d." and ... id 
!hey would file for FDA approval al the drug 
brfun! the end of 1997. 

TOO L.lftU, TOO L.ATI 
But who11 Glaxo announced In a lC'lti:r 

fl.lied ID pctidpan1& in lhe dlaru11Sion& April 
28 was a m1ior dlsappoinanent. l! unvriled 
three program11-cne for children. 011e for 
!h05e suffering nom ··-re•· AIDS demen­
riil ind a third for adults wi1hout demen!ia­
whlch would rnrnll a total of 2.500 p.titic111t 
In all of North America, Europe and 
Austrilliil. The pediam~· program is "' 10 
bqsin In Junir. ~othen in luly. Fllfther, the 
company 11ow doesn't er.pee! 10 file f1,1r <1p­
proval un1U mid-1'198. and !hough it says it 
..,ill begin a 1.irgu eoo.panded 1c.:-t!5S progrun 
C'arly ner.! yHr it h.s offe~d no specific•. 

Another catch is rhat panic1pants il'I the 
adult progriUll, which presumably will be try 
far rhe Largest . ...,on't be able to go through 
their rcgular doctor but ""ill h1v• to enroll at 
on,. of an Ull!lprcil'll!dnumbcTof "geogro1pt>· 
i'•lly disprrwd centers'' -a departure from 
traditio!"•I proced1,1rr in expanded access. 
According 10 Gino spokespt"r~on IC.arhy 
8artlett. the li1rnfcerirer& won·1 be finali.ud 
tor :>rveral ...,eelr.5. b...1 the nprct• · ·tierweer> 
3ll ~nd 50 site'5 .. worldwidt:. 

(;lno·s annuuncement h•• Jra .. ·n howl. 
of uutragt' iron' AIDS actlvls1s acrus• the 
caunm·. V..nen th•y 50t the n£ws. Grinber~ 
say>. "Marty IDelan~y. Pruj.-.-t lniorm·~ 

founderJ and l ...,enr crv.y. Thisihmg i• t:••· 
in!t lo fill up in t""O w~k• ... 

i:Vt'f' Ne,.- York'1 Tre•tmt'nt Action 
Grnup. lmoi.·n for taking a cautniu;. lmc on 
... perlment•I drugs. i6 !uriuu>. '"Th i6 pr.,. 
gr11m is t~r ICIO li11le. h1r ton late ... curnmenls 
Thel1Smut, TAG'• 1392 pointpenon. '"h'~ 
y<rt another example ol how Gluo d.xsn ·1 
havr th~ best int~»t!i oi people with AIDS 
at heart ... 

The company h15 givi:n twa reasons for 
not do1n11 a large PJ<panded access prn~ram 
now: Supply problems and • laclr. of ad•· 
quAte salety data. Glal<o h~• said that a 
ll'l.lnufacturing g)l!dl ..;m the adul1 fonnuJa. 
lion for~ h 10 rtlormula1e. crimpini: !hr 
supply. 

But Banlen il\llis111 the mOl!I !mporunt con· 
aideracion is safety. "There·• only been 250 
people lrNted with 1~2 10 date. so wt· 
wanted to worlr. with a snull group of phyti· 
cians and worlr. with them to mile the be6t 
decisions on lhe_.Ulll' of this drug.· · ohe ex­
plalna. "We etpeCially don't have 11 lot ol 
data In ftrNlll'lft\tl er.penen~d parirnts ... 
We al!ID Ni"" a respon1lblli1y to collect 
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meaningful . Th11'1 wl\11 w•'re heann1t 
!rem the community: Don't iust 1hmw th1· 
drugs our ther...... We've had !;C!veral 
meetin~swith 1hec1>mmunitv. w~·veirit"cl 
h' t"-l· n·~rl1n~i':l' ", F~-·~,ph.··~ '''"1.'l·n1~. ,ui;! 

