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Evaluating the quality and use of economic data in decisions about

essential medicines
Corrina Moucheraud,? Veronika J Wirtz® & Michael R Reich?

Objective To evaluate the quality of economic data provided in applications to the World Health Organization (WHO) Model List of Essential
Medicines and to evaluate the role of these data in decision-making by the expert committee that considers the applications.

Methods We analysed applications submitted to the WHO Expert Committee on the Selection and Use of Essential Medicines between
2002 and 2013. The completeness of data on the price and cost—effectiveness of medicines was extracted from application documents
and coded using a four-point scale. We recorded whether or not the expert committee discussed economic information and the outcomes
of each application. Associations between the completeness of economic data and application outcomes were assessed using x’ tests.
Findings The expert committee received 134 applications. Only eight applications (6%) included complete price data and economic
evaluation data. Many applicants omitted or misinterpreted the economic evaluation section of the application form. Despite the lack
of economic data, all applications were reviewed by the committee. There was no significant association between the completeness of
economic information and application outcomes. The expert committee tried to address information gaps in applications by further review
and analysis of data related to the application.

Conclusion The World Health Organization should revise the instructions to applicants on economic data requirements; develop new
mechanisms to assist applicants in completing the application process; and define methods for the use of economic data in decision-making.

Abstracts in ] 13, Francais, Pycckuii and Espaiiol at the end of each article.

Introduction

Essential medicines are those that satisfy the priority health
care needs of the population.' The World Health Organization
(WHO) introduced the first Model List of Essential Medicines
in 1977. Countries are encouraged to use the model list as a
guide for their decisions on pharmaceutical selection and
procurement. Between 1977 and 2007, over 130 countries
introduced national lists of essential medicines, modifying
the WHO model list for their national context.”

The model list is updated every two years, following an
application and review process by an expert committee. Any
individual or institution may submit an application. Before
each committee meeting, applications are published on a web-
site for public comment and experts (committee members and
external advisors) review each application.’ These reviews and
any public comments are also published on the website before
the committee meeting. Since 2002, essential medicines have
been selected via an evidence-based process, with due regard
to public health relevance, evidence on efficacy and safety and
comparative cost-effectiveness.' Detailed information on the
decision criteria can be found at http://www.who.int/selec-
tion_medicines/en/. The model list is divided into a core list
and a complementary list. The core list includes medicines that
meet the criteria of efficacy, safety and comparative cost-effec-
tiveness,' but expensive patented medicines are not necessarily
excluded.”* The complementary list includes medicines that
may require specialized facilities, that are consistently more
costly, or less cost—effective in a variety of settings.

Additions to the model list can have a major impact on
global and national decisions, with significant budgetary, ethi-
cal and health implications.®” Other studies have examined
application processes and criteria for national decisions on

adopting new vaccines,’ national health technology assessment
programmes™'® and financing decisions for health technolo-
gies."" A recent study found that applications to the model list
for mental health medicines generally provided low-quality
and incomplete evidence across several required dimensions.'
There is no global consensus on how to use economic data in
decision-making for medicines and health technologies.”*~"”
Here, we evaluate the extent to which applicants and the
expert committee adhere to the instructions and procedures on
economic data and analysis for applications to the model list.
We assess the application process rather than the substance of
decisions (specifically, compliance with instructions for appli-
cants and the quality of data on price and on cost-effectiveness).
We also assess whether economic considerations are included
in the final report by the expert committee. The overall goal
of this study is to improve the quality, transparency and clar-
ity of the process for reviewing applications to the model list.

Methods
Data set

We included applications to the model list for medicines intended
for use in adults. We analysed final reports from the twelfth (2002)
to nineteenth (2013) meetings of the WHO expert committee; the
sixteenth meeting reviewed paediatric medicines only and was
not included. We did not review applications for new formula-
tions of existing medicines or applications for reinstatement.

