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BACKGROUND NOTE ON ACCESS TO CANCER TREATMENT 

 

 

 

After diagnosis, cancer patients require medical treatment and 

specialised care for months, or often years. Their treatment is 

tailor-made, reflecting the individuality of the patient and their 

cancer. Surgery, radiotherapy and chemotherapy are the most 

common treatments; other systematic and non-systematic options 

are also relevant for certain types of cancer or as complementary 

treatment. After successful treatment, the patient may need 

rehabilitation and specialised care; and when the treatment cannot 

cure the disease, supportive and palliative care are essential, 

helping to maintain the highest possible quality of life. Palliative 

care and rehabilitation include a range of medical services going 

beyond oncology. 

 

 

I. No two cancers are the same: Modalities of cancer treatment1 

 

I.1. Surgery 

 

Surgery is a key component of cancer treatment, 

which can cure most solid tumours. An 

estimated 80% of new cancer cases require 

surgery, some even several times. Though 

surgery was available for many years, surgical 

oncology as a specialty has emerged recently, 

together with the development of radiotherapy 

and chemotherapy as separate modalities. The 

advancement of operating techniques such as 

laparoscopy or fibre optic endoscopy makes surgery less invasive; and given the high technical 

demands of such surgery, surgeons specialise further in organ-based sub-groupings.  

 

Surgery aims at controlling the tumour locally. Thanks to the rapid development of diagnostics 

and technical advancement of operating techniques, surgery has become less mutilating and 

more conservative/organ sparing (as long as organ sparing remains compatible with an 

adequate resection of the tumour). Surgery can be performed not only to cure tumours, but also 

to prevent the onset of the disease; one of the most well-known example is mastectomy in 

patients with BRCA gene mutation and family history of breast cancer. It also plays a role in 

                                                 
1 IARC: ‘Cancer management’; 2018 https://www.iarc.who.int/wp-content/uploads/2018/07/wcr-6.pdf 
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palliative cancer care, though it is now less widely used with the rise of endoscopic and 

radiological technology. 

 

I.2. Radiation therapy 

 

Radiation therapy uses ionising radiation, mostly high-energy X-rays or gamma rays. X-rays 

used for treatment are up to one hundred times more penetrating than those used for diagnosis. 

Tight beams deliver the radiation therapy to well defined areas in the body, in order to minimise 

damage to the surrounding healthy tissues. 50% of all cancer patients worldwide benefit from 

radiotherapy at some stage of their illness, either as part of curative therapy or as palliation for 

pain or other symptoms.  

 

The provision of radiotherapy requires advance planning from the national health care systems: 

it needs facilities, equipment, and most importantly a specialised, well-trained oncology 

workforce including doctors, physicists, nurses and technicians. It is of note that this is a 

comparatively low-cost treatment; even if radiotherapy is an often applied treatment so the 

number of treatments represent a major component in cancer care, its share of the annual cancer 

budget is low. (According to a recent survey, annual expenses for radiotherapy, including 

capital investment, represent on average 7.8% of the cancer care budget.) 

 

I.3. Chemotherapy 

 

Chemotherapy is a systematic 

cancer treatment, as anticancer 

drugs circulate in the whole 

body via the bloodstream. Most 

of the currently used anticancer 

drugs inhibit DNA synthesis or 

cell division in cancerous cells, 

inducing cell deaths (apoptosis). 

Chemotherapy may be used 

prior to surgery or radiotherapy 

(neo-adjuvant treatment) to 

shrink the tumour or prevent 

metastasis; or after surgery or radiation (adjuvant treatment) to reduce the risk of relapse by 

eliminating cancer cells that have broken away from the tumour before operation. It can also 

be used as the principal treatment for haematological tumours such as leukaemia, or for 

metastatic cancers. Chemotherapy is also valuable in improving patients’ quality of life by 

soothing symptoms and pain, even in cases when the patient’s survival cannot be expected. 

 

How efficient chemotherapy can be depends on the type of cancer. Currently, cancers can be 

split into five categories according to the relative usefulness of chemotherapy: 
 

 Category 1: The use of a single drug or a combination of drugs, alone or in multimodal 

therapy, will cure the cancer (normal life span or prolongation of survival); 
 

 Category 2: The average survival is prolonged when chemotherapy is used as an 

adjuvant treatment, i.e. after surgery or radiotherapy, in the early stages of disease; 
 

 Category 3: A single drug or a combination of drugs will produce clinically useful 

responses in more than 20% of patients. The survival is prolonged for most responding 

patients, but may be of short duration; 

Categorization of cancer by effectiveness of chemotherapy 
 

 
 

Source: IARC (footnote 1) - Table 6.7, p. 284 

https://www.sciencedirect.com/science/article/pii/S1470204519307946?via%3Dihub
https://www.iarc.who.int/wp-content/uploads/2018/07/wcr-6.pdf
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 Category 4: Using chemotherapy before, during or after surgery and radiotherapy may 

improve the local control of the tumour; 
 

 Category 5: Cancers for which there are currently no effective drugs. Cancer responds 

to chemotherapy in less than 20% of patients, and there is no evidence of survival 

benefit in randomised controlled trials compared to best supportive care. 