""' tcrtalnly hnrd loud and .:l~ar tMt p<••· 
pie ""•t1!£d us tocollei..1 mcanlngtul data. 11·~ 
a b.alancifl! .act." 

Bui AID$ac1Ms11 .ren'I buyin~ Gla>1•· 
asaerliont. ACT UP!Golden Gate mrmr•·r 
Manhew Sliarp, hnn•~ll In urii•nt n~~d "' 
1592 •her becoming re~is1a11t to all th~ 1lth~r 
nuke.·~. a?J?;Ul'·""'. "A!it" r\\'A di thi' ~tn~l"' m 

!h._. dise1i<e I don·11uv" tim~ I» pldl· .u11u11.i 
and wait until 5ajety dat1 •umes tor--·•rd. 
Th .. compaPy has n<> right to tell Ui in· 
•houldn't take thu ri~I<" 

And Saker notes. '"ln !he hiatw~· ol n· 
panded access ind comp.asi<•nd\e "'" 
tnere·6 nC"Yrr been a Int of saleN d.ia. Th•t" 
iust th~ nature of r:~panded ~s~ .. .\rid tni' 
drus doesn not gtve any indicariori ,,i hav. 
ing •evere side eflects ... 

TAG hill often called ior brtt"r data "" 
flfw drui:s. bul Sm1rt says ... ,,., clr~r 

they·re twi6ting our e1ll11 10 coll<·<t meM•· 
lnglul dill~ irom compasaion110 use pr"· 
gram6 into dn eacu•e to llmJt iccess. Gl .. o 
Wrlkome is tile largHI. richest pnar· 
maceutical tl.•mpany in the "'·orld. has prof· 
lled more from the AIDS crisi6 than ar>yl>n•' 
and dearly has the rracurce1 Ill develop 
1\0\/el prqll'Brn5 ll> collea benC'I' ddta withoul 
limihng acce&&." · 

And ii supply i5 mtlly a problem, the'" 
tivi5ts add. then G!axt>-...,l:>ote 19'.lb J'"'•tax 
profit~ amounted 10 S4.77 blllion-<nuld 
Hsily hire ;an outside coptractor to help pro­
d1.1~ the !iupplte11 need!ld. 

MO• TllOU81.1 AHIAD? 

Ju1t ao aldrming to AID~ advcx:atr• as th<' 
2. SQ'.). patient lllTlll is the fac1 1h1t 1cceas will 
be reslrictcd to a rrlative handful ol 611<"'­
Even if Glaxo g~• for 8a.rttetn hil!h...,nd 
figure ol 51.l centers o1nd the U.S. gets half ,,t 
them. th11 means univ 25 lOCillions In th.- .. n. 
lire country ""here par1icipantS will have'" 
gu Ill slsn up and for periodic fallow-up 
visits. 

Namr1 Prn1ect founder Clevr )•lnes thilik.• 
that means people In pl~s lilr.r rural 
Sonoma Cnunty, where he no,.· live6 ..... 111 
be lrltoul. "Jt'1 g<•ing to be 1 titua1io11 ..ihere 
only tho!le who've really )C'amed "'""ork IM<' 
ovt.tem will ge1 this dfl.l1'· · · he w .. rrie>. ;ind 
travel t<• San Fr;ioci•Ct>-lil<elv '" t..· the• 
nearcot .ite-will ~ ··a bis prot-1,·m· f.•r 
&rv,·r•I iriend~ In de5P£T•le ne.·d. 
Jon~•. who N• ·~en 1wo frlel\cls d" ,, .• 11 

in• 15Q2 trial and lr.nuws srveral<'thers ''h'' 
urgently r>c~d the drug, thinl<.s it "um .. I<'' 
the cominunltv 10 mobili,.•. '"The"' arc pr"· 
pie in the treatin(Tl1 .1Ctiv1st cmnrnunir~ "·h. 1 

