Lessons from the field

A new entity for the negotiation of public procurement prices for
patented medicines in Mexico
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Problem As countries expand health insurance coverage, their expenditures on medicines increase. To address this problem, WHO has
recommended that every country draw up a list of essential medicines. Although most medicines on the list are generics, in many countries
patented medicines represent a substantial portion of pharmaceutical expenditure.

Approach To help control expenditure on patented medicines, in 2008 the Mexican Government created the Coordinating Commission for
Negotiating the Price of Medicines and other Health Inputs (CCPNM), whose role, as the name suggests, is to enter into price negotiations
with drug manufacturers for patented drugs on Mexico’s list of essential medicines.

Local setting Mexico's public expenditure on pharmaceuticals has increased substantially in the past decade owing to government efforts
to achieve universal health-care coverage through Sequro Popular, an insurance programme introduced in 2004 that guarantees access to
a comprehensive package of health services and medicines.

Relevant changes Since 2008, the CCPNM has improved procurement practices in Mexico's public health institutions and has achieved
significant price reductions resulting in substantial savings in public pharmaceutical expenditure.

Lessons learnt The CCPNM has successfully changed the landscape of price negotiation for patented medicines in Mexico. However, it is also
facing challenges, including a lack of explicit indicators to assess CCPNM performance; a shortage of permanent staff with sufficient technical
expertise; poor coordination among institutions in preparing background materials for the annual negotiation process in a timely manner;
insufficient communication among committees and institutions; and a lack of political support to ensure the sustainability of the CCPNM.

Abstractsin ( ,<, H13Z, Francais, Pycckuii and Espafiol at the end of each article.

Background

As low- and middle-income countries seek to expand health
insurance coverage, they are faced with an increase in medi-
cine consumption and with the need to mobilize financial
resources to pay for rising pharmaceutical expenditure."” The
World Health Organization (WHO) has recommended that
each country draw up a national list of essential medicines
covered by health insurance to prioritize health interventions
and contain costs.! Most of the medicines on these lists, pat-
terned after WHO’s Model Lists of Essential Medicines, are
generic drugs that low- and middle-income countries can
usually purchase at affordable public procurement prices.’
However, high-priced patented medicines can account for a
substantial portion of a nation’s pharmaceutical expenditure
and are seldom affordable to low- and middle-income coun-
tries without substantial donor support, as illustrated by the
case of antiretrovirals.’

In Mexico, public expenditure on pharmaceuticals has
increased substantially owing to government efforts to attain
universal health-care coverage through Seguro Popular, a new
insurance programme that guarantees its affiliates access to a
comprehensive package of health services and medicines.”
The programme aimed to cover the fraction of the popula-
tion previously uninsured, which was 50%. According to the
government, this target coverage was achieved in 2012.

In Mexico’s public sector, all public institutions must
tender for pharmaceutical products obtainable from multiple
sources, such as generic medicines. For products available only

from a single source, including patented medicines, the law
allows direct purchase and price negotiation with pharmaceu-
tical firms.* However, a recent analysis of the public procure-
ment prices for patented products unveiled price variations as
high as 3000% among public institutions, which suggests large
inefficiencies and flaws in the public procurement process.’

In Mexico, only 4% of all medicines approved for market-
ing are patented. However, these patented products represent
56% of the total public expenditure on pharmaceuticals
(around 1.3 billion United States dollars [US$] at the mean
exchange rate for January 2012, 13.7 Mexican pesos per US
dollar).!o!

To help control rising public expenditure on pharmaceu-
ticals, in 2008 the Mexican Government reformed the public
procurement process for patented medicines by establishing
a new entity, the Coordinating Commission for Negotiating
the Price of Medicines and other Health Inputs (CCPNM,
for Comision Coordinadora para la Negociacién de Precios de
Medicamentos y otros Insumos para la Salud). Whereas before
2008 every public institution had negotiated a procurement
price for patented medicines individually with each drug
manufacturer, the establishment of the CCPNM allowed
the primary public health institutions (Mexican Institute
for Social Security [IMSS, for Instituto Mexicano del Seguro
Social], Social Security Institute for Government Employees
[ISSSTE, for Instituto de Seguridad y Servicios Sociales para los
Trabajadores del Estado] and the Ministry of Health [SSA, for
Secretaria de Salud]) to negotiate together as a single entity
with individual drug manufacturers for a single procurement
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price applicable nationwide for one year
to all public institutions, including those
not engaged in the negotiation process.