 

Most of the world’s most common cancers fall into category 3. 

 

I.4. Other systematic and non-systematic treatment options2,3 

 

In addition to the most common treatments mentioned above, other treatment options include: 

 

(a) systematic treatments: 
 

 Immunotherapy: As part of its normal functioning, the immune system detects and 

destroys abnormal cells, and most likely prevents or stops the growth of many cancers. 

However, cancer cells are protecting themselves and have ways to avoid destruction by 

the immune system. Immunotherapy therefore revs up the immune system and helps it 

to better act against cancer; 
 

 Nuclear therapy: This therapy uses radioactive molecules as a drug. The drug is 

injected intravenously; it circulates in the body via the blood stream, recognises tumour 

cells, sticks to them and delivers radiation directly, which causes them to die. As over 

time radioactivity fades away, the therapy needs to be repeated multiple times to 

achieve the most benefit; 
 

 Targeted therapy: It is the foundation of precision medicine (see below). The therapy 

targets proteins that control the growth, division and spread of cancer cells; 
 

 Hormone therapy: This therapy works for those cancers that use hormones to grow 

such as breast and prostate cancer. The therapy either blocks the body’s ability to 

produce hormones or interferes with how hormones behave in the body. It can be 

administered as neo-adjuvant or adjuvant treatment, in combination with surgery or 

radiotherapy; 

 

(b) non-systematic treatments: 
 

 Interventional radiology/oncology: It is a medical sub-specialty where minimally 

invasive procedures are performed under image guidance (X-ray, ultrasound, CT, 

MRI). It allows for direct delivery of treatment to the tumour site, and can also be used 

for diagnostic purposes. In the future it can also be used to locally deliver immune 

therapies; 
 

 Stem cell transplant: In patients who have had their stem cells destroyed due to high 

doses of chemotherapy or radiotherapy, stem cell transplant helps restore those blood-

forming cells; 
 

 Precision medicine or personalised medicine: Based on the understanding of the 

genetic changes in the patients’ tumour, patients receives personalised treatment that 

                                                 
2 N. Couspel & others: ‘Strengthening Europe in the fight against cancer’ - study for the ENVI Committee; 2020 

https://www.europarl.europa.eu/RegData/etudes/STUD/2020/642388/IPOL_STU(2020)642388_EN.pdf 
3 See footnote 1 

https://www.europarl.europa.eu/RegData/etudes/STUD/2020/642388/IPOL_STU(2020)642388_EN.pdf
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works the best for them. It spares patients from undergoing treatment (and suffering 

from its side effects) which are not likely to help. 

 

It is worth emphasising again that cancer treatment is multimodal and multidisciplinary, 

and the management of cancer cases requires that a team of oncology medical professions work 

together for the best results. 

 

 

II. From ideas to patients: Cancer drug development, authorisation and  provision of 

medicines 

 

II.1. Research and preclinical tests 

 

Developing a new cancer medicine starts with understanding (more) about the given cancer 

and how to influence its behaviour, and identifying a molecule or compound that might have 

the potential to become a medicine. Tens of thousands of substances are investigated every 

year by pharmaceutical and biotechnology companies, doctors and academics as potentially 

promising treatments, and only a few of them will become a medicine. 

 

That molecule or compound is tested first in preclinical settings to determine its safety, i.e.  

whether it is safe to test in people. These preclinical tests are performed either in silico (in 

computer models), in vitro (in a testing tube, in a controlled environment outside a living 

organism), or in vivo (in a living organism, in animal tests). Only after that, it can be tested on 

human subjects. 

 

II.2. Clinical trials 

 

Tests on human subjects are conducted in clinical trials, where well-elaborated and strict 

protocols guarantee the safety of trial subjects, the adherence to ethical norms, and the 

transparency of data of trial successes and fails. The trial can start only after the trial protocol 

has been authorised, and the trial has been registered in the publicly available database. Clinical 

trials start with a small trial in healthy volunteers (Phase I), and then move to increasingly large 

trials (Phases II and III). These latter phases are often multi-centre trials and may involve 

thousands of patients in several countries, in order to test the safety and efficacy of the drug on 

the broadest possible population group.  

