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Abstract

This study assesses the performance of centralised procurement of medicines (CPM) in Portugal
from a public health perspective and develops policy recommendations. The OECD “Methodology
for Assessing Procurement Systems” (MAPS) was applied in an adapted manner. Information was
retrieved from the literature and procurement documents, including bids of selected procurement
procedures, and from 42 interviews, thereof 37 on-site interviews with representatives of public
authorities, hospitals and regional health administrations, patients and the pharmaceutical indus-
try. Input of procurement experts of five European countries, of Portuguese participants in a stake-
holder workshop and of academics in a Delphi survey have contributed to quality-assurance, par-
ticipation and acceptance.

The Shared Services of the Ministry of Health (SPMS) is responsible for performing centralised
procurement processes, which comprise both open procedures (Aquisicdes centralizadas / AC)
with one (or two) suppliers and the two-stage processes of framework agreements (Acordos
Quadros / AQ). Legal implementation of CPM is compliant with European standards, and the Por-
tuguese system was found to have several strengths. These include its contribution to lower prices
(compared to individual purchases) in several (but not all) cases and thus to savings for the public
sector, to improved transparency of processes and governance, to more equity in access to med-
icines across Portugal and to a lower workload for individual procurers. However, weaknesses were
also identified. There is a lack of strategy related to CPM and a lack of clarity related to the roles
and responsibilities of SPMS and further relevant public institutions and stakeholders with regard
to their CPM activities. The lengthy and bureaucratic processes in centralised purchases and delays
in the conclusion of procedures result in non-availability of centrally procured medicines at the
beginning of a year, as scheduled, and possible launch of direct procurements by hospitals (par-
allel procedures). Performance indicators are lacking. SPMS communication is perceived as insuf-
ficient and there is a low level of involvement of clinical expertise in CPM processes. In addition,
there is an outdated list of active substances for central purchasing (last updated in 2016), no
institutional coordination between the key public institutions ACSS, INFARMED and SPMS and lim-
ited knowledge of the market by SPMS.

All addressed stakeholders were, in principle, positive towards the idea of CPM in Portugal. It is
advised to maintain and extend the strengths of the current CPM system while addressing identi-
fied weaknesses. The overarching recommendation is to develop an updated procurement strategy
to ensure clarity of objectives, roles and responsibilities and procurement tools. Management rec-
ommendations urge strengthening the following areas: the measurement of performance, capac-
ity, collaboration among public authorities and with users, stakeholder management, the service
character of SPMS and procedures to prepare and conduct procurements.
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Sintese

O presente estudo avalia as aquisicées centralizadas dos medicamentos (ACM) em Portugal numa
perspetiva de sadde publica e desenvolve recomendacdes politicas. A “Metodologia para a avaliacao
dos sistemas de aquisicdo” (MAPS, na sigla em inglés) da OCDE foi aplicada de forma adaptada. As
informagdes foram obtidas da literatura e de documentos de aquisicdes, incluindo propostas de
procedimentos de aquisicdo selecionados, e de 42 entrevistas, das quais 37 realizadas no local com
representantes de autoridades publicas, hospitais e administracdes regionais de salde, pacientes e
industria farmacéutica. O /nput de especialistas em aquisicdes de 5 paises europeus, de participantes
portugueses num seminario de pessoas interessadas e de académicos num inquérito Delphi
contribuiu para a garantia de qualidade, participacdo e aceitacdo.

A Servicos Partilhados do Ministério da Saude (SPMS) é responsavel pela realizacdo dos processos de
aquisicoes centralizadas, os quais compreendem procedimentos abertos (Aquisicdes centralizadas /
AC) com um (ou dois) fornecedores e processos de Acordos Quadros / AQ) de duas fases. A aplicacdo
juridica das ACM esta em conformidade com as normas europeias, e concluiu-se que o sistema
portugués tem varias forcas. Trata-se nomeadamente da sua contribuicdo para pregos mais baixos
(em comparacdo com aquisicdes individuais) em varios casos (mas nao todos) e, por conseguinte, de
poupancas para o sector publico, de uma maior transparéncia dos processos e da governagao, de
uma maior equidade no acesso aos medicamentos em Portugal, e de um menor volume de trabalho
para os adquirentes individuais. Contudo, foram também identificadas as fraquezas. Existe uma falta
de estratégia em relacdo as ACM e uma falta de clareza quanto as funcdes e responsabilidades da
SPMS e de outras instituicdes publicas e partes interessadas relevantes no que se refere as suas
atividades de ACM. Os processos morosos e burocraticos das aquisicdes centralizadas e os atrasos
na conclusdo dos procedimentos resultam na falta de disponibilidade de medicamentos adquiridos
centralmente no inicio do ano, como previsto, € no eventual lancamento de aquisicdes diretas pelos
hospitais (procedimentos paralelos). Falta de indicadores de desempenho. A comunicacdao da SPMS é
considerada insuficiente e verifica-se um baixo nivel de envolvimento de competéncias clinicas nos
processos de ACM. Além disso, a lista atual de substdncias ativas relativa a aquisicdo centralizada
esta desatualizada (ultima atualizacdo em 2016), ndo existe uma coordenacdo institucional entre as
principais institui¢ées publicas ACSS, INFARMED e SPMS e um conhecimento limitado do mercado por
parte da SPMS.

Todas as partes interessadas contactadas foram, em principio, favoraveis a ideia de ACM em Portugal.
E aconselhavel manter e alargar as forcas do atual sistema de ACM, abordando simultaneamente as
fraquezas identificadas. A recomendacdao global é desenvolver uma estratégia de aquisicdes
atualizada a fim de assegurar a clareza dos objetivos, as funcdes e responsabilidades e as ferramentas
de aquisicdo. As recomendacdes de gestdo preconizam o refor¢o das seguintes areas: medi¢do do
desempenho, capacidade, colaboragdo entre as autoridades publicas e com os utilizadores, gestao
das partes interessadas, carater do servico da SPMS e procedimentos para preparar e conduzir as
aquisigoes.
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Executive summary

Background

In Portugal, centralised procurement of medicines (CPM) is provided through centralised purchases
via open procedure (Aquisicdes centralizadas / AC) for defined medicines and two-stage frame-
work agreements (Acordos Quadros / AQ) for mainly off-patent medicines. Following an interest
of public authorities for an evaluation of CPM from a health system and public health perspective,
Gesundheit Osterreich Forschungs- und Planungs GmbH (GO FP / Austrian National Public Health
Institute) was commissioned to perform an assessment of CPM in Portugal and to develop policy
recommendations.

Methods
The study is based on a mixed methods approach.

The assessment was guided by the analytical framework “Methodology for Assessing Procurement
Systems” (MAPS) of the Organisation for Economic Co-operation and Development (OECD). The
framework was adapted for the purpose of this study to account for the specificities of medicines.
Information and data were collected from the literature (including grey literature) and through
interviews (five exploratory telephone interviews with representatives of public authorities who
were members of the project’s Advisory Board and 37 on-site interviews in Portugal). These 37
face-to-face interviews were held with a total of 52 people, representing different stakeholder
groups (public authorities, hospital management, procurement and pharmacy, regional health ad-
ministrations, patients and the pharmaceutical industry) in eleven municipalities of all five main-
land regions in January / February 2020. Procurement documents, including bids, of selected pro-
curement procedures were analysed in terms of efficiency of the processes, the competitiveness
and prices achieved.

Based on a SWOT (strengths, weaknesses, opportunities and threats) analysis, high-level policy
recommendations, including proposals for specific projects for optimisation, were developed. In-
put was also gained from procurement experts in five European countries with a CPM system
(Denmark, Cyprus, Estonia, Italy and Norway) mainly collected through telephone interviews con-
ducted in May and June 2020.

A stakeholder workshop with approximately 40 participants (held virtually due to the COVID-19
pandemic) ensured validation of key findings of the assessment and draft recommendations. The
recommendations were finalised after further comments received in a two-stage Delphi survey
with academics.

Assessment of CPM in Portugal

SPMS (Servicos Partilhados do Ministerio de Saude / Shared services of the Ministry of Health) is
commissioned by the Central Administration of the Health System (Administracdo central do
Sistema de Saude / ACSS) to perform CPM.
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Two CPM procedures are in place:

»  Aquisi¢des centralizadas (AC): SPMS procures centrally for users such as hospitals and re-
gional health administrations ((Administracdes Regionais de Salde / ARS) in the whole coun-
try for a period of usually one year. This is based on the needs assessment submitted by the
users and their proof of availability of funds, via open procedure bids awarded to one or two
suppliers (in 2020, the “winner-takes-it-all” principle was changed to a “two-winners-ap-

proach”, where possible).

»  Acordos Quadros (AQ): In the framework agreements, SPMS lists qualified suitable suppliers
within an acceptable price range in an e-catalogue for up to four years, and users can then

make call-off orders in a second stage.

Figure I:

Executive Summary - Strengths, weaknesses, opportunities and threats of CPM in Portugal
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Major findings of the assessment are as follows:

»

»

»

»

»

»

»

»

Legislation related to CPM is compliant with international standards, and mechanisms to
combat fraud and ensure good governance are in place. However, the assessment suggested
that not all procurement tools (aiming to make procurement more effective) provided for in
the legislation appear to be (fully) utilised. Strategic guidance and prioritisation from policy-
makers to support management and operational levels seemed to be missing.

For performing CPM, Portugal established a dedicated procurement agency (SPMS), which is
an asset and key prerequisite. However, the role and the responsibilities of SPMS are not
sufficiently clear, in particular in comparison to other public procurement entities (eSPap)
and other public authorities responsible for pharmaceutical policies INFARMED and ACSS).
There is also room for improvement regarding the collaboration between the public institu-
tions ACSS, INFARMED and SPMS. Better coordination would also be needed so that the list of
active substances to be centrally purchased is updated (current list as of 2016).

The bids analysis identified a rather low participation rate in some cases. This suggests lim-
ited attractiveness of the Portuguese market for some suppliers. This can hinder competi-
tiveness and even access to medicines (non-availability).

Overall, CPM was perceived to have contributed to more transparent processes. However, in
several cases, in particular for AC, processes were considered to be lengthy and bureau-
cratic. The bids analysis also identified some appeals and rejections among the selected
tenders. As a result, procedures may not be concluded on time, and medicines are not avail-
able for users at the beginning of a year, as scheduled. This resulted, in several cases, in di-
rect procurements by hospitals, thus having led to parallel procedures.

In general, CPM appears to have contributed to reduced workload for the users, in particular
the framework agreements. However, inefficient procedures (for open procedures, in partic-
ular, with redundancies due to parallel procedures) have limited this potential.

High-level data to assess the CPM in Portugal are not readily accessible, and ACSS has not
yet developed performance indicators to routinely assess on a routine basis progress under
CPM.

Although better knowledge of the market would be beneficial in some procurement proce-
dures, no systematic market research and consultation is done by SPMS. The involvement of
hospital pharmacists in the development of AQ in recent times is a good practice example.

For some centrally purchased medicines, prices have decreased compared to the earlier situ-
ation, while prices of other medicines did not change or were found to have even increased.
Large hospitals would be able to achieve lower prices in direct procurement, while smaller
hospitals would not have access to the same medicines without CPM. Thus, CPM contributed
to improved equity in access to medicines across Portugal, possibly at the cost of higher
prices in a few cases. For some medicines, particularly those under AQ (as also confirmed by
selected samples of the bid analysis), significantly lower prices compared to the “base price”
(estimated contract value) were achieved. This contributed to considerable savings. However,
the methodology on how the savings are calculated is not transparent and needs improve-
ment.
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»  Portuguese CPM is based on e-procurement which is considered extremely helpful and ap-
preciated by users. However, the platforms should be linked, adding to the perceived need
to improve the service character of SPMS. This includes improved communication with users
and stakeholders (e.g. currently no routine meetings of SPMS with hospital pharmacists) and
the need to strengthen contract management (e.g. feedback to users in case of problems in
fulfilling the contract under AC, lack of AQ management in terms of constant monitoring
and feedback in case of missing competition).

Overall, the Portuguese CPM system is characterised by strengths and weaknesses, as also sum-
marised in the SWOT matrix (cf. Figure 1).

Recommendations

Based on the gaps analysis, a set of recommendations was developed (cf. Figure II).

Figure II:

Executive Summary - Recommendations for optimising CPM in Portugal
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As several challenges and difficulties at operational levels were due to a lack of strategy and guid-
ance, the overarching recommendation is the development and implementation of a clear and
consistent procurement strategy by policy-makers (in particular the Ministry of Health and the
Ministry of Finance). This strategy should spell out key directions with regard to the goal and role
of CPM, the mandate, roles and responsibilities of SPMS and other relevant institutions (e.g. ACSS,
INFARMED), the perspective on communication, collaboration and coordination with users and
other stakeholders and a high-level definition of performance measurement of CPM.

The development of a procurement strategy requires strong political will, including a commitment
of policy-makers to invest and ensure capacity, if needed. When there is political backing, the
development of key components of a procurement strategy is considered feasible, even in the
short-term (e.g. six months).

While further actions for addressing gaps in CPM in Portugal can be derived from the procurement
strategy that has yet to be developed, the implementation of some management recommendations
can already be started earlier. These include strengthening the measurement of performance (de-
velopment of key performance indicators) and monitoring, and strengthening capacity (both in
quantitative and qualitative terms, which could also be achieved through closer collaboration and
involvement of clinical experts in the preparation of procedures by SPMS). In addition, institution-
alising the collaboration between ACSS, INFARMED and SPMS (e.g. continuation of a working group
and joint update of the list of active substances for AC) is needed as well as improved collaboration
of SPMS with users and dialogue with stakeholders, and enhancing the service character and
strengthening procedures.

Conclusion
CPM in Portugal is, in general, well established and has contributed to positive effects, in particular
with regard to good governance, reduced workload for users and more equitable access to med-

icines. Nonetheless, the assessment identified several areas for improvement. To support SPMS
with their operational work, guidance through a high-level procurement strategy is required.

Keywords

Public procurement, pharmaceutical, evaluation, access to medicines, processes, Portugal
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Resumo completo

Antecedentes

Em Portugal, as aquisicdes centralizadas dos medicamentos (ACM) é efetuada através de aquisicdes
centralizadas utilizando o procedimento aberto (Aquisicdes centralizadas / AC) para medicamentos
definidos e Acordos Quadro / AQ) de duas fases, principalmente para medicamentos ndo protegidos
por patente. Na sequéncia do interesse de autoridades publicas para uma avaliacdo de ACM sob a
perspetiva de um sistema de saide e de saude publica, a Gesundheit Osterreich Forschungs- und
Planungs GmbH (GO FP / Instituto Nacional de Saide Publica da Austria) foi encarregada de realizar
uma avaliacao das ACM em Portugal e desenvolver recomendacdes de politica.

Métodos
O estudo é baseado numa abordagem de métodos mistos.

A avaliacdo foi realizada com base no quadro analitico “Metodologia para a avaliacdo de sistemas de
aquisicdo” (MAPS, na sigla em inglés) da Organizacdo para a Cooperacdao e Desenvolvimento
Econdémico (OCDE). O enquadramento foi adaptado para efeitos do presente estudo a fim de ter em
conta as especificidades dos medicamentos. As informacoes e os dados foram recolhidos da literatura
(incluindo literatura ndo convencional) e através de entrevistas (cinco entrevistas telefénicas
exploratérias com representantes de autoridades publicas que eram membros do Conselho
Consultivo do projeto e 37 entrevistas no local, em Portugal). Estas 37 entrevistas presenciais foram
realizadas com um total de 52 pessoas, representando diferentes grupos de partes interessadas
(autoridades publicas, 6rgdaos de gestdo de hospitais, de aquisicbes e de farmacia, administracdes
regionais de saude, pacientes e industria farmacéutica) em onze municipios de todas as cinco regides
continentais em Janeiro / Fevereiro de 2020. Foram analisados documentos de aquisicdes, incluindo
propostas, procedimentos de aquisicio selecionados em termos de eficiéncia dos processos,
competitividade e precos alcancados.

Com base numa analise SWOT (forcas, fraquezas, oportunidades e ameacas), foram elaboradas
recomendacdes politicas de alto nivel, incluindo propostas de projetos especificos de otimizacdo. Foi
igualmente obtido o /nput de especialistas em aquisicdes de cinco paises europeus que dispdem de
um sistema de ACM (Dinamarca, Chipre, Esténia, Itdlia e Noruega), principalmente através de
entrevistas telefénicas realizadas em maio e junho de 2020.

Um seminario de partes interessadas, que reuniu cerca de 40 participantes (realizado virtualmente
devido a pandemia da COVID-19), permitiu validar as principais conclusdes da avaliacdo e a proposta
de recomendacbes. As recomendacdes foram concluidas depois de terem sido recebidos os
comentarios de um inquérito Delphi de duas fases com académicos.

Avaliagao das ACM em Portugal

A SPMS (Servicos Partilhados do Ministério da Satude) foi encarregada pela Administracdo Central do
Sistema de Saude (ACSS) da realizacdo de ACM.

X © GO FP 2021, Assessment of Centralised Procurement of Medicines in Portugal



Estdo implementados dois procedimentos de ACM.

»

»

Aquisicoes centralizadas (AC): A SPMS adquire centralmente para utilizadores como hospitais e
Administracdes Regionais de Saude (ARS) em todo o pais por um determinado periodo de
tempo, geralmente um ano. Isto baseia-se na avaliacdo das necessidades apresentadas pelos
utilizadores e na sua comprovacao de disponibilidade de fundos, através de propostas de
procedimento aberto adjudicadas a um ou dois fornecedores (em 2020, o principio de "o
vencedor leva tudo” foi alterado para uma "abordagem de dois vencedores”, sempre que
possivel).