Definition of variables

We assessed the extent to which applicants complied with
the instructions provided. The instructions ask applicants
to provide “a range of costs of the proposed medicine” that
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reflect “average generic world market
prices”, with a clearly specified source of
data. The WHO-recommended sources
for these data include the International
Drug Price Indicator Guide, the United
Nations Children’s Fund, Médecins Sans
Frontiéres or WHO itself. We allocated
one point for each of the following:
price given; offered range of price or
average or median price; clear source;
WHO-recommended source. The ap-
plication was classified as complete if the
application attained a score of four; ap-
plications with scores between one and
three points (inclusive) were classified
as incomplete. If no pricing data were
provided, this was considered missing
(zero points). If the applicant explicitly
mentioned that no pricing data exist,
this was classified as not available.

Completeness of economic evalu-
ation data was scored based on WHO
instructions for comparative cost-ef-
fectiveness presented as range of cost
per routine outcome, and a clear cita-
tion, preferably of WHO-recommended
sources. We also accepted citations from
the published scientific literature as
one of the recommended data sources.
Adherence was classified as complete
if applications met all of the following
criteria: economic evaluation value pro-
vided; comparator given; clear source;
WHO-recommended source. As with
price, applications scoring between one
and three inclusive were classified as in-
complete. Omitted economic evaluation
sections were classified as missing; cases
where the applicant explicitly noted
the lack of available data on economic
evaluation were classified as not avail-
able. There were instances in which the
applicant provided administration costs
for medicines, without an outcomes-
based denominator, under the heading
of cost-effectiveness. These applica-
tions were classified as having provided
economic evaluation data that were not
applicable.

Based on the final reports from each
meeting, the outcome was coded as a
dichotomous variable: either rejected
or deferred (coded 0) versus accepted
to the core or complementary lists
(coded 1). Applicant type and thera-
peutic class were categorized based on
information provided in the application.
We recorded the proportion of applica-
tions reviewed by the committee that
were added to the model list, by thera-
peutic class. We also recorded whether
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the discussion and decisions mentioned
price or economic evaluation.

Data entry and analysis

A data entry form was generated based
on the variables listed above. There were
two independent data reviewers, each
of whom extracted data from the ap-
plications; discrepancies were resolved
by consensus. Application data were
entered using CSPro version 5 (United
States Census Bureau, Washington,
United States of America).

Qualitative information from dis-
cussions and application decision
categories were coded by hand. We
extracted the narrative sections about
the reviewed medicines from the final
report for each committee meeting; text
concerning economic considerations
was collated in an Excel spreadsheet. We
identified whether the report mentioned
economic data or the absence of such
data, as well as which data sources were
cited (i.e. the application itself or new
additional data).

Associations between the complete-
ness of economic data and the applica-
tion outcomes were assessed using x’
tests in Stata version 12.1 (StataCorp. LP,
College Station, USA). We conducted
sensitivity analyses that dropped each
scoring criterion in turn.

Results

We analysed 134 applications for new
medicines from 2002 to 2013 (Table 1).
Application authors varied by year, but
were most commonly submitted by
WHO departments (25.4%; 34/134),
academic institutions (22.4%; 30/134)
and nongovernmental organizations
(21.6%; 29/134). Therapeutic classes of
medicines also varied between meetings;
applications for cancer and diabetes
medicines were more common in recent
years. Of 134 applications analysed, 52
were rejected and decisions were de-
ferred for an additional 10. Among the
72 applications added to the model list,
67 were added to the core list and five
to the complementary list.

Across all meeting years, only 6.0%
of applications (8/134) provided com-
plete price and economic evaluation
data (Table 2). Since no time trends were
apparent, we report totals for all years;
analyses by year are available from the
corresponding author. If we include ap-
plications that reported economic data
were not available, assuming that these

Corrina Moucheraud et al.

applicants made an effort to include
data but that none were available, 13.4%
(18/134) of applications fully followed
the instructions on price and economic
evaluation. Only 20.9% (28/134) and
18.7% (25/134) of applications pro-
vided complete price and economic
evaluation information, respectively.
Over a third (36.6%; 49/134) included
no economic evaluation information,
one-fifth (20.9%; 28/139) stated that
economic evaluation information was
unavailable and 17.9% (24/134) pre-
sented financial information that was
unrelated to economic evaluation (e.g.
total treatment cost).

