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BACKGROUND

Patient access to new medicines in many countries depends largely on whether the medicine is reimbursed by the public health insurance program. Although regulatory approval
ensures that a medicine meets standards of safety and efficacy, true patient access often requires an additional step -- recommendation for reimbursement by a Health Technology
Assessment (HTA) body and manufacturer agreement on the resulting government-set price for the medicine. HTA processes evaluate the clinical effectiveness, cost-effectiveness, and
overall relative value of new treatments to inform government pricing and reimbursement decisions. While HTA is designed to promote the efficient use of healthcare resources and
equitable access, it can also become a gatekeeper to innovation. In practice, the additional evaluations and negotiations required for HTA-based reimbursement often introduce
excessive delays in patient access to new therapies. These delays are driven not only by the time needed for HTA but also governments’ cost containment objectives. As a result, the
time between regulatory approval and actual patient availability of new medicines can vary across countries. In contrast, the United States (US) does not have a centralized HTA process
for Medicare reimbursement. Once the US Food and Drug Administration (FDA) grants market authorization, physicians can typically prescribe the medicine immediately, and
reimbursement under Medicare follows almost concurrently. This fundamental structural difference offers an opportunity to compare how HTA requirements influence both the timeliness
and extent of patient access to innovative new medicines. This study focuses on five major European countries with established HTA systems: Germany, France, ltaly, Spain, and the
United Kingdom. It compares data on relevant patient access measures specific to each country regarding approval and reimbursement. Approval refers to when a medicines receives
its first market authorization for use in the country. Reimbursement is defined as the point when patients can first access the medicine with coverage through the country’s public health
insurance program. The analysis compares the share of new innovative medicines available in each country, in terms of approval and reimbursement, and compares how much longer
patients in each country must wait for access.

RESEARCH OBJECTIVES

This study examines the impact of health technology assessment (HTA) on patient access to new medicines by comparing five European countries with HTA to the United States. The
analysis looks at the extent to which new innovative medicines are approved and reimbursed in each country’s national public health insurance program, as well as how long it takes
for new innovative medicines to receive market authorization and then become reimbursed by the national public health insurance program in each country.

METHODS

- New medicines were identified as new active substances approved by the European Medicines Agency (EMA) or by national European regulatory agencies, Medicines and Healthcare
Products Regulatory Agency (MHRA), U.S. Food and Drug Administration (FDA), or Pharmaceuticals and Medical Devices Agency (PMDA) and launched globally between January 1,
2014, and December 31, 2023.

- Regulatory approval refers to first regulatory approval, or market authorization, granted for a new active substance. For Germany, France, Italy, and Spain, it is the earliest first
approval by either the EMA or the national regulatory body. For the UK, it is the earliest first approval by either the EMA or the national regulatory body up until 2020, when the MHRA
started handling all approvals for the UK market. For the United States, it is the first approval by the FDA.

- Reimbursement refers to when patients can first access the new active substance for any indication and receive some level of reimbursement through their country’s national public

nealth insurance program. For Germany, reimbursement begins when the product is first marketed, prior to HTA assessment and pricing. For France, reimbursement occurs after the

HTA assessment and pricing has been agreed to — unless early access was granted, in which case reimbursement occurs when early access is granted. For ltaly, reimbursement
occurs after HTA assessment and pricing at the national level, even though there are additional delays for inclusion on regio nal formularies for medicines not deemed ‘innovative.” For
Spain, reimbursement occurs after HTA assessment and national funding and pricing decisions, even though there are additional delays as regional pricing and formulary inclusion are
determined. For the UK, reimbursement occurs when a positive HTA recommendation occurs, plus 90 days for non-oncology medicines. For the United States, reimbursement occurs
when physicians can prescribe the medicine for Medicare beneficiaries, which is at or shortly after FDA approval — there is no HTA assessment required for Medicare reimbursement.

- Delays in approval are calculated as averages from the first approval anywhere in the world to the first approval for each country market, including cases when the respective country
Is the country of first approval. Delays in reimbursement measure the additional number of days, on average, that it takes for newly approved medicines to be reimbursed by the
national health insurance program.

RESULTS

Across countries, access to new medicines is shaped by differences in national healthcare systems, and in particular their public health insurance program’s reimbursement. In Europe,
not all approved medicines are reimbursed, limiting patient access compared to the United States, where approved medicines receive coverage. Patients in the included European
countries face significantly longer waits for medicines to be reimbursed and made available through national health insurance programs compared to patients in France, Germany, and
the United States.

