'Corresponding author.

MD, Master’s in
Epidemiology, Management,
and Health Policies. Area of
Pharmacology, FEMEBA, La
Plata, Argentina. Instituto

de Ciencias de la Salud,
Universidad Nacional Arturo
Jauretche, Florencio Varela,
Argentina. DA([5)

2Physician. Medication
Management, INSSJP,
Buenos Aires, Argentina.
[ iD

SMD, Master’s in
Pharmacoepidemiology.
Area of Pharmacology,

FEMEBA, La Plata, Argentina.

Instituto de Ciencias de la
Salud, Universidad Nacional
Arturo Jauretche, Florencio
Varela, Argentina. DX ([2)

“Psychiatrist. INSSJP, Buenos
Aires, Argentina. Instituto
de Neurologia Cognitiva,
Buenos Aires, Argentina.

’Doctor of Medicine. INSSJP,
Buenos Aires, Argentina.
p=({iD

°Information Systems
Engineer, Master’s in
Administration. INSSJP,
Buenos Aires, Argentina.

ARTICLE / ARTICULOS

Reduction of social coverage for symptomatic
slow-acting drugs for osteoarthritis: a disinvestment
initiative in Argentina, 2015-2017

Reduccion de la cobertura social para los farmacos
antiartrésicos sintomaticos de accion lenta: una
iniciativa de desinversién en Argentina, 2015-2017

Martin A. Urtasun’, Maria Noble?, Martin Cands?, Julidn Bustin*, Ricardo C.
Mastai®, Alejandro J. Regueiro®

ABSTRACT In April 2016, the National Institute of Social Services for Retirees and
Pensioners discontinued its policy of 100% coverage for 159 drugs (the “social subsidy”),
including symptomatic slow-acting drugs for osteoarthritis (SYSADOAs), due to insufficient
evidence of significant clinical benefit. We evaluated the effect of this measure on the use
of SYSADOAs as well as non-steroidal anti-inflammatory drugs (NSAIDs), which were un-
affected by this policy change. We compared outpatient dispensations of SYSADOAs and
NSAIDs from 2015 to 2017, measuring dispensed units, retail price, and out-of-pocket ex-
penses for beneficiaries each month. After the change in coverage, there was a 61.6% total
decrease in SYSADOA units dispensed, and a 63.4% decrease in the final sales price to the
public, measured in constant values. Dispensation was not reoriented towards NSAIDs,
which fell by 6.1%. The incidence of new treatments decreased (from 6.4 to 3.3 treatments
per 1,000 beneficiaries per month), as did their continuity. Beneficiaries’ out-of-pocket
spending on SYSADOAs increased by 75.8% (at constant values). Disinvestment in inter-
ventions with questionable therapeutic value is an important tool in working toward the
sustainability of health systems.

KEY WORDS Investments; Osteoarthritis; Drug Therapy; Glucosamine; Chondroitin Sul-
fates; Anti-Inflammatory Agents, Non-Steroidal; Health Services Coverage; Argentina.

RESUMEN En abril de 2016, el Instituto Nacional de Servicios Sociales para Jubilados
y Pensionados excluyé del subsidio social la cobertura al 100% de 159 farmacos,
entre ellos, los antiartrésicos sintomaticos de accion lenta o symptomatic slow-acting
drugs for osteoarthritis (SyYSADOA), por insuficiente evidencia de beneficio clinico
significativo. Evaluamos el efecto de esta medida sobre la utilizacién de SySADOA vy de
los antiinflamatorios no esteroides (AINE), no afectados por la medida. Se compararon las
dispensas ambulatorias de los SySADOA vy los AINE de 2015 a 2017, midiendo unidades
dispensadas, precio de venta al publico y gasto de bolsillo del beneficiario para cada mes.
Luego de la medida, descendieron un 61,6% los envases de SySADOA dispensados y un
63,4% el monto total del precio de venta al publico, medido en valores constantes. La
dispensa no se reorienté hacia los AINE, que descendieron un 6,1%. Disminuy6 tanto la
incidencia de nuevos tratamientos (de 6,4 a 3,3 tratamientos por 1.000 beneficiarios por
mes) como su continuidad. El gasto de bolsillo de los beneficiarios en SyYSADOA aumenté
un 75,8% (a valores constantes). La desinversion en intervenciones de valor terapéutico
cuestionable es una herramienta valiosa para la sustentabilidad de los sistemas de salud.
PALABRAS CLAVES Inversiones en Salud; Osteoartritis; Tratamiento Farmacolégico;
Glucosamina; Sulfatos de Condroitina; Antiinflamatorios no Esteroideos; Cobertura de
los Servicios de Salud; Argentina.
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INTRODUCTION