 

Clinical trials in the EU are currently conducted according to Directive 2001/20/EC and the 

national laws transposing the directive; the new clinical trials regulation (Regulation (EU) No 

536/2014), harmonising the conduct of clinical trials according to the highest standards all over 

the EU, is expected to enter into force soon. Trials must also meet the requirements of Good 

Clinical Practice (GCP) guidelines of the International Council for Harmonisation of Technical 

Requirements for Pharmaceuticals for Human Use (ICH); and the investigational medicinal 

product, i.e. the medicine used in the trial must be produced in compliance with the Good 

Manufacturing Practice (GMP) guidelines. 

 

In a trial, participants are separated into two groups on a randomised basis, ensuring that the 

patient selection does not influence the outcome of the trial. One group is given the 

investigational medicine or treatment procedure, and the other group (the control group) the 

best existing therapy or a placebo. Most of the trials are blinded, i.e. participants do not know 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02001L0020-20090807
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02014R0536-20140527
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02014R0536-20140527
https://ichgcp.net/
https://ichgcp.net/
https://ec.europa.eu/health/documents/eudralex/vol-4_en
https://ec.europa.eu/health/documents/eudralex/vol-4_en
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what treatment they receive. In double blinded trials the healthcare professionals assisting in 

the trial do not know either which patient is in which group and receives which treatment. 

 

II.3. Authorisation procedure 

 

Once the trial has been completed, the information and results from all the preclinical and 

clinical studies, together with a description of the medicine's manufacturing process, are 

compiled and submitted to the regulatory authority for authorisation. The authorisation 

procedure can be national or centralised. For certain medicines such as medicines with new 

active substances for the treatment of cancer, the centralised authorisation procedure is 

compulsory. Regulation (EC) No 726/2004 lays down the rules for the centralised procedure; 

the European Medicines Agency and its Committee for Medicinal products for Human Use 

(CHMP) assesses the application and submits its recommendation to the European 

Commission. The EU-wide marketing authorisation is granted by the Commission. 

 

The EU pharmaceutical legislation allows for facilitating early access to new medicines via 

regulatory tools:  

 

 Accelerated assessment: For medicines of major public health interest, in particular 

medicines for unmet medical needs, the timeframe for reviewing the application for 

marketing authorisation is reduced. The standard assessment time is 210 days; under 

accelerated assessment it can be down to 150 days or less; 
 

 Conditional marketing authorisation: For new medicines for seriously debilitating or 

life-threatening diseases, including orphan medicines and medicines for emergencies, 

marketing authorisation is granted before complete data are available. Comprehensive 

data needs to be generated after marketing authorisation, within the agreed timeframe;  
 

 Compassionate use: The use of an unauthorised medicine is allowed for patients or a 

group of patients with chronically, seriously debilitating or life-threatening diseases, 

with no satisfactory treatment authorised in the EU. The criteria and conditions of use, 

distribution and the target population are set in the recommendation of the CHMP; the 

decision on making the medicine available in their territory rests with the Member 

States. 

 

In addition to these tools, in 2016 EMA launched the PRIME scheme promoting accelerated 

assessment. ‘PRIME’ stands for priority medicines, i.e. medicines that may offer a major 

therapeutic advantage over existing treatments, or benefit patients with no treatment options. 

Through early dialogue and scientific advice, the scheme thrives to strengthen the design of 

clinical trials so that the trials will generate high quality data. It works together with the 

regulatory tools mentioned above, so a PRIME medicine can benefit from accelerated 

assessment at the time of an application for marketing authorisation. Oncology medicines lead 

the PRIME chart both in terms of applications submitted and requests granted. 

 

 

 

 

 

 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02004R0726-20190330
https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines#from-lab-to-patient
https://www.ema.europa.eu/en/committees/committee-medicinal-products-human-use-chmp
https://www.ema.europa.eu/en/human-regulatory/overview/support-early-access
https://www.ema.europa.eu/en/human-regulatory/research-development/prime-priority-medicines
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II.4. Pricing and reimbursement4 

 

Pricing and the rules on reimbursement of the medicines are set by the Member States. To 

determine the price, Member States use similar tools across the EU: 

 

 External price referencing (EPR) is one of the most frequently applied pricing policies, 

when the price of a medicine in one country is based on the price of the same medicine 

in other countries; 
 

 Public purchasers and payers conclude individual arrangements, so-called Managed 

Entry Agreements (MEAs) with manufacturers to manage the adoption and funding of 

those new medicines that have uncertain effectiveness, unfavourable cost-effectiveness 

and/or high budget impact at the time of market entry; 
 

 Health technology assessment (HTA) is also a widely used tool; see the details below. 
 