Acordos Quadros (AQ): Nos acordos quadros, a SPMS elabora uma lista dos fornecedores
qualificados e adequados dentro de uma gama de precos aceitavel incluida num catdlogo
eletrénico durante um periodo maximo de quatro anos, podendo depois os utilizadores
suspender as encomendas numa segunda fase.

As principais conclusdes da avaliacdo sao as seguintes:

»

»

»

»

»

A legislagdo relativa as ACM estd em conformidade com as normas internacionais, estando os
mecanismos para combater as fraudes e assegurar uma boa governacio devidamente
implementados. Contudo, a avaliacdo sugeriu que nem todas as ferramentas de aquisicao
(destinadas a tornar as aquisicdes mais eficazes) previstas na legislacdo parecem estar a ser
(plenamente) utilizadas. Aparentemente, faltam as orientacdes estratégicas e a prioritizacdo dos
decisores politicos para apoiar a gestdo e os niveis operacionais.

Para realizar as ACM, Portugal criou uma agéncia de aquisi¢des dedicada (SPMS), o que constitui
um ativo e um pré-requisito fundamental. Porém, as fun¢des e as responsabilidades da SPMS
nao sdo suficientemente claras, em especial por comparacdo com outras entidades de
aquisicdes publicas (eSPap) e outras autoridades publicas responsaveis pelas politicas
farmacéuticas (INFARMED e ACSS). E possivel também introduzir melhorias no que respeita a
colaboracdo entre as instituicdes plblicas ACSS, INFARMED e SPMS. Uma melhor coordenacao
serd igualmente necessaria para que a lista das substancias ativas a adquirir centralmente seja
atualizada (lista atualizada em 2016).

A andlise das propostas identificou uma taxa de participacdo bastante baixa em alguns casos.
Isto sugere uma atratividade reduzida do mercado portugués para alguns fornecedores. Este
facto pode prejudicar a competitividade e até o acesso aos medicamentos (indisponibilidade).

De um modo geral, as ACM foram consideradas como tendo contribuido para processos mais
transparentes. Contudo, em alguns casos, nomeadamente as AC, os processos foram
considerados morosos e burocraticos. A analise das propostas identificou também alguns
recursos e rejeicdes entre as propostas selecionadas. Como consequéncia, os procedimentos
podem ndo estar concluidos a tempo, e os medicamentos ndo estarem disponiveis para os
utilizadores no inicio do ano, conforme previsto. Isto resultou, em diversos casos, em
aquisicoes diretas por parte dos hospitais, dando assim origem a procedimentos paralelos.

Em geral, as ACM, parecem ter contribuido para um volume de trabalho reduzido para os
utilizadores, nomeadamente os acordos quadros. Todavia, a ineficiéncia dos procedimentos
(para procedimentos abertos, em particular, com redundancias devido a procedimentos
paralelos) limitou o seu potencial.
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»  Os dados de alto nivel que permitem avaliar as ACM em Portugal nao estdo facilmente
acessiveis, e a ACSS ainda nao desenvolveu indicadores de desempenho para avaliar
regularmente os progressos no ambito das ACM.

»  Embora um melhor conhecimento do mercado fosse vantajoso em determinados procedimentos
de aquisicdo, a SPMS nao realiza estudos de mercado e consultas sistematicas. O envolvimento
de farmacéuticos hospitalares no desenvolvimento de AQ nos ultimos tempos é um exemplo de

boas praticas.

Figura I:

Resumo completo - Fortalezas, fraquezas, oportunidades e ameacas das ACM em Portugal
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de trabalho e pior
governagao

Risco de cofinanciamento de
outras dareas da SPM5
Orgamentos limitados
Informagdes enganosas
sobre pregos devido a
confidencialidade

Preco mais baixo como dnico
critério de adjudicacdo

»  No caso de medicamentos adquiridos centralmente, os precos diminuiram em compara¢do com
a situacdo anterior, enquanto os precos de outros medicamentos ndo sofreram alteracdes ou
ndo foram mesmo aumentados. Os grandes hospitais poderiam obter precos mais baixos em
aquisicdes diretas, enquanto os hospitais mais pequenos ndo teriam acesso aos mesmos
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medicamentos sem as ACM. Por conseguinte, as ACM contribuiram para melhorar a equidade
no acesso aos medicamentos em Portugal, possivelmente a custa de precos mais elevados em
certos casos. Em relacdo a alguns medicamentos, especialmente os incluidos em AQ (como
também confirmaram as amostras selecionadas da analise das propostas), foram obtidos
precos significativamente mais baixos em comparacdo com o “preco base” (valor estimado do
contrato). Este facto contribuiu para poupancas consideraveis. Contudo, a metodologia sobre a
forma de calcular as poupancas nao é transparente e deve ser melhorada.

» As ACM portuguesas sdo baseadas em aquisi¢oes eletrénicas, o que é considerado muito util e
apreciado pelos utilizadores. Contudo, as plataformas deveriam estar ligadas, o que leva a uma
maior necessidade de melhorar o carater do servico. Isto inclui a melhoria da comunicacdo com
os utilizadores e as partes interessadas (por ex., a SPMS atualmente ndao tem reunides regulares
com farmacéuticos hospitalares) e a necessidade de reforcar a gestao de contratos (por ex.,
feedback aos utilizadores em caso de problemas de incumprimento de contratos no ambito das
AC, falta de gestdao dos AQ em termos de monitorizacdo constante e feedback em caso de falta
de concorréncia).

Em geral, o sistema de ACM portugués é caracterizado por forcas e fraquezas, conforme também
resumido na matriz SWOT (cf. Figura ).

Recomendagdes
Com base na andlise de lacunas, foi desenvolvido um conjunto de recomendacdes (cf. Figura Il).

Tendo e conta que alguns desafios e dificuldades a nivel operacional foram devidos a uma falta de
estratégias e orientacdes, a recomendacdo global é o desenvolvimento e a implementacdo de uma
estratégia de aquisicbes clara e consistente por parte dos decisores politicos (em especial, o
Ministério de Saude e o Ministério das Financas). Esta estratégia deve explicar as orientacdes
fundamentais sobre os objetivos e o papel das ACM, o mandato, as funcdes e as responsabilidades
da SPMS e de outras instituicdes relevantes (por ex., ACSS, INFARMED), a perspetiva de comunicacao,
colaboracdo e coordenacdo com os utilizadores e outras partes interessadas e a definicdo de alto
nivel da medicdo do desempenho das ACM.

O desenvolvimento de uma estratégia de aquisicdes requer uma forte vontade politica, incluindo um
compromisso dos decisores politicos de investir e assegurar a capacidade, se necessario. Quando
existe apoio politico, o desenvolvimento dos componentes essenciais de uma estratégia de aquisicdes
é considerado viavel, mesmo no curto prazo (por ex., seis meses).

Embora outras agbes para colmatar as lacunas nas ACM em Portugal possam ser derivadas da
estratégia de aquisicobes que ainda tem de ser desenvolvida, a implementacdo de algumas
recomendagbes de gestdao podem ser iniciadas mais cedo. Estas incluem o refor¢co da medicdo do
desempenho (desenvolvimento de indicadores de desempenho fundamentais), a monitorizacdo e o
reforco da capacidade (tanto em termos quantitativos como qualitativos, o que poderia ser
conseguido através de uma colaboracdo mais estreita e do envolvimento de especialistas clinicos na
elaboracdo dos procedimentos pela SPMS). Além disso, é necessario institucionalizar a colaboracdo
entre a ACSS, o INFARMED e a SPMS (por ex., continuacao do grupo de trabalho e atualizacdo conjunta
da lista de substancias ativas das AC), assim como aumentar a colaboracdo da SPMS com os
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utilizadores e o didlogo com as partes interessadas, melhorar o carater do servico e reforcar os
procedimentos.

Figura II:
Resumo completo - Recomendagdes para otimizacao das ACM em Portugal

Ms f
MF

Desenvolver uma estratégia de aquisi¢des clara e consistente
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Recomendacao global: ]
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- Ferramentas de aquisigdes
- Monitorizagdo e revisdo

eifbiajensy

9JUI]SISU0D
Componentes
]

Apoio Estratégia Clareza/ Investi—
politico + gestdo foco mento

ACSS |
SPM5

Recomendacdes

3
311U3 BIDUIISISUOD

Reforgo da medicio do desempenho
das ACM (indicadores de desempenho)
e monitorizacdo

Reforgo da capacddade em termos
quantitativos e qualitativos das partes

- envolvidas em aquisi¢des publicas de
medicamentos

Reforco da colaboragio
institucionalizada das autoridades
piablicas

Reforgo da colaboragdo com os
utilizadores e gestdo das partes
interessadas
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estratégia de aquisigbes

Conclusédo

De uma maneira geral, as ACM em Portugal estdo bem estabelecidas e contribuiram para os efeitos
positivos constatados, nomeadamente em matéria de boa governacdo, de reducdo do volume de
trabalho para os utilizadores e de acesso mais equitativo aos medicamentos. Ndo obstante, a
avaliacao identificou algumas areas que podem ser melhoradas. No sentido de apoiar a SPMS no seu
trabalho operacional, é necessdria uma orientacdo através de uma estratégia de aquisicoes de alto
nivel.

Palavras-chave

AquisicOes publicas, farmacéutica, avaliacdo, acesso aos medicamentos, processos, Portugal
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1 Introduction

1.1 Background

In 2010, the Shared Services of the Ministry of Health (Servicos Partilhados do Ministerio de Saude,
SPMS) was established as a public enterprise (Entidade Publica Empresarial / EPE) with the aim to
“centralise, optimise and rationalise” the acquisition of goods and services in the Portuguese na-
tional health service (NHS, in Portuguese Servico Nacional de Sadde / SNS) [1]. With regard to
medicines, SPMS took over the task of purchasing for hospitals which had previously been per-
formed by the Central Administration of the Health System (Administracdo Central do Sistema de
Saude / ACSS) before.

An audit report of the Court of Auditors (Tribunal de Contas / TdC) of 2012 concluded that no
real centralised procurement of medicines (CPM) had yet been implemented but existing processes
were rather continued [2].

In the years to follow, CPM was implemented in Portugal, with SPMS being responsible for prepar-
ing and conducting the centralised procurement processes. CPM is internationally known for its
ability to generate savings as it makes use of improved bargaining and purchasing power due to
higher volumes. Furthermore, CPM benefits from bundled expertise and offers efficiency gains
due to more coordinated administrative and organisational processes [3].

Some analyses [4, 5] pointed to savings in public spending that in Portugal CPM had been able to
generate. However, it has been argued that CPM should be evaluated from a broader perspective,
taking the governance, institutional context and the public health perspective into consideration
[6].

Against this backdrop, the government of Portugal, with the involvement of the European Com-
mission (DG REFORM), requested technical support in the assessment of CPM in Portugal. Gesund-
heit Osterreich Forschungs- und Planungs GmbH (GO FP), a subsidiary of Gesundheit Osterreich
(GOG / Austrian National Public Health Institute), was commissioned to perform this assessment.

1.2 Objectives

The overall objective of this study was to evaluate public CPM in Portugal. By doing so, this as-
sessment aims:

»  to support the Portuguese authorities (particularly the Ministry of Health and their institu-
tions working on procurement, pricing and funding of medicines) in enhancing their capacity
to formulate, develop and implement reform policies and strategies and in pursuing an inte-
grated approach ensuring consistency between goals and means across sectors and
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»  to support their efforts to define and implement appropriate processes and methodologies
by taking into account good practices of and lessons learned by other countries in address-
ing similar situations.

To achieve these objectives, the study was designed in a specific project organisation architecture
(cf. next chapter 1.3) and was divided into an assessment part (“diagnosis”) and a forward-looking
policy support part (recommendations), embedded in stakeholder validation processes (cf. chapter
1.4).

1.3 Project organisation

Figure 1.1 describes the organisation and governance structure of the project. The study authors
(researchers of the Austrian National Public Health Institute GO FP, in collaboration with a pro-
curement expert of the Estonian Health Insurance Fund / EHIF) were supported by a Steering Com-
mittee and an Advisory Board:

»  The Steering Committee included one representative of the commissioning body (European
Commission / DG REFORM) and of the following institutions representing the beneficiary
Portugal: Ministry of Finance (MoF), Ministry of Health (MoH) and Estrutura de Missdo para a
Sustentabilidade do Programa Orcamental da Saude (Mission structure for the sustainability
of the Health Budget Program, EMSPQOS).

The Steering Committee ensured for a smooth functioning of the project by offering regular
exchange of information (e.g. bi-weekly meetings between the study authors, DG REFORM
and EMSPQOS).

»  MoF, MoH and EMSPOS were also members of the Advisory Board. In addition, it comprised
further key actors of the Portuguese pharmaceutical and procurement system: ACSS, the
Medicines Agency INFARMED and SPMS.

All deliverables of the project were shared with the members of the Advisory Board (cf. Fig-
ure 1.1) for comments. Three meetings with the Advisory Board (November 2019, October
2020 and December 2020) were held, and the members of the Advisory Board were available
for exploratory interviews (cf. chapter 2.2.2).

To ensure further stakeholder involvement, the findings of the assessment of CPM and preliminary
recommendations were presented to public authorities, users (hospitals and regional health ad-
ministrations (Administracdes Regionais de Saude / ARS)) as well as industry and patient associ-
ations in a stakeholder workshop in October 2020 (cf. chapter 2.3.2). A set of preliminary recom-
mendations was subject to a two-scale Delphi survey in November 2020 (cf. chapter 2.3.3).

2 © GO FP 2021, Assessment of Centralised Procurement of Medicines in Portugal



Figure 1.1:
Introduction - Project organisation

Steering Committee
1 representative of.
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Source and presentation: the authors

1.4 Project deliverables

According to the tender specifications [6], the project was designed to produce its deliverables in
a step-wise approach. This allowed building one component on the other. It also ensured the
involvement of the Steering Committee to measure the progress of the project and of the Advisory
Board to provide the comments on each of the deliverables.

A total of five deliverables (D) were produced in the course of this project (cf. Figure 2.1). This
final report (D5) presents the key findings of reports D1 - D4 in an updated and concise way. The
main body of this technical report D5 (comprising chapters Methods, Assessment of CPM, Rec-
ommendations and Conclusions and outlook) is accompanied by an extensive Annex, which offers
further details that had been included in the reports D1 - D4 [7-10].

The project started in September 2019 and was finalised in December 2020.
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Figure 1.2:
Introduction - Deliverables in the context of the project plan
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Source and presentation: the authors based on the tender specifications [6]
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2 Methods

The study is based on a mixed methods approach of surveying and analysing the CPM system in
the context of the pharmaceutical policy framework in Portugal, of several rounds of review and
validation and of developing policy recommendations. The project plan was presented in the In-
ception Report [7] approved by the Steering Committee and Advisory Board in December 2019.
Additionally, a study protocol [11] was submitted to the Ethical Committee of the NOVA Medical
School in Lisbon on 30 December 2019. It was approved by the Ethical Committee on 13 March
2020.

2.1 Assessment tools

2.1.1 MAPS

The assessment of the CPM in Portugal is based on the analytical framework of the Organisation
for Economic Co-operation and Development (OECD) Methodology for Assessing Procurement
Systems (MAPS) [12]. As the MAPS methodology addresses public procurement of any goods and
services, it was adapted for the purposes of this study to account for the specificities of health
care in general and for medicines in particular.

The MAPS framework comprises different components: the analysis of the country context and the
qualitative and quantitative indicators (“MAPS indicators”) classified into different topic areas (“pil-
lars”, cf. chapter 7.1.2). For each indicator (14 indicators in total) and sub-indicator (55 sub-
indicators) of the MAPS, the authors checked whether, or not, the indicator was relevant for the
purpose of this study. If this was the case, the indicator was operationalised by specifying a con-
crete question that was to be answered through the defined data sources. Information to feed the
indicators was requested in the interviews (cf. chapter 2.2.2) and, in particular for defined quan-
titative indicators, from SPMS.

For further information on MAPS in comparison to other assessment tools, and its suggested in-
dicators see chapter 7.1.1 in the Annex.
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Figure 2.1:
Methods - Components of the Methodology for Assessing Procurement Systems (MAPS)
framework
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Source: OECD Methodology for Assessing Procurement Systems (MAPS) [12, 13]

2.1.2 SWOT

Detailed findings identified through the MAPS framework were summarized in a SWOT matrix,
which highlighted major strengths, weaknesses, opportunities and threats of the Portuguese CPM.

2.2 Survey of information and data

2.2.1Literature and documents review

Several pieces of evidence were gathered and analysed:

» Information and data on the Portuguese pharmaceutical system, in particular related to pric-
ing and procurement of medicines (e.g. studies published in technical and scientific articles,
country descriptions, statistical data), which had been identified in an unsystematic literature
review and upon suggestions of interviewees,
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» documents that helped assess the indicators defined by the OECD MAPS framework (mainly
legal and regulatory documents, technical documents) and

»  procurement documents (cf. chapter 2.2.3 for the methodology of the bids analysis).

Documents and pieces of information not publicly accessible were obtained upon request from
EMSPOS and SPMS, wherever possible.

