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- All new medicines in Ireland undergo a RR, after which medicines either require a full Health
01. |ntrOdUCt|On Technology Assessment (HTA) or can proceed straight to price discussions with the HSE's Corporate
Pharmaceutical Unit (HSE-CPU). The NCPE have published research which shows that approximately

Improving access to new medicines has become a crucial issue for healthcare payers globally. This is 57% of the RR applications made from 2018 to 2024 did not require a full HTA submission.! AXIS
particularly releva.njc in the current epyironment of increasing.complexity of new technologies, rising Consulting has presented our analyses of timelines to reimbursement (TTR) over the past number of
costs of new medicines and the significant budgetary constraints faced by health systems. years with the starting point determined by the date the applicant company submits a RR to the NCPE
Reimbursement timelines have also become a significant concern, with Ireland behind many European and not by the date a company achieves a marketing authorisation. This is an important differentiator
countries in terms of speed of access to new medicines, when considering time to reimbursement to other research published in TTR which takes a starting point of marketing authorisation, as time
from initial submission to the assessor. from RR submission to reimbursement is a more accurate reflection of timelines.

In Ireland, the National Centre for Pharmacoeconomics (NCPE), an independent body that is This research aims to;

commissioned by the Irish Health Service Executive (HSE), conducts assessments on the clinical and 1. Assess the number of medicines reimbursed over an eight-year period (June 2016 - June 2024);

cost-effectiveness of all new medicines seeking reimbursement. In 2009, the NCPE introduced a two- . . ol .
Ny - e 2. Analyse over this timeframe, the overall TTR comparing medicines reimbursed at the RR stage
step assessment process to help facilitate a more efficient assessment of medicines that were

. L . . . . versus those reimbursed following an HTA;
considered efficacious and low-cost in comparison to Irish standard of care, and thus in turn do not T , o _— ,
pose considerable budgetary pressure. 3. Analyse the factors which influence the TTR for recently reimbursed medicines, utilising regression

This full process is detailed in Figure 1, with step one involving a rapid review (RR) submission. enalysis fromidstizseipiSioiTE eI E St e IR arc e

02. Reimbursement Process Ireland JUelite s Do iy o 04. Results

reimbursement
pathway in Ireland

Of the 298 drugs with identified reimbursement dates between June 2016 and June 2024, 52.01%

Step 1- NCPE f . . . ) , i |
° AD |.n|t|al and concise assessment of the new medicine, mc!udmg (N=155) avoided an HTA and proceeded to price discussions and subsequent approval for
{ Rapid Review } » C||n.|C.a| efficacy, place in thgrapy, cqmparators and budget impact reimbursement by the HSE, while 47.99% (N=143) submitted an HTA to the NCPE.
Submission \ + Official NCPE assessment timeline is 4 weeks. ) The average time applications spent at each stage of the process is detailed in Table 2, with the RR

( , , , A process taking on average 27.07 working days (5.41 calendar weeks) and the HTA process taking
« The NCPE can issue one of 5 possible recommendations. 168.42 working days (33.68 calendar weeks)

« These are broadly; recommend for reimbursement with/without

-

Rapid Review } » orice discussions, do not recommend for reimbursement, or It is important to note that these timelines include time where the assessment sits with the applicant
Outcome recommend a full HTA. company and thus is not being assessed by the NCPE. The total average TTR, including the post-NCPE
g y phase was 543.73 working days (106.95 calendar weeks; 2.05 calendar years).
> form.al Al us.uaIIy recommendgd ol prodqcts V\.”t.h d h'g.h Table 2: Average process timeline for new medicines (January 2016 and June 2024)
Step 2 - NCPE cost, high budget. impact or uncertain comparative clinical efficacy.
« This process begins with a pre-submission meeting between the
[ HTA Submission J m) | applicant and the NCPE, where a discussion is had regarding the RR Process (N=155) HTA Process (N=143) TTR (N=298)
main assumptions and inputs for the HTA dossier.
- The NCPE state they aim to complete HTA assessments within 90 37.90 calendar days 235.79 calendar days /748.61 calendar days
days using a stop-clock approach. 27.07 working days 168.42 working days 1065;53.7? Wgrklng dEy.SZ 05
(Sfoopfjjgik) h X (5.41 calendar weeks) (33.68 calendar weeks) e c;?eiga&r];\évaeres) > £
« The NCPE can issue one of 4 possible HTA recommendations:

= Reimbursement recommended

= Reimbursement recommended if cost effectiveness is As expected, the average TTR was significantly longer for applications requiring a full HTA
improved assessment, 649.83 working days (2.49 calendar years), versus 226.31 working days (0.87
[ HTA Outcome | mp = Reimbursement not recommended unless cost effectiveness is calendar years) for applications not requiring a full HTA.
improved

= Reimbursement not recommended Figure 2: Total time to reimbursement with and without an HTA