All applications were reviewed by
the committee. For the applications with
complete economic data, 52.0% (13/25)
was added to the model list. When
we included applications that stated
that economic data were not available,
50.9% (27/53) was added to the model
list. Among applications with no price
data or no economic evaluation, over
one-third and over half, respectively,
of these applications were added to the
model list.

There was variation in the extent
of economic information provided by
applicant type. Academic authors were
most likely to provide complete price
and economic evaluation information.
Applicants from WHO did not include
economic evaluation information in
half of their applications and industry
applicants very rarely provided complete
information on price or economic evalu-
ation. Detailed data on the completeness
of economic information by applicant
type and therapeutic class are available
from the corresponding author.

For applications with complete
price data, 64.3% (18/28) were added
to the model list, a percentage that was
not significantly higher than for appli-
cations with incomplete or absent price
information (50.5%; 50/99; P=0.2). For
applications with complete economic
evaluation information 52.0%, (13/25)
were added to the model list, compared
to 54.1% for those with incomplete,
missing, inapplicable or unavailable
information (59/109; P=0.9).

We explored whether the commit-
tee’s discussions of economic factors
reflected the content of the applications.
As shown in Table 3, price data or eco-
nomic evaluations were discussed in
some cases, even where this information
had not been included in the application.
Our qualitative analysis suggests four
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Table 1. Applications to the WHO Expert Committee on the Selection and Use of Essential Medicines, 2002-2013

Application characteristic No. of applications (%)
Meeting of the WHO Expert committee (year) Total

12th (2002) 13th(2003) 14th (2005) 15th(2007) 17th(2009) 18th(2011) 19th(2013)
Applications 16 (100) 7 (100) 17 (100) 22 (100) 35(100) 17 (100) 20 (100) 134 (100)
Additions to the list 11 (68.8) 3(429) 7(41.2) 19 (86.4) 12 (34.3) 10 (58.8) 10 (50.0) 72 (53.7)
Applicant
WHO (internal) 12 (75.0) 4(57.1) 2(11.8) 7(31.8) 4(11.4) 3(17.6) 2(10.0) 34 (254)
Academia 0(0.0) 1(14.3) 1(5.9) 3(13.6) 15(42.9) 6 (35.3) 4(20.0) 30 (224)
NGO 0(0.0) 2(286) 5(29.4) 3(13.6) 11 (314) 0(0.0) 8(40.0) 29(21.6)
Industry 3(18.8) 0(0.0) 5(29.4) 6(27.3) 0(0.0) 6 (35.3) 1(5.0) 21(15.7)
Other? 1(6.2) 0(0.0) 4(23.5) 3(13.6) 5(14.3) 2(11.8) 5(25.0) 20(14.9)
Class of medicine
HIV 10 (62.5) (0.0) 3(17.6) 7(31.8) 2(5.7) 3(17.6) 0(0.0) 25(18.7)
Infections 1(6.3) (57.1) 3(17.6) 4(18.2) 5(14.3) 2(11.8) 2(10.0) 21(15.7)
Mental health 0(0.0) (0.0) 1(5.9) 1(4.5) 14 (40.0) 0(0.0) 2(10.0) 18 (13.4)
Tuberculosis and malaria 4(25.0) (143) 0(0.0) 2(9.1) 1(29) 3(17.6) 2(10.0) 13(9.7)
Cancer 0(0.0) (0.0) 0(0.0) 1(4.5) 4(11.4) 3(17.6) 4(20.0) 12(9.0)
RH and MCH 0(0.0) (14.3) 7(41.2) 2(9.7) 2(5.7) 0(0.0) 0(0.0) 12(9.0)
CVD and diabetes 0(0.0) (14.3) 0(0.0) 1(4.5) 129 2(11.8) 1(5.0) 6 (4.5)
Other® 1(6.3) (0.0) 3(17.6) 4(18.2) 6(17.1 4(23.5) 9(45.0) 27 (20.2)

CVD: cardiovascular disease; HIV: human immunodeficiency virus; MCH: maternal and child health; NGO: nongovernmental organization; RH: reproductive health;

WHO: World Health Organization.