2.2.2 Interviews

A major source of information was interviews with procurement experts, hospital managers and
hospital pharmacists, policy-makers and technical experts of public authorities, patient and in-
dustry representatives and further stakeholders. In total, 42 interviews were conducted, thereof
five exploratory telephone interviews with public authorities represented in the Advisory Board
and 37 on-site interviews. The latter were held with stakeholders, representing different groups,
in all five mainland regions of Portugal.

Table 2.1:
Methods - Methodology and specifications of the 42 interviews held

Characteristic Exploratory interviews In-depth interviews

Number of inter- 5 interviews (total of 5 interviewees) 37 interviews (52 interviewees)

views
Stakeholder Public authorities in pharmaceutical policy, as Public authorities
group represented in the Advisory Board Users: ARS and hospitals (management, phar-

macy, procurement))
Further stakeholders (patients and industry)

Lisbon

Geographic dis-

11 municipalities (Almada, Coimbra, Evora,

tribution Faro, Lisbon, Matosinhos, Portalegre,
Portimdo, Porto, Porto Salvo and Vila Nova de
Gaia) in the five mainland regions of Portugal
Purpose To learn more about the Portuguese pharma- To get in-depth insight into the different di-
ceutical systems, in particular public procure- mensions of CPM in Portugal
ment of medicines, and challenges To learn about the stakeholders’ perspectives
To prepare the planned mission with the on- on progress, challenges and options for fur-
site interviews ther improvement
Dates 10 December - 30 December 2019 27 January - 6 February 2020
Duration 45 - 120 minutes Usually 60 - 90 minutes
Mode Via telephone On-site face-to-face interviews
Language English English, in a few cases Portuguese (consecu-

tive translation)

Informed consent

Verbally taken

Informed consent form (chapter 7.2.1/Annex)

Method

Semi-structured interview, based on an interview guide, specifically developed for the respective
interview (cf. chapter 7.2.2 in the Annex for the generic interview guides per stakeholder group)

Documentation
and validation

Minutes based on written notes, sent to interviewees for validation (considered accepted in case

of no response within two weeks)

Number of inter-
viewers

1 - 3 interviewers

Usually 1 - 2 interviewers, in a few cases 3
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Figure 2.2:
Methods - Geographic and stakeholder distribution of the on-site interviews
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For the abbreviations see the list of abbreviations

Colours: grey - authorities, blue - users (dark blue - hospitals, light blue - ARS), orange: further stakeholders (patient and
industry associations)

Source and presentation: the authors

Details on the interviews are provided in Table 2.1, Figure 2.2 and in chapter 7.2 in the Annex.

8 © GO FP 2021, Assessment of Centralised Procurement of Medicines in Portugal



2.2.3 Bids analysis

Another component of the assessment of CPM was an analysis of procurement documents of se-
lected procurement procedures (bids analysis). This analysis aimed to gain in-depth insight into
the procurement procedures and to study possible effects, in particular in terms of the efficacy of
the procedures, competitiveness and prices. The bids analysis addressed both types of procedures
of the CPM: Aquisi¢des centralizadas (AC; i.e. centralised purchases through open procedure) and
Acordos Quadros (AQ, framework agreements). For a more detailed description of the AC and AQ
see chapter 3.1.2.2.

Selection of bids

For the selection of bids, the authors consulted the procurement platform “Vortal”! and performed
a search for contract notices (i.e. calls for tenders) launched by SPMS in the period between 1
January 2019 and 15 April 2020. Vortal includes contract notices for both AC and AQ.

Out of the 400 contract notices identified for the given period, around 10% related to medicines,
while the remaining 90% concerned different types of services for the SNS units (e.g. furniture,
cars, fuel, IT procurements such as hardware, software and licenses).

In the surveyed period, 22 contract notices for open procedure (AC) and 10 contract notices for
framework agreements (AQ) were identified. Thereof, three contract notices under AC and two for
AQ were selected for a bids analysis, based on the application of the following criteria:

»  Status: contract awarded
» Involved SNS institutions: more than 10 (for AC)
»  High value (total base price): more than € 1,000,000

»  Therapeutic areas of high budget impact

T SPMS is the only institution which is responsible for preparing and conducting the centralised procurement processes for
medicines in Portugal. All contract notices are published on the e-procurement platform “Vortal”
(https://community.vortal.biz/). This was also the primary platform used by the authors to retrieve the data for this bids
analysis.
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Figure 2.3:
Methods - Selection of bids for analysis
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v
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AC = Aquisicbes centralizadas (centralised purchases via open procedure), AQ = Acordos Quadros (framework agreements)

Source: compilation and presentations by the authors

The five examples (3 AC and 2 AQ) were selected in the therapeutic areas of cancer, hepatitis B,
HIV/ AIDS and spinal muscular atrophy. Some parts of the procurement documents for the three
selected AC procedures could be publicly accessed through “Vortal”, while for the AQ the authors
requested them from SPMS. Information on awarded suppliers or the contract value is publicly
available, but Vortal does not provide further information on the list of bidders per lot, prices of
all bids submitted, number of bids submitted per lot and the content of the bids. This additional
information (decision documents) was requested from SPMS. In response, SPMS provided decision
documents and answers to specific questions of the authors.

For the selection process also see Figure 2.3. The five selected bids are presented in Table 2.2.
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Table 2.2:
Methods - Selected bids for further analysis

Maximum esti-
Contract notice Medicines? I.nvollve(.i SNS mated value of Source
institutions2 the contract
(in €)
Aquisi¢bes centralizadas (AC) / centralised purchases (open procedure)
CP-AC-2019-10 2 lots bortezomib and entecavir Up to 30 4,095,328.86 Link and
SPMS
CP-AC-2019-15 6 lots including lopinavir+ ritonavir Up to 34 1,564,156.94 Link and
and metotrexato SPMS
CP-AC-2019-18 3 lots dasatinib, each lot for a differ- Up to 20 1,383,612.10 Link and
ent strength of the product SPMS
Acordos Quadros (AQ) / framework agreements
CP 2019-40 60 lots for antiretroviral medicines for the treatment of HIV infections SPMS
CP 2019-61 366 lots for miscellaneous medicines SPMS

1 Procurement procedures / contracts may contain more than one lot. Products in different lots in one procurement
procedure / contract do not necessarily have to be products to be combined for treatment.
2 SNS institutions include hospitals and local health units

Source: procurement platform “Vortal” and additional information by SPMS, analysis done by the authors

Areas of analysis
Figure 2.4 presents the four areas in which the selected bids were analysed.

Figure 2.4:
Methods - Four areas assessed in the bids analysis

Tender specifications “ Contract award

Presentation: the authors
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2.2.4 Validation

To ensure quality-assurance, including validation of surveyed information, several review pro-
cesses were performed in the course of this project (for an overview see Table 2.3). Key validation
processes comprised the review of each draft report (deliverable) by the Steering Committee and
the Advisory Board (with subsequent revisions to address comments), the stakeholder workshop
in October 2020 (cf. chapter 2.3.2) and the Delphi survey in November 2020 (cf. chapter 2.3.3).

Table 2.3:

Methods - Key validation and review processes

Scope

Reviewers / Validators

Timing

Content of review

Project plan

Steering Committee and Advisory
Board

November /
December 2019

Draft inception report (D1)

Ethical Committee of the NOVA
Medical School, Lisbon

December 2019 /
January 2020

Study protocol

Performance of
CPM in Portugal

Interviewees of the exploratory and
face-to-face interviews

December 2019 -
February 2020

Minutes of the interviews

Assessment of
CPM in Portugal

Steering Committee and Advisory
Board

May / June 2020

Draft Assessment report (D2)

Stakeholders (authorities / users /
further, e.g. patient and industry as-
sociations)

October 2020

Meeting document (handout)
and presentation at the
Stakeholder Workshop

Recommenda-
tions

Steering Committee and Advisory
Board

October 2020

Draft Recommendations re-
port (D4), accompanied by the
D3 report (options to address
gaps in CPM)

Academics participating in the Del-
phi survey

November 2020

Draft Recommendations re-
port (D4)

Steering Committee and Advisory
Board

December 2020

Draft Final Report (D5),
presentation at the Closing
Meeting

CPM = centralised procurement of medicines, D = Deliverable

Source and presentation: the authors

2.3 Development and revision of recommendations

An important task of the project was to develop a set of SMART recommendations for policy-
makers to optimise CPM in Portugal. The authors considered suggestions made by national stake-
holders in the interviews (cf. chapter 2.2.2) and in a stakeholder workshop (cf. chapter 2.3.2). In
addition, procurement experts of other European countries provided major inputs for the devel-
opment of the recommendations (cf. chapter 2.3.1). Comments provided by academics in a Delphi
survey were considered to revise and finalise the draft recommendations (cf. chapter 2.3.3).
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2.3.1 International expertise

Experiences of a CPM system implemented in other countries (Cyprus, Denmark, Estonia, Italy and
Norway) as well as of cross-country joint procurements were considered (cf. Table 2.4). Except for
Estonia (in-team expertise available), consultations with procurement experts in the four other
countries were held through telephone interviews. These interviews were conducted in May and
June 2020 and were based on an interview guide. In addition, information on the joint “Nordic
tender” of the cross-country Nordic Pharmaceutical Forum was based on interviews that some of
the authors had performed for a World Health Organization (WHO) report on cross-country col-
laborations [14].

The interviews were aimed at surveying learnings from the procurement experience in the selected
countries and cross-country collaborations. Furthermore, the interviewees were invited to suggest
possible approaches for improvements for CPM in Portugal (for details on the methodology cf.
chapter 7.3 in the Annex).

Table 2.4:
Methods - International procurement expertise considered in this study
Country / institution | Methods
National procurement system
Cyprus Interview with a civil servant with more than 20 years of experience in national pro-
curement, 28 May 2020
Denmark Interview with the Director and International Affairs Officer at AMGROS, the Danish

Procurement Agency for public hospitals, 10 June 2020

Estonia Expertise provided by an Estonian procurement expert of who was involved in the
project team of this study

Italy Interview with the Head of Division of the procurement agency CONSIP, 5 June 2020,
plus literature

Norway Interview with the founder of the Norwegian medicines procurement cooperation
LIS, 4 June 2020

Cross-country collaborations

Baltic Procurement Initiative Expertise provide by the Estonian procurement expert involved in the project team
of this study. She is a leading member of the Baltic Procurement Initiative. Further-
more, information was also retrieved from a World Health Organization (WHO) re-

port [14] on cross-country collaborations, which also described the joint procure-
ment of vaccines of the Baltic Procurement Initiative

Nordic Pharmaceutical Forum Information from interviews with representatives of that collaboration as part of a
WHO study of an evaluation of cross-country collaborations [14]

Source and presentation: the authors

2.3.2 Stakeholder workshop

On 8 October 2020, a stakeholder workshop took place - due to the COVID-19 pandemic as an
online meeting. Around 40 participants representing different stakeholder groups (public author-
ities, users, patient and industry associations) participated in the meeting.
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The aim of the stakeholder workshop was

» to inform stakeholders, by presenting the findings of the assessment of the CPM in Portugal
and of draft recommendations and

»  to ensure validation, by inviting the participants of the meeting to comment on whether, or
not, they agreed with the diagnosis and planned actions.

The stakeholder workshop was held in a “World Café” format which was adapted for an online

meeting. Four moderated sub-groups discussed and reviewed the findings and draft recommen-

dations.

Overall, stakeholders shared the assessment and suggestions for improvement. The participants

»  stressed the importance of practical clinical expertise to be considered in procurement pro-
cedures,

» called for increased transparency between the institutions and for a decrease in bureaucracy,
» urged the implementation of performance indicators,

»  critically discussed a possible extension of the award criteria beyond prices (mixed positions
on this topic) and

» called for an improved dialogue with stakeholders.

More information on the stakeholder workshop (e.g. methodology, agenda, meeting report, de-
tailed comments) can be found in the Annex (cf. chapter 7.4). The visualisation of the findings and
the recommendations presented in these documents provided in the Annex differ from this final
report since some changes in the presentation of the findings (e.g. attribution of an identified gap
to a different “pillar” of the MAPS framework) and the recommendations were made after the
stakeholder workshop.

2.3.3 Delphi survey

A two-stage Delphi survey was performed to obtain feedback on the draft recommendations. The
Delphi method was adapted for the purposes of this project, since the aim was to receive com-
ments as a basis for the revision and finalisation of the recommendations. It was not intended to
achieve group consensus of the survey participants, which is normally the aim of the Delphi
method [15].

Participants were acknowledged academics in pharmacy, health policy and health economics, with
specific knowledge on medicines and work experience in administration and/or policy advice.
Three of them were Portuguese, and a Spanish researcher brought in the “external” perspective
from abroad.

In the first round, the Delphi survey participants commented in writing on the draft report D4
which presented a total of 18 preliminary recommendations. The second round took place as an
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online meeting on 17 November 2020, in which the participants explained the rationale behind
their choices, i.e. whether they agreed with the proposed recommendations and with priority and
feasibility assessments. As a preparation for the second round meeting, a summary document,
which compiled the responses of the four Delphi survey participants, had been shared in advance
with them.

Key comments of the Delphi participants were the following:

»  Broadly overall agreement. In general, the Delphi survey participants agreed with most of the
recommendations.

»  Different perceptions related to priorities and feasibility: |t was argued for a larger balance
between low and high priority - not all recommendations should be considered high priority.

»  Redundancy of recommendations: Some recommendations were considered to be too de-
tailed for a high level policy document. Duplication of a few recommendations was identi-
fied, and it was suggested to merge some of them into one strong overarching recommen-
dation (i.e. a recommendation on strategy).

» A different way of presenting the recommendations: 1t was proposed to present recommen-
dations for two areas: strategy and (high-level) management. In this context, the establish-
ment of a procurement strategy was considered to be the key recommendation. All further
action would derive from it.

This input importantly contributed to the revision of the recommendations, which were stream-
lined and reduced from 18 to seven. The summary of the first round (preparatory meeting docu-
ment for the second round) and the report of the meeting held in the second round are accessible
in chapter 7.5 in the Annex.

2.4 Limitations

The study has some limitations, which are summarised in Table 2.5.

The outbreak of the COVID-19 pandemic during the project period was not only a “force major”
challenge from a project management perspective and demanded adaptions in the methods (e.g.
with regard to the stakeholder workshop), but may have also impacted public procurement pro-
cesses and health policy in general, which was surveyed as of the beginning of 2020.
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Table 2.5:

Methods - Limitations of the study

Limitation

Description

No methodology for the meas-
urement of the performance of
public procurement of medicines

No methodology for the measurement of public procurement of medicines, let
alone CPM, exists. Therefore, based on a review of existing assessment tools for
a country’s pharmaceutical regulatory framework or procurement system (cf.
chapter 7.1.1), the authors opted for the MAPS framework, which aims to assess
public procurement in general (of any goods and services).

The methodology had to be adjusted to account for the specificities of health
care, in particular medicines.

Limited availability and consid-
eration of quantitative data

Overall, the MAPS framework has a focus on qualitative indicators, but also sug-
gests some quantitative indicators. It proved difficult to assess quantitative indi-
cators, since basic high-level data were not accessible or could not be easily pro-
vided by the procurement agency.

This is a limitation of the study, and, at a same time, a major finding (i.e. an
identified gap).

Limited number of bids analysed

In this study, five bids (3 AC and 2 AQ) were analysed, with a total of 11 lots for
the three AC and 396 lots for the two AQ. For the AQ, a selection of the lots
based on stringent selection criteria was investigated.

Perception of stakeholders

Given the focus on qualitative indicators, a major source of information was a
large number of interviews with stakeholders. Thus the assessment was impacted
by the personal perspective of the interviewees.

To make it transparent that, in several cases, personal opinions and impressions
were surveyed, the authors included a chapter to report the “perceptions” of the
interviewees. The authors asked and sought for further information and data to
substantiate the opinions of the interviewees, but only few documents and fig-
ures were available given the general lack of quantitative data.

Correctness of information and
data

Since a high amount of information and data was gathered through interviews,
there is a risk of misunderstanding on behalf of the authors and of misreporting
(errors) on behalf of the interviewees.

As quality-assurance, the authors asked the interviewees to review the written
minutes of the interview. Further validation processes (e.g. review of draft reports
by the Advisory Board, presentation of key findings at a stakeholder workshop)
were performed to reduce this risk (cf. chapter 2.2.4).

Differentiation between AC and

AQ

The Portuguese CPM has two procedures (AC and AQ) which were perceived dif-
ferently by interviewees. While the report aims to differentiate, this was not al-
ways consistently possible, due to limited clarity of gathered information.

Online stakeholder workshop

The stakeholder workshop was originally intended to be organised in the highly
interactive format of a “World Café”. Due to the COVID-19 situation, a face-to-
face meeting could not be organised, and the “World Café” methodology had to
be adjusted for an online meeting.

Organising moderated break-out sessions was the alternative approach chosen to
ensure discussion among the stakeholders.

Shift of priorities for Advisory
Board members and further
stakeholders due to COVID-19
crisis management

The outbreak of the COVID-19 pandemic occurred in the middle of the project.
The authors were privileged to have conducted the on-site interviews before.
From March 2020 on, the COVID-19 crisis management required highest atten-
tion of the Portuguese stakeholders. Interaction slowed down (e.g. delays in sub-
mission of requested data to authors), and the validation processes might have
been less rigid than in normal times.