 Horizon scanning can help countries prepare for the pricing and reimbursement of 

medicines that have not yet been launched; 
 

 Some Member States establish specific funds for cases when the expense of some high-

priced medicines cannot be borne within general public reimbursement. For example, 

in 2017 Italy introduced two so-called “funds for innovation”, one for cancer medicines 

and one for non-oncology medicines, with 500 million EUR each from the national 

budget to support the regions, which normally procure and pay for medicines. 

 

The efficacy, safety, and value of medical innovations are assessed in many countries through 

a formal health technology assessment (HTA) system. HTA measures the added value of a 

new health technology (medicinal products, medical equipment, diagnostic and treatment 

methods, rehabilitation, and prevention methods) compared to existing ones, whether it works 

better, equally well, or worse than existing alternatives. In addition to medical issues, the 

process also focuses on economic, organisational, social and ethical questions related to the 

use of a health technology such as its cost implications for the patient and its impact on the 

organisation of healthcare systems in the administration of treatment. 

 

The assessment is carried out by national authorities or designated HTA bodies. Though 

HTA bodies have been cooperating since 2007, it was Directive 2011/24/EU on the application 

of patients’ rights in cross-border healthcare that established formally a voluntary cooperation 

and a network of those authorities and bodies. The network is supported at technical and 

scientific level by the EUnetHTA Joint Action (2016-2021) under the third EU Health 

Programme. 

 

To reinforce further the cooperation of Member States on HTA, in 2018 the Commission 

presented a legislative proposal (COM(2018)051). Greater transparency empowering patients 

by ensuring access to information on the added clinical value of new technology; more 

assessments leading to effective, innovative health tools that reach patients faster; more robust 

evidence on which national authorities can formulate policies for their health systems; and the 

advantage for manufacturers that they would no longer have to adapt to different national 

procedures are amongst the key objectives of the proposal. The European Parliament adopted 

                                                 
4 WHO Policy Brief 30 ‘Ensuring access to medicines: How to redesign pricing, reimbursement and 

procurement?’, 2018 

https://www.euro.who.int/__data/assets/pdf_file/0009/379710/PolicyBrief_AUSTRIA_PB30_web_13082018.p

df 

https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02011L0024-20140101&from=EN
https://eunethta.eu/ja3-archive/
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52018PC0051
https://www.euro.who.int/__data/assets/pdf_file/0009/379710/PolicyBrief_AUSTRIA_PB30_web_13082018.pdf
https://www.euro.who.int/__data/assets/pdf_file/0009/379710/PolicyBrief_AUSTRIA_PB30_web_13082018.pdf
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its first reading position on the proposal back in February 2019 (P8_TA(2019)0120), while the 

Council’s position is not yet established. During her hearing as Commissioner-designate in 

2019, Commissioner Kyriakides pledged for advancing on the proposal. 

The pricing of cancer drugs balances on several factors: there must be incentives for the 

pharmaceutical companies to innovate and invest, and prices must be profitable; while the cost 

of pharmaceutical industry-led R&D should be transparent, and the drug must remain 

accessible to patients. In its 2016 conclusions the Council noted that new medicinal products 

pose new challenges to patients and public health systems, in particular with regard to the 

assessment of their added value, the consequences for pricing and reimbursement, the financial 

sustainability of health systems, their post-market surveillance and patient access and 

affordability. 

 

Pricing and reimbursement rules are in the exclusive competence of the Member States. As 

price negotiations with the national payers, and the possible discounts and conditions agreed 

in these negotiations are kept confidential, the price of the same cancer drug might vary 

considerably across the EU. In the same conclusions as referred to above, the Council 

underlined that any possible cooperation amongst the Member States on pricing and 

reimbursement must remain Member State-driven.  

 

II.5. Continued monitoring: pharmacovigilance; medicine shortages 

 

Once on the market, strict monitoring of the medicine in the context of pharmacovigilance 

continues to detect any potential safety or quality issues. The basic pharmaceutical legislation, 

Directive 2001/83/EC and Regulation (EC) No 726/2004 were amended in 2010 for this 

purpose. The details of pharmacovigilance are set out in a Commission implementing 

regulation and the guidelines on Good Pharmacovigilance Practices (GVP). 

