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advancement of individual scientists, where the pharmaceutical industry is 
focused on financial reward. Doctors play a part in both aspects of this 
research and development (R&D) but there is currently an acknowledged 
threat to academic medicine with a recognised need to increase the number 
of practising cancer specialists throughout the world, and a recognition that 
academic medicine is more time consuming than routine practice. These 
factors can act as a disincentive both during training and in subsequent 
career advancement. The bureaucracy of conducting clinical trials gets 
evermore burdensome and this is a further disincentive to trainee doctors to 
pursue careers in academic medicine. The purpose of academic medicine 
is to produce an evidence base to inform the choice of specific management 
plans for individual patients, but the knowledge base on which so called 
“evidence based medicine” can be practiced is far from complete (eg. The 
variability in cancer registries throughout Europe). 

Developments in both scientific discovery and their application are of 
course totally dependant on funding, but whereas the public understand the 
need for R&D funding it is frequently less clear where and how the monies 
for implementing such funds are being applied. 

Implementation of research varies considerably and is critical to the 
relative availability of different treatments in different countries. A major 
influence on the relative availability of new treatments are the ageing 
population together with the increased incidence of cancer constantly 
requiring therefore greater resources, but at a time when advances in other 
areas of medicine are occurring to challenge the proportion of funding 
and resource available for cancer treatments. It is therefore clear that not 
only choices for individual patients have to be made but also the choices 
of treatment programmes in general for given populations. This requires 
serious debate. 

Licensing authorities serve to protect the public from the application 
of ineffective or toxic treatments, but the choice of which treatments to 
make available is a debate where everyone has a role, scientists, doctors, 
politicians and the public at large. The key factor in addressing such choices 
is true knowledge of the potential benefits, risks and costs of introducing new 
cancer managements. Much work is needed to improve an understanding 
of this evidence-based medicine and to increase awareness of the choices 
available. Organisations such as FECS can play a major part in informing 
this discussion most particularly through encouraging the public (including 
patients) to participate in this major modern dilemma. 
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The European approach to approving new anticancer 
medicines 

M. Marty, N. Bedairia, J.P. Armand. lnstitut Gustave Roussy Vi//ejui( 
France 

Assessment of new anticancer medicines is most often done through the 
Centralized Procedures where two member states act as rapporteur for the 
clinical part of the dossier. 

While assessment of the preclinical part is well defined, the Note for 
Guidance for evaluation of anticancer medicinal products in man (NFG) 
addresses mostly cytotoxic agents and may not provide sufficient guidance 
for rare cancers or situations. 

Ample possrbtlrtres for support by external experts are provided 1) during 
the assessment by each member state where national experts or Experts 
from the European list can be consulted; 2) before CPMP meetings by 
addressing specific questions to the Therapeutic Area Group Oncology: 
this group is still recent so that its exact contribution is not known yet. 

The applicant can get guidance from the CPMP before submission of the 
Marketting Application through Sector Scientific Advice and Orphan Drugs. 
However this approach is less systematic than at the FDA level. 

Some questions are raised: 
1) Lack of homogeneity of the member-states concerning preferred 

endpoints: while the NFG clearly indicates Progression- or Disease-free 
survival as valid endpoints some rapporteur put more emphasis on Survival 
or Quality of Life. 

2) Lack of common definition for “Outstanding Activity” when application 
is not supported by phase III data (rare disease or situations, pediatrics). 

3) Lack of in depth reflexion on the use of surrogate endpoints. 
4) Duration of the Evaluation Phase in particular for innovating agents 
5) Lack of homogeneity in the evaluation of similar situations and agents 

of similar mechanism of action are concerned. 
Altogether 2/3 of the submitted applications ultimately receive a positive 

assessment. It is to be noted that when dossiers are simultaneously 
submitted to FDA and CPMP, European assessment is generally longer. 
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Setting priorities in health budgeting in Finland 

T. Hermanson. Ministry of Social Affairs and Health, Health 
DepartmentGovernment, Helsinki, Finland 

The need for setting priorities is due to aging population, expensive new 
technology, patient expectations, a tendency for medicalisation, and health 
care financial problems. According to the Finnish Act on the Status and 
Rights of Patients, “every patient is without discrimination entitled to health 
and medical care required by his state of health within the limits of those 
resources which are available to health care at the time in question.” All 
possible care cannot be arranged because of limited resources, and this is 
recognized also in the law. This leads to the necessity of setting priorities. 
Finland is not creating an “Oregon list” according to which some diseases 
and treatments would strictly be left unfunded. However, it is essential to 
get the best possible value for the available resources. If several treatment 
alternatives are available, the most cost-effective therapy must be chosen. 
Health technology is assessed on national level and specialist groups are 
creating national treatment guide lines. 

Priorities are set on different levels of health care. State budget is divided 
to different sectors of the society, municipalities allocate their budget to 
different sectors, hospitals prioritise between departments and activities, 
and an individual health care provider decides individual treatments and in 
what order they are arranged. 

The state duty is to ascertain that all citizens have access to basic 
health and social services. Priorities are set by legislation, development 
programs, and via budgets. Legislation gives the terms of reference for 
priorities: municipalities have, e.g., a duty to provide primary health care 
and specialised care. Some of their duties have been clearly spelled out, 
e.g., maternity clinics and vaccination programs. Legislation is, however, 
rather general. 

The state steered health care activities rather closely in the 1970s and 
1980s. Since 1993 state has been dividing a monetary subsidy to each 
municipality for its health and social services. Municipalities have become 
very autonomous in allocating this money to different activities. The big 
amount of municipalities and their variable financial situations have led to 
big differences between variety, sufficiency, and quality of services. Some 
of the priorities may not be set well, e.g., specialised care may be financed 
on the expense of primary health care. 

To even out the exceptionally high costs municipalities incur in care for 
an individual patient, the hospital districts have worked out a system for 
equalising expensive care costs. The state has now also started to guide 
municipalities more specifically than before. There are specific decrees 
on how to provide certain services, e.g., substitution treatment for opiate 
addicts. State has also started to grant special ear-marked state money 
to certain areas. Child psychiatry and treatment of drug addicts have 
been targeted in this manner. The state is paying for a number of health 
care development projects and monetary support is given to shortening 
queues to certain operations. Finland is planning on quaranteeing access 
to treatment within set time and, to prepare for this, a group of experts is 
setting concrete treatment indications. 

Pharmaceuticals are financed via social insurance institution instead of 
state and municipality taxes. Due to rising drug expenditure there is a need 
to control drug use and expenditure. Life saving and very beneficial drugs 
are reimbursed by a higher percentage that other drugs. Those drugs that 
are too expensive compared with their usefulness are not reimbursed at all. 

How to prioritise via budget? Competition may increase efficiency in 
certain areas, e.g., cleaning and nutrition and laboratory services. Budget 
cuts save money but unless savings are planned carefully beneficial 
treatments will also be endangered. If there is only a certain amount of 
money for a certain purpose, patient may be left without these treatments 
by the end of the year. By increasing user charges it is possible to redirect 
demand for services. However, lower socioeconomic groups are affected 
more than others and use of both important and less important treatments 
may decrease. 
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Setting the agenda - in cooperation with doctors 
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