Changes after the survey due to
COVID-19

The assessment in this study was based on a survey of information and data in
January / February 2020. In response to COVID-19, political decisions (e.g. with
regard to funding) and practical changes (e.g. closer collaboration of public insti-
tutions) might have been taken. The current situation might differ from the one
assessed.
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3 Assessment of centralised procurement of
medicines

3.1 Country context

3.1.1 Medicines pricing and reimbursement policy framework

With regard to pricing and reimbursement of medicines, the Medicines Agency INFARMED has
major competences: It defines the maximum ex-factory prices of all prescription-only medicines
used in the outpatient sector and of all medicines for use in public hospitals.

Figure 3.1:
Assessment of CPM - Pricing and reimbursement of medicines in Portugal

Outpatient Inpatient [only public hospitals)

Medicines Agency (INFARMED] MAH Medicines Agency (INFARMED)

Sets prices at all levels,
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Set ex-factory Sets the mawimum ex-factory price

price of NPM =
o for new medicines, internal price =
= referencing for generics and biosimilars =
G I8 LYY
= Statutory pridn Statutory pricing @
=% e maximurm price j
e]
whal n s
Regulated regressive wholesale mark-ups ::":e and [ ) Hus::ltal. bod ‘ l SPMS | .y
Regulated regressive pharmacy mark-ups F:“m_::: L P T Ry ©
INFARMED tax regulated Negotiates a price lower or Centralised procurement g
Value-added tax (VAT) of 6% VAT [E%:I' equal to maximum price for defined medicines =
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or SPMS price for other medicines
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Diagnosis Related Groups (DRG) system

PAYMENT
PAYMENT

Reimburses community pharmacies (through ACSS)

ACSS = Administracdo central do Sistema de Saude / Central Administration of the Health System, MAH = marketing
authorisation holder(s), NPM = non-prescription medicine(s), POM = prescription-only medicine(s), SPMS = Servicos
Partilhados do Ministerio de Saude / Shared services of the Ministry of Health

Further abbreviations are directly explained in the graph

Source and presentation: the authors based on a poster prepared by INFARMED for the PPRI Conference 2019 [16]
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INFARMED is also responsible for deciding on the reimbursement of medicines (i.e. on the inclu-
sion into the national reimbursement list which is, in principle, applicable for both outpatient and
inpatient medicines). The decisions on the reimbursement status of medicines are informed by
Health Technology Assessments (HTA) done in-house by INFARMED (supported by an independent
commission of external experts who evaluate studies submitted by pharmaceutical companies).
For new medicines with high price tags, managed-entry agreements (mostly price-volume con-
tracts) are negotiated between INFARMED and the marketing authorisation holder (MAH) [17, 18];
the outcomes of the deals are kept confidential. List prices of medicines for outpatient use are
published but not the list prices of medicines used in hospitals [19].

While price regulation is also applicable for the inpatient sector, in cases of public hospitals, the
actual decisions on the use of the medicines are taken at hospital level by the respective Pharma-
ceutical and Therapeutic Committees. Medicines are procured by the procurement agency SPMS
through centralised purchases (AC) or through framework agreements (AQ); in some cases medi-
cines are procured directly by hospitals.

Health care providers, including public hospitals, the procurement agency SPMS and (private) com-
munity pharmacies are funded by ACSS. Figure 3.1 provides an overview of the organisation of
responsibilities with regard to medicines pricing, reimbursement and procurement.

3.1.2 Public procurement of medicines

3.1.2.1 Public procurement of medicines

Portugal’s legal framework on public procurement incorporates, complements and details respec-
tive EU (European Union) directives. The key document regulating public procurement in Portugal
is the Public Procurement Code (PPC, approved by Decree 18/2008 as of 29 January) that translates
EU Directives 2004/17 and 2004/18 into national public procurement legislation (for more infor-
mation cf. chapter 7.6 in the Annex).

Public procurement of medicines in Portugal is either performed centrally (cf. below chapter
3.1.2.2) or directly by “users” (i.e. hospitals). There are two types of CPM (AC and AQ) and different
procedures for direct procurement (cf. Figure 3.2).

Direct procurement processes differ depending on the contracted sum:

»  Simplified direct award (up to 5,000 euro)
»  Prior consultation (between 5,000 and 75,000 euro)
»  Public tender (above 75,000 euro)

Under specific conditions, medicines provided for centralised processes (AC and AQ) can also be
purchased directly.
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A variation of the direct procurement is Compras Agregadas (CA / joint procurements), e.g. by a
group of hospitals.

Figure 3.2:
Assessment of CPM - Public procurement procedures for medicines in Portugal

Public procurement of medicines in Portugal
. - Direct
Centralised procurement of medicines (CPM)
procurement

Public tender

Direct
award 45
Aquisi¢oes E
centralizadas (AC) Prior §
Centralised purchases consultation g
via open procedure £
o

Source and presentation: the authors based on literature review, bids analysis and interviews

3.1.2.2 Centralised procurement of medicines

The establishment of CPM in Portugal was a gradual process. A milestone was the Decree-Law no.
1571B/2016 stating that all SNS institutions are obliged to use the procurement agency SPMS for
the procurement of their goods and services. SPMS had been established in 2010 under the De-
cree-Law no. 19/2010 as a public entity (Entidade Publica Empresarial / EPE). Central procurement
of goods including medicines for SNS institutions is one of the tasks of SPMS (for further infor-
mation cf. chapter 7.6 in the Annex). Before the establishment of SMPS, some purchasing activities
at a centralised level were done by ACSS [20].

As shown in Figure 3.2, there are two major types of procedures of CPM: AC and AQ, which are

summarised below and in Table 3.1. The procurement agency SPMS is responsible for conducting
AC and AQ procedures.
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Table 3.1:

Assessment of CPM - Characteristics of the two CPM procedures: AC and AQ

Features

Aquisi¢oes centralizadas (AC)

Acordos Quadros (AQ)

Type

Open procedure

E-catalogue / Framework agreement

Scope of medi-
cines

Defined active substances subject to AC (indicated
on a list as of 2016) and voluntary-based, typically
medicines which have no or little competition

Typically medicines with competition (in
particular off-patent medicines, also on-
patent medicines in some cases')

Stages 1 stage process coordinated by SPMS (upon input 2 stages:
of users) 1st stage: approval of eligible suppliers
and determination of price range by SPMS
2nd stage: individual call-off by users
Suppliers Until 2019: one supplier Several suppliers per call, based on a list

From 2020: 1-2 suppliers, where possible (move
away from the “winners-takes-it-all” principle to
“two-winners” approach)

of qualified suppliers (accreditation done
by SPMS)

Country cover-
age

Winning bidder (or bidders in case of two) to cover
the needs of the whole country

Suppliers to deliver the amount requested
by individual users in their call-offs

Duration Mainly 1 year Up to 4 years
Price Fixed price Price range (1st stage)
Final price (2nd stage) in the individual
call-offs
Volume Expected (fixed) maximum volumes No fixed or expected volumes
Obligation to Need to purchase most of the volumes as stipu- No obligation to purchase (individual call-
purchase lated in the call for tender offs)

1 Some on-patent medicines were found to be in both AC and AQ procedures.

Source and presentation: the authors based on documents available in “Vortal” and interviews
Aquisicbes centralizadas (AC): centralised purchases via open procedure

The procurement agency SPMS performs centralised purchases (AC) for defined active ingredients
(indicated on a list) through open procedure.

In preparation of the call, users (hospitals and ARS) are obliged to announce their forecasted needs
(needs assessment) for these medicines around June of the previous year. The procurement pro-
cedures are then initiated by SPMS in autumn upon confirmation of the availability of the funds by
the users.

One bidder (for on-patent medicines) is awarded a contract for the duration of the respective
calendar year. Where possible, the “winner-takes-it-all” rule is no longer applied, and from 2020,
two suppliers are given contracts.

The winning tenderer (or tenderers in the case of two suppliers) are expected to supply the whole
country, and the users are expected to procure the amounts as indicated in the needs assessment.

Although the Public Procurement Code (PPC), which translated EU legislation into the national
framework, allows the application of MEAT (Most Economically Advantageous Tender) criterion
(which may consider further aspects beyond price), in practice the price is applied as the sole
criterion.

20
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SPMS is allowed to also centrally purchase further medicines not listed for AC. This is done fol-
lowing requests of several hospitals to organise AC as a voluntary process to which SPMS has
responded.

Acordos Quadros (AQ): procurement through e-catalogue / framework agreements

An e-catalogue resulting from framework agreements is a common procurement tool for medi-
cines in a competitive area. It sets a frame in a first stage (price range for a product offered by
several interested suppliers considered eligible) and allows individual call-offs for defined
(smaller) amounts by individual contracting authorities. Framework agreements are typically used
for off-patent medicines. While AQ are mainly targeted at off-patent medicines in Portugal, AQ
have also been created for some on-patent medicines.

In the first stage, SPMS concludes a framework agreement for the period of up to four years with
several suppliers of medicines of the same active substance (or for therapeutically equivalent med-
icines). Eligible suppliers are pre-qualified by SPMS. A price range defining a minimum and a
maximum price for the product constitutes a key part of the AQ.

In the second stage, users can individually launch call-offs under the established framework
agreement with the pre-qualified suppliers. This call-off phase is characterised by the following
procedural steps:

»  For the medicine they aim to procure, users send an invitation to all suppliers listed.

»  The suppliers listed are invited to submit a new proposal within the price range defined in
the first stage. It is possible for the suppliers to not respond to the call.

»  The bidder offering the lowest price within the price range (bids above and below are ex-
cluded) is awarded the contract.

3.2 MAPS-based assessment

Based on information gained through literature review, analysis of procurement documents and
in particular interviews, major indicators proposed by the MAPS framework were investigated. The
focus in this chapter is on qualitative indicators. Figure 3.3 provides a summary of the assessment
and identified gaps for the qualitative indicators (for the detailed list of indicators see chapter
7.1.2 and for the results in further detail in chapter 7.7 in the Annex). The subsequent chapter 3.3
on the bids analysis will focus more on quantitative indicators.
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Figure 3.3:

Assessment of CPM - Summary of the assessment of CPM in Portugal based on the MAPS taxonomy, 2020
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Source and presentation: the authors based on literature review, analysis of procurement documents and mainly interviews
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3.2.1 Legal, regulatory and policy framework

As far as the authors could assess based on the study of the PPC and the expert opinions of the
interviewees, the legal and regulatory framework of CPM is compliant with national and interna-
tional standards. Translating the EU legislation into national law, the Portuguese law offers a range
of procurement tools but they appear not to be fully utilised.

As the PPC addresses public procurement in general, it does not take into account the specificities
of the health sector, and so medicines should be purchased like any other supply. Specific proce-
dures would be needed to ensure consideration of the special circumstances of health care and
pharmaceutical system.

Limited use of procurement tools

Several users remarked that CPM would not sufficiently account for changes in treatment protocols
and changes in the market. There were mixed perspectives on the award criteria. The PPC asks to
select the most economically advantageous tender (MEAT). MEAT allows taking into account other
factors than the price. In practice, SPMS opted for the “lowest price” as the sole award criterion (cf.
also chapter 3.3.1 in the bids analysis). Some interviewees, including hospital pharmacists, would
prefer considering further award criteria (e.g. quality-related aspects).

Another example for limited utilisation of procurement tools concerns the competition between
active ingredients of similar clinical effects (“analogue competition”) which was reported not to be
done by SPMS. This could contribute to higher savings. But analogue competition was reported
from earlier procedures of direct procurement of hospitals.

Biologicals (and thus biosimilars) were mentioned as a specific group which would require more
attention. Marketing authorisation holders of biosimilar medicines expressed concern that call-
offs would be mainly made for the originator medicines. Currently, a switch is only allowed after
six months, which might have the effect that biosimilar competitors who were awarded the Por-
tuguese market could lose attractiveness. If biosimilar companies withdrew from the market, this
could contribute to shortages.

Misleading list prices in cases of confidential discounts

Interpretation of the current legal framework is very strict on confidentiality issues in a way that
discounted medicines prices negotiated between INFARMED and the marketing authorisation
holder are not shared with SPMS. So SPMS has limited information for the preparation of procure-
ment procedures and uses the official list prices as a starting point (base price) for the procedure
(cf. chapter 3.3 on consequences on prices and savings).
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3.2.2 Institutional framework and management capacity

A major asset of the CPM system is the establishment of a dedicated procurement agency. This
was officialised in 2010 with the establishment of SPMS. However, interviewees raised doubts with
regard to the large portfolio of SPMS (which has other tasks in addition to CPM, cf. chapter 7.6) as
this may incentivise cross-financing from CPM to other activities in SPMS. In addition, in the area
of public procurement beyond medicines (for “transversal goods”), possible redundancies between
SPMS (in charge of procurement of goods and services for SNS entities) and eSPap (in charge of
procuring goods and services for the public sector except health and defence) may arise. In an
interview, it was questioned whether or not there is a need for two procurement agencies for
“transversal goods”, i.e. homogenous goods and services e.g. electricity, that was procured by
different public entities, in particular as SPMS was perceived rather as “middleman” for the services
of eSPap related to “transversal goods”.

With regard to CPM, the three key public authorities at management and operational levels are:

»  SPMS as the procurement agency, thus the key institution in charge of purchasing medicines,
as a service provider to the users (hospitals and ARS) and as key contact to the suppliers
(operational function),

»  ACSS as the public payer and contractor of SPMS, thus the key institution for commissioning
SPMS and funding their activities (coordinating function); in addition, ACSS also defines the
financing schemes for hospitals and primary care, sets budgets and makes payments,

»  the Medicines Agency INFARMED is not directly involved in CPM; however, due to its respon-
sibilities for marketing authorisation, pharmacoviligilance, reimbursement (i.e. selection of
medicines eligible for funding), pricing (including conclusion of managed-entry agree-
ments / MEA) and consumption monitoring it has valuable expertise on medicines and their
suppliers (expert function).

At the strategic level, guardianship for the above-mentioned authorities lies with:

»  the Ministry of Health (MoH / Ministério da Saude) which is in charge of regulation, planning
and management of the SNS and

»  the Ministry of Finance (MoF /Ministério das Financas) which is responsible for the national
budget and its monitoring and control.

For an effective functioning of CPM, clarity of the role, mandate and responsibilities of each of
these institutions is needed. Institutions at strategic level are responsible for vision and strategic
guidance, while the other institutions are responsible for management and activities at operational
levels. The assessment of the institutional framework for CPM visualized in Figure 3.4 points to
gaps related to the clarity on the roles and responsibilities of the institutions, lack of strategy and,
also as a result, lack of coordination, collaboration, reporting and monitoring.

2 4 © GO FP 2021, Assessment of Centralised Procurement of Medicines in Portugal



Figure 3.4:
Assessment of CPM - Institutional framework of CPM in Portugal, 2020
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This simplified illustration focussed on public procurement of medicines. Other, more general relations between institutions (e.g. accountability of INFARMED to the MoH) are not
displayed when they were considered of minor relevance for CPM in Portugal. For abbreviations please refer to the list of abbreviations.

Source and presentation: the authors based on literature review and interviews
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Lack of overarching procurement strategy

Several interviewees raised the topic of a missing procurement strategy, including missing mech-
anisms for strategic procurement (see selected quotations in Figure 3.5). In this sense, it was
pointed to “missing links” between MoH and MoF (as key public authorities at a strategic level) and
ACSS (as the institution commissioning procurement) as well as between ACSS and SPMS. The
necessity to strengthen the (strategic) role of ACSS as a contractor was highlighted by different
stakeholders.

Figure 3.5:
Assessment of CPM - Quotations of interviewees on the procurement strategy, January /
February 2020
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fMPfeme“f and comprehensively have a more active role when they produced
monitor the performance of reports for the SNS institutions [...]."
\_  services delivered by SPMS.

Source and presentation: the authors based on information gathered in interviews

Lack of institutionalised coordination of public authorities (horizontal communication)

Several interviewees, including representatives of the three public authorities, expressed the need
for an improved coordination between public authorities involved in CPM and/or pharmaceutical
policies, thus SPMS, ACSS and INFARMED. Improved coordination was considered as a key element
in a procurement strategy.

A working group of ACSS, INFARMED and SPMS existed with the aim to optimise procedures. Re-
presentatives of the three institutions reported to have appreciated the collaboration in this work-
ing group and the improved exchange of information. However, the working group had been es-
tablished as an initiative of committed staff (cf. also interviewees’ quotations on coordination and
collaboration in Figure 3.6), and its activities discontinued in 2019. This points to a gap in insti-
tutionalised communication and coordination between SPMS, ACSS and INFARMED.
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Outdated list of active substances for AC

The working group would have also been in charge of updating the list of active ingredients which
are subject to AC.

Users urged an update of the list of active ingredients under AC since it was last revised in 2016.
This list would require adjustments to account for clinical changes. Overall, it was suggested to
extend the number of active ingredients under AC. One interviewee proposed including all medi-
cines, except for therapeutic exceptions, into AC.

Figure 3.6:
Assessment of CPM - Quotations of interviewees on coordination and collaboration, January /
February 2020
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Source and presentation: the authors based on information gathered in interviews

Limited communication of SPMS to users and limited consideration of clinical practice

Communication with SPMS was reported to mostly rely on the initiative of users. In some inter-
views, a lack of direct information on relevant changes in the system was mentioned, while it was
stressed that the situation has considerably improved in recent years. Though it was reported that
SPMS usually responded (normally in a course of a few days), SPMS communication was, in general,
not perceived as particularly service-oriented.