Symptomatic slow-acting drugs for osteoar-
thritis (SYSADOASs) are a group of pharma-
ceuticals used to treat arthrosis that produce
a clinical effect several weeks after treatment
is initiated. This characteristic distinguishes
them from paracetamol and non-steroidal
anti-inflammatory drugs (NSAIDs),"” which
produce rapid analgesic effects. In Argentina,
SYSADOAs on the market include chondroi-
tin sulfate, diacerein, glucosamine, and av-
ocado soybean unsaponifiables, along with
their combinations.?

There is controversy over their real effi-
cacy as analgesics and in modifying disease
progression.’34 Clinical trials and systematic
reviews have found their analgesic effect to
be mild to insignificant, and have also noted
a difference in the preservation of articular
cartilage volume in the knee, the clinical rel-
evance of which is questionable.®67:8910

The uncertainty surrounding the effi-
cacy of SYSADOAEs is reflected in their un-
even coverage by public health systems.
They are covered in Spain, for example, but
not in France, Denmark, or Sweden; in the
United Kingdom and the United States they
are considered dietary supplements, and are
therefore not covered as medications.™' In
Argentina, SYSADOASs are not included in
the list of drugs covered by the Compulsory
Medical Program,? but 50% of their cost is
covered for those insured by the National
Institute of Social Services for Retirees and
Pensioners (INSSJP, for Instituto Nacional
de Servicios Sociales para Jubilados y Pen-
sionados).”? This national public institution
administers and finances the medical care for
senior citizens and their dependents, as well
as individuals of any age who receive disabil-
ity benefits or who are veterans of war. More
commonly known as PAMI (which stands for
Programa de Atencién Médica Integral), this
institution enrolls approximately five million
beneficiaries."® The INSSJP covers outpatient
medications through percentage discounts
on retail price."" Since numerous companies
in Argentina market “similar drugs” — that is,

drugs with an identical composition but a
different manufacturer and price — patients’
out-of-pocket expenditure will depend on the
chosen brand.™

For beneficiaries who due to socioeco-
nomic limitations were unable to meet the costs
of their outpatient medications — even with the
established discounts — a social subsidy pro-
gram was introduced in 2005 that expanded
coverage to 100% of medication costs."® The
social subsidy program was extended over the
next ten years, and by 2016 covered around
50% of dispensed medications.""”

The social subsidy program was initially
designed to cover all types of medications,
including those with non-existent or ques-
tionable potential therapeutic value that are
marketed in Argentina."® Although new drug
authorizations in the country require an anal-
ysis of their “efficacy and safety,” authoriza-
tion is granted automatically when the drug
in question has already been approved by
the US Food and Drug Administration, the
European Medicines Agency, or other refer-
ence agencies;"" in practice, this mechanism
is used for the majority of new approvals.??
However, for a number of older medications
that remain on the market, authorization is
renewed every five years nearly automati-
cally, even when they have been taken off
the market in other countries due to adverse
effects.?"?2 A number of these products are
fixed-dose combinations that are not substan-
tiated by sufficient evidence in the scientific
literature.?>?*  Furthermore, for authoriza-
tions that are granted based on the decisions
of reference agencies, current regulations do
not indicate that the drug must be taken off
the market if its authorization is revoked in its
country of origin."?