 

Medicine shortages can 

occur for many reasons, due 

to manufacturing 

difficulties or problems 

affecting the quality of 

medicines that can affect 

patient care. National 

competent authorities in the 

Member States monitor the 

supply, take preventive 

measures, and deal with 

shortages. Regulatory 

authorities are increasingly 

working together, e.g. via 

the European medicines 

regulatory network, to 

prevent shortages and to 

limit their impact when they 

occur. EMA can be involved in certain situations, for example when a medicine shortage is 

linked to a safety concern or affects several Member States. Furthermore, since 2016, EMA 

publishes a public catalogue for shortages assessed by its Committee for Medicinal Products 

for Human Use (CHMP) and/or the Pharmacovigilance Risk Assessment Committee (PRAC), 

Summary: Ensuring access, innovation and sustainability 
of cancer medicines 

 

 
 

Source: WHO (see footnote 4) - p.4 

https://www.europarl.europa.eu/doceo/document/TA-8-2019-0120_EN.html
https://data.consilium.europa.eu/doc/document/ST-9770-2019-INIT/en/pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AJOC_2016_269_R_0006
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02001L0083-20190726
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02004R0726-20190330
https://eur-lex.europa.eu/eli/reg_impl/2012/520/oj
https://eur-lex.europa.eu/eli/reg_impl/2012/520/oj
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/good-pharmacovigilance-practices
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/availability-medicines/shortages-catalogue
https://www.euro.who.int/__data/assets/pdf_file/0009/379710/PolicyBrief_AUSTRIA_PB30_web_13082018.pdf
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and provides information and if needed, recommendations to patients, healthcare professionals 

and other stakeholders. 

 

 

III. Mind the gap: Inequalities in accessing cancer treatment 

 

III.1. Trends in cancer care spending,5 

 

To produce benefits, innovations in cancer 

treatment must reach patients in clinical 

practice, which requires the Member States 

to invest into health care, to increase their 

spending. In Europe between 1995 and 

2018, the health expenditure spent on 

cancer care doubled from 52 bn EUR to 

103 bn EUR (in 2018 prices and exchange 

rates), and the per-capita health spending 

on cancer increased by 86% from 105 EUR 

to 195 EUR. However, the direct costs of 

cancer per capita differ greatly between 

countries: Austria, Germany, Switzerland, 

the  Benelux countries, and France spend 

the most on cancer care; while countries 

along the Eastern border of the EU (except 

Finland) spend the least on cancer care, in 

line with their lower overall spending on 

health care per capita. It is of note though 

that differences in per-capita health 

spending on cancer are decreasing over 

time as poorer countries are spending more.  

 

During this ten-year period, three main 

trends can be observed in the development 

of the direct costs of cancer: 

 

 Direct costs have been growing in 

line with total health expenditure, 

and the share of cancer spending 

remains stable, around 4-7% of total 

health expenditure. The increase in direct costs is due to the rising number of cancer 

patients, more intensive care and increased costs per patient.  
 

 Cancer care has shifted from inpatient (comparatively expensive) to ambulatory 

(comparatively cheaper) setting. New treatment modalities, including new cancer 

medicines and the more widespread use of oral medicines, has driven, at least partially, 

this change. Some countries are believed to have reached already the maximum possible 

cuts of hospital beds.  
 

                                                 
5 Th. Hofmarcher & others: Comparator report on cancer in Europe 2019 - IHE, The Swedish Institute for 

Health Economics 

https://ihe.se/wp-content/uploads/2020/10/IHE-Report-2019_7_.pdf 

 

GDP per capita and cancer-specific share of total 
healthcare expenditure (THE), 2018 

 

 
Source: IHE report, p. 219 

 

Cancer incidence per 100 000 inhabitants and the 
cancer-specific share of total health expenditure 
(THE), 2018 
 

 
Source: IHE report, p. 219 

https://ihe.se/wp-content/uploads/2020/10/IHE-Report-2019_7_.pdf
https://ihe.se/wp-content/uploads/2020/10/IHE-Report-2019_7_.pdf
https://ihe.se/wp-content/uploads/2020/10/IHE-Report-2019_7_.pdf
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 Expenditures on cancer medicines have been rising: The total expenditure doubled from 

14.6 bn EUR to 32.0 bn EUR (in 2018 prices and exchange rates), and per-capita 

spending on medicines increased from 28 EUR to 61 EUR. The share of costs in cancer 

medicines within the overall direct cancer costs has also increased from 17% to 31%. 

Increasing number of cancer patients, increasing number of new cancer medicines 

leading to increased usage, and higher prices of new medicines are behind the increase 

in cancer medicine spending.  

 

III.2. Patients’ access to cancer medicines 

 

During the ten-year period of 2008 and 2018, the general pattern is the stronger uptake of the 

newest cancer medicines in wealthier countries. (Country differences in uptake of mature 

medicines with a large patient population were comparatively smaller than in newer 

medicines.)  
 

 Measured in value, countries which spent the most on new cancer medicines in 2018 

were Austria, Germany, and Switzerland with around 92-108 EUR per capita. Czechia, 

Latvia, and Poland spent the least, around 3-16 EUR per capita; higher rebates on 

medicines in might exaggerate these differences.  
 

