International Symposium
Clinical Trials in a Globalised Society:

Building an Effective Cancer Clinical Trials System

Executive Summary
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I Introduction

This paper provides a synopsis of this International Symposium jointly
sponsored by the Health Policy Institute, Japan, the British Embassy Tokyo,
the South Korean Embassy Tokyo, and the United States Embassy Tokyo.

Academic/institutional cancer clinical trials are needed to set the standard of
care for cancer prevention, screening, treatment, management of symptoms,
and survivorship.

The absence of effective national academic/institutional cancer clinical trials
system leads to lags in the development and availability of new interventions

to reduce the morbidity and mortality from cancer.

The presence of effective national academic/institutional cancer clinical
trials systems permits stronger global collaboration in cancer research, thus

speeding progress against cancer.

1. [FL®HIC
COXEIT. REBEOEEY VRS ODLDBEZRLE-EDTHS (. BX
EEBKHEE., BRAEEXFEE. A XBEREXFEE. BERXEXFEE) .

AAIZET 5F0h. B2, BER. RREEDREL. NPAYNIN—2vTD
MLED=OHIZIE, TER - FREBTEOALABRKEER] (LT, EMEEHER)
DHENKRD LN TS,

—7A. BRTRE., BZHI1TEHRNCEMEEHRFEORMICEY . ANAD
BEPCHNAICE DR ZN CHEGEARAEZDERCHREZYIT AR ELG -
TW%,

DRACEMTEARTEZSENIEILT S E T, DNARRICE TSR NE
EffEHEZTEH. NAMKOREIEZL=5T,



IT Facilitation of academic clinical trials

An effective academic/institutional cancer clinical trials system requires
partnerships with other parts of the health care system. Clinical trials
should be integrated into the national health system, so that as many

patients as possible can have access to clinical trials.
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Examples: An excellent example has been set in the UK where patients
going through the pathways for routine care are evaluated for potential

clinical trials.
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Academic/institutional clinical trials should be conducted in accordance with
Good Clinical Practice (GCP). The results of academic/institutional clinical
trials should inform both national standards of care and decisions on
reimbursement for care, as well as provide sufficient information to be used
for drug regulatory decisions. Academic/institutional clinical trials should
be able to be used both for initial licensing and expanded licensing of new

drugs and devices.
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Example: The US NCI cancer clinical system provides an excellent example
of how academic /institutional clinical trials results can be used for licensing

trials and to guide reimbursement for care.
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Academic/institutional clinical trials networks must also be able to
collaborate effectively with industry. The absence of effective collaboration
with industry will delay the integration of new drugs and devices into
multimodality cancer care as well as hamper the development of effective

treatment for less common cancers.
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Examples: Excellent examples are provided by the UK National Cancer
Research Institute collaboration with Astra Zeneca in early drug
development, as well as the ongoing collaborations in cancer drug
development between the U.S. NCI and the pharmaceutical/ biotechnology

industries.
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III Infrastructure support

Academic/institutional clinical trials cannot function effectively without
infrastructure support. This includes comprehensive education about clinical
trials, starting as a part of the basic curriculum in schools of medicine,
nursing, pharmacy, and biostatistics, and continuing during professional
development. Each site participating in clinical trials also needs trained data
managers. In addition, the importance of public and patient education about
clinical trials must be underscored.

3. 175X

EEEEHRERILA VIO SKEL L TIXHDRMICHEEL BV, 1 VT SXEICIK.
BENLTEREARICEAT2HFT RIS LDOERLEENS, EFE. BEF
. X2, EYHAZBTCORBRRETCOHRELI L. BERARO IO T v
CAFILBRICESETOERMERE IO TS LABETH D, E-HERE
BRICSIMT 2HETIX, EMKEZ2ZITET 23X A+2— v —DHEENTFAR
ThHd, MAT, " BHIRCEZFICERERAROEEHICEHLTERTSHI LD
KDonTLD,

Examples: The Korea National Enterprise for Clinical Trials (KoONECT) and
the Japan New 5-year Clinical Trials Activation Plan provide excellent
examples of how short courses regarding clinical trials may be set up. The
U.S. National Institutes of Health provides support for 1-2 year training
programs for health care professionals about clinical trials. In the U.S.,
both NCI and advocacy groups/ foundations have developed extensive

training programs for the public and patients.
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Infrastructure support should also include the costs for
academic/institutional clinical trials. These costs include the central costs of
scientific prioritization and protocol development, the local costs of protocol
review and management, the time of doctors, nurses, pharmacists, and data
managers involved in clinical trials, the routine patient care costs of patients
enrolled in clinical trials, any insurance required for clinical trials, and the

extra costs of any additional tests or visits associated with a specific trial.

A7 IXEICIE., EMESHBROEAMTOXBELEFENIRNETTHD, &
RICIE. BEMERRICKYBESNIRNEZHBEBARICH, D ER LERKRAR
D7OFINZEERTH-OOELER. 8&LUTO0 L ERICETHIER
PIRTAU NEA. ERR. FEAM. EFEF. T2 vRr—v—4 CERKRHA
RICEAHIHKBEDODANGE., BRARSMEEZICHT IEBEDERERICHT HE
RAEEDRBERTRELLGIEALNHY . BENIENROLND,

Examples: The UK National Cancer Research Network has developed an
excellent system to ensure that all the costs involved in clinical trials are

covered.

Bl REEIAARRRY T—0 TR, BKRHRICET L2 TOERNHET
ENBVARATLABESINATLS,

IV Involvement of patient advocates

Patient advocates should be systematically involved at all levels of
academic/institutional clinical trials to ensure that research results benefit
patients to the greatest possible extent. At the central level patient
advocates should be involved in setting research priorities as well as
reviewing proposals for trials. At the local level patient advocates should sit
on ethical committees as well as advise on patient education and clinical

trials promotion.
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Examples: Both the UK and U.S. academic cancer clinical trials systems
provide excellent examples of patient advocacy involvement at all levels. The
U.S. also provides excellent examples of public education for cancer
advocates.
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V Strengthening international collaboration in academic clinical trials

As mentioned above, international collaboration has become increasingly
important in academic/institutional cancer clinical trials. Many of the
recommendations above regarding national academic cancer clinical trials
systems will help facilitate international collaboration. In the absence of a
strong national academic/institutional cancer clinical trials system, it is

difficult to development strong international collaboration.
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Another critical element is ongoing dialogue between academic clinical
trialists from different countries to share information on ongoing trials and
to develop proposals for complementary and joint trials. A commitment on
the part of national regulatory and funding bodies to facilitate review of joint
international studies will help ensure that these trials are opened and

completed swiftly at all participating sites.
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Examples: An excellent example is the joint development of gastric cancer
studies between Japan and Korea, as well as global trial development in

breast and gynecologic cancer
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