Areview conducted in partnership with the
Institute for Clinical Effectiveness and Health
Policy — an academic institution affiliated with
the University of Buenos Aires — found that
some of the medications covered by this mech-
anism were drugs “that lacked sufficient med-
ical evidence to determine significant clinical
benefits.”?> As a result, in 2016 the INSSJP ad-
opted Resolution 439/2016, which discontin-
ued 100% coverage for 159 monodrugs and



fixed-dose combinations in all of their com-
mercial preparations, although it preserved
the original discounts for all listed drugs. As
SYSADOAs were included in the list, once
the measure went into effect they received
the basic discount of 50% off retail price.?®

This measure is an example of what in
the healthcare literature has become known
as “disinvestment,” which refers to the partial
or complete withdrawal of public financing
for a determined product or service in health
care based on an understanding that it pro-
vides little to no health benefits, and is there-
fore not an efficient use of resources. This, in
turn, is meant to redirect funds toward mea-
sures with greater public health impact.?627.28)
“Passive disinvestment” refers to the sponta-
neous abandonment of practices that have
fallen into disuse or that have been replaced
by others, whereas “active disinvestment” oc-
curs when changes are made in the coverage
of interventions that have become obsolete
or that were not properly evaluated before
being put into practice.?®

In this context, increased pharmaceuti-
cal spending is a central concern for public
and private organizations that are charged
with providing equitable and integral med-
ical care within sustainable budgets. Reas-
sessing the coverage of low-cost treatments is
encouraged as a means to offset the constant
incorporation of costly pharmaceuticals.?%2%
A number of different disinvestment strate-
gies exist: a partial or complete withdrawal of
public funding (this is known as “delisting” in
the specialized literature); subjecting certain
drugs to usage guidelines; the selection of
certain active ingredients in each therapeutic
class; and encouraging the prescription of ge-
neric drugs.?%2®

Disinvestment strategies have conse-
quences for all stakeholders, including pa-
tients, prescribers, hospitals, manufacturers,
and health care funders. These consequences
may be clinical or economic in nature, or
may involve satisfaction levels of different
stakeholders. Assessing the outcomes of this
type of intervention can contribute to an un-
derstanding of their consequences and in-
form future decisions.?82%

An analysis of pharmaceutical disin-
vestment initiatives carried out in the public
health systems of Spain,©®'3? France,?%3233|re-
land,®¥ and a group of six OCED countries®
reveals some commonalities among them.
First, a rapid decrease in the prescription and
dispensation of medications whose coverage
had been reduced, along with a subsequent
decrease in public spending, coupled with
increased out-of-pocket cost for patients who
continued using these medications.03132

A second common aspect has to do with
the need to assess whether reduced cover-
age of certain drugs will reorient demand
toward other drugs that continue to be cov-
ered, or if it eventually leads to increased
demand for other healthcare services such
as physician visits.®¥ In France, for exam-
ple, the removal of financing for mucolyt-
ics led to an increase in the consumption of
antitussives and bronchodilators.?® On the
other hand, given the existence of differ-
ent commercial preparations with identical
chemical compositions, it is to be expected
that individuals who continue to take these
medications will tend to seek products with
a lower price point. The final outcome may
not always be what is expected: in a review
of drug exclusion policies, Chambers et al.
found that in one-fifth of cases, total costs
actually increased.®®

Other important factors to consider in
comprehensive assessments of this type of
initiative include health outcomes, eco-
nomic outcomes, and the satisfaction of
different stakeholders such as patients, ser-
vice providers, and funders.®?®333637) Sych
an evaluation is difficult to implement, and
published work on concrete experiences has
shown the need for a balance between the
ideal and the attainable.®”

This study evaluated the impacts of the
INSSJP discontinuing its social subsidy of
100% coverage of SYSADOAs on dispensa-
tions and costs, and explored the alternative
pharmaceutical treatments employed in re-
sponse to this measure.
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METHODS

An observational retrospective study on the
use of medications was carried out based
on data from the administrative database on
outpatient drug dispensations to INSSJP ben-
eficiaries from 2015 to 2017. The change in
coverage went into effect on April 7, 2016,
which means that the study period includes
a span of 15 months prior to the change and
20 months after.

