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NCI To Expand Quality Of Care Research,
Lead HHS Panel On Cancer Care Policy

Administration officials have designated NCI as the lead age
that would research and define quality cancer care and work with at
agencies to ensure that high quality cancer care is delivered through he
programs administered by the Department of Health and Human Seryic

“The issue is straightforward,” NCI Director Richard Klausner sg
to the National Cancer Advisory Board at a Sept. 23 meeting.

“It is time for us to speak more forcefully, clearly, and continua
that what the NCI is about—the generation of information, evidence,
the asking of questions—has the ultimate goal of improving the qualit
care in cancer and reducing the burden of disease.”

Klausner said the initiative puts NClI in “a leadership role across

(Continued to page 2)

In Brief:
Lasker Awards Recognize Six Scientists;

NCAB Honors Vande Woude For Work At NCI

ALBERT LASKER Medical Research Awards will be presente
on Oct. 1 to six scientists. Winners of the Albert Lasker Award for Ba
Medical Research ar€lay Armstrong, University of Pennsylvania
School of Medicine;Bertil Hille, University of Washington; and
Roderick MacKinnon, Rockefeller Universityfor pioneering research
elucidating the functional and structural architecture of ion chan
proteins.David Cushmanand Miguel Ondetti, both of Bristol-Myers
Squibb Pharmaceutical Research Institute, will receive the Lasker Ay
for Clinical Medical Research for the development of an innovat
approach to drug design based on protein structure and using it to @
ACE inhibitors.Seymour Kety, Harvard Medical School, will receive
the Lasker Award for Special Achievement in Medical Science, hono
a lifetime of contributions to neuroscience. . GEORGE VANDE
WOUDE, director of the NCI Division of Basic Sciences for the past
months and a prominent scientific administrator working within or a
contractor to NCI for the past 27 years, received a plaque from the Nat
Cancer Advisory Board last week commending him for his service to
Institute. Vande Woude plans to leave NCI on Oct. 8, to take his
position as director of the Van Andel Research Institute, in Grand Raf
MI. Last year, Vande Woude had announced his intention to move tg
new institute The Cancer Letter, May 22, 1998). Vande Woude, a
expert in molecular oncology, served since 1995 as advisor for b
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Shalala Approves NCI Proposal
On Qua“ty Of Care Research oversees Medicare and Medicaid; the Centers

(Continued from page 1) Disease Control and Prevention; the Agency fpr
department to direct the important questions aboutealth Care Policy and Research; the Health

involved in health care services or research, including
the Health Care Financing Administration, which

or

quality of care.” Resources and Services Administration; and the

NCI's willingness to become fully involved in Office of the Assistant Secretary for Planning af
setting the standards for quality care represents Evaluation.
significant departure from the past practice of simply Klausner said NCI was spurred to take actig
handing off data to the policy-makers. The Instituteon quality of care issues by a report of the Natior]

began moving in that direction several years ago whe@ancer Policy Board of the Institute of Medicing.
it worked with the Veteran’s Administration and theThe policy board was formed at NCI's request fopr

Department of Defense to develop agreements oyears ago to independently study issues such as
participation in cancer clinical trials of individuals quality of cancer care, Klausner said.
covered by the military insurance programs. The policy board’s report, issued last sprin

Under a proposal approved by HHS Secretaryound that no uniform standards exist for measuripng
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Donna Shalala earlier this month, the Institute willthe quality of cancer care, and that evidence collected

expand research programs in quality assessment apgecemeal suggests the quality of care is unever
cancer surveillance, and develop a “national cancdrest The Cancer Letter, April 9). The report,
data system” that would provide quality benchmark$Ensuring Quality Cancer Care,” emphasized the rg

for providers to use. of the federal government in working with the private

At least two new grant programs would besector to establish measurements of quality and
funded in fiscal year 2000 to support the researchold health-care providers accountable, particula
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NCI plans to work with a number of private-sectorin the Medicare program, which provides cancer cgre
organizations, including academic institutions, statéo the estimated six out of 10 newly diagnosed canger
cancer registries, professional associations, angatients who are over age 65. The NCAB endorsed

advocacy groups on these programs, Klausner saithe policy board report in a resolution last Juhleg
To begin the process of using research finding€ancer Letter, June 25).
to influence policies, NCI has proposed the formation ~ The President’s Cancer Panel also issued

a

of a task force representing all HHS agencieseport on the quality of cancer care that reached

similar conclusions, calling for further research int
Member, Newsletter the quality of care in cancer, as well as access

THE c““cgn. Publishers Associaion quality health care.

how to interpret that data,” said Joseph Simone, v
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Founded Dec. 21, 1973, by Jerry D. Boyd that there are tremendous gaps in our knowled

to policy board members at a meeting on Oct. 5.
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Klausner was scheduled to present the NCI plan
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about the quality of cancer care, and that there amessociated with good outcomes.
major problems that need to be addressed. —Test the feasibility of using a core set 0

“Much that we would like to know about quality outcome measures for each disease site to strearrtl‘line
t

care, we do not know, and won't without addressinglata collection and analysis and promote
both the infrastructure and methodologies, and fundingomparability of studies.

issues to do this sort of research,” Klausner said. —Investigate methodological innovations tp
Klausner said NCI plans to address six problemgénprove the efficiency or reduce the cost of daja

f

e

in quality of care: collection, compensate for data problems, and accopnt

1. There is no generally accepted core set dfor complex factors that influence relationship
measures of quality of care that can be applied acrobgtween interventions and outcomes.

the cancer continuum. —Promote the development and evaluation pf
2. There is no national system to measure and national cancer data system that will monitor

monitor quality of care. whether the provision of care is consistent Wiﬂ
3. New discoveries in the laboratory often doevidence-based guidelines, determine whether cer
not move quickly enough into clinical trials and thenpopulations have inadequate access to cancer ¢
out of clinical trials to the benefit of cancer patientsand identify strategies for reducing barriers, an
4. The communication of evidence-basedreassess whether quality benchmarks lead
information to the general population, caregivers, antmproved outcomes that are of value to patients.

cancer patients must be considered an essential Under this initiative, NCI and the Centers fofr

component of high-quality cancer care and needeDisease Control have agreed to develop
for informed decision-making. Memorandum of Understanding to establish ne

5. Increased attention needs to be paid teancer registries in a number of states, expandltng

inequities in the quality of cancer care experiencethe NCI Surveillance, Epidemiology and End Resu
by different segments of the U.S. population. program. “This will clarify how we are going to
6. Interagency integration of research on thexpand SEER, which we are committed to do, and
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guality of cancer care and its application to theaddress populations that are not currently well served,

delivery of care is limited. as well as to expand the nature and depth
information and develop national standards,” Klausn
The NCI Research Plan said.

The NCI research plan, as described in a 3. Assure continued improvements in the quality

memorandum dated Sept. 3 to Shalala, will have thef cancer care through a restructured clinical tria

following objectives: program. This is underway through several pilot

1. Develop a core set of outcome measures fgrrojects conducted by CTEP with the clinical trial
each major form of cancer. In FY 2000, which begarooperative groups, Klausner said.
Oct. 1, NCI plans to: 4. Improve the quality of cancer care b

—Conduct several literature reviews to evaluatemproving the quality of communications. In FY 200¢
existing outcomes literature and identify strengths antICI plans to:
weaknesses of a range of measures currently used. —Conduct the planning necessary to impleme
This project will be conducted by the Outcomesn FY 2001 a national cancer communications surve
Research Branch of the NCI Applied Research —Develop an RFA to create Cance
Program, with the participation of AHCPR. Communications Centers of Excellence.