The present study assesses the op-
eration and performance of the CCPNM
to extract lessons for Mexico and other
countries that are also attempting to
contain pharmaceutical expenditure
while expanding health-care coverage.
We performed an analysis of the annual
reports of the CCPNM provided by the
Ministry of Health and conducted 10
formal interviews with key informants,
after obtaining their consent, to deter-
mine the structure and organization of
the CCPNV, its objectives and its per-
formance indicators. The key informants
included members of the CCPNM or of
its technical advisory committees, advis-
ers to the president of the CCPNM and
policy analysts.

Operation of the CCPNM

The CCPNM was created through a
presidential decree signed on 26 Febru-
ary 2008 and is headed by a presidential
appointee whose term lasts for two
years.”” Its members are the heads of
the finance, economics and health min-
istries and of Mexico’s two main social
security institutions (IMSS and ISSSTE),
or their official substitutes. Besides its
president, who acts as an executive co-
ordinator, the CCPNM has an operating
body consisting of a technical secretary
and three advisory groups: the clinical,
economic and intellectual property ad-
visory committees.

The main functions of the CCPNM
are to: (i) annually negotiate public pro-
curement prices for patented medicines;
(ii) prepare in advance the technical
information necessary to conduct the
negotiation, including the economic
documentation; (iii) research the prices
of patented medicines as part of the
background information for the nego-
tiation; and (iv) implement appropriate
negotiation strategies to improve the
public procurement of patented medi-
cines."”

Annual price negotiation

During negotiation rounds in 2008, 2009
and 2010, the prices of 155 pharma-
ceutical products were negotiated. The
drugs included agents used in oncology,
haematology, infectology, neurology,
endocrinology, rheumatology and other
clinical specialties. In preparation for
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Table 1. Estimated savings® in public expenditure on patented medicines since the
establishment in 2008 of the Coordinating Commission for Negotiating the
Price of Medicines and other Health Inputs, Mexico

Negotiation year Procurement year Annual direct savings
(million US$)?

2008 2009 121.8

2009 2010 103.6

2010 20N 52.1

20M 2012 775

2008-2011 2009-2012 355.0

USS, United States dollars.
2 With reference to the preceding year.
® Adjusted for inflation.

Box 1.Summary of main lessons learnt

Coordination among public institutions in negotiating the public procurement price of
patented drugs can result in large price reductions.

Well-defined, explicit performance indicators are necessary to rigorously evaluate the impact
of Mexico's CCPNM on the procurement price of patented medicines.

Political support is needed to ensure the timely preparation of the negotiations, the
availability of human resources able to conduct complex negotiations and adequate

continued functioning of the CCPNM.

CCPNM, Coordinating Commission for Negotiating the Price of Medicines and other Health Inputs.

the price negotiation, data on the pat-
ent status of a large number of medi-
cines were collected by the intellectual
property advisory committee and price
information for therapeutic equivalents
as well as for products marketed outside
Mexico was collected and analysed
by the economic advisory committee.
The analysis conducted by the clini-
cal advisory committee suggested that
some of the medicines being requested
by public institutions could have been
replaced by cheaper but equally effective
substitutes. This resulted in two types
of recommendations: some involved
changing the clinical indication for the
use of various medicines (e.g. restricting
the use of bevacizumab, a biopharma-
ceutical used to treat cancer, to patients
with metastatic colon cancer); others
involved purchasing generic medicines
to replace more expensive products still
under patent (e.g. replacing atorvastatin
with ezetimib plus simvastatin in combi-
nation to reduce high blood cholesterol).