@ Government groups and co-applicants of different types (e.g. NGO-academic partnerships).
® Includes analgesics, antidotes, gastrointestinal medicines, antivirals, anaesthesia and sedatives, ophthalmology preparations and nutritional supplements including

vitamins and minerals.

ways in which this happened. First, the
committee sometimes noted the lack of
information in the application (two ap-
plications with missing price data, seven
applications with missing economic
evaluation); in three of these cases, the
medicines were nonetheless added to the
core list. Second, the committee some-
times referenced economic information,
suggesting an alternative, although un-
specified, source of supplementary data
(six applications). Third, the committee
sometimes did further research: for ex-
ample, the report mentioned a review of
cost-effectiveness data prepared by the
secretariat, or indicated that the secre-

tariat (usually comprised of WHO staff
who support the committee process)
performed its own economic evalua-
tion (four applications). Fourth, in two
instances where an economic evaluation
was missing, the committee discussed
price data included in the application
but referred to it as “cost—effectiveness,”
suggesting a misinterpretation.

We explored whether the distinc-
tion between core and complementary
lists was followed in the decision pro-
cess. A feature that distinguishes the
complementary list is its inclusion of
medicines requiring specialized diag-
nostic or monitoring facilities and/or

specialist medical care and/or specialist
training.’ According to our analysis, 50%
(46/92) of applications that we classified
as belonging to the complementary list
were nonetheless added to the core list
by the committee. This included all
psychiatric medicines and antiretroviral
medicines for treating human immuno-
deficiency virus infections.

We conducted sensitivity analyses,
to examine the relative importance of
each scoring criterion. The most in-
fluential variables were: for price data,
the average generic world price and
for economic evaluations, the choice of
comparator (i.e. presenting relative or

Table 2. Completeness of economic information provided in applications to the WHO Expert Committee on the Selection and Use of

Essential Medicines, 2002-2013

Application No. of applications (%)
St Price (n=134) Economic evaluation (n=134)

Complete Incomplete Notavailable Missing Complete Incomplete Notavailable Notapplicable Missing
Applied 28 (20.9) 79 (59.0) 7(5.2) 20(14.9) 25(18.7) 8(6.0) 28 (20.9) 24(17.9) 49 (36.6)
Added to list 18 (64.3) 43 (54.4) 4(57.1) 7 (35.0) 13 (52.0) 5(62.5) 14 (50.0) 12 (50.0) 28(57.1)

WHO: World Health Organization.

° If applicant explicitly noted that price and/or economic evaluation data did not exist for the medicine, these were classified as not available. To be classified as
missing, the applicant did not provide any price or economic evaluation information. Applications classified as not applicable were those in which the economic
evaluation sections did not include outcomes-based measures (i.e. neither cost—effectiveness, cost-benefit nor cost-utility analysis).
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Table 3. Essential medicine list applications where price or economic evaluation are
mentioned in final reports from the WHO Expert Committee on the Selection
and Use of Essential Medicines, 2002-2013

Type No. of applications (%)
Complete Incomplete No informa- Total

information information tion®
Price
Not mentioned 14 (50) 44 (56) 20 (74) 78 (58)
Mentioned 14 (50) 35 (44) 7 (26) 56 (42)
Total 28 (100) 79 (100) 27 (100) 134 (100)
Economic
evaluation
Not mentioned 10 (40) 4 (50) 79 (78) 93 (69)
Mentioned 15 (60) 4 (50) 22 (22) 41 (31)
Total 25 (100) 8(100) 101 (100) 134 (100)

WHO: World Health Organization.

* Applications where no information was provided for price and economic evaluation, plus those where
the applicant explicitly noted that price and economic evaluation data did not exist for the medicine and

those earlier classified as not applicable.

incremental data). The fourth criterion,
use of a WHO-recommended source for
economic data, might be seen as an op-
tional point: dropping this criterion from
the analysis did not substantially increase
the number of applications scored as
complete (from 20.9% complete on price
to 28.4% and from 18.7% complete for
economic evaluation to 19.4%).