Among the 159 active ingredients and
fixed-dose combinations excluded from
100% coverage by Resolution 439/2016,
SYSADOAs — found in subgroup MOTA (“An-
ti-inflammatory and antirheumatic products,
non-steroids”) of the World Health Organiza-
tion’s Anatomical Therapeutic Chemical Clas-
sification System (ATC) — were identified and
categorized as “group A drugs” for the pur-
poses of this study. In order to explore possi-
ble shifts in prescribing in favor of drugs that
did not have a reduction in coverage, trends
in the dispensation of the remaining drugs
in subgroup MO1A, along with the analgesic
paracetamol, were studied (these were desig-
nated “group B drugs”). A report on the com-
mercial preparations available in Argentina
of all selected drugs was obtained by search-
ing the active ingredients in the commercial
pharmaceutical database AlfaBeta used by
the INSSJP to classify medications. Monthly
data were obtained on the number of units
dispensed, retail price, and price paid by ben-
eficiaries for all drugs on lists A and B.

In order to evaluate trends in spending in
a context of high inflation, and taking into ac-
count concerns over the reliability of national
statistics published by the National Institute
of Statistics and Census (INDEC) between
2007 and 2015,5%9 prices were adjusted to
the value of the peso in January 2015 using
the consumer price index of the Autonomous
City of Buenos Aires.“0

Changes in the average percentage of
retail price covered by the INSSJP were cal-
culated, which reflect the combination of
beneficiaries that were able to access the
social subsidy covering 100% of the retail

price and those who obtained the standard
discount of 50%.

Monthly usage prevalence proportions
(hereinafter “prevalence of use”) of medica-
tions on each list were calculated as the pro-
portion of the total number of beneficiaries
who had been dispensed medications on the
list over the course of the month.“" Changes
in prevalence of use may be attributable to
modifications in the incidence of new treat-
ments, or to changes in their duration. In or-
der to evaluate the contribution of the former,
the incidence rate of new users was analyzed,
defined as patients who had been dispensed
a medication on list A or B in a given month
but who had not been dispensed medications
on that list in the previous six months. To as-
sess continuation of treatment, drug dispen-
sations in subsequent months were analyzed
by calculating the proportion of patients that
received a second and third dispensation
after initiating a new treatment, as long as
the patients were monitored for at least four
months following the initial dispensation.

For the purpose of identifying the over-
all effect of this measure, monthly averages
of aforementioned variables were calculated
for three time periods: the period prior to the
studied intervention, from January 2015 to
March 2016; a transition period, comprising
the first four months after the measure went
into effect; and the period after its implemen-
tation was completed, from August 2016 to
December 2017.

In order to more precisely characterize
usage patterns of group A drugs, prevalence of
use was analyzed by sex and by place of res-
idence (defined according to the 38 local of-
fices of the INSSJP), and results from one of the
months before the measure was implemented
(July 2015) were compared with one of the
months after it was in effect (July 2017). We
also explored whether group A drugs were ini-
tially indicated by the patient’s general practi-
tioner or by a specialist, using administrative
data available through the INSSJP data server.

Lastly, we assessed whether or not the
removal of the 100% subsidy to group A
drugs led to changes in brands selection in
favor of more inexpensive products with the



same composition. To that end, the most
widely used drug from group A (glucosamine
+ meloxicam) was taken as a reference, and
dispensations of its different commercial
preparations in July 2015 were compared
with those of July 2017.

This study made use of publicly available
administrative data, which were processed in
such a way that the identity of individuals
participating would be impossible to deter-
mine, and it was therefore not necessary to
seek approval from a Research Ethics Com-
mittee or to obtain informed consent, consis-

Dispensations before and after the
measure

Prior to the implementation of the measure,
364,000 units of group A drugs were dis-
pensed on average per month. This figure
fell to 139,000 once the measure went into
effect, a reduction of 61.6%. Dispensations
of group B drugs did not increase proportion-
ally, but in fact decreased slightly after the
measure went into effect, from 504,000 to
473,000 units per month, a 6.1% reduction.
This decrease affected all products on the list
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tent with the treatment of unidentifiable data
outlined in Article 11.3.e of Law 25,326 on
the Protection of Personal Data.

of group A drugs similarly (Table 2).

Table 2. Average monthly dispensations of group A drugs before
and after their exclusion from the social subsidy. Argentina, 2015-

2017.