—Review quality-of-life measures used in —Develop plans for new communicatior
clinical trials. The project will be conducted by theproducts to help people make informed decisions.
NCI Cancer Therapy Evaluation Program.

2. Launch a coordinated program of researcliinking Research To Policies
to improve the methodological and empirical base for Defining quality cancer care is a challenge th
guality of care assessment in cancer. Through a nelmas engaged virtually all the key players in oncolog
Request for Applications seeking cooperativeDeveloping bureaucratic mechanisms for translati
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agreements with teams of researchers, NCI will: these findings to the bedside could be an even greater

—Support studies of newly diagnosed patientchallenge.
to determine whether observed patterns of care are  “More difficult [than the research plan], bu
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certainly just as important, is to begin to create th&enate Cancer Coalition on Sept. 16. The testimgny
expectations and the framework, within theis available athttp://www.nci.nih.gov/legig/
department, to link this role of talking about and doingcancercare.html.

research in quality cancer care and outcomes to the

policy that profoundly affects the actual experience On Capitol Hill:

of patients, particularly through Medicare,” Klausnerproposed Increases Brighten

said. )
“One important component will be to have aFunding Outlook For NIH, NCI

standing task force to deal with—in two-way Fiscal year 2000 was shaping up as a bdlt-
conversations,” he said. “We need to hear fromightening year for NIH and NCI.
Medicare, as well as from other payers, what are ~ The House and Senate allocations for spending
the outcomes issues, communications issues, eviden#ls that fund the departments of Labor, HHS, ar1|d
issues, that they need for decision-making and holducation were so low that appropriations
can we, the evidence-based community, be at theubcommittees did not want to waste their time
table involved with informing decision-making by thosemarking up spending bills.

entities.” However, the NIH funding outlook suddenly
Klausner said NCI is the logical choice for brightened in late September, as the House LaRor,
spearheading the trans-HHS initiative. HHS and Education Subcommittee gave NIH a 9.2

“What’s going to make this work is another percent increase over last year, and the Senfate
intangible that | have seen build over the last severgsubcommittee came in with a 12.8 percent boost. The
years, and that is, the best working relationshipncrements were identical to those in last year’s bil|s,
between NCI and the other agencies in HHS,Wwhen the Senate numbers won out in the final bill
Klausner said. “The working relationships at multiple Under the House bill, NIH would get $16.[

levels are superb. That's a central development thattsllion, of which NCI would get $3 billion, a 9 percen
going to allow this to take off and to be successful.'increase over the current year. Under the Sengte
President’'s Cancer Panel Chairman Haroldill, NIH would get $17.6 billion, and NCI would get
Freeman said he hoped researchers and polic$3.3 billion, a 13.2 percent increase.
makers would examine the issue of access to care. The appropriation process this year was
“We tend to talk about quality of care as if peoplerendered dysfunctional by the Republican leadership’s
are getting care, but an estimated 43 millionadherence to spending caps established under|the
Americans don’'t get care because they ard997 Balanced Budget Act. At least in the House,
uninsured,” Freeman said. “Let’s look at the problenthe Labor, HHS bill was in even more dire straifs
for all American people.” because the appropriations committee essentiglly
NCAB member Larry Norton, of Memorial borrowed from its allocation in order to salvage other
Sloan-Kettering Cancer Center, said he supported thgpending bills.
new role for NCI. “NCI should be the engine in Meanwhile, Rep. John Porter (R-IL) and Se
making this work,” he said. However, he said the jobArlen Specter (R-PA) continued to plead for realistjc
of putting research on outcomes into practice “willallocations—and declined to mark up the bills.
take a lot of coordination,” particularly when faced As the fiscal year drew to a close and the
with socioeconomic problems. prospect of a government shutdown became more
“We need to play a larger role, but our expertiseplausible, the appropriators sharpened their pengils
is the science,” Klausner said. “We are not going t@nd went on a desperate quest for “offsets” apd
solve the problem of the uninsured, but we need toreative schemes to borrow funds against fiscal ygar
be at the interface. Whatever arguments are need@@O1.
to drive policy need to be based on information.” In the House, creative accounting produced
Freeman agreed: “You are not empowered t@bout $15.5 billion, boosting the spending bill to about
do the whole job, but you are empowered to researcbB8.5 billion, a level Porter found acceptable. In the
the whole job.” Senate, creative accounting produced about $#.5
The NCI research plan is described in testimonyillion, which increased the Labor, HHS spending bl
of Robert Hiatt, deputy director of the Division of to $91.7 billion.
Cancer Control and Population Sciences, before the In one accounting maneuver used in the House,

—
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about $1.1 billion in heating and cooling assistancémportant part of this bill,” Stevens said at the pregss
subsidies for people living on low incomes wasconference. “This is very important to me, this NI
classified as “emergency funds,” and thus no longefunding, because we are coming closer and closef to
counted against the budgetary caps. The program hdge time of the baby-boomers. If that enormoys

been in existence—and part of the standard budget-generation has the same expenses when they rgach

for years. their later years as the current generation, literajly

In the Senate, the needed funds were “foundthat will break the bank. We are emphasizing reseaich
by appropriations chairman Ted Stevens (R-AK), whaow so that we can have the breakthroughs that pre
borrowed the money from the DOD forward-fundednecessary to give us the kind of health care that that
programs. The funds Stevens borrowed were slategeneration deserves at a price the public can afforg.”
for the year 2001. Thus, the funds were not subject = Specter said increasing the NIH budget wag a
to the caps, Stevens and his supporters argue. top priority for his subcommittee.

Sen. Pete Domenici (R-NM), chairman of the “l say with some frequency that NIH is the
Budget Committee, said borrowing against next yeacrown jewel of the federal government,” he saidl.
is a prudent move. In fiscal 2001, the budgetarySometimes | think it's the only jewel. There is a real
surplus is expected to reach $38 billion, well abovédhope and prospect of really making marveloys
next year’s projected surplus of $14.5 billion,advances in medical research.”
Domenici said at a press conference Sept. 28, two On Sept. 28, Congress passed a temporary
days before the official start of the fiscal year 2000spending measure that would give the government

“2001 is a much simpler year from the standpointanother three weeks of funding.
of accounting,” Domenici said at the press

conference. Cancer Advocacy:

Still, skeptics on both sides of the aisle point ougurvivors, Supporters Light

that borrowing against fiscal 2001 creates a separa
mini-deficit that will have to be repaid next year. InCandles, Curse The Darkness

principle, this new kind of deficit can be carried over An estimated 5,000 people gathered at the
from year to year. Lincoln Memorial Sept. 25 to honor cancer survivorg,
Stevens, Specter and Domenici claimed that theommemorate those who died of cancer, and to qall
funds would not tap into next year’s surplus fromon the federal government to increase funding fpr
Social Security. However, this claim is subject tocancer research and assure high-quality cancer care.
debate. A recent report by the Congressional Budget The event, Rays of Hope, hosted by the Natiorjal
Office said the spending bills would take at least $1&oalition for Cancer Survivorship and sponsored by
billion out of the Social Security surplus. the Sidney Kimmel Foundation for Cancer Researgh,
“The conglomeration of accounting gimmickry also marked the anniversary of last year's march|on
going into these bills is more extreme that anything Washington by cancer advocacy organizations.
have seen in recent years,” said one appropriations Queen Noor of Jordan served as honorafry
staff member. chairman of the event, which featured a day pf
The Republican leadership’s efforts to find theeducational activities, speeches, and entertainment,
money, may end up sinking the entire appropriationsulminating with a candle lighting ceremony.
bill. The White House has already indicated that the  “It matters little whether you live in a royal palace
legislation would be vetoed over the House initiativeor a small apartment in Anacostia, our vely
to consolidate $490 million worth of the President’svulnerability draws us together,” Noor said. “We must
education programs and transfer them to block grantgork to overcome the taboos which even in thjs
to states. country and in many other countries still prevent
Be that as it may, the NIH constituencies havepeople from acknowledging their condition anfd
reasons for optimism, because at least in part, ttgeeking out the proper medical care.
gimmickry was used to locate funds for biomedical “By speaking out, together we can be an
research. Thus, in the Senate, $2 billion of the $4.Bspiring and transforming force in this long w
billion borrowed from DOD’s 2001 carryover went against cancer, a force for hope,” she said.
to finance an increase for NIH. In a videotaped statement played at the vigjl,
“The increase in NIH funding is the most Vice President Al Gore repeated his proposal pf

