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Abstract

Objective: to analyze the use and perception of generic drugs by people with diabetes and hypertension in S2o Paulo City,
Brazil, considering the Brazilian Generic Drug Policy. Methods: this was a cross-sectional study using data from a household
health survey (ISA-Capital) in 2003; analysis was performed on knowledge regarding generic drugs and on the association
between their use and sociodemographic and socio-economic characteristics. Results: 603 people with hypertension and
diabetes were included in the study, low use of generic drugs was found (33.3% and 26.3, respectively) and low cost was the
major reported advantage of generic drugs (71.0% and 71.1%, respectively); there was no statistically significant difference
between the use of generic medication and age, sex or schooling. Conclusion: low cost and there being no difference between
generic drug use and education level strengthen the importance of generic drugs for promoting equity and universal access
to medication.
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Introduction

In Brazil, every citizen is entitled to health services,
having the right to receive the essential medications
that are used to treat the most prevalent diseases in
our population.’* The medicines supply, one of the
Brazilian National Health System’s (SUS) branches,
accounts for one of the highest expenditures of the
public health system, which is reflected by a raise in
programs and policies that promote a more equitable
access to medications by the population, from both the
public and private sectors — such as the public policy
of prices reduction.'?

The interchangeability of

a generic drug with a reference

drug is proved by pharmaceutical
equivalence tests and bioequivalence.

The access to continuous-use medication is an
important strategy for controlling the prevalent diseases
in Brazil."> Among the aforementioned programs, we can
highlight those that are related to essential medications:
drugs for diabetes mellitus and hypertension, for
example,” important mortality and morbidity causes
that affect men and women of all social classes.’* The
hypertension prevalence around the world is too high,
especially in Brazil, where it was estimated in 21.6%, in
2006.° In 2010, the prevalence of diabetes in the world
was 6.4%.° In 2006, in Brazil, the prevalence of diabetes
corresponded to 5.3%.> The access to medications is
one of the priority interventions to control hypertension
and diabetes mellitus.>>

There are three types of drugs: reference, similar
or generic." The generic drug has a lower cost when
compared to reference drugs.” The interchangeability
of a generic drug with a reference drug is proved by
pharmaceutical equivalence tests and bioequivalence.”®

In 1999, when the policy of generic drugs® started
in Brazil, health professionals, mainly physicians and
pharmacists, started education campaigns in order to
enhance the knowledge and the use of generic drugs.
These campaigns have been intensified since the
implementation of this new policy.

In the country, the generic drug policy implies
financial expenditures to the health system, with
impacts in the private sector, by stimulating the

competition in the pharmaceutical industry,” and in
the public sector, by allowing the purchase of drugs
in a lower cost, resulting in the reduction of public
expenses.”® It is necessary to conduct studies in order
to investigate if the government strategy of expanding
and promoting equitable access of the population to
medications — especially the essential drugs — has
been effective.”® After all, one of the functions of the
State is to ensure the equitable access to medications
by the whole population.*"°

The objective of this study is to analyze the use and
perception of generic drugs by people with diabetes
and hypertension in S3o Paulo City, Brazil, considering
the Brazilian Generic Drug Policy.

Methods

A population-based cross-sectional study was
conducted, using data from Sdo Paulo city Household
Health Survey (IS4-Capital) , collected through household
interviews performed in 2003.

The I84-Capital 2003 used a cluster sampling stratified
in two stages. In the first stage, 60 census tracts were
randomly chosen, with probability proportional to the
size — expressed by the number of cities in each tract,
according to the Brazilian Institute of Geography and
Statistics (/BGE)."" In the second stage, a systematic
sample of households was randomly chosen in each
census tract, based on the list of households previously
listed. The full methodology of the ISA-Capital is
available at http://www.fsp.usp.br/isa-sp/.

The individuals considered in this study were those
that self-reported hypertension or diabetes mellitus,
aged 20 years old or more, who lived in S20 Paulo
city, and who had taken a medicine within three days
before the interview — considering here any drugs for
hypertension, diabetes or for treating any other disease.

The variables of interest of the study were (i) the
use of generic drugs and (ii) the perception on generic
drugs by the surveyed population. The use of generic
drugs was assessed through the following question:

"Are you taking any generic drug?" (Possible

answers: yes; no)

The perception on generic drugs was analyzed
through the following questions:

"Do you know if it is possible to replace one of

the drugs you took in the last three days by a

generic drug?"
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"In your opinion, are there any advantages in
using generic drugs? Which?"
"In your opinion, are there any disadvantages in
using generic drugs? Which?"

Besides the questions related to the use of
medications, hypertension and diabetes mellitus,
we performed a demographic description based
on sex (male; female), age group (in years: 20 to
59 [adults]; 60 or more [elderly]) and education
level of the family head (in years of schooling: 0 to
7; 8 or more).