RESULTS ) )

Drugs Units per Units per Percent
month prior  month after change
to measure measure

] (01/2015t0  (08/2016to
The list of group A drugs that were excluded 03/2016) 12/2017)
from 100% coverage includes eight SYS-  glucosamine + meloxicam 180,936 71,546 -60.5
ADOAs — both as monOdrUgs and as fixed- chondroitin sulfate + glucosamine 58,974 15,686 734
dose corr?blnatlons'— while the list of BOUP  oonifables $0.467 2530 199
B drugs includes fifteen products found in |
o . ucosamine 34,583 9,577 -72.3
subgroup MOTA of the ATC classification (not 9
affected by the measure), as well as parac-  diacerein 2728 10510 575
etamol (Table 1) diacerein + glucosamine 8722 4,132 -526
diacerein + meloxicam 4,937 2,616 -47.0
chondroitin sulfate 214 96 -55.0
Table 1. Drugs listed in subgroup M01A of the ATC Toal 363,561 139,466 616

classification™ by coverage, following Resolution 439/2016.

Argentina, 2016. Source: Own elaboration based on data from the National Institute of Social Services for
Retirees and Pensioners.

Excluded from the social subsidy Included in the social subsidy

(Group A Drugs) (Group B Drugs)

chondroitin sulfate celecoxib .

chondroitin sulfate + glucosamine lysine clonixinate The number of prevalent users prior to

diacerein dexketoprofen the measure’s implementation was 328,400

diacerein + glucosamine diclofenac

diacerein + meloxicam diclofenac+asoc for group A drUgs and 382,400 for group B

glucosamine dipyrone drugs, 73,900 of whom consumed medica-

glucosamine + meloxicam etoricoxib tions on both lists. Monthly prevalence of use

avocado-soybean unsaponifiables flurbiprofen pI‘iOl’ to implementation among all beneficia-
ibuprofen R o o
indomethacin ries was 6.7% for group A drugs and 7.8%
ketoprofen for group B drugs, which dropped to 2.7%
meloxicam and 7.7% respectively after the measure went
naproxen . .
pafa(etamol into effect, a 60% reduction in users of group
piroxicam A drugs and 0.4% in users of group B drugs

(Figure 1).
Total spending on group A drugs dis-
pensed showed a similar tendency, in a

Source: Own elaboration based on data from the National Institute of Social Services
for Retirees and Pensioners.

*Subgroup “Anti-inflammatory and antirheumatic products, non-steroids” of

the Anatomical Therapeutic Chemical Classification System of the World Health
Organization.®®
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Figure 1. Monthly prevalence of use of excluded arthrosis medications (group A drugs) and those
not excluded from the social subsidy (group B drugs). Argentina, 2015-2017.

Source: Own elaboration based on data from the National Institute of Social Services for Retirees and Pensioners.

Note: The vertical line indicates the date of change in coverage.

general context of high inflation, which
reached 125% over the course of the three
years included in the study period. Average
monthly sales to the public of group A drugs
totaled $145.3 million pesos per month prior
to the measure, and quickly fell to $87.1 mil-
lion four months after its implementation,
representing a decline of 40.0% in nominal
values and 63.4% in constant values (January
2015 pesos) (Figure 2). Group B drugs, on the

160 -
140 A
120 A
100 A
80 -
60 -

40 1

Millions of pesos (constant January 2015 values)

20 A

other hand, totaled an average of $74.5 mil-
lion pesos per month prior to the measure,
and grew to $126.2 million after it went into
effect, which represents an increase of 3.6%
in constant values (Figure 2).

The average discount to retail price of
group A drugs included in coverage before
the measure’s implementation was 89.6%,
reflecting the fact that 79.2% of dispensa-
tions were fully covered by the social subsidy

Group A dugs

Group B dugs

NN T INON®G

Figure 2. Total monthly sales of excluded arthrosis medications (group A drugs) and those not
excluded from the social subsidy (group B drugs) dispensed per month, in constant January 2015
pesos. Argentina, 2015-2017.

Source: Own elaboration based on data from the National Institute of Social Services for Retirees and Pensioners
Note: The vertical line indicates the date of change in coverage.
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Figure 3. Beneficiaries’ out-of-pocket spending on excluded arthrosis medications (group A drugs)
and those not excluded from the social subsidy (group B drugs), in constant January 2015 pesos.

Argentina, 2015-2017.