=
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earlier this year to double federal funding for cancer NCI| Programs:
research. “In the history of his dread disease, therEC' Forms Colorectal Cancer

has never been a more hopeful time,” Gore said. “I .
seems now every week brings another stunnin rogress Review Group

discovery. We are on the verge of translating the  NCI has formed the Colorectal Cancer Progress
stunning advances we've seen in genetics into dReview Group to assess the research in the disdase

explosive growth in the possibility of fighting and and to recor_nmend a plan to move research forwe_rd.
defeating this cruelest of diseases.... Co-chairmen of the group are Raymond DuBaqis

“For generations we have waged war agains-ﬂl‘., the Mina Cobb Wallace Professor of Cancer
this awful disease. With hard work and dedicationPrevention and director of Gastroenterology, and
we can be the generation that finally wins that war.’Bernard Levin, of M.D. Anderson Cancer Center

NCI Director Richard Klausner said The Colorectal Cancer Progress Review Group
researchers are making progress in treatment anglthe third in a series, following similar groups on
prevention. breast and prostate cancer, which submitted thieir

“Tonight we're here to light candles and we'rereports to NCI last year.
here to curse the darkness, to curse the darkness of The new PRG is expected to present its repprt
cancer, for it is by light that we will conquer cancer,”to NCI next summer.
Klausner said. “We have yanked cancer out of its ~ The first meeting of the panel took place Sept.
dark closet, of isolated whispers and loneliness of thé6-27 in Chantilly, VA.
disease that not that many years ago, polite society Members of the Colorectal Cancer PRG are
wouldn't even talk about. But the path to cures can ~ Monica Bertagnolli, associate professor ¢
only be lit by research. surgery, New York Presbyterian Hospital; Phili

“As we enter the new millennium, we can truly Frost, vice president, Wyeth Ayerst Research; Stanley
say that change is imminent,” Klausner said. “Thédamilton, M.D. Anderson Cancer Center; Ernept
revolution in molecular biology and genetics, a|0ngHaWk, medical officer, NCI; Fred Kadlubar, Nationg!
with the emergence of powerful new technologiegenter for Toxicological Research; Barnett Kramar,
are allowing us for the first time in human history todeputy director, NCI Division of Cancer Prevention;
see the surface of the cells that go awry in cancer, @2anford Markowitz, Ingalls Professor of Cancgr
explain how tumor cells behave, to understand hoksenetics, Case Western Reserve University; Mafia
this abnormal cell can prosper and invade the bodykslena Martinez, Arizona Cancer Center; Pamgla

own defenses. This basic knowledge about the natuPdcAllister, Colon Cancer Alliance; Edith Mitchell,
of cancer for the first time is giving us the tools toJefferson Hospital; Ronald Myers, Thomas Jefferspn

prevent and treat cancer more effectively. University; Cherie Nichols, NCI Office of Science

“It takes real resources,” Klausner said. “ThisPolicy; Michael O'Connell, Mayo Clinic Cance
is an extraordinarily wealthy and talented countryCenter; Joel Tepper, professor and chairmgn,
It's up to us. We can either move forward into thgadiation oncology, University of North Carolina
still unlit territories of cancer with a flickering and David Vining, Wake Forest University Medica
weak candle, or we can choose lasers and 100,06genter; Michael Wargovich, director, division of basic
megawat bulbs, searchlights. It's our choice. research, South Carolina Cancer Center; Raymagnd

“We will look back on this time as the decadeWhite, Huntsman Cancer Institute.
that we began to turn the tide on cancer.”

Sidney Kimmel, chairman of Jones Apparel
Group, urged President Clinton to propose a $10 biIIiorl1\ICI Issues Statement On Role

increase for cancer research, and challengel DeVElopment Of Endostatin
Presidential candidates to support increased funding  NCl issued the following statment on its role ip
for research. the development of endostatin:

Former U.S. Surgeon General Antonia Novello “On Sept. 13, 1999, a report in the Wall Streget
encouraged physicians to communicate better witdournal stated incorrectly that NCI scientists haye
cancer patients. “Never forget that what is routindailed to replicate Judah Folkman’s original findings
for us is not routine for patients,” she said. Novelloshowing that the antiangiogenesis compound
called for universal health insurance. endostatin can dramatically shrink tumors in mice

(=
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“In February 1999, the NCI reported that two balanced translational research on the prevention, etiolagy,
of its scientists had conducted experiments witlscreening, diagnosis, and treatment of a specific organ-
mouse endostatin in Folkman’s laboratory. Theséit€ cancer Applicants are judged on their current an
experiments verified the previously published resu|t§°tem'al ability to translate basic research findings into

in mice. Efforts up to that point had not reproducednnovative research settings involving patients and
. ' . ! . populations.
this result, and the murine endostatin produced in the A SPORE is encouraged to conduct research pn

Folkman laboratory lost activity on attempts to shipgpapjjitation and quality-of-life. A SPORE must develo
the material to NCI. and maintain human cancer tissue resources for {he
“With the availability of human endostatin particular organ-site that will benefit translational researdh;
produced by EntreMed, Inc., Rockville, Md., using adevelop extended collaborations in critical areas pf
separate and distinct process that has shown gooesearch need with laboratory scientists and clinidal
activity, NCI decided to proceed with two small scientists within the institution and in other institutiong;
clinical trials to begin evaluating the safety andgand participate with other SPOREs on a regular basig to
preliminary biological activity of endostatin in people. Share positive and negative information, assess scientfic
NCI has not attempted to conduct additionalprogressmthe field, identify new research opportunitigs,

. . . ... and promote inter-SPORE collaborations to resolve argas
experiments with human or murine endostatin in IS¢ s cientific controversy
own laboratories in Maryland, meaning there have Each SPORE and. the “networks” of SPOREs afe

been no “failed” laboratory studies with the materialgxpected to conduct research that will have the mast
to be used in humans. NCI does not routinely requirgnmediate impact possible on reducing incidence apd
reassessment of the activity of agents ready fomortality of human cancer. A SPORE should support a n}ix
clinical evaluation in company-sponsored trials. of basic and clinical researchers whose formal interactive

“The NCI's decision to move endostatin into and collaborative research efforts will result in new
clinical trials is based solely on science. Othe@pPproaches for early detection, diagnosis, therapy, gnd

published studies have shown endostatin’s antitumdf€vention and control. The SPORE mechanism is rot
activity and have reported that in mice the humal1lntended to support basic research to the exclusion|of

version of endostatin caused a marked inhibition o(f‘“nical research or vice versa.
NCI policy for SPORE grants establishes th

tumor growth, an ln.dlc_atlon that the human prc_)t_e'qollowing limits: new or competing renewal P50 SPOR
might also be effective in people. Moreover, toxiCityapplications may request a maximum annual direct cos{ of
studies have shown that endostatin is well tolerateg1 .75 million and maximum annual total cost of $2.75 millign
in monkeys, even at extremely high doses, and causpsr individual SPORE. In complying with the direct cogt
no side effects. cap of $1.75 million, the facilities and administrative coss

“Given the reports of antitumor activity of human related to subcontracts to other institutions ar
endostatin in mice and its documented lack of toxicityorganizations will not apply toward the direct cost cap

NCI believes that the only way to begin to rigorousbﬁpplications can exceed these caps as a result of regular
crost—of—living increases (currently 3% per year) or special

iesvfc)llﬁ(tﬁ/;hiltsirl:try?;llji?\izgﬂrf)igrsn’c’j in people with Cancesupplements approved by NCI. A SPORE grant applicatipn
) may request up to five years of funding.