Some interviewees suggested establishing a main focal point (some reported that they had several
contacts) for each user and/or to create a network for the exchange of information between users
e.d. on the quality of suppliers. Users requested active information from SPMS on changes in the
AC list (and the rationale behind the changes) as well as on any new mechanisms to the system
(cf. also Figure 3.7).
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Some interviewees working in hospitals were critical about the capacity of SPMS staff who, nor-
mally, do not have clinical experience. It was argued that exposure to practice would be needed
to optimise CPM. Users (mainly hospital pharmacists) did not request clinical expertise of SPMS
staff but they called for the involvement of experts from the field (e.g. in the development of
procedures), and they highly acknowledged that in recent months SPMS consulted some of them
in the development of new framework agreements.

Figure 3.7:
Assessment of CPM - Quotations of interviewees on communication with SPMS, January /
February 2020
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Source and presentation: the authors based on information gathered in interviews

Lack of monitoring and reporting

The above-mentioned “missing links” between institutions as well as the lack of institutionalised
communication are possible reasons for the lack of monitoring and reporting mechanisms related
to CPM. While SPMS does some reporting to the MoH (and also MoF), ACSS appears not to be in
the loop despite being the commissioning authority for SPMS. A possible cause may be the lack of
(budgetary and staff) capacity of ACSS to fulfil its oversight role.

Procurement systems are usually measured by key performance indicators (KPI). These perfor-
mance indicators are lacking for the Portuguese CPM, and high-level data for quantitative indica-
tors required for this study were not readily available. Overall, there appears to be a lack of quan-
titative data collection and its sharing (e.g. for research and evaluation purposes).
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3.2.3 Procurement operations and market practices

This MAPS “pillar” was the area in which most gaps and weaknesses were identified. It reflected
the relative novelty of CPM in Portugal, with lessons learned in the starting phase. While progress
over time was reported, there is potential for improvement in this area.

Lengthy processes and delays in the conclusion of procedures

Despite acknowledged improvements, AC procedures were still perceived as lengthy and bureau-
cratic processes.

AC procedures start more than six months in advance. Major efforts are put on the needs assess-
ment from the users which is done annually, as a two-step approach: First, the needs assessment
is done internally in the hospitals / ARS (involvement of pharmacy and procurement units) around
June, and filled files are submitted to SPMS by the end of August. The needs assessment sent to
SPMS must be accompanied by the procurement mandate and a confirmation of funds. In several
cases, procedures and contracts were reported to not have been concluded on time. As one of the
coping strategies, direct procurements are launched by the users in parallel to bridge the gap in
medicines supply at the beginning of the year (cf. Figure 3.8 on selected quotations and Figure
3.9 on parallel processes).

Figure 3.8:
Assessment of CPM - Quotations of interviewees on delays in the conclusion of procedures
January / February 2020
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there is some ‘provision gap*

as SPMS has not finalised all a8 i
=t . | “This year SPMS was able to confirm almost all N
\__procedures by 1°F of January. 4

p - AC procurements already by February, last year

(" “still, 25 [of] January 2020 for only s0%of | this was not the case and several procedures were
‘ the medicines ordered, contracts have - delayed. This forced [us] to buy medicines from
been concluded.” I, S prior consultation or direct [adjustment] as
4,/ January traditionally is a time of shortages when
“Overall, AC is considered as preferred | o _"\ central procurement is not yet ready.” J
strategy for medicines procurement if it -
would work as it was meant to work (all J “There are no significant problems with deliveries
procedures finished on time) [...]." ] = and SPMS has always finished procedures on time.”

/’ “Whenever CPM is not ready at the beginning of ™,

J the year or for medicines that are not available ‘

/ through CPM, the procurement department
hospitals have to open own \\ procedures via [call- offs from the framework
procedures to procure the agreements, AQ]J.

medicines needed. It is difficult Own procedures [direct procurement] are

to figure out how long the AC performed when medicines are not available

will still take and how to assess through CPM and AQ. [The system] is considered

needs for the time until CPM is | tonot function well at the moment because of

AN ready. / N parallel procedures to be performed.” J

/” “AC are not ready at the
beginning of the year, the

Source and presentation: the authors based on information gathered in interviews
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Figure 3.9:
Assessment of CPM - Parallel procurement processes for medicines in Portugal, 2020

year T-1 year T Year T+l
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Data collection for Needs
Hospitals needs assessment assessment
. Start of AC contracts for the calendar year
a N »
sovs s % :
. >
SPMS .Acondo quadro >
AQ Calli-off Call-off
> == —
Hospitals .'Cﬂ"_O" " .

Source and presentation: the authors based on literature review and interviews
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Delays in AC procedures may also pose a budgetary problem for hospitals (funding challenges and
issues of budgetary circles), as they have to reserve a certain amount of the budget according to
their needs assessment, and are not flexible for other purchases.

Parallel procedures as one response to delays

In response to the delays in AC, users developed different coping strategies, in particular to handle
the time gap at the beginning of the year. Parallel procedures by using AQ (if possible) or launching
direct procurements (more frequently) are the major mechanisms to bridge the gap. Stockpiling,
cooperation with other users and underreporting to the needs assessment for AC are further op-
tions that some hospitals reported to apply (cf. Figure 3.10).

Some users reported increased workload because of the parallel procedures, which can undermine
possible reductions in workload due to CPM in general (see also chapter 3.4 on interviewees’
perceptions on workload).

Figure 3.10:
Assessment of CPM - Quotations of interviewees on users’ reactions to delays in the conclusion
of procedures, January / February 2020

“The workload has not really
changed, as some procedures
have to be done in parallel.”

“Coping mechanism developed by
hospitals [include] (1) cooperation with
other hospitals in terms of immediate need,
(2) stockpiling at the end of the year to
secure medicines in January, (3) strategy to
send only [a needs estimate for] 10 months
[instead of 12] to SPMS for the following
vear to have 2 months of flexibility ([...] in
order not to ‘“freeze” the full budget for AC
procedures and have the flexibility to

/~ “Whenever AC are not ready at the beginning of ™
| the year or for medicines that are not available
through AC, the procurement department
procedures via [call-offs from the framework
agreements, AQJ.
Own procedures [direct procurement] are
performed when medicines are not available
through AC and AQ. [The system] is considered to ,_
not function well at the moment because parallel  p_\
o procedures are performed.” 7N

N\ initiate own procedures).”
o )

A ACD “[We have] developed two coping

A mechanisms to bridge this gap: (1)

In November/December [the] stock-

piling of certain medicines starts,

and (2) direct procurement if [we
are] running out of stock.”

Source and presentation: the authors based on information gathered in interviews

e-Procurement via several platforms

In principle, e-procurement is highly appreciated by users and industry. However, a major gap is
the existence of several e-procurement platforms to manage CPM (five major portals, with “Vortal”
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used by SPMS being the most relevant one). As a result, users have to register three times (on their
own platform, on base.gov for contracts and with SPMS).

Also, some features of the procurement / contract platforms could be improved; for instance,
tenderers are asked to provide attachments several times.

No full picture of the market and low performers

SPMS has not yet introduced a formal procedure for market consultations. Suppliers indicated that
SPMS were conducting the inquiries before procedures were launched, but they were rather infor-
mal and mainly for the purpose of having the input for the technical specifications. Therefore,
market research may benefit from a more institutionalised approach.

Users missed a rating or certification of suppliers and also the enforcement of sanctions of low
performers (cf. Figure 3.11). The latter are those suppliers who do not have the capacity to deliver,
and/or who do not respond (e.g. to call-offs). It would be appreciated if SPMS shared information
on performance of suppliers with users and also regularly excluded low performance suppliers.
Overall, the qualification criteria for bidders were considered easy to meet (IRS declaration and
social insurance declaration).

Figure 3.11:
Assessment of CPM - Quotations of interviewees on possible strategies for addressing low
performance of suppliers, January / February 2020

suppliers have problems with the capacity
to deliver the requested amount.”

"It happens quite often that contacted ]

“In our point of view it should be the responsibility of
SPMS to regularly update the list of suppliers in the

framework agreements in terms of the availability of the
product, and if several hospitals have complained, to “In the pre-selection of suppliers, SPMS should also
delist the supplier from the framework agreement.” consider performance/behaviour of the supplier during

the previous contract period. E.g. if a supplier had been
responsive when hospitals made call-offs then he should
receive a better rating/ranking. Another idea is to
implement a call-off mechanism for central procurement
(e.g. ranking of suppliers).”

“One problem to framework agreements is related to the
responsiveness of suppliers and the availability of the
requested amounts. Since there are no provisions that
suppliers have to have a certain number on stock, the

hospltals sometimes have to contact all suppliers in the

list.” “One major problem is that there is no
penalisation of the company, which is listed in
“There are availability issues when the supplier AQ as a supplier, but does not answer calls-off
cannot deliver. There should be an obligation hospitals. There is currently no monitoring of
O

to deliver, and penalisation. Currently, performances in order to penalise for
hospitals could sanction suppliers but they do (@) behaviour in previous contracts.
not do so for concerns of non-delivery.” (@]

AA “When SPMS sets up the catalogue with the
“Suppliers within the framework suppliers under the framework agreement, they
agreements are not very responsive should ensure that the suppl iers ha]ve thf: product
and this undermines the pmcedums available. Currently there is a discussion that

of procuring medicines.” laboratories which answer bids should be required
to be able to serve the market, and if they are
not, then they should be penalised.”

Source and presentation: the authors based on information gathered in interviews
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In some cases, successful tenderers were small businesses and they were not able to supply the
whole Portuguese market.

3.2.4 Accountability, integrity and transparency of the public
procurement system

Overall, principles of accountability, integrity and transparency of the public procurement system
in Portugal, including CPM, were reported to be in place and were found in legislation. Pressure
from doctors was shifted from the hospital (pharmacy and procurement departments) to a cen-
tralised level.

More targeted monitoring and combating of fraud

Systems for fraud and corruption prevention, monitoring and combating are in place. However, it
needs to be analysed whether or not these need to be more aligned to the specificities of CPM, as
suggested by some (e.g. granting a specific mandate for fraud monitoring of CPM to an independ-
ent institution).

3.3 Bids analysis

3.3.1 Assessment of efficiency, competitiveness and prices

Selected bids were analysed in four areas (cf. Figure 2.4 in Methods chapter 2.2.3):

» appeals by tenderers,

»  rejection of bids,

» competition and

» medicines prices and savings.

Appeals by tenderers

Inefficacy in procurement procedures can be assessed through the indicator “appeals by tender-
ers”. Numerous appeals that are presented by tenderers before a bid is awarded may significantly
prolong procurement processes. Appeals also increase the risk of delayed signature of the con-
tracts. These delays challenge delivery schedules, and stocks may not be available when needed.
Additionally, appeals contribute to increased workload for procurement specialists and lawyers
since a justification of the contracting authority’s position is required or new procedures have to
be initiated.
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For the selected bids (both AC and AQ) three different causes for appealing bids were identified:

»  Technical error: A competitor has not properly signed the bid documents. The appealing
party requested to exclude the competitor from the procedure.

» Incorrect base price: It was argued that SPMS had not calculated correctly the base price (ex-
pected contract value). The appealing party requested to consider their input and feedback
in the next procedures.

»  Patent issues: SPMS launched a procedure open for competition although one indication had
still been on-patent. The appealing party requested more transparency in the procedure and
a division of the volumes into two lots, with one lot being open for competition and another
one solely for the indication under data exclusivity.

Appeals caused by technical errors point to the need to explore possibilities to simplify the bid
submission and possible amendments in legal grounds to avoid similar situations in the future.
Appeals caused by incorrect base price calculations or patent issues indicate the need for more
transparency and dialogue with suppliers. Before launching the procurement procedures, it should
be ensured that there are no issues regarding the calculation of the base price and related to
patents.

Rejection of bids

For procurement procedures reaching the stage of the contract award, the rejection of bids was
found to have been applied legally correctly in the samples analysed. Nonetheless, for the three
selected open procedures, 10 bids out of a total of 27 bids were rejected (no information available
for the two AQ).

While acknowledging the small sample size, the rejection of one third of all bids points to a po-
tential issue. The main reasons and potential consequences for the rejection of the bids are:

»  The offered price of the bid exceeds the base price: In the analysed sample, six out of the
ten rejected bids were rejected because the offered price was too high (i.e. exceeding the
base price). While a procurement system can deal with a few rejections, a rather high share
- as in this case - points to issues related to the calculation of the base price (i.e. possibly
incorrect calculation of the list price). This may lead to (excessive) price pressure. As a re-
sult, the participation rate in the procurement procedures is likely to decrease over time and
therefore competition decreases.

»  No proof (validation) of stock availability in accordance with the terms of the procurement:
Four of the ten rejections in the sample of AC were attributable to this. In cases of lack of
stock availability as a reason for rejection, it could be beneficial to analyse the reason(s) for
the absence of a proof (e.g. more time needed by marketing authorisation holders to pre-
pare deliveries, especially in cases of higher volumes). A mutual understanding of the central
procurement body and the suppliers operating in the market would be required in terms of
minimum time needed between the signature of the contract and the deadline for first deliv-
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eries. Unsuccessful tenderers having built up “preparedness stock” may contribute to a de-
cline in price levels as they need to sell quickly. This could incentivise parallel procedures at
users’ level or impact the base price of the next procurement period.

Competition
The indicator “degree of competition” can be assessed by the participation rate. It is defined by
the number of marketing authorisations (MA) in the country in comparison to the number of bids

comprising these MA.

Box 3.1:
Assessment of CPM - Examples of different participation rates in the studied bids

Example 1; Lots containing the active ingredient “entecavir’

While eight MAH had been registered for each presentation of 0.5 mg and 1 mg entecavir, re-
spective lots for this active ingredient (0.5 mg presentation in AC and 1 mg presentation in AQ)
showed differences in the participation rates: Seven MAH participated in AQ while only four
participated in the AC procedures.

As an open procedure (AC) aims to find one contractor (supplier) for the whole country’s needs,
it may be assumed that not all MAH are prepared to deliver volumes in this magnitude. There-
fore, it could be beneficial to consult the market and explore the reasons for the hesitancy of
the MAH to participate in the AC.

Despite the higher participation rate for AQ than AC in this illustrative example, AC prices were
approximately 24% lower than for AQ (based on 1 mg unit price). In addition, if the bidders with
the lowest prices in AQ will eventually not participate in the second stage (call-off), hospitals
risk to purchase the medicine at a six times higher price (originator) than in the open procedure.
This highlights the importance of studying the indicator “participation rate” in connection with
other indicators.

Example 2: AC for bortezomib 3.5 mg

In the AC for bortezomib 3.5 mg, only 3 out of 15 registered MAH participated. This tender had
a price for the winning bid, which was nearly half of the price of the base price. Despite this
successful outcome from the contracting authority’s perspective, the underlying reasons of the
low participation rate should be investigated. The low prices point to possible pressure on
prices, which could over time reduce competition in the market and negatively impact access.

It should be noted that even if a medicine is not marketed in Portugal, MAH may still be willing to
participate in a procurement procedure. In this respect, procurement specialists would benefit
from learning about the reasons for the decision of companies as to whether they aim to market,
or not, because this allows for better forecasting on the participation rate and thus the degree of
competition.

In the analysed bids, the participation rate was between 50 to 90%. However, it was considerably
lower for AC procedures than for AQ.
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Medicines prices and savings
In centralised procurement procedures in Portugal, the price is used as the sole award criterion -
this information, shared with the authors in the interviews, was also confirmed by the sample of

analysed bids (no other award criteria identified).

Figure 3.12:
Assessment of CPM - Impact on prices and savings illustrated by two AC procedures

CP-AC-2019-10 CP-AC-2019-15

Base price
100

Base price
100

Highest offer
originator 76

Winning offer

66
Winning affer 40

O L] [ ]

Assumed base price instead of actual indicated base prices is taken in this example.

Source and presentation: the authors based on the selected AC procedures

Since the second half of 2019, procurement decision documents have included a paragraph on
savings that were calculated by comparing the base price? to the price of the successful bid3.

2 In the example, the base price corresponds to either the lowest price that had been previously paid by the SNS institutions,
or it is calculated by applying a 30% reduction on the lowest price that had been previously paid by the SNS institutions.

3 Different methods to calculate the base price (e.g. different “base” market prices, price of the previous period, price identi-
fied in the market consultation, confidential price, AC price, QQ price,...) will result in different figures on the savings.
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Figure 3.12 summarises the achieved prices in the selected AC bids and their impact on savings.

The three selected AC were also compared to the two selected AQ, selecting highly competitive
lots (CP 2019/40, lot “emtricitabina + tenofovir 200 + 245 mg”) and CP 2019/61, lot “entecavir
1 mg).

Table 3.2:
Assessment of CPM - Findings on key quantitative performance indicators for the analysed bids
Types of contract AC AQ
Contract notice CP-AC-2019-10 | CP-AC-2019-15 CP-AC-2019-18 CP 2019-40 CP 2019-61
(bortezomib and (incl. lopinavir+ (dasatinib) (ARV medicines) (miscellaneous
entecavir) ritonavir and medicines)
metotrexato)
" Numberoflotsin | 22 | 63 | Tz T e T 366
total & awarded'’
Efficiency indicators
Appeals/opposi- 1 1 1 - 1
tions2 (total)
Technical error 1 - - - -
Incorrect base - 1 - - -
price
Patent issues - - 1 - -
Rejections (total) 1 3 6 n.a. n.a.
Offered price 1 2 n.a. n.a.
above base price
Lack of proof of - 1 3 n.a. n.a.
availability
Competitiveness
Participation 23/7 (both lots 3/2 (only for 1 6/4 (only for 1 14/10 (data 9/8 (data for
rate3 available) lot available: lop- | lot available: da- based for only 2 only 2 lots avail-
inavir + ritonavir satinib 100mg) lots available) able)
200mg+50mg)

AC = aquisi¢des centralizadas (open procedure), AQ = acordos quadros (framework agreements), ARV = antiretroviral,

n.a. = no data available given the high number of lots and bids submitted

1 Data in bracket relate to lots awarded

2 2 of the 4 cases started as oppositions and continued as appeals

3 First figure: total number of MAH, second figure: number of submitted bids of different MAH. These pieces of
information were provided by SPMS in response to requests of the authors.