Discussion

Very few applications complied fully
with the instructions on providing price
data and economic evaluations. The
quality of information provided in ap-
plications to the Model List of Essential
Medicines can be improved substantial-
ly. Despite the majority of applications
being submitted without the required
economic information, the committee
reviewed all applications. There was
no significant association between the
completeness of economic information
and the outcome of applications: provi-
sion of economic data in an application
is not necessary for a positive decision
by the committee.

Our qualitative findings suggest
that in some cases, the committee found
alternative ways to address information
gaps — such as internal literature reviews
and analyses. However, such data col-
lection and analysis requires additional
time on the part of the committee and
reviewers. Since the committee still
considered and approved incomplete
applications, this may have reinforced
applicants’ decisions to not comply with
instructions. There is little evidence that
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applicants have improved their efforts to
submit requested information over time.

There are several possible reasons
why applicants often did not provide
complete or robust economic data.
First, this information may be hard to
collect: high-quality price and economic
evaluation data that are relevant for
resource-poor settings may be difficult
to find in the literature; applicants may
lack the technical skills to conduct their
own economic evaluation. Such issues
should, however, be less of a barrier
for applicants from private companies,
who have access to proprietary data,
but applications from companies had
some of the lowest rates of provision of
economic information. Second, the ap-
plication instructions may be unclear or
insufficiently detailed, as suggested at a
recent committee meeting. Application
instructions for the recent twentieth
committee meeting were revised,'® but
still do not fully incorporate recent
recommendations, such as asking appli-
cants to provide comprehensive search
strategies or stating that only complete
applications would be reviewed. Third,
the committee itself may not be clear
about whether economic studies should
be a necessary component of the deci-
sion process. Our qualitative analysis
suggests that other considerations
- such as safety and tolerability - are
sometimes given higher priority even in
cases of unfavourable price or economic
evaluation data. However, it is often
unclear which criteria were emphasized
during the committee’s review and
decision process. There are also chal-
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lenges in using economic criteria, such
as comparative cost-effectiveness, in
decision-making for medicines. These
challenges include information deficien-
cies and a lack of universal standards on
appropriate thresholds.

Our study has some limitations. We
did not assess the accuracy of informa-
tion provided and when an applicant
noted that no data were available, we did
not attempt to verify this. Our analysis
of committee discussions and decisions
was limited to the publicly-available
meeting reports, which may not capture
all aspects of the meeting. To overcome
the various data limitations, we relaxed
certain criteria in the application instruc-
tions to allow more flexibility in assessing
adherence to the instructions: for ex-
ample, we expanded the average generic
world market price criterion to permit
inclusion of median prices and prices
per country-group (e.g. low-income
countries); we allowed other published
data sources (e.g. peer-reviewed manu-
scripts) or internal sources (e.g. clinical
trial dossiers) for economic evaluation.

In conclusion, we have three recom-
mendations to improve the review and
decision-making process for the Model
List of Essential Medicines. WHO
should: (i) provide clear and detailed
instructions about how much and what
kind of economic data are required;
(ii) develop mechanisms to assist ap-
plicants in completing an application;
and (iii) provide clear rules about how
economic data will be used in making
decisions about applications and about
the consequences of not providing eco-
nomic data (Box 1). To implement these
recommendations, the current applica-
tion form needs to be revised and exam-
ples of high-quality applications and an
interactive, guided, application process
should be provided. Many countries are
debating how to use economic data and
analysis in decision-making processes
about essential medicines. WHO could
assist these countries by providing clear
examples of how applications should be
prepared and how decisions should be
reached. The model list is an important
global tool and decisions about new ad-
ditions have significant implications for
national policies and budgets, as well as
clinical decision-making. Il

Competing interests: VJW is affiliated with
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rating Centre in Pharmaceutical Policy.
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Box 1. Detailed recommendations for the WHO Expert Committee on the Selection and Use of Essential Medicines

1. The World Health Organization (WHO) should provide clear and detailed application instructions on how much and what kind of economic data (price data
and economic evaluation information) should be presented, based on accepted standards."”