The annual reports of the CCPNM
showed that, for most patented medi-
cines, every year the negotiations
resulted in large price reductions with
reference to the preceding year. Ac-
cording to the reports, the accumulated
direct savings (e.g. price reductions
resulting from the negotiation) over
2008-2011 reached a total of US$ 355
million (Table 1).
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Evaluation and lessons
learnt

Overall, the actions taken by the Mexi-
can Government to address rising phar-
maceutical expenditures in the public
sector are marked by some successes
but also several challenges (Box 1). One
success was the establishment of a new
government entity able to promote col-
laboration among public health institu-
tions in negotiating lower prices for pat-
ented medicines despite the prevailing
institutional fragmentation of Mexico’s
health system. Other successes include
the mobilization of trained human re-
sources capable of engaging in complex
price negotiations and the promotion
of inter-institutional learning and co-
operation through shared procurement
practices. Another important success is
the sharing of information on the patent
status of a large number of medicines,”"*
since such information is often difficult
to obtain in Mexico and other low- and
middle-income countries.

The new government entity also
faces several important challenges that
were identified by CCPNM members
and technical advisors: (i) the lack of
permanent staff with sufficient technical
expertise; (ii) poor management of the
annual negotiation process, resulting
in untimely preparation of background
materials and inadequate communica-

789



Lessons from the field

Negotiating patented medicine prices in Mexico

tion between committees and institu-
tions; (iii) lack of political support
for the CCPNM, which threatens its
sustainability after the federal admin-
istration turnover in December 2012;
and (iv) lack of explicit indicators for
assessing the CCPNM’s performance.
For instance, the CCPNM’s annual
reports say nothing about (i) nego-
tiations that were not concluded on
time; (ii) negotiations that resulted in
a failure of the parties to agree on the
target price and the possible reasons
for this; (iii) the operational costs of the
CCPNM, or (iv) the accuracy of volume
forecasts and the under- or oversupply
of patented medicines. The price reduc-
tions achieved by the CCPNM may be
large, but if these are not matched with
accurate forecasts of the drug volumes
needed, inefficiency could result and
reduce potential savings.

Two other issues should be ad-
dressed in the future. First, the CCPNM
needs to develop better methods for

assessing its impact on prices and the
savings produced. This assessment
could weigh the costs of establishing
and operating the CCPNM against the
net benefits achieved through lower
prices. Second, the work of the CCPNM
needs to be made more transparent,
since annual reports are circulated only
within the three public health institu-
tions belonging to the CCPNM and the
subnational health ministries of the 31
states and federal district. Increased
transparency and accountability to
other stakeholders (e.g. civil society and
academic institutions) could enhance
trust and garner support for the work
of the CCPNM, since procurement is
an area perceived as easily harbouring
corruption.’

In conclusion, the creation of the
CCPNM has changed the landscape
of the price negotiation process for
patented medicines in Mexico and
has improved procurement practices
within public health institutions. How-
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ever, Mexico needs to address several
continuing challenges to make the pro-
curement of expensive medicines in the
public sector more efficient. Mexico’s
experiences with its new government
entity charged with facilitating the
public procurement of patented essen-
tial medicines is a source of important
lessons for other countries that are seek-
ing to improve their drug procurement
processes.
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Résumé

Une nouvelle entité pour la négociation des prix publics d'achat des médicaments brevetés au Mexique

Probléme Lorsqu'un pays élargit sa couverture santé, ses dépenses
en médicaments croissent. Pour résoudre ce probleme, 'OMS a
recommandé que chaque pays établisse une liste de médicaments
essentiels. Bien que la plupart des médicaments de la liste soient des
génériques, les médicaments brevetés représentent une partimportante
des dépenses pharmaceutiques pour de nombreux pays.

Approche Pour améliorer la gestion des dépenses relatives aux
médicaments brevetés, le gouvernement mexicain a créé en 2008
la Commission de Coordination pour la Négociation du Prix des
Médicaments et autres Fournitures Médicales (CCPNM), dont le role,
comme son nom lindique, est d'entamer des négociations tarifaires
avec les fabricants des médicaments brevetés figurant sur la liste des
médicaments essentiels du Mexique.