Inquiries: Jorge Gomez, M.D., Ph.D., Organ Systems
Branch, Office of Centers, Training, and Resources, Office

of Deputy Director for Extramural Science, NCI, Executive

TTT <D

Funding Opportunities:

Program Announcement Plaza North, Suite 512, 6130 Executive Boulevard MYC
PAR-99-167: Specia”zed Program Of Research 7386, Rockville, MD 20852-7386 (for express/courier
Excellence In Human Cancer service), Bethesda, MD 20892-7399, phone: 301-496-85p8,

Letter of Intent Receipt Dates: At least sixty daysemailfjgIlw@nih.goy
prior to the specified receipt dates below.

Application Receipt Dates: Breast Cancer SPOREsNC| Contract Awards
Feb. 1, 2000; Lung Cancer SPOREs: June 1, 2000; Prostate  Title: Molecular Epidemiology AssaySupport
and Genitourinary Cancer SPOREs: Oct. 1, 2000 Contractor: BioReliance Corp., Rockville, MD

The NCI Organ Systems Branch of the Office of the$12 302.709 ' ’
Deputy Director for Extramural Science invites grant T . i . .
applications (P50) for Specialized Programs of Research Title: Suppport Services for V_Iral Epldemlc_)log)
Excellence (SPORE) in organ-specific cancers. Applicant ~ Contractor: Research Triangle Institutq,
institutions must be able to conduct the highest qualityReésearch Triangle Park, NC; $12,168,828.
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In Brief: the past five years, stepped down Sept. 21, followitg

George Vande Woude Praised the dedication of the new institute, to return full-tim

. to the laboratory. White will serve as senior research
For 27 Years Of Service To NCI director and will take a lead role in the HCI research
(Continued from page 1) agreement with Incyte, a genomics firm in Palo Altp,

sciences to NCI DirectoRichard Klausner, CA. The former senior research direct8tephen
working on the reorganization of the intramuralPrescott was named director of HCI. . .CITY

research program. Previously, Vande Woude wa®F HOPE CANCER CENTER will open an 11,146
director of the Basic Research Program operated gquare-foot cancer treatment center in Brentwoaqd,
NCI contractor Advanced Biosciences LaboratoryCA. The City of Hope West Los Angeles Cancér
at the Frederick Cancer Research and Developme@enter will offer residents standard cancer treatments
Center in Frederick, MD. . . “GEORGE HAS  and new or experimental therapies developed by NCI-
BEEN as wonderful and remarkable and giving anddlesignated City of Hope Comprehensive Cander
productive a colleague as anyone would wish t@enter in Duarte. . . COLLEEN MCBRIDE,
have,” Klausner said to the NCAB at its Sept. 23ssociate professor of Community and Family
meeting. “It's hard to imagine having done all theMedicine, has been appointed director of the Duke
things we’ve done without his friendship andComprehensive Cancer Center Cancer Preventipn,
guidance.” As DBS director, Vande Woude “hasDetection and Control Research Program. McBrigle
brought incredible concern for the quality of sciencenas served as interim director since 1997. .
and concern for people at every level,” Klausner saidJNIVERSITY OF PITTSBURGH CANCER

“For all that he’'s done, we are incredibly grateful.”INSTITUTE will honor individuals for their
. . . KLAUSNER RECALLED visiting Vande contributions to patient advocacy and inspiration, ciyic
Woude’s home, a cattle farm in Virginia, in 1995 toleadership, patient care and scientific resear¢h.
talk about the intramural program reorganization. “WeGeneral Norman Swarzkopfand meteorologistoe

took a long walk and he suggested we go through thieeNardo will receive Spirit of Hope award&lsie

fields,” Klausner said. “Now, these fields are filled Hillman will receive the Arthur F. McNulty Civic
with cows, which | found terrifying. He kept asking Leadership AwardpDonald Trump will receive the
me, what did | really think | was getting into? EveryUPCI Scientific Leadership AwardDiane Buch

time | would look at him, you could imagine what | Barker will receive the Leo H. Criep, M.D.,
would step in.” . . .NCAB CHAIRMAN J. Excellence in Patient Care Awardulie Haught

Michael Bishop, of University of California, San will receive the UPCI Excellence in Patient Cale
Francisco, could not attend the meeting, but relayedward. . . .AIFRED KNUDSON, Fox Chase
the following statement about Vande Woude: “George&Cancer Center Distinguished Scientist and advigor
is one of the greatest people on the face of the eartto the Center president, has received the 1999
His departure represents a huge loss for NCI. BuDistinguished Career Award of the American Sociefty
he will be rendering in his new job heading a newof Pediatric Hematology/Oncology. . .JOSEPH
research institute a great service to biomedicaMMAROON was appointed vice chairman and visiting
science, so we cannot begrudge him this move. Werofessor of neurological surgery, department pf
can, of course, be sad.”. Y. CONSIDER myself Neurological Surgery, at University of Pittsburgh
very fortunate for having been here during a timeSchool of Medicine. Maroon was chairman qf
when humankind has made probably the greatesteurosurgery at Allegheny General Hospital and
discoveries of all time about the nature of living thingsHeindl professor of neuroscience at Medical College
and our level of understanding how we can utilizeof Pennsylvania. Four of his associates joined UPMC:
that for improving human health,” Vande Woude saidAdnan Abla and Matt Elkadi, specialists in spine
to the board. “I feel fortunate also for having, 15 yearand disc disorders and researchers in new anti-qcar
ago, the opportunity to establish a program amaterials used in spinal surgeraniel Wecht,
Frederick, and four years ago for Rick inviting me tospecialist in vascular diseases of the br&@hassan
participate in the revitalization of NCI. | viewed thatBejjani, specialist in skull base surgery and
as a major challenge, and | found the whole processeoplasms of the brain and pituitary gland. Marogn
very exciting.” . . .RAY WHITE , director of the and his group will operate at UPMC Presbyterign
Huntsman Cancer Institute at University of Utah forand other UPMC Health System hospitals.
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Product Approvals & Applications:
FDA Approves Pharmacia & Upjohn's

Ellence, For Early Breast Cancer Treatment
Pharmacia & Upjohn (NYSE: PNU) of Peapack, NJ, said FDA

approved Ellence (epirubicin hydrochloride injection) as a component o
adjuvant therapy following resection of early breast cancer that has sprea

to the lymph nodes under the arm.

The approval of Ellence is based on a clinical study showin
combination of drugs containing Ellence can reduce the risk of carn
recurrence and the risk of death significantly more than CMF in won
with axillary-node-positive early breast cancer, the company said.

(Continued to page 2)

Deals & Collaborations:
Medimmune To Purchase U.S. Bioscience

Pending Stockholder, Regulatory Approval
MedImmune Inc. (Nasdag: MEDI) of Gaithersburg, MD, atdS.