No information on medicine prices or savings is provided due to confidentiality issues.

Source and presentation: the authors based on the bids analysed and the responses provided by SPMS to authors’ requests

For both lots, the bids with the lowest prices (first stage) had prices three times lower than the
base price. Although the final price will be determined in the call-off contracts (second stage), this
indicates considerable variations between base price calculations and the actual bids prices.

The rather large differences between base prices and prices of actual bids points to the existence
of possible paybacks or other similar financial arrangements (“managed entry agreements”). If
price information is not fully transparent between SPMS and other SNS institutions, the savings
calculations risk not reflecting the actual (lower) savings.
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3.3.2 Key findings of possible gaps and weaknesses

The summary of the analysis performed in the previous chapter 3.3.1 is provided in Table 3.2, and
Figure 3.13 summarizes main insights gathered through the analysis of the five bids (three AC
and two AQ).

Difficulties and issues may be experienced at several stages during the procurement procedure:

»

»

»

»

At the beginning of a procurement procedure, errors in the tender specifications such as
technical errors, an incorrect calculation of the base price or patent issues may lead to ap-
peals by tenderers.

In the assessment of the bids, bids may be rejected from being awarded a contract when
they do not correspond to the tender specifications. This is, for example, the case when the
offered price exceeds the base price calculated in the tender specifications or when no proof
of availability of necessary stock is provided.

During the procurement procedure, competition has a major impact on the price. For the
bids analysed, the participation rate of tenderers was, as a trend, lower in AC than in AQ.
Still, in international comparison (personal experience of the procurement expert among the
study authors), the participation rate in the analysed bids appeared to be relatively high. Low
participation rates risk not generating the potential savings.

The calculation of savings likely does not reflect a realistic picture as a result of non-trans-
parent price calculations. The methodology for the savings calculations could be further de-
veloped. It could be more accurate and transparent to determine the savings for these AQ by
using other calculation methods, e.g. comparing the treatment costs between different peri-
ods.

Figure 3.13:
Assessment of CPM - Conclusions from the bids analysis

Tender specifications “ Contract award

Technical = r- Lower prices
2rror — :
achieved in AC
Incorrect than in AQ
bl Base price No proof of Participation rate of MAH lower Methodalogy of
Patent calculations avallable stock in AC than in AQ savings
issues calculations to
be further
developed

Source and presentation: the authors based on an analysis of procurement documents for selected examples
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Approaches to minimise the risk for oppositions / appeals and bid exclusions include:

» an improved dialogue with the market (market actors),
»  possible amendments in the standard conditions to avoid common types of oppositions and
» identifying “red flag” lots and implementing corresponding measures to minimise the risks
in subsequent procurement procedures. “Red flag” lots include the following:
- lots that have been appealed,

- lots which contain a high number of excluded bids due to having exceeded base
price,

- lots for which no evidence (validation) of stock availability is provided, as this indi-
cates discrepancies in procurement conditions and the willingness of MAH to ensure
supply,

- lots for which the base price varies significantly from the average, and it is not
known or not transparent under what exact conditions this price was obtained by
the SNS institutions in the previous period,

- lots for which the participation rate is very low or where it is considerably lower in
comparison to other procurement procedures.

3.4 National stakeholders’ perceptions

In the on-site interviews in January / February 2020 (cf. chapter 2.2.2), Portuguese stakeholders
representing different groups (public authorities; hospital management, pharmacy and procure-
ment; ARS; patients and industry) provided their perceptions on impacts of CPM in Portugal and
offered suggestions for change.

3.4.1 Perceptions on effects of CPM

The authors are not aware of a strategic procurement policy document, which lists the objectives
that CPM aims to achieve in Portugal. In the literature [3, 21-29], pooled procurement such as
regional purchasing, CPM or other forms of intra-country or cross-country joint procurement is
linked to several expectations: It aims to achieve financial objectives, in particular savings for
public budgets, since possibly lower prices are anticipated as a result of stronger purchasing
power as a single purchaser who aggregates larger volumes. In addition, pooled procurement of
goods and services, including medicines and medical devices, is expected to result in improve-
ments in efficiency (e.g. faster supplies), transparency, governance and accountability as well as
equity in prices and thus in access to medicines across a country. However, there is concern that
efficient procurement systems, such as a CPM, may contribute to shortages of medicines.

In the interviews, stakeholders were asked about their perceptions related to the impact of CPM

on medicines prices, efficiency, their workload, governance and availability of medicines (short-
ages).
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Figure 3.14:

Assessment of CPM - Effects of CPM on medicines prices, efficiency, workload, governance and availability as perceived by interviewees,
January / February 2020

Lower Higher CPM is cPM Higher
prices prices lenghty speeds up workload
many
usars
few few few
authorities authorities
few others few athers

authorities

no impact on facilitates good CPM does

! not cause
governance governance shortages
some few

authorities authorities

How to read this figure: Statements from authorities, users and further stakeholders (patients and industry) were counted and categorised by frequency (e.g. few, some or many).
Overall, more users than authorities and other stakeholders were interviewed, thus the classification “many” is mainly relevant for the stakeholder group of “users”.

Source and presentation: the authors based on information gathered during interviews
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Figure 3.14 summarises the perceptions of the interviewees:

»  Prices: For some medicines, prices under AC and particularly AQ have decreased compared
to direct procurement, but this was not the case for all medicines and all users. In particular,
large hospitals reported that due to arrangements with pharmaceutical companies, they
would be able to secure better prices in direct procurements compared to AC.

»  Efficiency: The majority of the interviewees commenting on this issue (authorities and users)
considered the processes to be lengthy and bureaucratic.

»  Workload: Despite the continuing administrative burden and some inefficient processes,
CPM was perceived by many to have contributed to reduced workload. However, the need for
coping strategies (e.g. direct procurements in parallel) to bridge gaps in the availability of
medicines in the cases of delayed conclusion of procedures would lead again to a higher
workload.

» Governance: There was unanimity that CPM has contributed to progresses in good govern-
ance and transparency.

»  Availability of medicines: In recent years an increasing number of shortages has been expe-
rienced. While several interviewees raised their concern that public procurement aiming at
lower prices could contribute to shortages, others stressed that shortages have multi-fac-
eted reasons (e.g. production problems, quality issues, disruptions in the supply chain, de-
pendency on few production sites) and that they are a global problem.

A more detailed description of the findings of the interviews related to the stakeholders’ percep-
tions on the potential of CPM to reach certain objectives is provided in chapter 7.8 in the Annex.

3.4.2 Stakeholders’ proposals

In the interviews, national stakeholders made suggestions on how to address perceived gaps in
CPM in Portugal. Chapter 7.9.1 in the Annex provides a detailed listing of the proposals made,
categorised per gap aligned to the MAPS taxonomy.

As for the assessment in general, the comments on proposals for optimisation also reflected that
the Portuguese CPM system was perceived to offer several strengths. As a result, stakeholders
welcomed recent changes (e.g. move away from the “winner-takes-it-all” approach at the begin-
ning of the year 2020) and appreciated existing features of the system, such as e-procurement
and collaboration initiatives of SPMS. Table 3.3 presents proposals for change clustered per status
of implementation and urgency. A clear definition of roles and responsibilities of the public insti-
tutions with competences related to procurement or pricing (i.e. ACSS, INFARMED and SPMS), also
as part of an updated procurement strategy, was mentioned as a measure of key importance. The
update of the list of active ingredients under CPM was also considered to be urgent.
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Table 3.3:

Assessment of CPM - List of proposals for improvement expressed by Portuguese stakeholders

in interviews, clustered by urgency and novelty of measure

Measures already implemented:

<y 4 ‘
Kt

Implementation of the “two-winners” principle in 2020: highly appreciated by all
stakeholders (background: there had been concern that the “winner-takes-it-all”
principle could have contributed to limited availability of medicines since suppliers
might not have been incentivised to supply the whole Portuguese market)

Increase in funding for hospitals in 2020: this announcement to do so was highly
welcome by the interviewees

Required updates:

Establishment of a clear definition of the roles and responsibilities of the key insti-
tutions in medicines policies and procurement (ACSS, INFARMED and SPMS)
Urgent update of the list of active substances under the CPM (last update: 2016)

Good practice and/or started initiatives but suggestions to optimise:

W YV
;- U

Strengthening the e-procurement architecture (e.g. to reduce the number of plat-
forms and interfaces)

Institutionalisation of the collaboration between ACSS, INFARMED and SPMS (e.g.
the working group mandated to update the list of medicines under CPM) instead of
current ad-hoc cooperation based on the initiative of committed staff)

SPMS to extend their collaboration with users (based on recent good practice ex-
amples such as the involvement of hospital pharmacists in the development of
framework agreements; SPMS to organise meetings not only with procurement ex-
perts in hospitals and ARS but also with hospital pharmacists)

Approaches to change or improve existing practices:

Application of the MEAT (Most Economically Advantageous Tender) criterion for
awarding tenders, as foreseen in the Public Procurement Code (PPC), instead of the
lowest price

Reconsideration of the division of tasks between public procurement institutions
Speeding up / changing schedule of procurement procedures at all levels (in hos-
pitals, with SPMS), including the suggestion of an earlier start of procedures and of
staggered starting times, as well as more attentiveness to planning

Optimisation of technical specifications in order to incentivise more competition

Approaches to introduce new features in the CPM in Portugal:

Development of a procurement strategy' and provision of strategic guidance to in-
stitutions working at operational levels

Introduction of an entity to monitor and combat fraud in CPM

Strengthening local production (as an approach to address limited availability)
Introduction of a systematic market consultation before the launch of procurement
procedures

For abbreviations not explained in the table, consult the list of abbreviations
1 This proposal was made by the stakeholders based on their perception of a missing procurement strategy. Other
interviewees pointed to a strategy - however unpublished -, which needs to be revisited, updated and disseminated.

Source and presentation: the authors based on interviews with stakeholders in January / February 2020

3.5 SWOT analysis

Based on the assessment, the authors summarised the learnings in a strengths, weaknesses, op-
portunities, and threats (SWOT) matrix (cf. Figure 3.15).
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Figure 3.15:

Assessment of CPM - Strengths, weaknesses, opportunities and threats (SWOT) of CPM in

Portugal, 2020

Strengths

» Procurement legislation in line with international stand-
ards and publicly accessible

» Dedicated procurement agency for CPM was set up

» CPM has overall contributed to increased transparency
of processes and improved governance

» Lower workload for most (but not all) users

» Shifting of pressure (e.g. by doctors asking for specific
medicines) from the hospital to the central level

» Lower prices and thus savings for public expenditure for
some medicines (e.g. generics) - but not for all medi-
cines

» Lower risk of appeals for users

» e-Procurement contributes to transparent and smooth
processes

» Several procurement documents are publicly accessible

» High learning curve and improvements in recent times

» Strong audit and control systems for public procurement
in general

Opportunities

» Positive attitude of all stakeholders towards CPM in
principle; the rationale is well understood

» Commitment of staff in SPMS and other public authori-
ties to learn and improve

» High interest and willingness of all stakeholders to col-
laborate and improve

» A few recent positive experiences of involvement of us-
ers in the preparation of AQ to build on

» Good collaboration between hospital pharmacy and pro-
curement departments at user level

» Progresses and improvements of SPMS and perceived
high willingness of SPMS to optimise

» Increase in budget for 2020 (if still applicable in COVID-
19 times)

» Higher volumes due to CPM make the Portuguese mar-
ket more attractive

» Changes made in recent years highlight high potential
and interest to learn and improve

» The introduction of the “two-winners” approach in 2020
(substituting the “winner-takes-it-all”’-principle”) may
help limit availability issues

» The centralised approach can contribute to equity across
Portugal (access also for patients in smaller hospitals in
less central areas)

Weaknesses

» Procedures are bureaucratic and inefficient

» Lengthy processes; procedures have not been concluded
on time at the beginning of the year

» Lack of strategy and prioritisation, including rules for
announcing new procedures and procedures for excep-
tions

» Lack of clarity of the roles of the involved institutions

» Lack of coordination and cooperation between the pub-
lic institutions

» Several procurement management and data / infor-
mation sharing platforms

» Limitations in the active involvement of and communi-
cation to users, limited involvement of civil society

» Critical under-budgeting of public hospitals over years

» Higher prices and thus higher public expenditure in cer-
tain situation (e.g. larger hospitals)

» Rather low number of bidders, limited competition

» Limited flexibility in technical specifications

» Lack of (performance) indicators to evaluate CPM and
the performance of SPMS in this field

» Lack of easy-at-hand high-level data for measuring and
assessing CPM

» No systematic market consultations

Source and presentation: the authors based on a mixed methods assessment
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4 Recommendations

4.1 International learnings

The procurement experts of five European countries (Cyprus, Denmark, Estonia, Italy and Norway)
consulted in this study (cf. chapter 2.3.1) were unanimously positive towards CPM and considered
it to be a tool to improve affordable and sustainable access to medicines. This attitude was based
on their own country experience.

Nonetheless, they all stressed that CPM is very challenging. In their country contexts, they had
experienced successes and failures. Specific actions are required to address challenges in public
procurement of medicines in general and in CPM in particular (cf. chapter 7.9.2 in the Annex).

Overall, procurement experts of these countries considered the following components key for a
functioning and successful CPM (cf. also Figure 4.1):

» A patient-centred and holistic procurement strategy should be in place, accompanied by po-
litical backing for the CPM system. The strategy is expected to be specific regarding differ-
ent types of medicines (e.g. on-patent versus off-patent medicines), and it should balance
different objectives and approaches (e.g. competition versus regulation) as well as the dif-
ferent interests and different roles stakeholders.

»  The importance of collaboration with all relevant stakeholders was stressed.

»  With regard to governance, it was considered important to have a dedicated entity in charge
of CPM (e.g. a procurement agency). This institution should have sufficient negotiation
power, be service-oriented and ensure continuous communication.

» It was urged to put sufficient attention into the design of the processes. They should be effi-
cient and transparent and be based on standing operating procedures. Skilled staff should
be responsible for handling the processes, and this should be supported by e-solutions.

»  Monitoring was mentioned to be a key component of an effective procurement system. It
should be based on robust data.

Commenting on the assessment of the Portuguese CPM as presented to them by the authors, the
procurement experts appreciated the establishment of a CPM system and the creation of a pro-
curement agency in Portugal. The possibility for awarding two suppliers in an open procedure in
2020 was also welcome. However, some areas for optimisation were mentioned, such as the es-
tablishment of a strong mandate of the procurement agency, (more) involvement of clinical ex-
pertise, strengthening the service-orientation of the procurement agency, an earlier start of the
needs assessment and/or a more efficient way of collecting data, improvements in terms and
conditions (e.g. use of standard operating procedures) and more frequent updates of the list of
active substances to be centrally purchased. They urged for developing an overarching procure-
ment strategy and performance indicators, and for ensuring a constant flow of information (see
also chapter 7.9.2 in the Annex).
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Figure 4.1:
Recommendations - Comments made by procurement experts of other countries on key components of an effective CPM

= acknowledges that medicines are no “common goods”
- needs to be holistic, but differentiates between medicines
« needs to provide a clear role for each stakeholder
= balances competition and regulation
= is patient-oriented
Strategy
« involves all stakeholders & acknowledges their expertise

is made attractive for all stakeholders
manages stakeholders by balancing their interest

relies on continuous communication
may be cross-country for defined medicines

Collaboration

Collaboration Strategy

+ establishes an independent procurement entity

+ ensures negotiation power to the procurement entity
+ aims at service orientation and communication
creates ownership of the contracts

« provides clarity to users and suppliers

\/ « balances audits/controls and practical solutions
= should not limit competition
= are more efficient (though sometimes cost-intense)
Y = allow for lower prices overall
Y = are transparent and ensure accountability
} « are based on standard operating procedures
{ = are understandable
- balance differences in timing
» are performed by skilled staff
. = may be speeded up by e-solutions

Governance

Governance

Processes

needs 1o be based on sound data

makes management maor ficient

of the market

provides knowledge

keeps users and industry informed

Monitoring

A set of draft recommendations, which was also presented to the stakeholders attending the workshop in October 2020 (cf. chapter 2.3.2) and to the participants of the Delphi
survey (cf. chapter 2.3.3), included 18 recommendations categorised into these five dimensions: strategy / political backing, collaboration, governance, processes and monitoring.
The revision of the recommendations resulted in a lower number of recommendations due to streamlining. While the final set of recommendations was no longer explicitly
clustered into the five above-mentioned dimensions, the key principles are still considered applicable.

Source and presentation: the authors based on information gathered in interviews with procurement interviews of other countries
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4.2 List of recommendations

As described (cf. chapter 2.3), the development of the SMART recommendations was a multi-
phased process, which included comments on a preliminary set of 18 draft recommendations by
the members of the Advisory Board (cf. chapter 1.3) as well as by the participants of a stakeholder
workshop (cf. chapter 2.3.2) and of a Delphi survey (cf. chapter 2.3.3). This chapter presents the
updated final set of recommendations (for details on draft recommendations and development cf.
chapter 7.10 in the Annex).