a) For price data, the current instructions ask applicants to provide a “range of costs of the proposed medicine and to show medicine prices from a range of
settings where the product is registered. This should be clarified: a range of unit prices (not costs) should be provided for specific countries and for specific
sellers and data should include low- and/or middle-income countries whenever possible. The application should clearly identify the source of price data, the
years for the data and conditions that apply to the prices (bulk purchasing, payment method, etc.). In addition to unit prices, the applicant should provide
meaningful per-patient prices, for example, per treatment duration or per full vaccination course. If no price data exist, this should be explicitly noted as such
and the efforts to find price data should be documented.

b) For economic evaluations (cost—effectiveness, cost-benefit and cost-utility analyses), applications should provide clear units (for both costs and outcomes), all
comparisons (ideally reported as incremental costs and outcomes) and citations and the relevant country or countries. The economic evaluation should include
information on administration requirements (human resources, supplies) and costs for these if possible. If any data components are lacking in the literature,
this should be explicitly noted. For published economic evaluations, applicants should provide details of their search strategy (sources and keywords used). All
results of this search should be presented in full. For applications reporting new economic evaluation analyses, applicants should include a full accounting of
all cost and outcome data components and sources, plus information on the modelling approach and sensitivity and uncertainty analyses. Applicants should
provide a discussion and interpretation of the results presented.

¢) For both price data and economic evaluation information, the distinction between required and optional information should be explicitly stated in the
application instructions. For price data, required items might include unit and clinical prices (e.g. per course of treatment); and for economic evaluation, clear
outcomes and comparative, incremental analyses (e.g. incremental cost—effectiveness ratios).

d) For price data reported directly in the application and for any price data used in de-novo economic evaluation calculations, WHO should seek to extend its
partnerships with agencies that collect economic information — currently WHO recommends data sources such as the International Drug Price Indicator Guide
and the United Nations Children’s Fund. This is a longer-term goal, but would provide a standardized, high-quality source for applications that present price
data.

2. WHO should develop mechanisms to assist prospective applicants in completing an application. We recommend four new mechanisms, which may also require
additional financing.

a) The application instructions should be reviewed using focus groups and feedback from past applicants and reviewers, to improve the clarity of instructions
around data types and formats (as suggested in recommendation 1a—d).

b) Examples of high-quality, complete applications from the past should be provided to prospective applicants, to illustrate appropriate responses to specific
sections of the application instructions.

©) Aninteractive, guided, form-based application process, with detailed application sections and mandatory fields, could be developed to improve the process
of applying and assure that all sections of an application are completed before submission.

d) WHO should develop an online training course and require that this course be completed by applicants before submission of a new application. This would
include information about the model list, its objectives and role, as well as technical guidance in completing a high-quality application, including identifying,
interpreting and using economic data. The World Health Assembly passed a resolution to improve policies and practices for adopting national-level model
lists, including promoting collaboration and information-sharing about best practices for selection procedures20; WHO could extend such technical assistance
and education programmes to aid national decision processes as well.

3. WHO should provide clear rules about how economic data will be used in making decisions and about the consequences of not providing economic data.

a) Incomplete applications should be identified as such and should not be reviewed. Applicants should be informed that their application is not complete and
will not be reviewed unless all instructions are met, including providing specific price data and economic evaluation studies as identified via recommendation
1c

b) All criteria used to guide application assessments should be accounted for in documentation of the committee’s decisions: just as a structured application form/
process could help ensure uniform provision of information, a template of the process for committee decisions could increase transparency. For instance, the
committee report should provide a brief snapshot summary of information provided in terms of the medicine’s safety, efficacy, quality and economic profile.
A model for this already exists, in the expert review process before the committee meeting — and this type of form could be expanded and incorporated into
the committee decision process. There is a short timeline after each meeting in which the report is generated (with decision justifications, etc.); standardized
reporting might facilitate a quicker and more efficient process for writing the report, but rapid turnaround should be considered as an important factor in
adopting such a change.