Bioscience Inc.(Amex: UBS) of West Conshohocken, PA, said the

have entered into an agreement for Medimmune to acquire U
Bioscience.

Under the agreement, Medimmune will acquire all of U.
Bioscience’s outstanding shares in a tax-free, stock-for-stock merger
is intended for under pooling-of-interests treatment. The equity valu
$492 million or a transaction value of approximately $440 million (net
cash) based on an average Medlmmune stock price of $110 per s
and 29.8 million fully diluted U.S. Bioscience shares.

The boards of directors of both Medimmune and U.S. Biosciel
approved the merger. The agreement is subject to U.S. Bioscié
stockholder approval and antitrust clearance.

* * *

ALZA Corp . (NYSE: AZA) of Mountain View, CA, said its
stockholders have approved the merger wialbbott Laboratories
(NYSE: ABT) of Abbott, IL.

Closing of the transaction remains subject to FTC clearance.
companies are in discussions with FTC about the divestiture of the
rights to ALZA's Viadur DUROS leuprolide (leuprolide acetate implarn
which would follow the closing of Abbott’s acquisition of ALZA. Abbot
and ALZA have initiated discussions with several pharmaceuti
companies regarding Viadur.

Last May, ALZA submitted an NDA to the FDA for Viadur, a oncé

(Continued to page 3)
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advanced cervical cancer. The decision by the Du
Minister of Health and Social Affairs follows the

FDA Approves Ellence

For Early Breast Cancer
(Continued from page 1) Regional Hyperthermia Clinical Trial, led by the Danig
The study, conducted by the NCI of Canadaden Hoed Cancer Center of the University Medic
Clinical Trials Group and published in the Journal ofSchool of Rotterdam, with the joint participation g
Clinical Oncology in August, 1998, estimated 62the Radiotherapy Departments of the Universi
percent of women with early-stage breast cancevedical Schools of both Amsterdam and Utrech
treated with a drug combination containing Ellencelhe trial involved the extensive use of the BSD-20
(cyclophosphamide, epirubicin, fluorouracil, known asdeep regional hyperthermia system in Rotterdam,
CEF) will survive relapse-free for five years, e
compared to 53 percent of women treated with CMF.  Cell Pathways Inc. (Nasdaq: CLPA) of
The estimated overall survival at five years was 7Horsham, PA, said it had submitted an NDA to FD
percent in the CEF arm and 70 percent in the CMFor Aptosyn (exisulind), for the treatment o

D

successful conclusion of the National Dutch De¢
|

arm.

Side effects from Ellence are predictable andoli is a rare disease associated with a high risk
manageable and are similar to those observed witplon cancer.
other chemotherapies used in this setting. The most
common side effects include hair loss, nausedhase lll trial, Aptosyn demonstrated a clinically ar
vomiting, mouth sores, and a low white blood cellstatistically significant reduction in new polyy
count, due to myelosuppression, which can be sever@rmation when compared to placebo.

the company said.

* * *

BSD Medical (OTC Bulletin Board: BSDM) dose response at six months; and, over periods ran
of Salt Lake City, UT, said the Dutch Minister of from six months to thirty months, continued t
Health has approved reimbursement for deep regiondemonstrate clinically and statistically significar

adenomatous polyposis coli. Adenomatous polypo

In the patient group targeted by the company

In a phase I/ll trial funded by the NCI, Aptosy
demonstrated a clinically and statistically significa

ch

P

al
f
Ly
t.
DO

=

Nt
Jing
D

—

hyperthermia and radiation treatment of advancedifferences in the mean change in number of polyps

cervical cancer.

The president of the Dutch Parliament said deep

hyperthermia is the treatment of first choice forin the rate of apoptosis, while the rate of apoptosig i
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between dose groups.
Regressing polyps showed substantial increa

nearby normal tissue was unchanged, confirming
selective induction of apoptosis in neoplastic tiss
without affecting normal cells. The company plarn
to submit additional data requested by the FDA laf
this year.

FDA designated Aptosyn a Fast Track produlct

and an Orphan Drug.

* *

Chiron (Nasdaqg: CHIR) of Emeryville, CA,
announced the filing of updated survival data th

reinforces the long-term benefit of Proleukin for some

patients with advanced-stage kidney cancer
melanoma.

On July 30, Chiron filed a supplement to it
existing BLA for Proleukin (aldesleukin) with FDA|

to comply with an ongoing post-marketing

commitment.

The data show that administering Proleukin,
recombinant form of interleukin-2 (IL-2), can exten
cancer-free survival more than 10 years in sof

5ES

at

or

[72)

a
d
ne

patients with metastatic kidney cancer or metastdtic
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melanoma. Proleukin is approved for metastaticuspect for malignancy.
kidney cancer and metastatic melanoma. The methods for determining malignancy af
Of the 17 metastatic melanoma patients whanvasive. Biopsy has a complication rate g
had a complete response to Proleukin therapy, 58pproximately 14%. Although NeoTect is nq
percent were cancer-free at the time of the updatepnsidered an alternative to CT or biopsy, NeoTe
up to 10 years after treatment. No patient whaan deliver key information to a physician via
remained in remission beyond 30 months showedoninvasive procedure, the company said.
disease progression. The results are an analysis of NeoTect will be copromoted with Diatide’s
data from eight clinical trials studying 270 patientsmarketing partner for this product, Nycome
treated with Proleukin for metastatic melanoma. Amersham Imaging.
Proleukin can result in a number of adverse In NeoTect clinical trials involving 647 patients

e
f
t

ct
2l

events including capillary leak syndrome and flu-like4.5% experienced side effects. The most commonly

symptoms. reported side effects were headache (1%) follow
Patients in the studies received short-termby dizziness (0.8%), and nausea (0.6%). Most of {
intensive therapy and although nearly all patientside effects were mild and not considered to
experienced serious toxicities, in the majority of casegeatment-related.
these adverse events were fully reversible after In another development, Diatide said
cessation of therapy. The adverse events caused bgientists from Diatide and the University of Alabam
Proleukin included: low blood pressure, decreasetdave found a new compound, rhenium-188 P20/
kidney and lung function, respiratory distress, cardiadeveloped by Diatide, which can arrest the grow
abnormalities, changes in mental status and edemand even induce regression of an aggressi
* pancreatic tumor in laboratory mice, without appare
Coulter Pharmaceutical Inc. (Nasdaq: harm to normal tissues.
CLTR) of South San Francisco ar@mithKline ook ok
Beecham (NYSE:SBH) of Philadelphia said FDA SICOR Inc. (Nasdaq: SCRI) of Irvine, CA, said
has requested modifications to the BLA for Bexxarits wholly owned subsidiary, Gensia Sico
(tositumomab, iodine | 131 tositumomab) for thePharmaceuticals Inc., has received approval of
treatment of relapsed or refractory low-grade o/ANDA from FDA for Vincristine Sulfate Injection
transformed low-grade B-cell non-Hodgkin’s USP, a drug indicated for acute leukemia.
lymphoma.

FDA's requested reformatting of certain sections H ;
and additional analyses of existing data in the BLAAtalrgln In Collaboration

No additional trials were requested nor did the FDA With Northwestern UnNerSlty

require new information from ongoing trials or on(Continued from page 1)

manufacturing. yearly DUROS implant for the palliative treatmen
“We believe that we can respond quickly to thesef advanced prostate cancer.

requests and will work closely with our partners and kX

the FDA towards an expeditious acceptance of our  Atairgin Technologies Inc. of Irvine, CA,

ed
he
he

a
S5,
h,
e
nt

an

h

application,” said Coulter president and CEO Michaehnnounced a research collaboration wif
Bigham. Northwestern University in Evanston, IL, to develo

I and commercialize Atairgin’s LPA test to deteqt

Diatide Inc. (Nasdaq: DITI) of Londonderry, ovarian cancer.