For the qualitative variables, we calculated the
percentage and respective 95% confidence intervals
(95%CI). The Pearson chi-square test (Rao-Scott)
was used to verify if there was any association between
the use of medication and the sociodemographic
characteristics, which was considered statistically
significant when p<0.05.

The data analysis was performed with the program
Stata®, version 10.0, due to the complex design of the
study sample (survey mode).

All the surveyed individuals signed a Term of Consent.
The study was approved by the Ethics Committee for
Analysis of Research Projects of the Hospital of the
Medical School of S3o Paulo University, in 14 February
2001, Protocol No. 381.

Results

The analyzed sample counted with a total of 603
participants: 448 individuals self-reported hypertension
and having taken medicines within three days before the
interview; the other 155 self-reported diabetes mellitus
and also took medicines within three days before the
interview (Table 1).

The percentage of individuals who reported
hypertension or diabetes, took a medicine within
three days before the interview and used to take
generic drugs corresponded to 33.3% (95%CI
25.2;42.4) (n=135) with hypertension, and 26.3%
(95%CI 17.0;38.3) (n=49) with diabetes (data not
presented in the tables).

In table 1, the sociodemographic characteristics
of the surveyed individuals who declared they used
generic drugs were described. Although there was no
statistically significant association between this use
and the analyzed categories — sex, age and education
level —, the percentage of individuals who said they
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used generic drugs was low; never higher than 40.0%
(Table 1).

The perception of the population towards generic
drugs is presented in Table 2. More than 90.0% of those
who reported hypertension (91.2% —95%CI 85.6;98.4)
and of those who reported diabetes (90.9% — 95%CI
79.6;97.3) mentioned that there are advantages in using
generic drugs. Of those who reported hypertension,
22.7% did not know that it was possible to replace a
reference drug by a generic drug; among those who
reported diabetes, 22.2% ignored this possibility
(Table 2).

Among the advantages in using generic drugs pointed
by the surveyed individuals, most of them mentioned
the low cost: 71.0% of the individuals with hypertension
and 71.1% of those with diabetes. Other mentioned
advantages were "a higher amount of options", it is
easier to find the drug, and the generics "being good"
(data not presented in the tables).

However, 65.9% (n=265) of those who reported
hypertension and 59.4% (n=87) of those who reported
diabetes mentioned some disadvantages for using generic
drugs, such as "not being as good as the reference
drug" (10.4% of individuals with hypertension and
7.2% of self-reported diabetics) (data not presented
in the tables).

Discussion

This study proved the low use of generic drugs
and showed that a great proportion of the surveyed
individuals did not know that it was possible to replace
the reference drug by its generic. There was no
statistically significant difference in the use of generic
drugs according to age, sex and education level. Most
of the surveyed individuals identified advantages in
using generic drugs, mainly their low cost.

Although the majority of the population surveyed
has seen advantages in using generic drugs, their use
in 2003, after five years of the implementation of the
Brazilian Generic Drug Policy, was found to be low
for both the population of patients with hypertension
and the patients with self-reported diabetes. Almost
one decade later, a study conducted by Blatt et al'*in
Tubario, Santa Catarina State, in 2012, showed that
77.8% of the local population frequently used generic
drugs, showing a higher use of generics than the
identified in the present study. According to a research
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Table 1 - Sociodemographic characteristics of the individuals that reported hypertension and diabetes and the
use of generic drugs in Sao Paulo-SP, Brazil, 2003

Use of generic drug

Uses generic drugs® Does not use generic drugs® A
% () % (n)
Self-reported hypertension (n=448)
Age (in years)? 0.153
25-34 39.6(38) 60.4(51)
=60 30.0(115) 70.0 (244)
Sex? 0.482
Male 35.5(65) 64.5(122)
Female 35.3(88) 64.7 (173)
Education level (in years of schooling) * 0.497
0-7 36.1(97) 63.9 (205)
>8 32.8(35) 67.2(75)
Self-reported diabetes mellitus (n=155)
Age (in years)? 0.330
20-59 19.4(4) 80.6(12)
=60 31.6(46) 68.4(93)
Sex? 0.363
Male 33.3(22) 66.7 (46)
Female 23.5(29) 76.5(58)
Education level (in years of schooling) * 0.348
0-7 31.5(38) 68.5(66)
>8 19.2(9) 80.8(33)

a) The answer 'Does not know or did not reply' was excluded
b) Pearson chi-square test. Significance level p<0,05.

Table 2 - Perception on generic drugs by the individuals who reported hypertension and diabetes in Sao Paulo-

SP, Brazil, 2003
Frequency (%) and
95% Confidence Interval (95%(l)
Self reported hypertension (n=448) % (95%(Cl)
Does not know generic drugs (n=27) 4.2(2.2;7.9)
Does not know that it is possible to replace a reference drug by a generic drug (n=108) 22.7(17.3;29.2)
Affirms that there are advantages in using generics (n=402) 91.2(85.6;98.4)
Does not know or did not reply (n=30) 6.0(3.2;10.8)
Self-reported diabetes mellitus (n=155) % (95%Cl)
Does not know generic drugs (n=9) 7.6 (2.9;18.0)
Does not know that it is possible to replace a reference drug by a generic drug (n=32) 22.2(12.5;33.6)
Affirms that there are advantages in using generics (n=136) 90.9(79.6;97.3)
Does not know or did not reply (n=6) 2.8(1.1;6.9)
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conducted in Rio Branco, Acre State, in 2006, only
27.9% of the surveyed individuals considered the
education campaigns on generic drugs to be regular,
good or great."” Although the population knowledge on
generic drugs has been growing since a specific policy
was implemented in the country, more information on
the quality of generic drugs is still necessary.