thinli. that (;la•<> Wellwme is ddibera1elv 
delaying developrni:nl to 1T111im12e pr<>lit·, 
nn AZ.T and 3TC, · · wh11se Hie' m1~h1 J,. 
chne ii 1"92bec;im ... wailat>lc on• largr ..:.ik 
he n1 .• tes. '"l hav~ not yet reached th•i c,,,, . 
<lu>ion. but it'• ge!tin!JI harder ond harcll'r '' • 
forgivr t1'te delays. I "ve been an AID:i arn•'1.<1 
for lb vears ;a11d this Is nneoi the mo;;1 irus­
natlng siiu1tlon!i I've rvcr encoun!ered, .. h• 
d~lares ... The drug work• and •hey knu,.· 
it. It's iust alalllnii ... 
Th~! •c-nllment· 1e~ms ju•I aoout unam· 

mou1 am<lng AIDS ai:civisl!i. ACr UPICuld· 
en Gare hu m•de 15'12 •n u•Bent pn"nty 
•nd i• developing a 5rrles of pro1es1 actions 
..ihkh it hopes m coordinate with other 
groups aro1,1nd the counlry. TAG is writing 
a new le!ICT demandin~ a larger PT"l'iram 
which it will ask other groups to atgn. and 
Sman hin!8 thal that is ju!il th~ beginnin!I. 
"I thlnlr. Gl.xo ts going 10 come under sirong 
auaclr. from the community." he Hy•. ··Al· 
1hou11h the day• of ..:tlvlsm ii' the meet' 
m;iy appeiir tu be over. there ore a nuinber 
vf 01her ..,ays rhr commun1t<,1 may bl? abll' 
to hurt .Gluo WeUcomc. · · " 
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I 592 ACCESS COALITION 

To: Sandy Thurman From: Linda Grinberg 

Company: White House-AIDS Office Telephone: 310-471-8586 

Fax Number: 1-202-632-1098 Fax Number: 310-471-4565 

Subject : GW Demand Letter, etc. Date: 812.6197 Pages: 1b 

Sandy: 

Pursuant to our telephone conference today, I am refaxing the demand letter which was faxed to Glaxo 
last Tuesday a.m. Also included Is the cover fax which went out to community ASO's, seeking 
endorsements, which was not included in the fax to Glaxo. 

I am also faxing you copies of the correspondence between Maggie Atkinson of AIDS Action Nowl in 
Toronto and GW which I think may also be of Interest to you. As you will see, the GW reps she's been 
corresponding with have been quite a bit more communicative and forthcoming with her regarding 
production and supply 111ue1. 

Lastly, I am including an updated roster of members of the coalltlon. 

Meanwhile, good luck in setting up that conference call and getting a written response this week. We 
anxiously will await word on both of these items. 

Thank you, once again, for your ongoing efforts. 

Linda 
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I 592 ACCESS COALITION 

VIA FACSIMILE 

June 13, 1997 

Mr. Robert Ingram 
Chief Executive Officer 
Glaxo Wellcome, Inc. 
5 Moore Drive 
Research Triangle, NC 27709 

Re: Development of Abar.avjr (1592> 

Dear Mr. Ingram: 

PAGE 02 

Community treatment advocacy groups and adivlsts watch with growing concern as the major 
pharmaceutical companies continua to reduce the size of compassionate use and expanded 
access programs for promising new AIDS drugs. The limited 1592 compassionate use 
program proposed by Glaxo Wellcome provides the most recent example of the industry's 
misguided policy on early access. 

The individuals and organizations listed below call on Glaxo Wellcome to take the following 
actions regarding 1592: 

I. Compasalonate Use Program 
A. Commit to significantly increase the size of the compassionate use program 

scheduled to begin in July 1997. (It is anticipated that more than 10,000 
patients worldwide mey need 1592); 

B. Triage patients to ensure those in most critical need are given highest priolity; 
C. Provide monthly progress reports to designated community representative(s) 

regarding production capacity and patient enrollment: 
D. Describe procedures to ensure equity of access and avoidance of preferential 

treatment to patients at selected sites; 
E. Provide the drug to patients who cannot access the medical sites designated by Glaxo. 