 Measured in volume, less wealthy countries used around 30-50% of the level of the five 

big countries (France, Germany, Italy, Spain, the UK) and other wealthier countries in 

a selection of cancer medicines.  

 

A study6 focusing on data from the clinicaltrials.gov website on phase I-III clinical trials 

between 2009 and 2019 in Europe has found that the number of clinical trials varies greatly 

among European regions, resulting in potential asymmetries in patients' access to clinical trials. 

Based on 18 454 trial entries, the number of trials per country varied from 2.48/100 000 

inhabitants in Central and Eastern Europe to 5.33/100 000 inhabitants in Northern Europe. The 

proportion of phase I-II trials was higher in the Southern and Western regions (13-15%) 

compared to Central and Eastern and Northern regions (4-9%). The number of trial-entries/100 

000 inhabitants/country ranged from 0.14 (Albania) to 10.7 (Belgium).  The study also noted 

that between 2010 and 2018, the total number of trials per country in Europe increased by 33%. 

Five countries dominated in terms of an increase in the absolute number of total trial-entries in 

both early- and late-phase trials: Spain (90/40), France (45/16), UK (45/13), Italy (38/19) and 

Belgium (35/12). 

 

In addition, a recent study conducted by the European Society for Medical Oncology7 in 49 

European countries concluded that there are substantial differences in the formulary 

availability, out-of-pocket costs and actual availability of many anticancer medicines. The 

survey also concluded that for cancer medicines on the WHO model list of essential medicines 

the differences across countries are not so striking, but even those medicines are not always 

available due to shortages. Shortages of cancer medicines are caused by disruptions in the 

manufacturing or supply chain, and parallel trade8 is also a contributing factor. 

                                                 
6 A. Carneiro & others: ‘Disparities in access to oncology clinical trials in Europe in the period 2009-2019’-   

Annals of Oncology, Volume 31 Supplement 4, September 2020; referenced by ESMO 
7 N. Cherny, R. Sullivan, J. Torode, M. Saar, A. Eniu: ESMO European Consortium Study on the availability, 

out-of-pocket costs and accessibility of antineoplastic medicines in Europe  

https://pubmed.ncbi.nlm.nih.gov/27457309/ 
8 Parallel trade allows wholesalers to buy medicinal products in one Member State (typically where prices of 

medicines are lower too), and sell into other Member States (where prices are higher). 

https://clinicaltrials.gov/
https://www.who.int/groups/expert-committee-on-selection-and-use-of-essential-medicines/essential-medicines-lists
https://www.esmo.org/newsroom/press-office/esmo2020-access-cancer-medicines-clinical-trials-variations-europe
https://pubmed.ncbi.nlm.nih.gov/27457309/
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The report by the Swedish Institute for Health Economics (see footnote 5) notes that a challenge 

for access to new medicines is how to strike a balance between early access and evidence on 

value to patients. In their view, many cancer medicines lack evidence of additional clinical 

benefits/value to patients (such as in terms of overall survival) at the time of EMA approval. 

This creates a demand for follow-up studies of patient outcomes in clinical practice, and 

mechanisms for adjusting pricing and payments based on the results of such studies. Another 

challenge is the need to balance adequate reimbursement for value against affordability. A large 

share of European cancer patients, especially in Eastern Europe, cannot gain access to effective 

and potentially cost-effective medicines due to affordability-related reasons. The use of 

generics and biosimilars9 is an important way to support cost-effective spending on medicines 

and to create financial scope for investing into innovative and cost-effective medicines that 

previously seemed unaffordable. The study concludes that health care systems need to weigh 

the costs from investing in different areas of cancer care against the potential improvements in 

patient outcomes.  

 

The New Pharmaceutical Strategy for Europe (COM(2020)761), proposed by the 

Commission in late 2020, has the objective to address some of these inequalities and 

challenges: the affordability, access and shortages of medicines, and the need to support the 

EU pharmaceutical industry to innovate, and be economically and environmentally sustainable.  

 

III.3. Patients’ access to other treatment options 

 

The recent study by the European Cancer Organisation, prepared for the ENVI Committee,10 

underlines that cancer treatment must be understood to be multimodal. Key modalities of 

cancer treatment include non-systemic treatments, such as radiation therapy and surgery, and 

systemic treatments through pharmaceutical agents. There is a need to address inequalities in 

access to all forms of cancer treatment: 

 

 Despite the increasing cancer incidence and consequent increasing need for surgery, at 

global level only 25% of the patients will receive safe, timely, affordable, and high-

quality surgical care. In the EU, access to appropriate surgical interventions and the 

quality of surgery varies greatly across the Member States and even within a given 

Member State, depending on the surgeons’ workload, their training and practice in 

subspecialties, and the hospital setting. Multiple studies have indeed evidenced that 

“high volume” cancer centres and surgical specialists have better outcomes for treating 

complex or advanced cancers. It has also been shown that specialised surgeons have 

better outcomes for cancer surgery than their non-specialised colleagues. Recognising 

surgical oncology as a specialist discipline and facilitating patients' access to “high 

volume” centres for cancer surgery could go a long way to addressing these differences. 
 