Environnement local La dépense publique mexicaine se rapportant
aux produits pharmaceutiques a considérablement augmenté au cours
de la derniére décennie en raison des efforts du gouvernement pour
parvenir a une couverture universelle des soins de santé grace a Seguro

Popular, un programme d‘assurance présenté en 2004 qui garantit I'accés
a un ensemble complet de soins de santé et de médicaments.
Changements significatifs Depuis 2008, la CCPNM a amélioré les
procédures d'approvisionnement des institutions de santé publique
du Mexique et a obtenu des réductions de prix significatives résultant
en de substantielles économies quant aux dépenses pharmaceutiques
publiques.

Legons tirées | a CCPNM aréussia changer le paysage de la négociation
des prix des médicaments sous brevet au Mexique. Cependant,
elle rencontre également des difficultés, notamment le manque
d'indicateurs explicites évaluant sa performance, une pénurie de
personnel technique permanent suffisamment qualifié, une mauvaise
coordination entre les institutions pour la préparation des archives
nécessaires au respect des délais du processus de négociation annuelle,
une communication insuffisante entre les comités et les institutions et
un soutien politique trop faible pour assurer Ia viabilité de la CCPNM.

Pestome

HoBasa opraHn3saumAa pnAa seaeHnA neperoBopoB O LieHaX Ha rocyAapCcTBeHHbIE 3aKYNKU NAaTEHTOBAHHDbIX

JIeKapCTBEHHbIX CPeacTB B Mekcnke

Mpobnema Tak Kak CTpaHbl pacLLMPAIOT CTpaxoBoe obecneveHie
NO MeMLMHCKOMY CTPAaXOBaHWMIO, X PAacXOAbl Ha NIeKapCTBEHHbIe
CpeAcTBa yBenuumBatoTca. [Ana pewenuna aton npobnemsl BO3
pPeKOMeHA0BaNa Kaxk/JoW CTpaHe COCTaBUTb MepeyeHb OCHOBHbIX
NeKapCTBEHHbIX CpefcTB. HecmMoTpa Ha To, YTO 6OMbWUHCTBO
NeKapCTBEHHbBIX CPEACTB ABMATCA HENATEHTOBAHHDBIMM, BO MHOTX
CTPaHax Ha NMaTeHTOBaHHbIE SIEKAPCTBEHHbIE CPECTBA MPUXOAUTCA
3HauuTeNbHan 1oNA GapMaLIeBTUUECKIUX PAaCXOAOB.

Mopxopn [Ina obneryeHns KOHTPONA PACXOAOB Ha MaTeHTOBAHHbIE
NleKapCTBEHHble CPeACTBa NpaeuTenscTBo Mekcrkin B 2008 rogy
€03AaN0 KoopANMHALMOHHYIO KOMUCCIIO MO BEAEHMIO NEPErOBOPOB O
LieHax Ha NeKapCTBEHHbIE CPeACTBa V1 APYre TOBAPbI MEAMLIMHCKOrO
Ha3HaueHuAa (CCPNM), ubs ponb, Kak BMAHO M3 Ha3BaHMUA,
3aK/II0YAETCA B BEAEGHWM NEPErOBOPOB O LieHax Ha MaTeHTOBaHHbIE
NeKapCTBEHHbIE CPEACTBA C WX MPOMU3BOANTENAMY MO NEPEYHIO
OCHOBHbIX TEKAPCTBEHHDBIX CPeACTB MeKCHKu.

MecTHble ycnoBua ocyfgapcTBeHHble pacxofbl MeKcuKM Ha
NeKapCTBEHHble CPeACTBA 3HAUMTENbHO YBENMUNIMCD 33 NOCNeAHee
LecATuneTne B CBA3M C NOMbITKAaMM MPaBUTENBCTBA AOCTUMHYTb
€AVHOrO CTPAaX0BOIO MOKPLITUA eUEHKA Mo NPOrpaMve CTPaxoBaHNA

Seguro Popular, BHeppeHHo B 2004 rofy, KoTopasa rapaHTupyeT
[OCTYN K MOMHOMY MakeTy ycayr B 0bnacTu 34paBoOXpaHeHua 1
NEeKapCTBEHHbIX CPEACTB.