NH, said NeoTect (kit for the preparation of David Fishman, director of the Ovarian Cancer
technetium Tc 99m depreotide injection) is availableDetection Program at Northwestern, will direct the

NeoTect is a novel imaging agent designed to helprogram. The program will use Atairgin’s platfor

physicians distinguish benign and malignant lungechnology in lysophospholipids. Levels o

masses. lysophospholipids may be exceedingly high i
NeoTect identifies somatostatin receptor-abnormal tissues.

bearing pulmonary masses in patients with pulmonary

lesions on computed tomography (CT) and/or chest  Berlex Laboratories Inc. of Montville, NJ,

* * *

x-ray who have had malignancy or who are highlysaid it has obtained exclusive U.S. distribution and

f

)
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marketing rights for Campath (campath-1H), fromconduct clinical trials investigating the therapeut|c
LeukoSite Inc. and ILEX Oncology Inc. potential of Aptosyn (exisulind) in combination with
Campath is a humanized monoclonal antibodyraxotere (docetaxel).
in late-stage development for the treatment of patients ~ The companies will share the cost of this effo
with refractory chronic lymphocytic leukemia. Berlex The initial trial will investigate the combination o
also has the option to jointly develop Campath folAptosyn, Taxotere, and carboplatin chemotherapy|in
other oncology indications and for use in multiplepreviously untreated non-small cell lung cancar.
sclerosis and solid organ transplantation. Additional trials will investigate Aptosyn and
FDA recently gave Campath the Fast TracklTaxotere combinations in breast, prostate, apd
designation for CLL. The designation means thapancreatic cancers as well as previously treated r;r)n-
FDA is expected to review the Campath BLA withinsmall cell lung cancer, the companies said. Each
six months. The agency also made Campath eligibleompany will retain all marketing rights to its
for rolling submission, which means FDA will acceptrespective products.
and process sections of the BLA as they are  Aptosyn is the first product candidate from ja
completed. To date, both the Chemistry,novel class of compounds under development by dell
Manufacturing and Controls, and the Pharmacologyathways, called Selective Apoptotic Anti-Neoplastic
and Toxicology sections of the BLA have beenDrugs, the company said. SAANDs inhibit cycli¢

—

submitted, the company said. GMP phosphodiesterase and selectively induEe
ook ok apoptosis in abnormally growing precancerous and
Bristol-Myers Squibb Co. (NYSE: BMY) of  cancerous cells.
Princeton, NJ, an@&xelixis Pharmaceuticals Inc. ok oox

of South San Francisco said they have entered intoa Cytoclonal Pharmaceutics Inc.(Nasdaq:
three-year research collaboration to identify novelCYPH, CYPHW, CYPHZ) of Dallas said it has
validated targets for new medicines using modeteceived a second yearly payment from BMS, as plart
system genetics. of its license and research agreements for ﬂhe
Exelixis will utilize its technology to determine production of paclitaxel by fermentation and genetic
the molecular targets of compounds provided by BMSengineering.
Under the collaboration, BMS and Exelixis will share Recent advances in the isolation of paclitaxe
certain core technologies in genomics and leadpecific genes by Rodney Croteau, under contract
optimization. with Cytoclonal, increases the feasibility of producing
BMS will provide Exelixis with research funding paclitaxel by genetic engineering and fermentatign.
and additional payments subject to the achievemert combination of these technologies has been used
of research and commercialization milestonesto achieve optimized production of a range of
Exelixis will contribute to the work of BMS pharmaceutical products including antibiotics and
Department of Applied Genomics. Both companiesnsulin. The goal of the program is to generate an
have programs in model system genetics, the studyptimized production system for paclitaxel, given its
of organisms such as yeast, worms (C. elegans) atcreased utility in oncology and potential ne
fruit flies (Drosophila). Many genes and geneindications, the company said.
functions present in these model systems are ook ok
conserved in humans, but are much easier to study in  Epimmune Inc. (Nasdaq:EPMN) of San Diego
these simpler genetic systems, the companies saidaid it will receive a $2 million milestone paymerjt
BMS will acquire Exelixis technology including from G.D. Searle Co.as a result of Searle’s
a sublicense to the patented P-element technologgcceptance of a lead product candidate for breast,
tools to manipulate genes in Drosophila and C. eleganising and colon cancers.
and access to the company’s Drosophila EST  Clinical trials conducted by Searle are expectgd
database, FlyTag. Exelixis will acquire BMS leadto begin in the first half of 2000. The program usgs
optimization technology, the companies said. Epimmune’s epitopes, antigens capable of inducipg
ook ok the immune response, and Searle’s progenipoietin, a
Cell Pathways Inc. (Nasdaq: CLPA) of protein currently under a phase | evaluation for safety
Horsham, PA, said it will enter into collaboration with and tolerability.
Rhone-Poulenc Rorer RPR; NYSE: RP) to ook ok

<
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Genzyme Molecular Oncology(Nasdaq: study the role of genes in the diagnosis, prevention,
GZMO) of Framingham, MA, and the ATIII LLC, a and treatment of cancer.
joint venture between Genzyme Transgenics Corp.  Under this agreement, HCI will be the first
(Nasdaq: GZTC) and Genzyme General (Nasdagcademic institution to access Incyte’s LifeSeq Gaold
GEN2Z), said they have signed a letter of intent taatabase of human genetic information. HCI will uge
develop and commercialize the angiogenesis inhibitdncyte’s state-of-the-art microarrays and microarray
protein aaATlll as a potential treatment for cancerdata management software. The research tools Help

GMO and the ATIII LLC have agreed to equally scientists analyze how genes function and ident|fy
share in the development costs of an aaATlll cancexhich genes make the best drug targets.

therapy and equally share in any profits from a Incyte will work with HCI scientists to access
successful oncology product created through thaigh quality tissue and tumor samples as well as|to
collaboration. research findings from HCI’s colon cancer program.

The ATIII LLC will have the rights to develop The partnership will provide opportunities to analyZe
aaATIll for potential non-oncologic indications. the genetics of cancer in families with a high risk ¢f
aaATlll, a modified form of antithrombin Ill, is an developing inherited forms of cancer.
antiangiogenesis protein discovered in Judah Resources available to Incyte and H(I
Folkman’s laboratory and exclusively licensed byresearchers will include high-risk cancer care clinids,
Genzyme Molecular Oncology from Children’s the Utah population database, and the Utah canger
Hospital last February. registry, the company said.