¢) WHO should provide clear decision rules about what information and criteria are used to assign an application for consideration under the core list or the
complementary list, including the role of economic data in doing so. These determinations should also be clearly accounted for in documentation of the
committee’s decisions.

d) All documents used in the application process before the committee meeting should be publicly available on a WHO website, including initial application,
all expert reviews, any application revisions, all public comments and all additional information sought from applicants or others. All information used in the
process should be fully documented and publicly available, including details of the committee’s decision process, including assessment of information provided
as per items 3a—b and any additional data or analyses prepared by the Secretariat, to assure full transparency about how decisions are made and to strengthen
the evidence base. The committee should continue to require only publicly-available information in applications.
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Résumé

Evaluer la qualité et I'utilisation des données économiques dans les décisions sur les médicaments essentiels

Objectif Evaluer la qualité des données économiques fournies dans
les candidatures a la Liste Modéle des Médicaments Essentiels de
I'Organisation Mondiale de la Santé (OMS) et évaluer le réle de ces
donnéesdans la prise de décision du comité dexperts chargé dexaminer
les candidatures.

Méthodes Nous avons analysé les candidatures soumises au
comité d'experts de 'OMS concernant la sélection et I'utilisation
des médicaments essentiels entre 2002 et 2013. Toutes les données
relatives aux prix et au rapport colt-efficacité des médicaments ont
été tirées des dossiers de candidature et leur exhaustivité a été codée a
I'aide d'une échelle a quatre points. Nous avons déterminé sile comité
d'experts examinait les informations économiques et Iissue de chaque
candidature. La relation entre le caractere exhaustif des données
économiques et 'issue des candidatures a été évaluée par des tests du y’.
Résultats Le comité dexperts a recu 134 candidatures. Seules huit
d'entre elles (6%) incluaient des données complétes sur les prix et

des données dévaluation économique. De nombreux candidats ont
négligé ou mal compris la section du formulaire de candidature relative
alévaluation économique. Malgré le manque de données économiques,
toutes les candidatures ont été examinées par le comité. Aucune relation
significative entre lexhaustivité des informations économiques et l'issue
des candidatures n'a été établie. Le comité dexperts a tenté de remédier
a l'insuffisance des informations fournies dans les candidatures en
procédant a un examen et a une analyse plus poussés des données
relatives a la candidature.

Conclusion ['Organisation Mondiale de la Santé doit revoir les
indications données aux candidats en ce qui concerne les exigences
relatives aux données économiques, élaborer de nouveaux mécanismes
pour aider les candidats a aller au bout du processus de candidature
et définir des méthodes d'utilisation des données économiques dans
la prise de décision.

Pesiome

OueHKa KauecTBa 1 NPNMeHeHNA SKOHOMUYECKNX AAaHHDbIX NPU NPUHATUA pemean7| 006 OCHOBHbIX

NneKapcrBax

Llenb OLieHNTb KaueCTBO 3KOHOMUYECKIX AAHHbBIX, MPEAOCTaBAEHHDBIX
B 33ABKaX Ha MPVIMEPHBIV CMIMCOK OCHOBHbBIX IEKAPCTB, COCTABNEHHbI
BcemmpHoi opraHmsaumeit 3gpasooxpaHenua (BO3), n oueHnTs
POJb 3TVIX [AaHHbIX NP MPUHATUAY KOMUTETOM 3KCMEPTOB PeLUEHNI
MO 3TM 3asBKaM.

Metoabl Mbl npoaHanv3nMpoBany 3asBKHY, NMoAaBaemble B KOMUTET
akcnepToB BO3 no otbopy 1 MCMONb30BaHMI0 OCHOBHbIX IeKapCTB
3a nepviog mexxay 2002 1 2013 rr. MonHbIM 06bem AaHHbBIX O LieHax