Source: Own elaboration based on data from the National Institute of Social Services for Retirees and Pensioners.

Note: The vertical line indicates the date of change in coverage.

(100% discount). With the exclusion of group
A drugs from this subsidy, the average dis-
count fell to 50% after the measure went into
effect. As a result, beneficiaries’ total out-of-
pocket spending on group A drugs increased
from $15 million per month before the mea-
sure’s implementation to $43.5 million per
month after it went into effect, a 189% in-
crease. Out-of-pocket spending on group
B drugs increased from $20.5 million per
month to $35.9 million, an 84.7% increase.
In constant January 2015 pesos, the increase
in out-of-pocket spending was 75.8% for
group A drugs and 11.9% for group B drugs
(Figure 3).

Initial prescription and continuity of
treatment

Over the course of the 36-month study pe-
riod, group A drugs were dispensed to
1,196,000 different individuals, roughly 1
out of every 4 INSSJP beneficiaries. Prior to
the measure’s implementation, the monthly
incidence rate of new treatments with group
A drugs was 6 per 1000 beneficiaries, which
fell to 3 per 1000 after it was effect.

Despite being medications associated
with long-term use, continuity of use was not
very high prior to the measure’s implementa-
tion: only 69% of patients that initiated treat-
ment with a group A drug received a second
dispensation, and only 54% received a third.
After the measure went into effect, these fig-
ures decreased to 50% and 33% respectively.

The 61.6% reduction in dispensations of
group A drugs following the measure’s im-
plementation can therefore be attributed to a
combination of two factors: a one-half reduc-
tion in the number of new treatments initiated,
and a substantial decrease in the continuity of
treatment for those previously initiated.

Record keeping on the specialties of
prescribing physicians was in the process of
being implemented during the study period,
so complete data were not available: data on
40% of prescribing physicians were available
in January of 2015, and reached 75% as of
July 2017. Taking into account these limita-
tions, we were able to determine that at least
80% of new treatments with group A drugs
were initiated by general practitioners, and
only 20% were initiated by specialists.
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Dispensations by sex and by place of
residence

Monthly prevalence of use was twice as high
among women as among men, both before the
measure’s implementation (8.9% and 4.4% re-
spectively in July 2015) and after it was in ef-
fect (3.2% and 1.6% respectively in July 2017).

There was great deal of variation in prev-
alence of use among INSSJP local offices
before and after the measure went into ef-
fect, and it was possible to observe regional
trends. In July 2015, the lowest figure was
reported in the Autonomous City of Buenos
Aires (3.6%), and the highest corresponded
to the provinces of Catamarca, La Rioja, and

Table 3. Prevalence of use of group A drugs before and after the measure
went into effect, by local INSSJP office corresponding to beneficiary’s place of

residence. Argentina, 2015 to 2017.

Local INSSJP office 07/2015
(%)
LaRioja 12.8
(atamarca 12.8
Tucumén 12.8
San Juan 123
Mendoza 13
Salta 1.2
Rio Cuarto 10.0
Entre Rios 10.0
San Luis 9.8
Jujuy 9.4
(ordoba 8.5
Formosa 8.5
Concordia 8.5
Santiago del Estero 8.5
Rio Negro 8.4
Chaco 8.2
Rosario 1.1
Mar del Plata 74
National Total 7.2
Neuquén 7.1
Bahia Blanca 7.1
Misiones 7.1
Santa Fe 6.7
Morén 6.5
Corrientes 6.5
Quilmes 6.3
Junin 6.0
Chivilcoy 6.0
Lujén 59
San Justo 5.7
Lanus 5.6
La Pampa 55
San Martin 49
La Plata 49
Azul 49
Chubut 4.6
Tierra del Fuego 44
Santa Cruz 42
Autonomous City of Buenos Aires 3.6

07/2017 Decrease
(%) (%)
47 63.3
42 67.2
37 71.1
25 79.7
36 68.1
36 67.9
3.2 68.0
37 63.0
24 75.5
36 61.7
2.9 65.9
23 729
32 62.4
2.8 67.1
3.1 63.1
32 61.0
2.9 62.3
22 703
2.6 63.9
24 66.2
27 62.0
2.5 64.8
3.0 55.2
26 60.0
2.7 58.5
2.6 58.7
21 65.0
24 60.0
23 61.0
23 59.6
22 60.7
27 50.9
21 57.1
18 63.3
23 53.1
2.7 /N3
1.9 56.8
26 38.1
1.6 55.6

Source: Own elaboration based on data from the National Institute of Social Services for Retirees and

Pensioners.