(Traditionally, compassionate use programs reach patients through their healthcare 
providers.) 

II. Expanded Access Prognm 
A. Initiate an expanded access program at the earliest possible date in 1997; 
B. Provide details regarding inclusion/excluslon criteria. size and scope of program. 

distribution plans, and other pertinent information as soon as possible. 
Ill. Protocol• and Cllnlcal Trtal Sltee - Provide Information on 1592 protocols and identify 

clinical study sites, as promised, immediately. 
IV. Accelerated Approval 

A File tor accelerated approval of 1592 no later than Maren 1998; 
B. Initiate rolling data submissions to FDA as soon as possible. 

Promising new therapies such as 1592 must become available as soon as possible to people 
without treatment options who face disease progression or death. Community advocates and 
actiVists call upon Glaxo Wellcome and all AIDS drug manufadurers to recognize that people 
with advanced disease have a basic right to speedy access to new experimental therapies 
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when all other treatment options have failed. 

LGRINBERG 

Mr. Robert Ingram 
June 13, 1997 

Page Two 

We look forward to receiving your response to our concerns regarding 1592. 

Sincerely, 

1592 ACCESS COALITION 
Ron Baker 
Bill Bahlman 
Peter Cashman 
Sally Cooper 
Paul Davis 
Martin Delaney 
Jeff Getty 

David Gilden 
Linda Grinberg 
John Iverson 
Cleve Jones 
Kale Krauss 
James Learned 
Jules Levin 

Endorsements of AIDS Organizations: 
ACT UP East Bay, Oakland, CA 
ACT UP Golden Gate, San Francisco. CA 
ACT UP Los Angeles, Los Angeles. CA 
ACT UP New York, New York, N.Y. 
AIDS Action Now, Toronto, CANADA 
AIDS Project Los Angeles. Loa Angeles, CA 
AIDS SeNice Center, Pasadena, CA 
Center for AIDS: Hope & Remembrance Project, Houston, TX 
Community Prescription Service. NeW York, N.Y. 
Community Research Initiative on AIDS (CRIA), New York, N.Y. 
F.ALR./Foundation for AIDS and Immune Research. Los Angeles, CA 
Gay Men's Health Crisis, New York, N.Y. 
Healing Alternatives Foundation, San Francisco, CA 
Log Cabin Republicans, Washington, D.C. 
Mother's Voices, New York, N.Y. 
N.A.T.A.P./Natlonal AIDS Treatment Advocacy Project, New York, N.Y. 
POZ Publishing, Inc., New York. N.Y. 
Project Inform, San Francisco, CA 
PWA Health Group, New Yori<, N.Y. 
The River Fund, FL 
San Francisco AIDS Foundation, San Francisco, CA. 
Treatment Action Group, New York, N.Y. 
United Foundation for AIDS, Miami, FL 
W.O.R.LO., Oakland, CA 

AGREED and ACCEPTED this_ day of June, 1997: 

Andrew Lipschitz, M.D. 
Joel Martinez 
Eileen Mltzman 
Leigh Paidolflno-Danas 
Lili Rundback 
Matthew Sharp 
Theo Smart 

By: _______________ Of: ______________ _ 

(Signature) (Organization) 

Print Name: __________ Phone:. ________ Fax: _______ _ 

cc: Jennifer McMiiian 
Steve LeFon 
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I 592 ACCESS COALITION 

To: Sandy Thurmond From : Linda Grinberg 

Company: The White House, AIDS Cz.ar Telephone: 310-471~565 

Fax Number: 1-202-632-1096 Fax Number: 310471-4565 

Subject : Abacavir/1592 Date: 6/18197 Pagea:4 

Glaxo Wellcome has announced that it will shortly launch a compassionate use program for its new 
drug, commonly known as "1592". Activists throughout the nation who have worked with the company to 
develop this program feel it 11 Inadequate to meet the need. The program offered thus far is severely 
limited in both size and compassion and will initlally reach 2600 people worldwide. Plans for a larger 
expanded access program, also promised by Glaxo, have been delayed until the beginning of 1998, at the 
earliest. 