« If cost effectiveness needs to be improved, applicants will ~ p ~
subsequently proceed to price discussions with the HSE-CPU. _ N = 155 reimbursed Average TTR
N y N =298 : . . :
- \ applications with without HTA submission 226.31 working days
« During a price discussion meeting, the HSE-CPU will review the " Y,
commercial offering proposed by the company and advise on
payer expectations dates between 4 A 4 A
HSE-CPU :
« If a product is shown to have a low budget impact and minimal Ju?:nzeo;gzind N =143 required HTA Average TTR
Price Discussions Y associated uncertainty, it is possible for the HSE-CPU to submission 649.83 working days
and Approval subsequently approve reimbursement at their monthly products / o /
committee meetings.
i  For all other products, the offering is typically brought to the HSE RegreSSIOH AnalySIS
No Timelines Drugs Group, who will review it alongside all available information y , ,
Available for the submission Of the subset of 184 medicines which had a reimbursement date between 2021 and 2024, the
\ ' y average TTR was 456.30 working days. Of the medicines reimbursed in this period, 41.3% were
f ) | d d 26.63% han d .
 Following approval by the HSE Executive Management Team, a new - - ogy. rug> an , ’ wgre b= 1.
[ T T J » drug may be added to the relevant reimbursement list within 45 The multiple regression analysis showed that the RR outcome, and drug classification (oncology /
days orphan / neither) explain some of the variance in TTR (Adjusted R2= 0.41, p = 8.53E-21).
. . Orphan drugs and HTA decision at RR were positively correlated with the TTR, and Oncology drugs
NCPE - National Centre for Pharmacoeconomics; HSE-CPU - Health Service Executive Corporate Pharmaceutical Unit and HTA decisions at the submitted price were negative|y correlated with TTR.
03. Methods Table 3: Output of regression analysis Coefficients
Intercept 328.04
A centralised database is maintained at AXIS detailing submissions reported on the NCPE website P
between Jgpe 201§ andOJune.2024. The Primary Care Eligibility and Reimbursemgnt Service (PCERS) Oncology Yes/No 55 76
list was utilised to identify reimbursement dates where information was not available on the NCPE
wet?s.ite, and the minutes of the HSE Drugs Group were aIsQ utilised to identify reimbursement Orphan Drug Yes/No 733
decisions at the monthly Drugs Group meetings. The specific data points extracted from each source
are detailed in Table 1. Rapid review decision: HTA Yes/No 609.97
Ll B N CERIIGT G ST S5 ) U GRS Rapid review decision HTA: at price Yes/No -476.00

Source NCPE Website . AEES it HSE Drugs Group Minutes
Reimbursable Items

Date of RR submission
Date of RR outcome

05. Conclusions and Recommendations

S4ig-41 1 Date of NCPE pre-submission meeting Dgtebof bate .Of brugs Group
data Date of HTA submission {len;it:grietgnggém Ir)nel.ebtlr:gt. n . . S . .
10l11eh | Date of issue of NCPE preliminary questions e OleJt]COemae]O > Completing a RR as well as a full HTA significantly increases the overall TTR. On average, reimbursed
Date of HTA outcome medicines that required a RR as well as a full HTA between June 2016 and June 2024 required an
Date of confirmed reimbursement additional 197.89 NCPE appraisal days (28.27 weeks) in comparison to medicines that do not require
a full HTA, before proceeding to the post-NCPE phase. Furthermore, based on the regression analysis,
Analysis Plan it could be concluded that Orphan drugs may generally have a greater TTR, whereas Oncology drugs
have a shorter TTR.
The data extracted from the various sources above were consolidated in Microsoft Excel. The PCERS Although the aTTR is significantly shorter for medicines which do not require a HTA, the imminent
list of relm.bursable items was only utlllsgd it relmbursgment F:Iates were not reported on th.e NCPE introduction of Joint Clinical Assessment (JCA) may leave the future of the RR in Ireland, uncertain. It
website. Given that only the month of reimbursement is publicly provided, it was conservatively is possible that the removal of the NCPE RR could negatively impact the aTTR for medicines in Ireland.
assumed that reimbursement falls on the 15t of each month for the purpose of timeline calculations. As the JCA for oncology medicines come into effect in January 2025, it will be of particular interest to
For each appraisal, the following timelines were calculated: understand the impact this will have on future oncology submissions in Ireland.
« The time from RR submission to RR outcome The majority of time in the overall reimbursement process consists of post RR/HTA assessment,
e The time from HTA submission to HTA outcome accounting for 93.28% of TTR for drugs that did not require an HTA, and 45.71% TTR for drugs that

did require an HTA. There is no specified timeline for the decision making on reimbursement post
RR/HTA assessment, where engagement with the HSE occurs.

Thus, if significant improvements are to be made regarding access to new medicines in Ireland, the
key focus should be on the HSE engagement phase. In line with guidance from MAZARS, the HSE
process should have public guidance timelines to increase transparency for the stakeholders.?

 The time from RR submission to reimbursement decision (i.e., TTR)

A subset of the following data from 2021 to 2024 was utilised for regression analysis to assess
factors which may influence TTR of recently reimbursed medicines:

 Total time to reimbursement

« HTA decision

- HTA decision at submitted price

« Drug classification (Oncology / Orphan / Neither)

AXIS Healthcare Consulting Ltd axishealthcareconsulting.com

22 Lower Baggot Street, Dublin 2, D02 X658 +353 (1) 529 2768; +44 7768740344
85, Great Portland Street, First Floor, London, W1W 7LT, United Kingdom info@axishealthcareconsulting.com