Tucuman (12.8% each), a relation of 3.5 to
1. In July 2017, the lowest prevalence of use
was once again registered in the Autonomous
City of Buenos Aires (1.6%), and the highest
was found in La Rioja (4.7%) (Table 3).

Choice of commercial product

The combination of glucosamine and meloxi-
cam was the most commonly prescribed
SYSADOA before the measure went into
effect, accounting for 49.8% of dispensed
units. Available brands were evaluated by
price point, taking as a reference the presen-
tation of 30 packets of effervescent powder
containing 1500 mg of glucosamine and 15
mg of meloxicam. In July 2015, there were
13 different brands on the market, with an
average retail price of $390 pesos (range of
$274-$451); the average retail price of units
effectively dispensed was $417 — 92% of the
maximum price — given that the most ex-
pensive brand was also the most frequently
purchased (43% of units sold). In July 2017,
there were 15 different products, with an
average retail price of $689 pesos (range:
$279-$808); no change was observed in the
available brands, and the average price of
dispensed units was $745, once again 92%
of the maximum price.

The case of meloxicam

The nonsteroidal anti-inflammatory drug
meloxicam is marketed in fixed-dose combi-
nations with glucosamine and with diacerein
— both group A drugs — and also as a monod-
rug, included the list of group B drugs. Prior
to the analyzed measure’s implementation,
these presentations accounted for 79% and
21% respectively of dispensed units of medi-
cations containing meloxicam. After the mea-
sure went into effect, and despite a 60% drop
in dispensations of SYSADOAs combined
with meloxicam, no compensatory propor-
tional increase was observed in meloxicam
monotherapy, even though it continued to
receive 100% coverage.

DISCUSSION

The exclusion of SYSADOAs from the list of
medications eligible for 100% coverage by
the INSSJP led to a 61.6% reduction in the
number of units dispensed per month — even
though these medications continued to re-
ceive 50% coverage — along with a 63.4%
fall in the final sales price to the public,
measured in constant January 2015 values.
Nonetheless, beneficiaries’ out-of-pocket
expenditure increased by 75.8% in constant
values due to the reduction in coverage, de-
spite a significant decrease in the number
of units dispensed. All of these outcomes
emerged in the four-month period following
the measure’s implementation, and remained
stable over the next 16 months.

It is worth noting that excluding the
combination of glucosamine and meloxicam
from 100% coverage — which accounted for
half of all SYSADOA units dispensed before
the measure’s implementation — did not lead
to a shift in prescribing toward meloxicam
monotherapy, which retained 100% cover-
age. This could reflect a lack of information
on the part of both physicians and patients
regarding the scope of the new regulations,
or perhaps a certain “organizational inertia”
which delays adaptation to changes in insti-
tutional regulations. There was also no ev-
idence to suggest that this led to increased
dispensation of lower-priced products, even
though this would have generated significant
savings to beneficiaries.

Combinations of an SYSADOA with an
NSAID — which in this study accounted for
roughly 50% of dispensations — are not very
rational, as they combine a rapid acting anal-
gesic (meant to be used for the shortest time
possible) with slow-acting drugs that produce
beneficial effects only after months of treat-
ment. Although it could be argued that such a
combination might be advantageous in early
stages of treatment if it is replaced with SYSA-
DOA monotherapy after only a few weeks, in
practice it often becomes a chronic treatment
for arthrosis, implying prolonged exposure
to the adverse effects of NSAIDs. In light of

REDUCTION OF SOCIAL COVERAGE FOR SYMPTOMATIC SLOW-ACTING DRUGS FOR OSTEOARTHRITIS 9

9% € LT0T /7678101 0P 97 €D/ 111Z0T "VAILDITOD ANTVS



10

SALUD COLECTIVA. 2021;17:e3246. doi: 10.18294/sc.2021.3246

URTASUN MA, NOBLE M, CANAS M, BUSTIN, J, MASTAI RC, REGUEIRO AJ.

these and other considerations, the combi-
nation of glucosamine and meloxicam was
taken off the market in 2020 by the National
Administration of Drugs, Foods, and Medical
Devices.“?