National Public Insurance Plans in Europe Don’t Reimburse All Approval and Public Reimbursement of New Medicines

The share of new innovative medicines approved for market authorization and reimbursement by
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health insurance programs. Unlike in the United States, patients in European countries cannot
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access all of the medicines approved for safe and effective use.
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medicine in real numbers.

CONCLUSION

The use of sound evidence to guide decisions about allocating health care resources is vital. However, HTA processes also delay and prevent patient access to
new medicines. Patients in European countries wait much longer than patients in the United States for access to new innovative medicines in their public health
insurance programs. Patients in Germany have faster access than in other European countries, due to the fact that HTA and government pricing decisions in
Germany do not delay reimbursement. Patients in France benefit from accelerated access for some new medicines, though France's accelerated access is not
always for a medicine’s first indication. Many patients likely wait even longer that in Spain and Italy for coverage on regional formularies.

REFERENCES

1. PhRMA. Analysis of Access Restrictions to New Medicines in the United Kingdom. Pharmaceutical Research and Manufacturers of America (PhRMA). Published November 21, 2023. Accessed December 4, 2023. https:/phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom; 2._National Institute for Health and Care Excellence (UK).
Methods for the Development of NICE Public Health Guidance. 2012. July. Accessed October 20, 2023. https://www.nice.org.uk/process/pmg4/chapter/introduction; 3. Government of the United Kingdom. Cost-Utility Analysis: Health Economic Studies. Accessed October 23, 2023. https:/www.gov.uk/guidance/cost-utility-analysis-health-economic-studies; 4. McKeown S. Striving for affordable medicine:
Lessons in price negotiation learned from the United Kingdom. J Manag Care Spec Pharm. 2024 Mar 1;30(3):259-264. doi: 10.18553/jmcp.2024.23276. Epub 2024 Jan 19. PMID: 38241261; PMCID: PMC10909582.; 5. “About HAEN_Dbf.pdf. Accessed 8 Nov. 2024.; 7. US Congress. H.R.5376 - Bipartisan Infrastructure Bill. Congress.gov. Published 2022. Accessed October 20,

2023. https://www.congress.gov/bill/117th-congress/house-bill/5376; 8. “Nice Board Says New Method Allowing Greater Weight to Be given to Severe Diseases S.” Haute Autorité de Santé, www.has-sante fr/jcms/r_1455134/en/about-has. Accessed 1 Nov. 2024.; 6. “The Federal Joint Committee.” About the Federal Joint Committee, www.g-ba.de/downloads/17-98-2804/2018-12-04_G
BA_Flyer_Der_Gemeinsame_Bundesausschuss_Is Working: National Institute for Health and Clinical Excellence (NICE).” Gov.Net, www.wired-gov.net/wg/news.nsf/articles/NICE+Board+says+new+method+allowing+greater+weight+to+be+given+to+severe+diseases+istworking+26092024141500. Accessed 23 Oct. 2024.; 9. Oliver, Edward, and David Mott. “Nice’s Severity Modifier: A Step in the Rig ht
Direction, but Still a Long Way to Go.” OHE, 19 Sept. 2023, www.ohe.org/insight/nices-severity-modifier-step-right-direction-still-long-way-go/.; 10. ABPI. “Government Must Free Nice to Unlock Access to Medicines for Severe Conditions.” The Association of the British Pharmaceutical Industry, 25 Sept. 2024, www.abpi.org.uk/media/news/2024/september/government-must-free-nice-to-unlock-access-to-
medicines-for-severe-conditions/.



https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://phrma.org/resource-center/Topics/Intellectual-Property/Analysis-of-Access-Restrictions-to-New-Medicines-in-the-United-Kingdom
https://www.nice.org.uk/process/pmg4/chapter/introduction
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
https://www.gov.uk/guidance/cost-utility-analysis-health-economic-studies
http://congress.gov/
https://www.congress.gov/bill/117th-congress/house-bill/5376
https://www.congress.gov/bill/117th-congress/house-bill/5376
https://www.congress.gov/bill/117th-congress/house-bill/5376
https://www.congress.gov/bill/117th-congress/house-bill/5376
https://www.congress.gov/bill/117th-congress/house-bill/5376
http://www.has-sante.fr/jcms/r_1455134/en/about-has
http://www.has-sante.fr/jcms/r_1455134/en/about-has
http://www.has-sante.fr/jcms/r_1455134/en/about-has
http://www.has-sante.fr/jcms/r_1455134/en/about-has
http://www.has-sante.fr/jcms/r_1455134/en/about-has
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G
http://www.g-ba.de/downloads/17-98-2804/2018-12-04_G

	Slide 1