The company said that over the next few ook ok
months, Genzyme will conduct studies to replicate Medarex Inc. (Nasdaq: MEDX) of Annandale,
the work of Folkman’s laboratory, conduct otherNJ, said it has obtained an exclusive sublicense from
preclinical studies, and scale-up production of th&silead Sciences Inc(Nasdaqg: GILD) to the CTLA-

protein. 4 Blockade intellectual property rights owned bly
ook ok University of California, Berkeley.
Immunicon Corp. of Huntingdon Valley, PA, Using its HUMAb-Mouse technology, Medare

said it has signed a sponsored research agreemdras created fully human, high-affinity antibodies that
and an exclusive licensing agreement with thenhibit CTLA-4, an immune system modulator]
University of Texas Southwestern Medical CenteMedarex also has an option under the sublicensing

at Dallas. agreement to pursue other non- antibody-basled
The agreements focus on research in cell-basedethods of blocking CTLA-4, the company said.
diagnostics for cancer detection, monitoring and In studies conducted at Berkeley, James Allisgn,

staging, the company said. The principal investigatoprofessor of immunology and director of the Canc
will be Jonathan Uhr, professor of Microbiology andResearch Institute, demonstrated that the blockade
Internal Medicine. of CTLA-4 using antibodies can lead to the rejectign
The SRA is for three years and providesof cancerous tumors in mice.

monetary support and other consideration for research ook ok

into development of Immunicon’s rare-cell detection LeukoSite Inc. (Nasdaq: LKST), of
and analysis platform technologies for the diagnhosisCambridge, MA,ILEX Oncology Inc. (Nasdaq:
staging, treatment and monitoring for recurrence ofLXO) of San Antonio, TX, an&chering AG, (Dax:

invasive cancers of epithelial origin. The ELA grantsSCHG) of Berlin, said they have entered into|a
an exclusive worldwide license to Immunicon fordistribution and development agreement which gra:Fs

D
—_

commercialization of technology developed under th&chering AG exclusive marketing and distributio
SRA. Immunicon will make a restricted stock grantrights to Campath in the U.S., Europe and rest of
and pay a royalty to the University on the net saleworld. LeukoSite and ILEX retain rights, howeve
of products incorporating intellectual propertyin Japan and East Asia.

he

developed under the SRA. Campath is a humanized monoclonal antibody.
ook ok LeukoSite and ILEX plan to submit the final segment
Incyte Pharmaceuticals Inc.(Nasdaq:INCY) of the BLA for Campath with FDA later this year.
of Palo Alto, andHuntsman Cancer Institute said *okoox

they have entered into a two-year collaboration to Schering-Plough Corp. (NYSE: SGP) of
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Madison, NJ, andBritish Biotech plc. said they to initiate a phase Il trial that would combine th
have entered into a licensing agreement to develogrus with chemotherapy in the treatment of recurrgnt
and commercialize British Biotech’s matrix head and neck cancer.
metalloproteinase inhibitors, including marimastat and The trial is expected to begin later this year pr
BB-3644, for the treatment of cancer. early in 2000, the company said. The proposed tiial
Under the agreement, Schering-Plough obtainwill be a randomized two-arm study comparing intra-
exclusive worldwide rights to develop, manufacturegumoral injection of ONYX-015 plus standar
and market MMPIs for cancer. The agreementhemotherapy (5-flurouracil and Cisplatin) versus
excludes Japan and other Far Eastern territorieshemotherapy alone. The study will take place at more
previously licensed to Tanabe Seiyaku Co., Ltd. than 40 centers in the U.S. and Europe and Will
British Biotech is expected to complete ongoinginclude 180 evaluable patients with recurrent hepd
clinical studies for marimastat and the initial plannecand neck cancer in each of the study arms, the
clinical development of BB-3644. Schering-Plough willcompany said.
be responsible for regulatory submissions for MMPIs The primary endpoints will be progression-frele
and will receive assistance from British Biotech insurvival and durable tumor responses. Secondary
making regulatory submissions, the companies saicendpoints will include patient quality of life
British Biotech will receive an upfront license measurements and overall survival.
fee of $4 million and milestone payments. In addition, The company said it plans to conduct anothler
Schering-Plough will make a $4 million equity study in recurrent head and neck cancer patients who
investment in British Biotech. Schering-Plough’s totalhave failed chemotherapy. Patients who afe
payments to British Biotech, excluding royalties, coulddandomized to the control arm of the above phase|lll
reach $60 million if all milestones are met. study will have an opportunity to be treated with the
Schering-Plough has agreed to make substantiabmbination of ONYX-015 and chemotherapy onge
investments in the continued development otheir disease has progressed. The primary endpgint
marimastat and other MMPIs owned by Britishwill be durable tumor response.
Biotech, including BB-3644, the companies said. In Onyx said 50 to 100 patients will be accrued on
addition, British Biotech will receive royalties on salesthe second study. Results from the open-label, single-
of any of its MMPI products commercialized for arm study will be included in the eventual licensing
cancer. application as supportive efficacy and safety datg.
ook ok In a phase Il study of ONYX-015 plus 5-FUf
UroCor Inc. (Nasdaqg: UCOR) of St. Louis, Cisplatin therapy in head and neck cancer, 19 of |30
and Mallinckrodt Inc. (NYSE: MKG), said evaluable patients experienced regressions of greater
Mallinckrodt will sell and distribute UroCor’s new than 50 percent in their injected tumors, with eight
radiation treatment for prostate cancer througipatients experiencing complete tumor regressions.
Mallinckrodt’'s 35 nuclear medicine pharmacies and The data represent an overall response ratqg of
more than 80 independent pharmacies. Mallinckrodé3 percent, compared to approximately 35 percent
also will add the product to its group-purchasingwith chemotherapy alone. A complete response rate
contracts with hospital groups. of 27 percent in the phase Il study was al$o
The product, ProstaSeed |-125 radioactivesignificantly higher than the complete response rate
sources, has received clearance to market from FD&f less than 10 percent with chemotherapy alone

and is awaiting final approval from the Nuclear The company said 17 percent of tumors injected

Regulatory Commission. in the phase Il study have progressed over the [six
months following initial treatment. By comparisor,

Clinical Trials: progression occurred in 60 to 70 percent of tumorgin

Onyx Plans Phase Il Trial prior multi-center studies using chemotherapy alone,

based on standard Kaplan-Meier analysis. Treatmgnt

Of ONYX-015 FQF Head & Neck was generally well-tolerated, the company said.
Onyx Pharmaceuticals Inc.(Nasdaq: ONXX) Chemotherapy-related gastrointestinal

of Richmond, CA, said FDA has agreed to a phasgeymptoms and injection site pain were the mdst

Il clinical development plan for ONYX-015, a frequently reported adverse events, the compgny
therapeutic virus product. The company said it plangajd.
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ONYX-015 is a genetically modified adenovirus Cryogenic Solutions Inc.(OTC BB: CYGS)
that has been shown in preclinical and clinical studiesf Houston said M. D. Anderson Cancer Center w|ll
to replicate in and kill tumor cells deficient in p53 conduct clinical research using the company’s single
tumor suppressor gene activity. stranded DNA intracellular expression vector

ok oox deliver sense and anti-sense molecules into fhe

Agouron Pharmaceuticals Inc.of La Jolla, nucleus of cells for potential treatment of melanona
CA, said it has initiated a second phase Il trial ofand psoriasis.
the matrix metalloprotease inhibitor prinomastat The studies will be conducted by Madelein
(formerly AG3340) in combination with Duvic, chief of the Section of Dermatology, co
chemotherapy in patients with advanced non-smallirector of the Melanoma Skin Center, an
cell lung cancer. Translational Research Program in Cutaneous T-gell

In the new study, which is being conducted inLymphoma and Skin Cancer.