As previously mentioned, it is necessary
to determine whether disinvestment initia-
tives reorient demand toward other drugs
not affected by these measures. In this study
we did not observe an increase in dispensa-
tions of alternative treatments (NSAIDs and
paracetamol) due to the implementation of
this measure, despite the fact that they con-
tinued to receive 100% coverage. It should
be noted that the information system utilized
in this study does not collect data on over-
the-counter dispensations, which may have
seen changes.

This study did not analyze health out-
comes. Nonetheless, taking into account the
questionable efficacy of SYSADOAs, signifi-
cant consequences of their reduced dispensa-
tion are not to be expected. It should be noted
that nearly half of all SYSADOA dispensations
were in combination with meloxicam, which
exposes an at-risk elderly population to the
prolonged use of an NSAID, and therefore
it can be expected that the result obtained
reduces the risk of its adverse digestive and
cardiovascular effects.“44

For the payer, the economic outcome
was a substantial reduction in spending on
SYSADOAs. On the other hand, increased
out-of-pocket expenditure on the part of
beneficiaries was an undesired effect of the
measure, given that it implied the allocation
of scarce resources to drugs with low poten-
tial therapeutic value.®> There was no evi-
dence to suggest that patients and providers
activated existing strategies to limit out-of-
pocket spending: on one hand, reorienting
medical treatment toward products that re-
tained 100% coverage; and on the other, for
beneficiaries that continued treatment with
SYSADOAs, choosing lower-priced brands.
These strategies could have been outlined in
communications to patients and prescribers
prior to the measure’s implementation, in-
cluding a description of its scope, justifica-
tion, and available alternatives; additionally,

a more gradual rollout would have facilitated
adjustment to the measure. Although no for-
mal assessment of patient and provider sat-
isfaction with the measure was conducted,
the increase in out-of-pocket spending on
the part of beneficiaries and the lack of ad-
justment to the new measures on the part of
prescribers presumably indicate low levels of
satisfaction.

The measure analyzed in this article has
also produced consequences in the pharma-
ceutical market, as the INSSJP is the largest
buyer of medications in Argentina. It is esti-
mated that the institution accounts for 35 to
40% of total pharmaceutical sales.™ It is for
this reason that the institution’s medication
policy exerts an influence on the overall state
of market supply and price setting for soci-
ety at large. Given that SYSADOAs are drugs
primarily used by senior citizens, and con-
sidering that 76% of the population over age
65 in Argentina receives healthcare coverage
through the INSSJP,"” the observed 61.6%
reduction in dispensations that resulted from
the measure limiting their coverage has wider
implications for this market segment. Gener-
alizing this effect, we contend that the adop-
tion of a medication policy by the INSSJP
focused on covering drugs with demonstrated
efficacy would have the effect of improving
the rationality of the entire pharmaceutical
market in Argentina.

Some of the limitations of this study that
should be mentioned include the absence of
a control group, given that the measure re-
ducing coverage described here was simul-
taneously applied to the entire population
of beneficiaries. Second, analysis of shifts
in demand toward other medications was
limited to NSAIDs, even though other drug
classes — such as corticosteroids or opioid
analgesics — could have been affected. Fur-
thermore, as we have previously pointed out,
this study did not examine the satisfaction of
beneficiaries or providers, nor did it look at
health outcomes.

Disinvestment strategies represent a chal-
lenge for healthcare financing systems, in an
effort to combine the best possible allocation
of budgetary resources with improvements in
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health outcomes and in patient and provider
satisfaction. These interventions face resis-
tance from all involved stakeholders, and it is
therefore necessary to anticipate their effects
on the different aspects discussed here, with
an eye toward attaining a balance between

the ideal and the attainable, or what MacKean
et al. refer to as “the art of the possible.”?72
In order to increase the probability of success,
this should be a transparent process and mea-
sures should be properly justified and consen-
sus with key actors should be sought.®4%
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