By any standard, this la not good enough. The number of people with an immediate need for this drug 
continues to grow each week. 

We need your support -- and that of your organization -- to Improve upon this program. 

While many people have shown clinical Improvement with protease Inhibitors, increasing numbers have 
now failed on all available combinations. Others have never been In a position to benefit because they 
lacked the other "new" unused companion drugs needed to make an effective combination therapy. 
People have simply run out of drug option1. 1592 la the only new drug likely to become available in the 
near future to help those In the most desperate need. In preliminary testing, 1592 appears to be 
reasonably safe and highly potent - perhaps 10 timea more potent than AZ.T. It will make a crltlcally 
needed addition to the arsenal of drugs needed to combat HIV. 

We are asking you to join and support our efforts by adding the endor1ement of your organization to the 
growing list of groups who have already signed on. We also ask that you circulate this fax and letter to 
other organizations as soon as possible. Every name adds to its strength. 

If you have any questions or need more Information about 1592 or the proposed program and why 
treatment activists find It Inadequate, please contact Ron Baker at 415.043-4440. If you want to get 
more Involved, please contact Jeff Getty at 510-653-6099. Please fax back your signed endorsements to 
310-471-4585. 

Time is of the essence. Thanking you in advance for your ongoing support and your prompt attention to 
this matter. 
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Gli!LllU) Well~--.it, v it alway1 hu been, open 10 community conNltation. We are 
convnined ito mteliPa with you as oftoa aa nec:.eaiary during ~ nee rnoniht to add.raa 
iaaua it..r .cwJd' iri~ (wob u usiltlnee with vavet «Ss&S tor paden&s in outl)'in1 
rlr&iont). A.a ~waya ..-e hope i_o maillllin ~ ~llaborati,.ie relttionthip with Y~.~ur 
oustom.r. and.~- ak VIII paueare prevaal and that our. put rcc;ord of companaon and 
leader1hip U\ :qoinmulUly COM&llltion be t¥9ft into consideration. 

Qluo·Wcsll~.Inc .. (<Anld&) eonmers the rdationlhip lhe)' halie with you an important 
ont. nua)a ~.they ha\19 mendcci an iovita&ion to you lo attend a very importani 
: oegaaion inailcing the Qllmination of ten ycare of ~mmiUUDI and effort from many of our 

. employ•tf8;
0 

~ the start of a wotlcl mUMlate ln pha.rmaewiieal manufiawing. This 
&nvi&a\iol\ Jlindl should YoU chooae to participate u a collft8UO. and not 11 a 
denwnlltalOf1· · : . 

Massi•. ;.w_• --v~ workld very hard. to be able to respond in wriUnl _co aoinc of your 
co~ 1114.·recosiue that we are unable'° proYid. you -.ith-11 the details you wiab at 
thit time. r~ope that you will unciwatand that we mutt eoordin,ltc such. '°°1111Unie&&ions 
aloftlly· ..... ,. ~nt·dOUt 1592 veiy ;vQ,Uy. I w.aat to continue. to work 
with ycu ~· .. ~ _i1aue and look fbrward to diacuuina the C~ 1997 Open label 
(compus1~ llll). saroanm IDd plam nat week with our ~AC U.ison group. 

_I can b8-~d tJvvuah my voice-.mail 1 .. &00-463-6314 •- '~' 0r at the Delta 
Meedow¥~ {~S)l21-15Jll lhia enning. Pleue let me know:1ov of your d~iaion, 
-whether ~ .. will .ccept tlle in'ritadon to the f8~ty openins or not. 

'.'.'· 

i.zii~ KidpU • Mlnqs, PfQd"'°' Cornmunicaaion1, Group PubJic: Affairs 
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