North America, Europe, and Australia, patients with ook ok

advanced non-small cell lung cancer will be Immunicon Corp. of Huntington Valley, PA,

randomized to receive either prinomastat insaid that following Institutional Review Board
combination with gemcitabine and cisplatin or placeb@pproval it has begun a clinical study of an in vito
in combination with gemcitabine and cisplatin. Thehigh-sensitivity, tumor-cell analysis technology i
primary objective is to compare time of overallbreast cancer.

survival between patients receiving prinomastat or ~ The principal investigator in the study is Danig
placebo in combination with gemcitabine and cisplatinHayes, clinical director, Breast Cancer Prograin,
the company said. Lombardi Cancer Center, and associate professor of

The company said it is also evaluatingMedicine, Georgetown University Medical Center.
prinomastat as a first-line therapy, in combination with Data from the study will not be used to determine
paclitaxel/carboplatin, for the treatment of advance@r change a patient’s treatment plan, the compgny
non-small cell lung cancer, and with mitoxantrone/kaid. Standard methods of monitoring patients with
prednisone, for the treatment of hormone-refractorypreast cancer will be employed. These include bone,

D

[®N

-

prostate cancer, the company said. CT, and MRI scans. The data will be used as a bgsis
ook ok of comparison with Immunicon’s cancer test metho(d,
Celsion Corp.(OTC BB: CELN) of Columbia, the company said.
MD, said it has received FDA approval to begin phase ook ok

| studies at two new sites to evaluate the company’s The Liposome Company Inc.(Nasdaq:
focused heat breast cancer treatment system.  LIPO) of Princeton, NJ, said it has begun clinical
The principal investigator is Hernan Vargas,trials in collaboration withBristol-Myers Squibb
chief of surgical oncology at Harbor UCLA Medical Co. (NYSE: BMY). The trials evaluate the safety
Center. The three co-investigators are Jerome Blocland efficacy of Evacet (previously TLC D-9) in
a medical oncologist at Harbor UCLA, Robertcombination with Taxol (paclitaxel) for the treatmen
Gardner, chief of the Center for Breast Surgery abf patients with metastatic breast cancer.
Columbia Hospital, and Charles Vogel, medical Evacet is a liposomal formulation of doxorubiciry.
director of Columbia Cancer Research Network. On Sept. 16, the FDA Oncologic Drugs Advisory
The breast cancer treatment incorporates @ommittee recommended against approval of Evadet,
focused heat system developed by Celsion. Thim combination with cyclophosphamide, for the firsf
system uses technologies licensed from severdihe treatment of metastatic breast cancéhg
engineering and medical research institutions, th€ancer Letter, Sept. 24).
company said. The technologies include the Adaptive ook ok
Phased Array focusing technology, which the Procept Inc. (Nasdaq SmallCap: PRCT) of
Massachusetts Institute of Technology designed fo€ambridge, MA, said it has begun four phase | tria
the U.S. Department of Defense Star Wars Initiativef its O6-Benzylguanine chemosensitizing agent.
which Celsion has adapted to focus microwave heat  The trials will determine the maximum toleratef
on tumors while leaving healthy skin and surroundinglose of BCNU in combination with BG, the company
tissue unharmed. said. The trials are sponsored by NCI.
ook ok The Ireland Cancer Center at University
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Hospitals of Cleveland and Case Western Reserve Letter To The Editor:
University will enroll breast cancer patients in a trial To the Editor:

directed by Timothy Spiro. _ _ | would like to take this opportunity to clarify
Gary Wood, also of CWRU, will conduct a trial ang respond to the article on Salick Health Cgre

for the treatment of cutaneous T-cell lymphoma. Aublished in the August 199®Business &

third trial is being conducted through the Pediatriqqegmatory Report.

Oncology Group under the direction of Denise Adams, In that article, you reported on the organizational

of the Duke University Medical Center, for primary changes that have taken place at SHC. While {ve

central nervous system tumors refractory to Sta”daréippreciate your attention and coverage of ojur

therapy. o _ . company, we would like to comment on a fey
The fourth trial is conducted at the University misstatements in the report.

of Chicago Medical Center under the direction of The new 70,000 square foot Saint Vincents
Mark Ratain. The objective of this study is to confirmc o mprehensive Cancer Center in New York,
the minimal BG dose that significantly inactivates thescheduled to open in October, is by no means,
tumor DNA repair protein O6 alkylguanine-DNA «jaqued with delays and cost overruns” as yau
alkyltransferase in patients with a variety of surgicallyreported. On the contrary, any decisions to incredse
resectable solid tumors. cost and construction were made deliberately |to
_ o improve upon the original plans. We are very pleased

Repligen Corp.(Nasdaq: RGEN) of Needham, tnat this center will be one of the best and mdst

MA, said it has entered into a Clinical Trial Agreementtechnologically advanced facilities of its kin

NCI for a phase I trial of CTLA4-Ig, a compound anywhere. Ensuring this level of excellence has mefnt
capable of selectively blocking immune responses. yjiering some plans along the way.
_NCI and Repligen will evaluate CTLA4-Ig’s You also reported the sale of our dialysis unit fis

ability to prevent the development of graft versus hosj casualty of the Saint Vincents project. This is simgly
disease in bone marrow transplant procedures ifot trye. That sale was completed for one primdry
which the marrow is donated by an unmatched donofess0n and indeed a much simpler one. SHC wants
Under the agreement, NCI will submit an IND tq petter focus on our core business, the managenjent
for the drug and sponsor the clinical trial. Repligeryf cancer centers. This intensified focus is also the
will provide the CTLA4-Ig and will support laboratory yeason that we have chosen to exit a select numper
measurements to confirm the drug's effect and thgf centers over the past three years. By eliminati
specificity of the induced immune tolerance. NClynderperforming units, we are in a better position|to

expects to begin the phase Il trial in early 2000 at g,¢;s on growth in key areas, like New York.
single site and to expand to multiple sites laterinthe  ggjick Health Care is fully committed tg

year. providing high-quality, patient-oriented care to cancr
patients throughout our network of comprehensiye
Oncology Management: cancer centers. We have not wavered in that
|mpath Buys Specimen commitment. Ensuring that we meet the needs of gur
Repository Of BioClinical patients, physicians and partner hospitals requiresjhat
we remain flexible in order to rapidly adjust our

Impath Inc. (Nasdaq: IMPH) of New York,
said it has purchased the medical research netwo
and specimen repository &ioClinical Partners
Inc., a medical research network that obtains an
provides access to tissue and clinically relevang1
peripheral blood specimens to support oncolog)é
research and product development.

ﬁzrategy to new developments.
At SHC our business goal is simple an(d
verriding. We are dedicated to delivering the vely
aest care in our centers across the country and
urturing our relationships with our partner hospitalls
nd physicians. Any organizational or infrastructufe
changes you see have been made in order to ach|eve

BC.:P provides cusFomlzed_ clinical SPECIMENy o 5o important goals. We appreciate you bearing|all
collection programs, biorepository services, an f these facts in mind in any future reporting
access to an archive of 500,000 patient Spedmenlsegarding the state of SHC

BCP clurrently hashapprOX|materd$4.2 million in Peter Jessup
annual revenues, the company said. CEO. Salick Health Care Inc.
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Copying Policy for The Cancer Letter Interactive

The software that comes with your issue allows you to make a printout, intended for
your own personal use. Because we cannot control what you do with the printout, we
would like to remind you that routine cover-to-cover photocopying of The Cancer
Letter Interactive is theft of intellectual property and is a crime under U.S. and inter-
national law.

Here are guidelines we advise our subscribers to follow regarding photocopying or
distribution of the copyrighted material in The Cancer Letter Inc. publications in
compliance with the U.S. Copyright Act:

What you can do:

--Route the printout of the newsletter to anyone in your office.

--Copy, on an occasional basis, a single story or article and send it to colleagues.

--Consider purchasing multiple subscriptions. Contact us for information on multiple
subscription discounts.

What you can't do without prior permission:

--Make copies of an entire issue of the newsletter. The law forbids cover-to-cover
photocopying.

--Routinely copy and distribute portions of the newsletter.
--Republish or repackage the contents of the newsletter.
We can provide reprints for nominal fees. If you have any questions or comments

regarding photocopying, please contact Publisher Kirsten Boyd Goldberg, phone: 202-
362-1809, emali: kirsten@cancerletter.¢com

We welcome the opportunity to speak to you regarding your information needs.
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