M COOTHOLWEHNUM IDGEKTUBHOCTU U PACXOA0B ANA KOHKPETHbIX
NeKapcTB 6bIIW NoMyyeHbl MO JOKYMEHTaLUWKW, npunaraemoi K
3anABKaMm. [laHHbIM 06bem OUeHMBAeTCsA Mo YeTbipexbanibHow
wkane. Mbl Takxke OTMETUNM HalMuKe UK OTCYTCTBUE OOCYKAEHMA
IKOHOMMYECKOW MHOOPMALIMM KOMUTETOM SKCMEPTOB U TO, Kakoe
pelieHre BbiNo NPUHATO MO Kaxaoln 13 3asBok. CBA3b Mex[ay
NOSHOTOW SKOHOMUYECKMX AAHHBIX 11 PE3YNbTaTOM PacCMOTPEHNIS
3a4BKM Oblna OLEHEHa MO KPUTEPMIO X’
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Pe3ynbtatbl KOMUTET 3KCNEPTOB NOAYYMI 33 3TO BpemA 134 3aA8Ku.
/13 HUX TONBKO B BOCbMM (69%) MMENVCb NONHbIE AaHHbIE O LieHax 1
SKOHOMMYECKasA OLieHKa. BO MHOTVIX 3aABKax pasfen SKOHOMUYECKOM
OLIEHKY BbIN He 3aNONHEeH UK 3aMnoNHEH HenpaBUnbHO. HecmoTpa
Ha HeJOCTaTOK 3KOHOMMYECKOW MHPOPMALIMW, KOMUTET PacCMOTPEN
Kaayto 13 3aaBok. CBA3N MeXAY MONHOTON SKOHOMUYECKOW
MHOOPMALIML 11 PE3YNBTaTOM PAaCcCMOTPEHWA 3aABKY BbIABIEHO He
6bin0. KoMUTET SKCNEPTOB MbiTancaA 3anofH1TL NPobenbl B 3aABKax

Research
Essential medicines

nyTem JanbHenWero U3yyeHuna 1 aHanvsa AaHHbIX, CBA3AHHbBIX C
OTAENbHOW 3aABKOWN.

BbiBoA KomUTETY SKCMEpTOB CneayeT NepecMoTPeTb MHCTPYKLMH,
Bbl[JaBaemMble 3aABUTENAM, B 4aCTV TpeboBaHWM, Kacatlomnxcs
3KOHOMMYECKMX AaHHbIX, Pa3paboTaTb HOBbIE MEXaH3Mbl MOMOLLM
33ABUTENAM B 3aMOJHEHNM 3aABOK, a Takxe onpefenntb Metodbl
1CMOMb30BaAHWA SKOHOMUYECKMX AaHHbIX NP NPUHATAM PELIEHNI.

Resumen

Evaluacion de la calidad y el uso de datos econdmicos en las decisiones sobre medicamentos esenciales

Objetivo Evaluar la calidad de los datos econémicos proporcionados
en las solicitudes para la Lista Modelo de Medicamentos Esenciales
de la Organizacion Mundial de la Salud (OMS) y valorar el papel que
desempefia dicha informacién en el proceso de toma de decisiones del
Comité de Expertos que tiene en cuenta las solicitudes.

Métodos Se analizaron las solicitudes entregadas al Comité de Expertos
de la OMS en relacién con la seleccion y el uso de medicamentos
esenciales entre 2002 y 2013. La exactitud de los datos sobre el precio
y la costoeficacia de los medicamentos se extrajo de los documentos de
solicitud y se calificé mediante una escala de cuatro puntos. Se registrd
sien el Comité de Expertos se discutié o no la informacién econdmica
ylos resultados de cada solicitud. Las asociaciones entre la exactitud de
los datos econdmicos y los resultados de las solicitudes se evaluaron
usando pruebas y°.

Resultados FI comité de expertos recibié 134 solicitudes. Solamente

ocho solicitudes (6%) incluian datos completos relativos al precio y datos
relativos a la evaluacion econdmica. Muchos solicitantes omitieron o
malinterpretaron la seccion de evaluacién econémica del formulario
de solicitud. A pesar de la falta de datos econémicos, el Comité revisd
todas las solicitudes. No hubo ningun vinculo significativo entre la
exactitud de la informacion econdmica y los resultados de la solicitud.
El Comité de Expertos tratd de remediar la falta de informacion en las
solicitudes mediante una revision mas exhaustiva y un andlisis de los
datos relacionados con dicha solicitud.

Conclusion La Organizacion Mundial de la Salud debera revisar las
instrucciones para los solicitantes que figuran en los requisitos de los
datos econdmicos, desarrollar nuevas formas de asistir a los solicitantes
alahora de completar el proceso de solicitud y definir métodos para el
uso de datos econdmicos en el proceso de toma de decisiones.
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