 As mentioned above, radiation therapy is recommended for more than half of cancer 

patients. Unfortunately, according to studies, at least a quarter of those patients who 

would need the treatment will not receive it. As cancer cases rise, the demand for 

radiation therapy is expected to increase by 16% by 2025. The current capacity is 

                                                 
9 Branded drugs can be synthetic, made from a chemical process, or biological, made from living sources. After 

the expiry of the 10-year exclusivity period for the original medicine, more affordable “replicas” can be placed 

on the market. Synthetic drugs can be exactly replicated generics, and biological medicines into biosimilars. 
10 N. Couespel, R. Price: ‘Strengthening Europe in the fight against cancer’ - study by the European Cancer 

Organisation for the ENVI Committee 

https://www.europarl.europa.eu/RegData/etudes/STUD/2020/642388/IPOL_STU(2020)642388_EN.pdf 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52020DC0761
https://www.europarl.europa.eu/RegData/etudes/STUD/2020/642388/IPOL_STU(2020)642388_EN.pdf
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insufficient to meet the demand, and building up the capacity (facilities, equipment, 

trained healthcare staff) takes more time. In the EU, access to radiation therapy 

equipment varies 6-7 fold across the Member States, and there is a 3-5 fold variation in 

available healthcare staff and their workload. Promotion and recognition of harmonised 

education and training standards across Europe, and stronger investment of EU and 

national research and innovation funds to support radiation therapy research are 

amongst the chief requests to advance this field of treatment in all countries. 
 

 Interventional oncology requires a unique skillset, and is still a relatively young 

discipline so its use is not so widespread. Access to such treatment is therefore rather 

limited. 

 

III.3. Patients’ access to paediatric and rare cancer treatments11 

 

In EU legislation and regulatory decisions, rare diseases are considered as those affecting less 

than 5 in 10 000 people. The EU-funded Surveillance of Rare Cancers in Europe 

(RARECARE) project proposed to define rare diseases based on incidence (i.e. on the basis of 

new cases each year); according to this approach, rare diseases are those which appear in less 

than 6 out of 100 000 people per year in the European population.  

 

Though there are many different rare cancers, they have one thing in common: their rarity, due 

to which they share similar problems concerning therapies and care. On the patients’ side 

it is translated into the difficulty to access timely and accurate diagnosis, highly specialised 

care and adequate treatments; and on the side of the health care system, it manifests in poor 

research opportunities, difficulties in clinical trials and lack of therapies. Paediatric cancers are 

all rare therefore, the same difficulties are present for them as for rare cancers; but given their 

age-related, biological, clinical and organisational specificities, they require to be addressed 

distinctively. 

 

Diagnosis for rare and paediatric cancers can be delayed due to (i) the presence of perhaps 

only negligible symptoms, (ii) for paediatric cancers the fact that in early stages symptoms can 

be mistaken for symptoms of childhood diseases, (iii) the lack of associated risk factors, and 

(iv) the fact that patients developing rare cancers are not from the usual population groups 

considered as "at risk of cancer".  

 

After diagnosis, rare and paediatric cancer patients have the best chance if they receive 

treatment in centres of expertise. Well trained, specialised oncology workforce; 

multidisciplinary approach to care; adequate equipment and medicines; and the possibility for 

the patients and their company to travel for receiving the treatment and receiving 

reimbursement are among the key conditions for the success of treatment. 

 

The centres of expertise follow a multidisciplinary approach to care, in order to address the 

complex and diverse conditions. The Council in its recommendation of 2009 encouraged 

Member States to identify or create such centres for rare diseases. Ten years later the Parliament 

in its resolution of 2019 underlined the importance of EU-wide cooperation to tackle rare and 

chronic diseases, including rare cancers; and encouraged the Commission to support the setting 

up of specialised centres for rare diseases in the EU, which should be fully integrated into the 

European Reference Networks. Comprehensive training for rare cancer specialists and 

                                                 
11Study by the European Cancer Organisation for the ENVI Committee, see footnote 10 

https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2009:151:0007:0010:EN:PDF
https://www.europarl.europa.eu/doceo/document/TA-8-2019-0083_EN.html
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paediatric oncologists is lacking in many Member States; so those training progammes should 

be worked out and the qualifications should be recognised via mutual recognition schemes.  