Use strengths, seize opportunities, address weaknesses and prevent threats

As an initial remark, it is reminded that the aim of the assessment of CPM in Portugal was to

identify possible weaknesses and address these gaps.

Figure 4.2:

Recommendations - Addressing the findings of the SWOT analysis of CPM in Portugal

Su

rengths

Procurement legislation
Procurement agency

Increased transparency and
improved governance
Lower workload

Lower prices | savings
Fewer appeals
e-Procurement

Publicly accessible
procurement documents
Improvements

Audit and control systems

Opportunities

Positive attitude of all
Committed staff and
willingness to improve
Willingness of stakeholders
to collaborate and improve
Involvement of users in AQ
preparation as good practice
Collaboration between
hospital pharmacy and
hospital procurement
Progresses over time
Budget increase for
hospitals 2020

Increased attractiveness of
the Portuguese market due
to CPM [ higher volumes
*“Two—winners"” approach
since 2020

Equity potential across
Portugal

Weaknesses

Bureaucratic, inefficient
procedures

Lack of strategy and
prioritisation

Lack of clarity of the roles of
institutions

Overall several procurement
platforms

Limitations in communication
to users, limited involvement
of civil society

Higher prices

Limited competition

Limited flexibility in technical
specifications

Lack of performance indicators
Lack of data

No systematic market
consultation

Threats

Redundancies following
unclear roles

Inefficiencies and demoti—
vation due to lack of strategy
Portuguese market gets
unattractive due to low prices
Biosimilar policy (switch only
after 5 months) limits savings
Parallel processes due to
delayed procedures; resulting
in redundancies, higher prices,
higher workload and poorer
governance

— Risk of co-financing of other

SPMS areas

Limited budgets

Misleading price information
due to confidentiality
Lowest price as sole award
criterion
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The findings of the gaps analysis should not convey the message that CPM in Portugal is not now
functional. Identified strengths should be used, maintained and extended and opportunities be
seized (as a summary version of the SWOT analysis visualises in Figure 4.2; the more detailed
SWOT analysis is presented in Figure 3.15 at the end of the Results chapter). In addition, good
practice examples should be disseminated across Portugal and beyond in order to allow for les-
sons learning.

Policy recommendations to address gaps
Figure 4.3 summarises seven high-level recommendations that can improve CPM in Portugal.

The overarching recommendation is a call for strategic guidance. The Ministry of Health and the
Ministry of Finance are urged to develop, if needed in consultation with other ministries (e.g. the
Ministry of Economy), a clearer and more consistent procurement strategy.

Such a procurement strategy can only be developed and implemented if there is strong political
will to move forward and take strategic decisions, accompanied by a clear focus on a few key
actions and by the political commitment to invest wherever needed and considered appropriate
(financial investment, e.g. to ensure appropriate funding for hospitals, as well as appropriate staff
resources at SPMS and at users’ levels).

Box: 4.1:
Recommendations - Reflections on possible lack of and need for a procurement strategy

Does Portugal lack a procurement strategy? Was CPM introduced without any strategic vision?
The answers are mixed. When CPM was introduced some years ago, its purpose and vision was
apparently known and shared by those who had been involved in its establishment. However,
over the years, founders of the CPM may have left their position, and new people may not have
learned about the rather “implicit” objectives. In particular, new situations, challenges, procure-
ment methodologies, tools and targets have emerged (both nationally and internationally), and
thus an update of strategic guidance is needed. At the time of this study (2020), according to
the knowledge of the authors, no up-to-date high-level procurement strategy (document) is
available.

Why is there a need for a procurement strategy? Clarity on the strategic vision of the policy-
makers with regard to short-term and, in particular, long-term objectives of CPM is needed to
guide those involved in procurement or other pharmaceutical policies. This would be one mech-
anism in the policy framework to achieve affordable access to needed medicines at a cost that
is affordable. Those responsible for the development of a management plan, i.e. the procure-
ment agency SPMS and those for the oversight (ACSS) also require this guidance. If the strategic
directions are lacking, operational decisions are more difficult to take. Limited clarity can neg-
atively impact operational work. The lack of clarity and strategy was also mentioned by some
users when they commented on SPMS’s work.
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Figure 4.3:
Recommendations - Strategy and management action to address gaps and optimise CPM in
Portugal

Overarching recommendation:
Develop a clear and consistent procurement strategy

/— Objective of CPM in the context of
public health {objectives) in Portugal

Good governance and transparency
Roles and responsibilities
Investments and funding
Collaboration & stakeholder dialogue
Measurement of performance
Procurement tools

Monitoring and review _/

Abajens
Components

4

Political Strategy + Clarity/  Invest-

n A manage-

o backing ment focus ment

2 ACSS /
B = SPMS
=% -

= B ) T

% Recommendations N\

g [ sStrengthening the measurement of

performance in CPM (performance
indicators) and monitoring

Strengthening capacity in gquantitative
and qualitative terms of those involved
in public procurement of medicines

Strengthening institutionalised
collaboration of public authorities

Strengthening collaboration with users
and stakeholder management

juaiuabeurLu

Strengthening the service character
of SPMS

\  Strengthening procedures to prepare
\ and conduct procurement of medicines /

.

procurement strategy

Source and presentation: the authors based on a multi-phase recommendations development process (see chapter 2.3)
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The procurement strategy should provide directions to, at least, the following issues:

»

»

»

»

»

»

Objective of CPM in the context of public health (objectives) in Portugal: Which objectives
should be primarily addressed with CPM? Savings for the public sector? If yes, at which cost?
How are public health objectives and industry objectives balanced? Which role should pro-
curers assign to availability and affordability issues (competitiveness) in cases of conflicts
between these two objectives? How is CPM, with its two types of AQ and AC, aligned with
other pharmaceutical (pricing) policies (e.g. the policies with regard to the uptake of biosim-
ilar medicines)? Which importance do policy-makers assign to policy objectives such as eq-
uity (across Portugal), good governance and transparency, and efficiency? What is the under-
standing of the goods purchased in CPM (e.g. medicines, or parts of medicines, being “no
normal commodities” which may require specific approaches)? Do policy-makers allow, and
encourage the management to develop different procurement approaches for different types
of medicines (e.g. on-patent / off-patent medicines)? Which characteristics do medicines (or
active substances) subject to CPM have?

Good governance and transparency: How transparent should processes and outcomes be?
Who should have access to which type of information? Which audit processes should be in
place, and is there a need to strengthen governance structures? Which level of transparency
(and exchange of information) should exist between the public institutions ACSS, INFARMED
and SPMS, and which (confidential) data are they supposed to share? Which documents and
areas of the e-procurement system should be kept confidential?

Roles and responsibilities: Which roles and competences are assigned to the procurement
agency SPMS? This should be clarified also in comparison to other procurement entities for
the public sector (e.g. eSPap) and to other public authorities with competences for medicines
(e.g. INFARMED). Which decisions are to be taken by which public entities (alone and in con-
sultation)?

Investments and funding: Is there a political commitment to ensure sufficient capacity (e.g.
staff, appropriate professional training and experience) and funding (e.g. of the procure-
ment agency, of users) in order to allow appropriate performance of CPM? Which invest-
ments are policy-makers willing to take to improve the reporting system and overcome inef-
ficiencies (e.g. improvement in the e-procurement system, new and/or optimised data-
bases)?

Collaboration and stakeholder dialogue: Which perspective do policy-makers have on the
level and frequency of contacts and cooperation of SPMS with other public authorities, users
and further stakeholders? Which role do policy-makers see for users (e.g. solely beneficiaries
or, in addition, experts to be involved as advisors for the preparation of some procedures,
establishment of advisory committees with representation of users and further stakehold-
ers)? Which role do they see for patients and civil society related to CPM (e.g. consultation
with specific patient groups before the purchase of defined medicines)?

Measurement of performance: In line with the overall strategic objectives that CPM should
contribute to, for which domains should the performance of SPMS and of those responsible
for good performance of CPM be measured (e.g. purely monetary performance indicators
such as price decreases, savings, or quality aspects, or availability, or users’ satisfaction)?

Chapter 4 / Recommendations 4 9



»

»

Procurement tools: Procurement legislation has further developed: meanwhile European leg-
islation provides a toolbox of procurement mechanisms (e.g. use of the MEAT criterion,
“more-than-one-winner” principle, “dynamic purchasing system” DPS, use of “mini-compe-
titions”, “molecule-based competition”) which was integrated in the Portuguese procurement
legislation. Which of these “new” procurement tools should be implemented? Under which
circumstances (cases of “normal risks” such as delayed procedures or new unaffordable
medicines versus “exceptional risks” such as a pandemic situation) may exceptional pro-

curement procedures be implemented (how? who decides?)?

Monitoring and review: In addition to the evaluation through key performance indicators
(KPI), which further monitoring and reviews processes (e.g. review and update of the pro-
curement strategy after two years) do policy-makers aim to implement in an institutionalised
manner?

All further action (both management action of the procurement agency SPMS and of its supervisory
body ACSS) would ideally be derived from this procurement strategy.

While awaiting specifications through a procurement strategy, the authors have identified six areas
for optimisation at management level (thus, the responsibility of SPMS and/or ACSS). These are
listed below (no ranking), and improvements can be achieved through dedicated projects (actions)
at operational level (examples for some areas are indicated in brackets, a visualisation is done in
chapter 7.10.3):

»

»

»

»

»

»

Measurement of performance in CPM and monitoring (projects: development of key perfor-
mance indicators and a review of the impact of the change from the “winner-takes-it-all”
into the “two-winners” approach on the availability of medicines)

Capacity in quantitative and qualitative terms of those involved in public procurement of
medicines

Institutionalised collaboration of public authorities (projects: establishment of an institution-
alised working group of ACSS, INFARMED and SPMS, and the update of the list of active sub-
stances under CPM - an exercise to be jointly done by this working group)

Collaboration with users and stakeholder management (projects: SPMS to organise meetings
with hospital pharmacists - in addition to existing meetings with procurement experts; sys-

tematic involvement of hospital pharmacists as “experts from the field” into the development
of AC)

Service character of SPMS (project: optimisation of the e-procurement architecture)

Procedures to prepare and conduct procurement of medicines (projects: implementation of
market consultation for AC; pilot project on changes in procedures such as earlier or stag-
gered launch of the needs assessment)

Though the implementation of the above-mentioned high-level management recommendations
requires guidance by a procurement strategy, action at management and even operational levels
could also feed into the strategy.
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While most projects (in terms of actions to implement the recommendations as presented in Figure
7.8 in the chapter 7.10.3 in the Annex) relate to management recommendations, two of them
address rather strategic decisions: the review of the “toolbox” of procurement mechanisms, which
current procurement legislation offers, and possible selection of some tools for implementation,
and the measures to enhance transparency (see below the long-term projects in the following
chapter 4.3).

4.3 Prioritisation and further actions

Next steps

It is urged to start some actions - at strategic as well as at management and operational level (cf.
Table 4.1) as soon as possible.

Procurement strategy

The key action is to ensure the development (or update) of a procurement strategy, since further
action at SPMS and other public institutions level depends on strategic guidance.

This should be started as soon as possible. If due to the current workload in the COVID-19 situ-
ation, no comprehensive procurement strategy can be produced in the coming year (2021), it is
recommended to develop at least a small-scale strategy document. The latter should address, to
the extent possible, the questions listed as components of a procurement strategy in the previous
chapter 4.2. Further questions might be kept for later discussion; respective decisions could be
postponed to a review process scheduled in one to three years’ time.

The authors consider the development of a basic procurement strategy within six months feasible
if there is political interest and will and a well-designed process.

Operational collaborative projects
While waiting for strategic guidance, some projects at operational level can be started (or contin-

ued, respectively) immediately:

»  Setting up a working group of ACSS, INFARMED and SPMS and ensuring a working structure
that allows continuity (initiative to be taken by ACSS or SPMS)

» Updating the list of active ingredients under CPM by this working group

» QOrganisation of a meeting of SPMS with hospital pharmacists

As far as resources allow, SPMS should start
»  performing market consultations for all centralised purchases (AC) and

» inviting hospital pharmacists to support the preparation of AQ procedures.
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Performance indicators

Finally, another task to be started as soon as possible is the development of key performance
indicators. This would be the responsibility of ACSS, which, located between the strategic level of
the ministries (Ministry of Health, Ministry of Finance) and the operational level of SPMS, is re-
sponsible for overseeing the performance of SPMS and providing appropriate funding.

The development of the indicators should take into consideration feasibility aspects. Thus, it is
advised, at least in the beginning, to limit the number of performance indicators (max. 10 - 12
indicators) and to ensure that overall both data collection (SPMS) and validation of the indicators
are not too time- and resource-intensive. A draft of such performance indicators could be shared,
before piloting, with selected stakeholders for consultation (in particular with competent minis-

tries as to whether, or not, their strategic objectives have been “translated” accordingly).

Table 4.1:

Recommendations - Top priority actions to improve CPM in Portugal

Measure

Responsible ac-
tor

Feasibility

Time-table

Procurement strategy

MoH / MoF /
other ministries

Depends on strong political will

Major issues to be defined
within 6 months (if political
will)

Institutionalised working
group of ACSS, INFARMED
and SPMS

ACSS, INFARMED
and SPMS at op-
erational level
(ACSS or SPMS to
invite)

Middle - the existing high workload of
institutions is a limiting factor; this
action being mentioned in procure-
ment strategy would be supportive

To be started immediately
if time resources allow

Updated list of active ingre-
dients under CPM

SPMS, in collabo-
ration with ACSS
and INFARMED

Middle - the existing high workload of
institutions is a limiting factor; this
action being mentioned in procure-
ment strategy and the re-launch of
the institutional working group would
be a facilitating factor

4-6 months upon start

Regular meetings of SPMS SPMS Middle First meeting to be organ-

with hospital pharmacists ised within 1-2 months

Systematic market consul- SPMS Extension of market consultation for Systematic use: not before

tations for all AC (alterna- use of some AC - middle 2022 / 2023

tive: development of criteria Systematic market consultation for all | Alternative approach: list of

for which AC full market AC - low criteria for mandatory use

consultation is required) of market consultation:
Q4/2021

Involve hospital pharma- SPMS High To be started immediately

cists and other experts

from the field, as a stand-

ard, in the preparation of

procedures

Development and applica- ACSS Middle - high workload being a limit- Development In

tion of performance indica-
tors

ing factor, whereas a procurement
strategy demanding indicators and a
focus on few high-level indicators
would be supportive factors

Q1/Q2/2021, application of
a draft set for the perfor-
mance measurement for
the year 2021

52

Source and presentation: the authors

© GO FP 2021, Assessment of Centralised Procurement of Medicines in Portugal



If developed on time, these indicators could be applied for measuring the performance in 2021.

It should be ensured that data for defined indicators are routinely surveyed and that they are
considered and validated by ACSS. To improve transparency and accountability, it is recommended
to communicate these indicators to the public, e.g. in a publication.

A mid-term review of the uptake, including challenges in the applicability, of these indicators
should be planned from the beginning (e.g. after 2-3 years). This assessment should also consider
the possibility to apply further indicators, which could not be included in the first set due to lack
of data but for which a database will have been established in the meantime.

Actions for the future

Upon availability of a (draft) procurement strategy, the recommendations and derived projects (as
presented in Figure 4.3 and in chapter 7.10.3) are to be reviewed. Additional projects might be
proposed.

Actions considered important by the authors to be performed mid-term (in 2-3 years, i.e. to be
finalised by end of 2023) are the following:

»  Evaluating the impact of the implementation of the recommendations and adapting, based
on the findings, the procurement strategy and management recommendations, if needed

»  Considering the learnings of COVID-19 pandemic management in a future evaluation

»  Defining projects to enhance transparency, including price transparency (e.g. exploring the
legal feasibility of INFARMED sharing “net” price data negotiated in a managed-entry agree-
ment with SPMS)

»  Reviewing and further developing the methodology to calculate savings due to CPM

»  Contributing the experiences made in Portuguese CPM to cross—country joint procurements
of medicines (e.g. in the “Valletta Declaration” to which Portugal is a member, or future initi-
atives at EU level).
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5 Conclusions and outlook

CPM has been gradually established in Portugal with two milestones: the foundation of the pro-
curement agency SPMS in 2010 which took over from ACSS the task of purchasing some medicines
for hospitals, and the legal obligation for SNS institutions to use CPM (AC procedures) for defined
medicines in 2016.

Any new initiative risks facing opposition. Changes in the institutional framework, which contrib-
ute to improved governance and transparency, and subsequent shifts in competences, are likely
to be met with scepticism, as there will be winners and losers. In the case of CPM in Portugal,
strong purchasers (large hospitals in more affluent regions) experienced a deterioration of their
individual situation, since before CPM they had been granted “good” (lower) medicine prices by
marketing authorisation holders. The disadvantages at the users’ level are balanced against the
overall benefit of improved equity in access to medicines across Portugal. Before CPM, small hos-
pitals had no or limited access to some medicines.

Opposition may also be fuelled by failures reported in the starting phase. Difficulties are common
when new policies are implemented. In addition, public procurement of medicines is a particularly
sensitive area, in which procurers in numerous countries have seen both successes and failures.
This is especially the case for CPM.

