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INTRODUCTION AND OBIJECTIVE Figure 3. Number of published IPT by therapeutical area
 The Therapeutic Positioning Reports (IPT) were introduced at the end of 2012/13 to Oncology . 81
create an evaluation system with a single assessment recognizable by the entire Nervous system 15
National Health System (NHS) and offer a tool to support the price and reimbursement Skin/Subcutaneous . 14
(P&R) process in the selective financing of medicines. ! During the period 2013-2019 one Respiratory 11
study estimated that 214 IPTs were published and the mean time to draft report (Phase I) MusuloskeletalConnective . 11
was 8,8 months and to publication 17,4 months. 2 Endocrine/Nutrition/Metabolic | I 11
Cardiovascular a8

* In 2020, the Action Plan for the Consolidation of the IPTs was established through the
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for the IPT process have been identified. 34

* In previous work, it was felt that despite the potential limitations of REvalMed, it had
served as a step forward both in terms of the procedure itself (with a clinical evaluation
that assessed subpopulations and an economic evaluation that provided tools to assess
drug inclusion) and its multidisciplinary approach. >

« Of all IPTs published during the period, 48 (27%) had conclusions that restricted the
approved indication. On the other hand, 26 (14%) of NMIs were recommended as the
drug of choice and 75 (42%) aligned with other alternatives (Figure 4).

* The aim of this study is to provide a description of the characteristics of the IPT
developed by the Spanish Agency of Medicines and Health Products (AEMPS) for new
medicines and indications (NMI) authorised by the European Commission (EC) over the
course of the 2021-2023 period.

METHODS

* NMI authorised by the EC between 2021 and 2023 that included information regarding
the Spanish IPT process were analysed.

Figure 4. Positioning based on IPT conclusions*
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* The data for the analysis were obtained from public online databases such as the

AEMPS or the European Commission (EC) websites. &7 m Neutral
* The main variables evaluated were:
 the total number of IPT first draft and IPT published;

 |PT initiation date, IPT first draft date and IPT publication date;

m Recommends other drugs preferably

Not recommended

 the therapeutic groups evaluated;

 the positioning conclusions and the relationship between the reimbursement status
and the positioning conclusions.

* A descriptive analysis of different variables of interest related to the IPT process was e Of all the 180 NMlIs with published IPT, 120 (69%) were reimbursed whereas 35 (19%)
conducted. were not reimbursed and there was no information on the reimbursement of the
. o/ (o
RESULTS remaining 25 NMls (14%) (Figure 5).

* During the period considered, of the 484 NMlIs authorised by the EC, 180 NMis (37%)
had a published IPT, while the remaining 304 NMls (63%) did not have a published one.
Most IPTs of the NMlIs authorised between 2021 and 2023 were published on 2023

Figure 5. Positioning for both reimbursed and not reimbursed NMls

(Figure 1).
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e The average time from IPT initiation to publication on the AEMPS website was 18

months. The average time from initiation to Phase 1 draft was 11 months (Figure 2). _ : . . . . .
5 (Fig )  Within the not reimbursed NMls, the positioning conclusions established restrictions in

Figure 2. Time from the start of the IPT to their publication on the AEMPS website 23% (n=8) of the NMls either recommending other drugs (n=7) or not recommending
the NMI in question (n=1). Only one (3%) of the NMI evaluated was recommended as a
drug of choice.

 Considering the reimbursed NMis, 16% (n=19) were also recommended as the drug of
choice whereas 28% (n=33) of them presented restrictions on the approved indication.
None of the reimbursed NMI were positioned as not recommended.
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The IPT were introduced to provide a central tool for the positioning and economic

Average of 18 months . . . . o _
evaluation of drugs in the Spanish National Health System and to optimize the evaluation

«  The therapeutic area with the most published IPT was oncology (45%; n=81), followed process, reducing evaluation times. According to the analysis carried out, IPTs currently take
by neurological diseases (8%; n=15) and skin or subcutaneous diseases (8%; n=14). The between 1 and 2 years to be published and, therefore, to be made available to the public as
therapeutic areas with fewer published IPTs for NMIs were mental or behavioral a tool to support healthcare decision making. Nevertheless, this analysis shows the impact of
diseases (0.5%; n=1), eye or adnexa diseases (1%; n=3), and infectious or parasitic the positioning conclusions on the reimbursement decision, illustrating their impact on
diseases (1%; n=3) (Figure 3). decision making.

NOTES AND REFERENCES:

*Self categorization based on the conclusions of the IPT. Not recommended: It is explicitly stated that the drug is not recommended; Recommends other drugs preferably: It is positioned in a further line than the authorised one, preferably positioning it in relation to other
alternatives; Neutral: It is recommended according to its authorised indication without positioning it in relation to the alternatives; Aligned with other therapeutical alternatives: It is positioned in parallel to other therapeutic alternatives, in line with its authorised
indication; Drug of choice: The drug is recommended in preference to the therapeutic alternatives.
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