OcyuwectBneHHble nepemenbl C 2008 roga CCPNM ynyywwna
METOfIbl OCYLLIECTBIEHNA 3aKYMOK B YUPEXAEHMAX 300aBOOXPAHEHNA
MeKCVKM 1 AOCTUIMA 3HAUMTENBHOTO YMEHbLLEHWA LIEH, NpUBeaWero
K CYyWEeCTBEHHOMY COKPALLEHNIO rOCYAaPCTBEHHbBIX PACXOA0B Ha
NeKapCTBEHHbIE CpeaCTBa.

BbiBogbl CCPNM yaanoch M3mMeHUTb NpoLecc neperoBopos O
LieHaX Ha NaTeHTOBaHHble NeKAPCTBEHHbIE CPeAcTBa B Mekcuke.
OpHako Komuccma npopomkaeT pellaTb CToAlme nepen Hewn
3aiauK, BKIIOYAtOLLME OTCYTCTBME ABHO BblPaXkeHHbIX MoKasaTenen
ana ouerkn geatenbHocTn CCPNM; HegoCTaTOK KagpoBbIX
COTPYLHVKOB C JOCTaTOYHbIM TEXHNYECKMM OMbITOM; MIIOXYHO
KOOPAVHALMIO MEXY YUPEXAEHUAMU NPU NOLTOTOBKE UCXOAHbBIX
MaTepuanos AnA CBOEBPEMEHHOMO eXerogHoro npotecca
NeperoBopOB; HEAOCTAaTOUHOE B3aUMOAENCTBIE MEX Y KOMUTETaMM
M yUpexaeHUaMI, a TakKe HeJOCTaTOUHYIO rOCYyAapCTBEHHYIO
noAfepXKy Ana obecneveHns yctonunsoro passutna CCPNM.

Resumen

Nueva entidad para negociar los precios de adquisicion publica de los medicamentos patentados en México

Situacion La ampliacion de la cobertura del seguro sanitario comporta
un aumento del gasto nacional en medicamentos. Con el propdsito
de abordar este problema, la OMS recomienda que cada pafs redacte
un listado con los medicamentos fundamentales para su territorio. Si
bien la mayorfa de los medicamentos incluidos en dichos listados son
genéricos, en muchos paises los medicamentos patentados constituyen
una parte considerable del gasto farmacéutico.

Enfoque Con el fin de ayudar a controlar el gasto en medicamentos
patentados, el gobierno mexicano cred en el afio 2008 la Comision
Coordinadora para la Negociacion de Precios de Medicamentos y
otros Insumos para la Salud (CCNPMIS). La misién de dicha entidad
consiste, como su propio nombre indica, en negociar con las empresas
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farmacéuticas los precios de los medicamentos patentados incluidos en
el listado de medicamentos fundamentales de México.

Marco regional El gasto publico farmacéutico de México haaumentado
de manera significativa durante la Ultima década, debido al propdsito
del gobierno mexicano de alcanzar una cobertura sanitaria universal
a través del Seguro Popular. Este programa de seguros creado en 2004
garantiza el acceso de los ciudadanos a un amplio abanico de servicios
sanitarios y de medicamentos.

Cambios importantes Desde el afio 2008, la CCNPMIS ha mejorado
las practicas de adquisicion de las instituciones de la sanidad publica
de México. Ademas, ha logrado bajadas de precios significativas que
han acarreado un ahorro considerable en el gasto publico farmacéutico.
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Lecciones aprendidas La CCNPMIS ha conseguido cambiar
satisfactoriamente el panorama de la negociacion de precios de los
medicamentos patentados en México. No obstante, la CCNPMIS sigue
enfrentdndose a nuevos retos, entre los cuales se incluyen: la ausencia
de indicadores explicitos para evaluar su rendimiento, las carencias

Octavio Gomez-Dantés et al.

de personal fijo con experiencia técnica suficiente, los problemas de
coordinacion entre lasinstituciones ala hora de preparar oportunamente
los materiales de base para el proceso anual de negociacion, la falta de
comunicacion entre comités e instituciones y la ausencia de un apoyo
politico que garantice la sostenibilidad de la CCNPMIS.
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