Against this backdrop, difficulties related to CPM in Portugal are not a surprise. Based on reports
gathered in interviews, the authors identified a high learning curve when interviewees stated that
the performance of SPMS has constantly been improving. It was noted that the concept of CPM as
a solidarity-based mechanism to improve equity was understood and, by and large, supported.

This offers an excellent basis to optimise CPM in Portugal. Improvements can build on the
strengths and opportunities identified, which include the existence of a dedicated procurement
agency, a legal framework, which offers further procurement tools to be utilised, and e-procure-
ment. However, these positive features are undermined by several gaps including bureaucratic
and lengthy processes and thus delayed conclusion of procedures (resulting in either non-avail-
ability of medicines or - to ensure availability - in direct procurements of users in parallel), an
outdated list of active substances subject to AC, no monitoring based on key performance indi-
cators, limited coordination between the public institutions, deficits in the communication of SPMS
with users and in the agency’s service character, and limited activities of market research and
consultation.

The study proposed some technical projects to address these gaps. Some are middle-term (e.g.
better linkage between e-procurement platforms, develop a set of key performance indicators),
whereas others could be “quick wins” (e.g. establish a working group of ACSS, INFARMED and
SPMS, update of the list of active substances to be centrally procured, a first meeting of SPMS with
hospital pharmacists).
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In addition to these actions at management and operational levels, it is of uppermost importance
to address the limited clarity with regard to the mandate and responsibilities of the procurement
agency and to define its role as well as the role of other public institutions (particularly ACSS and
INFARMED).

The study identified a clear need for a procurement strategy. This strategy would specify the role
of public institutions and further stakeholders with regard to CPM and would define the objectives
of CPM in the context of public health. A procurement strategy would provide strategic vision to
ACSS (responsible for oversight of SPMS) and to SPMS. As one component, a clear commitment for
investment (e.g. to ensure sufficient capacity) would be required.

The Portuguese Public Procurement Code, having translated EU legislation, provides for the use of
further procurement tools, e.g. competition among therapeutically equivalent medicines, award
criteria beyond price. Existing procurement tools which are legally possible have not been fully
utilised in Portugal, and in a procurement strategy, policy-makers could advise exploring some of
these tools.

From March 2020 on, Portugal has been hit by the global COVID-19 pandemic. COVID-19 has
been a major challenge for health care systems all over the world, including Portugal. It has been
a “stress test” for public procurement of medicines and medical devices.

COVID-19 has highlighted in a dramatic manner the need for efficient procurement systems. The
emergency situation due to the pandemic could also provide a momentum to move forward with
optimising CPM in Portugal.

While the assessment in this report aims to be of interest for all involved in or targeted by CPM,
the recommendations, in particular the call for a procurement strategy, primarily address policy-
makers. They are urged to consider, endorse and launch implementation of the recommendations.
Political will is an indispensable prerequisite. Once political commitment for the next steps is
ensured, the authors believe the proposed actions for the optimisation of CPM feasible.
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7.9 Proposals of national and international interviewees

7.9.1 National stakeholders

Table 7.5 lists in detail suggestions made by national stakeholders during the on-site interviews
held in Portugal in January / February 2020.

7.9.2 Procurement experts of other countries

Based on their country-specific expertise with CPM, procurement experts of Cyprus, Denmark,
Estonia, Italy and Norway reported on challenges of CPM and necessary prerequisites to address
these challenges (cf. Table 7.6).

They also reviewed a summary of the assessment of the CPM presented to them by the authors.
Their comments, including recommendations, on the identified gaps is presented in Table 7.7.
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Table 7.5:

Annex - Proposals made by national stakeholders on how to address gaps of CPM in Portugal

MAPS taxonomy

Gaps mentioned in the interviews

Approaches to address gaps

Pillar I: Legal, regulatory and policy framework

1. The public pro-
curement legal
framework achieves
the agreed princi-
ples and complies
with applicable ob-
ligations.

a) The Public Procurement Code does not
take into account the specificities of the
health sector, and as such medicines
would be acquired as any other supply

It was proposed to ensure that the mechanisms and procedures consider the specificities of medicines
procurement and the pharmaceutical market, see also 8b)

b) SPMS serves as “middleman* for eSPap
in the case of “transversal goods” (not re-
lated to medicines)

It was suggested to reconsider the division of tasks between the procurement institutions and consid-
ering moving procurement of non-medicines to eSPap.

c) The broad and mixed portfolio of SPMS

Given the assumption of possible cross-funding of procurement into other tasks of SPMS, a more rigid
monitoring of its performance and enforcement of possible sanctions was proposed.

d) Lack of monitoring of suppliers

It was proposed that low-performance suppliers would be delisted or at least labelled appropriately in
the portals. SPMS to provide a ranking of the suppliers.

e) Using of lowest price as key award cri-
terion

According to the Public Procurement Code (PPC), the key awarding criterion is most economically ad-
vantageous tender (MEAT) which allows some flexibility. However, SPMS focuses on the lowest price. It
was suggested to also consider - if appropriate - qualitative aspects.

f) No sharing of discounted price data bet-
ween public institutions

It was suggested to develop a legally robust way to share these data, as part of an improved collabo-
ration between public institutions (in particular ACSS, INFARMED and SPMS.

It was also noted that lack of clarity on the roles of these three institutions has led to a rather compet-
itive setting which does not facilitate collaboration and sharing of data. See also 5a)

g) Several platforms to manage CPM, with
different interfaces

To continue improving the e-procurement architecture (overall, e-procurement is highly appreciated),
with the aim to reduce redundancies in the system (so that possible suppliers do not have to register
on several platforms and have to monitor all of them).

2. Implementing
regulations and

tools support the
legal framework.

No gaps in the interviews identified (an
assessment of the procurement docu-
ments is still ongoing)
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MAPS taxonomy

Gaps mentioned in the interviews

Approaches to address gaps

3. The legal and
policy frameworks
support the sus-
tainable develop-
ment of the country
and the implemen-
tation of interna-
tional obligations.

4. The public pro-
curement system is
mainstreamed and
well integrated into
the public financial
management sys-
tem.

No gaps in the interviews identified (an
assessment of the procurement docu-
ments is still ongoing)

a) No overarching procurement plan

Pillar II: Institutional Framework and Management Capacity

It was urged by several interviewees to develop a national procurement strategy, which spells out the
strategic objectives that are aimed to be achieved through CPM and the roles of entities involved. The
strategy development should be done by a strategically acting institution, such as ACSS, and not by
the procurement agency SPMS which is deemed to act operationally. It was also suggested to consider
including users in the development of such a strategy. See also 8c)

b) Chronic underfunding of the hospitals
and SNS institutions

c) Arrears in the accounts of hospitals and
accounting practices that are considered
dubious

Several interviewees called for an increase in funding for hospitals, which was indeed planned for
2020 (it is not known to the authors how the Covid-19 pandemic impacted this plan, and if the actual
increase in funding as a supplementary state budget due to COVID-19 would be able to cover in-
creased expenditure resulting from the COVID-19 management). Increased funding would also help
users to get rid of the arrears in their books and reduce dependency from their suppliers. It was also
argued not to solely increase funding but to have more targeted funding in certain disease groups.

d) Perceived limited capacity in accounting
of hospitals and SNS institutions

Stricter monitoring of accounting in hospitals, and capacity-building activities for those in charge of
accounting in hospitals

e) SPMS plan of activities is considered to
be repetitive and not innovative

More capacity (resources) needed in ACSS to critically review the SPMS plan of activity and monitor it.
See also 8d)

f) “Frozen budgets” of hospitals in case of
delays in CPM procedures, no available
funds left in summer period

Several interviewees opted for multi-annual contracts. It was also suggested to introduce mechanisms
to delink procurement activities from the annual budgets in order to allow hospitals some flexibility of
procuring alternatively in case of delayed procedures.
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MAPS taxonomy

Gaps mentioned in the interviews

Approaches to address gaps

5. The country has
an institution in
charge of the nor-
mative/regulatory
function.

a) Limited clarity of the roles of the three
institutions related to CPM (SPMS, ACSS
and INFARMED), in particular related to the
definition of strategy

- As the lack of clarity regarding the roles is a result of historical developments (i.e. taking the pro-
curement area out of ACSS and putting it in a newly set-up institution, SPMS), it was strongly rec-
ommended to define the roles (and non-responsibility) of the three institutions as well as of the
Court of Auditors (TdC).

- It was suggested to institutionalise the collaboration between the three institutions, following a def-
inition of their roles. One way to do so could be the instalment of the yet informal working group as
an institutionalised body.

b) Lack of horizontal communication, of
strategy and of clarity of roles and re-
sponsibilities

Regular meetings of SPMS with users were requested. The SPMS meetings with procurement experts
were consider as good practice model and were suggested to be extended to SPMS meeting with hos-
pital pharmacists. See also 8b)

6. Procuring enti-
ties and their man-
dates are clearly
defined.

a) Effects of CPM may be undermined by
parallel processes (direct procurement of
users), and it is not clear whether, or not,
direct procurements allow authorisation

See approaches proposed regarding 9a)

7. Public procure-
ment is embedded
in an effective in-
formation system.

a) Lack of capacity and resources to move
forward with strategic procurement (in-
cluding analysis of procurement data)

It was noted that ACSS should be better resourced and staffed to take the role of providing strategic
guidance and oversight. Performance indicators should be applied to assess the work of SPMS.

It was stressed that the performance monitoring should be focused and that thus only few indicators
should be developed and monitored. The extent of savings can be included as an indicator but it
should be accompanied by other indicators, also to shift the focus from the solely economic perspec-
tive to quality, performance and accessibility aspects. Possible indicators suggested include: keeping
timelines, optimising procedures in terms of innovative procedures, participation rate of suppliers in
tenders, satisfaction rate of users, share of complaints.

b) No updated list of medicines subject to
CPM

Users in particular asked for an update of the list of INN under CPM which is of 2016. There were
mixed perceptions with regard to the content to be updated. While some argued for a broad extension
(up to the inclusion of nearly all medicines, others aimed for a more focused adaption that takes into
account recent clinical changes.

A more institutionalised approach to ensure regular updates of the list of medicines under CPM was
suggested.

8. The public pro-
curement system
has a strong capac-
ity to develop and
improve.

a) Collaboration between ACSS, INFARMED
and SPMS depended the initiative of com-
mitted staff

It was called upon to formalise and institutionalise procedures, including cross-institutional coopera-
tion. See also 1f)

b) Lack of knowledge on hospital phar-
macy with SPMS staff

To ensure consideration of clinical knowledge and expertise, the involvement of hospital pharmacists
working in the field into the development of framework agreements and further procedures was seen
as a good practice example in recent times. This should be also applied in future.
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MAPS taxonomy Gaps mentioned in the interviews Approaches to address gaps

c) No strategic procurement / no procure- Strategic institutions such as ACSS and the MoH were called upon to provide strategic guidance by de-
ment strategy ciding on key objectives of CPM and to communicate them to institutions working at operational levels
(e.g. SPMS).

In developing strategic planning, it was stressed that there is a need to investigate three layers: 1) The
MoH should develop an overall strategy related to procurement (e.g. strategic goals), see also 4a.

2) The key institutions (SPMS, ACSS and INFARMED) were advised to improve planning, monitoring and
providing guidance. 3) The users (hospitals) should improve their planning at institutional levels (by
putting sufficient attention on planning). For the latter, more resources and funding would, among
others, be required (cf. 4b).

d) No monitoring of performance of CPM It was urged to develop some basic performance indicators which allows assessing the performance of
CPM (not solely of SPMS). This was seen to be linked to the needed procurement strategy, in order to
have objectives which impact the operationalisation of the performance indicators (e.g. different indi-
cators for the objectives of savings for public funding or equity in access to medicines for all hospi-
tals). It was noted that probably no new information might be needed since the Portuguese health sys-
tem has produced a lot of data that could be used. The importance of performing a defined monitor-
ing exercise was stressed. See also 7a) for suggested indicators.

9. Public procure- a) Delayed (start and) conclusion of proce- - It was recommended that SPMS should speed up the procedures by, among others, including less
ment practices dures administrative work.

achieve stated ob- - Users were urged to submit their need assessments on time. This requires improved planning pro-
Jectives. cesses at hospital levels, with possibly starting the planning earlier. A good intra-hospital collabo-

ration between the hospital pharmacy and the procurement department and assignment of suffi-
cient resources to planning in the hospitals were brought forward as key factors.

- It was also recommended that SPMS should start procurement procedures for different medicines at
different times. This would provide more flexibility to CPM, thus reducing the workload for the hos-
pital pharmacy and giving more time to SPMS to finish procedures.

b) Parallel procedures (hospital procuring The timely conclusion of procedures of SPMS was seen as the major solution to avoid parallel proce-
on their own as a result of delayed proce- dures.
dures of CPM)
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Table 7.6:

Annex - Key learnings of CPM in their respective country contexts shared by procurement experts from other countries

Domain Difficulties and challenges Necessary prerequisites
Strategy & po— | e Adjustment of the procurement strategy to the fact that medi- o Holistic procurement approach
litical backing cines are no common goods o Focus on the treatment of patients rather than reducing expenditure

o Not all CPM procedures are applicable to all medicines in the
same way (difficulty in applicability for new / expensive medi-
cines)

o Trade-off between competition and regulation

Collaboration

o Involvement of different partners / stakeholders in the process
of CPM
e Opposition from industry

o Active and balanced management of multiple stakeholders

« Scientific encounter and continuous communication with the users of CPM

o Creation of trust in the collaboration

o Ensure interest of stakeholders, including users, to contribute (both to the procedures
as well as to improve processes)

Governance e Establishment of a CPM entity (e.g. procurement agency) as an o Certainty for both users and industry from binding contracts
independent organisation with a clear mandate e Clear communication and application of the service character of central procurement
¢ Ensuring that the procurement agency being a strong counter- « Ownership of the contracts with well-defined terms and conditions
part for the industry o Well acknowledged leading person with strong back-up from the agency
Processes e Low participation rates of suppliers in framework agreements o Standardisation of procedures, thus provision of standard operating procedures
o Little competition for short-term contracts o Well-trained procurement staff
e Services provided by procurement agency may be cost-intensive | e Sound and well-functioning e-procurement platform(s)
e Possibly higher prices for specific products
Monitoring e Ensure enforcement e Implementation of a monitoring system

e Provision of capacity and sufficient resources

o Efficiency in the administrative and logistics management
e Monitoring to be done based on the data gathered through CPM
o Need to have identified a few essential data / indicators to allow monitoring

In bold: mentioned in more than one interview or emphasized more than once

LVIII

Source: interviews with international procurement experts, presentation by the authors
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Table 7.7:

Annex - Comments made by procurement experts of other countries on how to address gaps in CPM in Portugal

Gaps

Key messages

Recommendations

General (scope
and procedures)

e It is good that CPM is in place in Portugal. However, the list of INN should be
updated.

Framework agreements for medicines might turn out to be difficult as nor-
mally better used for other products than medicines, such as medical devices.

o Update the INN list more often.
o Rethink applicability of framework agreements on medicines.

Missing (hori-
zontal/vertical)
communication

e A strong organisation is needed to balance the interests of all stakeholders.

¢ Communication with all different levels (horizontal and vertical) is a necessary
prerequisite for central procurement.

Trust has to be established in the system.

e Consider the users of central procurement as your partners.

o Ensure that all regions and stakeholders are included in the process.

e Do not see the industry as an enemy but be strong in negotiations and
contracts.

Missing pro-
curement strat-
egy

Without a procurement strategy you lose the game.

For a good procurement strategy it is key to differentiate between new medi-
cines, medical devices, biosimilars/generics and other products.

There needs to be an overarching strategy, combining potentially conflicting
non-transparent but existing strategies from single players in the system.

A strategy needs to include precise timelines, terms and specifications, quali-

fication of the procurement staff and concrete roles of agencies.
Flow-charts and illustrations help to understand a strategy and also to in-
crease transparency within the system.

It should be ensure that a strong procurement agency can balance the inter-
ests of all stakeholders.

Collaboration with stakeholders at national level, but also other countries (for
expensive/innovative medicines) is needed.
It is important to be able to negotiate for expensive medicines and that there

is a strong willingness to say “no”. Otherwise the industry will use their power.

o Make sure that you have a (differentiated) procurement strategy.

o Make sure that your strategy is clear for all stakeholders and that their
tasks and roles in the procurement system are defined.

o Make sure that your procurement strategy is precise, transparent and
easy to understand.

e Provide a strong mandates to the acting institutions in the procurement
system.

o Find areas to cooperate with other countries/partners, where applicable.

e Share tasks with your partners.

e Look into the product life-cycle to develop strategic procurement for
different products.

o Make sure that you know the real price [at marketing authorisation] but
keep it confidential.

Lack of clinical
expertise in
procurement
agency

It is important to have enough clinical expertise in the procurement agency.

Pharmacists, knowing how to handle the medicines, are definitely an added

value when consulted or working in the procurement procedures.

e The procurement agency should focus on what they know best (conducting a
tender).

e The procurement agency should provide the “machinery” (framework of pro-

cedures, IT platform).

e Ensure that your procurement agency has the knowledge and the skills.
o Alternatively: Involve people from the field with skills needed.
o Make your tendering documents precise and create strong contracts.

Delays in con-
clusion of pro-
cedures, parallel
procedures

An earlier start of the needs assessment is needed.

It is necessary that information is not only transmitted to the procurement
agency once a year.

e Plan enough time (around 250 days from needs assessment to procure-
ment).

o Let the information on needs flow more than once a year.

o Keep going at least for five years and learn from the process.
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