 

The availability of medicines and other treatments is also problematic. The difficulty to 

organise clinical trials due to small patient populations, lack of available quality 

epidemiological and clinical data, shortages of dedicated public funding, and low attractiveness 

of private research and investment hinders the development of, and through that the access to, 

rare cancer medicines and other treatments. 

 

The EU plays a central role in improving collaboration across countries in respect to rare and 

paediatric cancers. Launched in 2017 in connection to the EU's Cross-Border Healthcare 

Directive, several European Reference Networks were constructed and have been operational 

since then. ERNs are virtual networks involving healthcare providers across Europe. They aim 

to facilitate discussion on complex or rare diseases and conditions that require highly 

specialised treatment, and concentrated knowledge and resources. Like this, the ERNs are 

opening new possibilities for improving rare cancer treatment and care via sharing clinical 

cases; rationalisation of patient referral; and, improved rare cancer management in small 

countries. Four of the newly established networks are specifically devoted to rare cancers:  

 

 EURACAN: European Reference Networks on rare adult solid cancer;  

 EuroBloodNet: European Reference Networks on Rare Haematological Diseases;  

 ERN PaedCan: European Reference Networks on paediatric cancers; and  

 ERN GENTURIS: European Reference Networks on genetic tumour risk syndromes. 

 

III.4. Social inequalities12 

 

Geographical inequalities, across Europe and within countries, exist in relation to cancer 

incidence, cancer prevention, care, survival, and rehabilitation. The situation is particularly 

challenging in Eastern Europe, with survival for many cancers below the European average. 

Western and Northern European countries also show inequalities in cancer care; this is reflected 

in lower survival from lung, colorectal and ovarian cancers in the UK and Denmark when 

compared to Norway and Sweden.  

 

Social inequalities in cancer, having their origin in social circumstances, also occur within 

European countries. Privileged social groups have better outcomes because they have fewer 

lifestyle-related and environmental cancer risk factors, have easier access to health services 

including new interventions and screening programmes, and can minimise the social and 

financial consequences of cancer when it occurs.  

 

Lower socio-economic groups and socially vulnerable groups participate at lower rates in 

cancer screening programmes, have more difficult access to health care services and their 

cancer diagnosis and treatment is therefore more likely to be delayed. In addition, social 

inequalities in cancer can have their origin in childhood, when social conditions can influence 

longer-lasting exposures that may lead to increased risk of developing cancer in later life; and 

behavioural risk factors can also be transferred from parents to children (unhealthy lifestyle 

habits and coping mechanisms). In particular, disadvantaged groups are at greater risk for 

                                                 
12 R. Peiró Pérez & others: Policy Paper on Tackling Social Inequalities in Cancer Prevention and Control for 

the European Population - CanCon 

https://cancercontrol.eu/archived/uploads/PolicyPapers27032017/Policy_Paper_4_Tackling.pdf 

 

https://ec.europa.eu/health/ern_en
https://euracan.ern-net.eu/
https://eurobloodnet.eu/
https://paedcan.ern-net.eu/
https://www.genturis.eu/l=eng/Home.html
https://cancercontrol.eu/archived/uploads/PolicyPapers27032017/Policy_Paper_4_Tackling.pdf
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cancers of the lung, stomach, upper aero-digestive tract, and cervix due to poor diet, unhealthy 

lifestyle habits or coping mechanisms, and difficult access to screening programmes. 

 

Furthermore, a significant number of European citizens have inadequate access to surgery, 

radiotherapy and systemic therapies; as well as to innovative treatments, including personalised 

medicine. Social inequalities also affect survivorship and access to rehabilitation services, 

causing more difficulties with returning to work and deepening further the social divide. Social 

inequalities in cancer outcomes also have significant financial consequences for individuals 

and major economic consequences for Member States and the European Union but this goes 

beyond the scope of this background note.  

 

The CanCon paper concludes that social inequalities in cancer are not only financially 

intolerable but unethical; the EU thus has a responsibility to patients and the wider population 

to take measures to address these inequalities. As social inequalities in cancer have common 

roots, both across Europe and among different social groups within the population, they should 

be addressed at the European level, through strengthened collaboration with the Member States 

such as e.g. the European Partnership for Action Against Cancer (EPAAC), the Equity Action 

Joint Action, the Cancer Control Joint Action (CanCon), and the Innovative Partnership for 

Action against Cancer (iPAAC). 

 

http://www.epaac.eu/
https://eurohealthnet.eu/hpe/equity-action-joint-action
https://eurohealthnet.eu/hpe/equity-action-joint-action
https://cancercontrol.eu/archived/
https://www.ipaac.eu/
https://www.ipaac.eu/