Besides having campaigns to increase their use,
it is also necessary to provide more generic drugs
in the public and private sectors, especially in the
public sector. Miranda et al,' in a study published
in 2009, called the attention to the lack of generic
drugs in the National List of Generic Drugs (Rename).
The Rename aims at guiding the supply of drugs by
SUS, especially those destined to the treatment of the
most prevalent diseases in Brazil, such as diabetes
and hypertension.” According to Miranda e? 4/,
Rename's drugs should be the basis of the production
of generic drugs in Brazil, in order to answer to the
priority needs of the population, besides being always
available to the individuals who need them;"'> however,
a study conducted by Oliveira, Assis and Barboni,'®
in 2010, revealed low availability of Rename drugs
in Brazilian cities.

Besides the low availability of generic drugs in the
public sector,' the study of Bevilacqua, Farias and Blatt,
published in 2011," focusing on a medium size city
of Santa Catarina State, when comparing the prices of
generic and similar drugs purchased by SUS, showed
a lower price for similar drugs. This finding shows
that the Brazilian Generic Drug Policy is an important
element for the management of Pharmaceutical Care,
but it is still far from the real need of the public health.

The main disadvantage highlighted by the population
in this present study was that the generic drug was "not
as good as the reference drug". The Brazilian Generic
Drug Policy should overcome gaps of the health-industrial
complex in the country, among them, the local business-
based innovation.'® After the inclusion of the generic
drugs, an improve in the quality of the medicines in
Brazil could be observed, for both the reference and
the similar drugs.” After the Resolutions of the National
Health Surveillance Agency’s Board (Anvisa) — RDC
No. 13,319 and No. 13,420 —, dated 29 May, 2003,
the tests of bioequivalence and relative bioavailability
on similar drugs became mandatory, requiring from
them the same quality applied to the generic drugs.
Despite the advances in specific Legislation, according
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to Gadelha,” the Brazilian health-industrial complex,
which includes the local pharmaceutical industry is
not standardized. The big contrast in the quality of
the pharmaceutical industrial park, for both generic
and similar drugs, is one of the problems faced in the
Brazilian market, due to the need imposed to the public
sector of getting good quality at a low cost, among its
criteria to purchase medicines.?

The surveyed population pointed that the main
advantage in using generic drugs is their lower cost.
The low cost of generic drugs is the main reason for
replacing a reference drug by a generic one.”? This
study reinforces the importance of the generic drug
to promoting universal access to medication, whose
recent expansion happens not only due to the generic
drug itself, but also to other Public Health policies
and programs.”*** For the users, one of the effects
of the generic drug policy in Brazil® is the option of
buying a drug which is equivalent in quality to the
reference drug, but cheaper; this is an important
resource for increasing access to medication, although
this access is still lower than the expected. A study
developed by Barros ef al*® in Brazil, in the period
2003-2008, found that hypertension and diabetes
are more prevalent in the groups of individuals with
lower education level and who do not have health
insurance. The aforementioned study conducted by
Miranda et al,' based on the five Brazilian regions,
reminds that the low availability of generic drugs at
SUS jeopardizes mainly individuals with lower income
and who depend on the public system for health care.

There was no statistically significant difference when
comparing the use of generic drugs and the population’s
education level. When we use the education level as an
indicator,” it is possible to conclude that all the people
of all social classes use generic drugs and, consequently,
the generic drug policy can contribute to achieving
equitable and universal access to these products. This is
an important characteristic of the Generic Drug Policy in
Brazil, a country where the economic, social and health
care inequality requires the formulation of equitable
public policies.*"° If equity, one of the main principles of
SUS, has not been fully achieved yet, the National Drug
Policy' gave a great step towards the reorganization of the
Pharmaceutical Care, whose accomplishment aims at the
timely access to adequate amounts of medication, with
the correct provision to control high impact diseases,
such as the hypertension and diabetes mellitus.
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Individuals of different education levels use generic
drugs, hence the deduction that the national policy
for these drugs may not only contribute to the equity
promotion, but also be of great importance to its
equitable access and expansion to the users.

A limitation of this study is the fact that the data were
collected in 2003. Since then, a series of political and
economic changes have happened in Brazil, including
the establishment of policies to improve the access to
medication, as the implementation, in 2004, of the Popular
Pharmacy Program (Programa Farmdcia Popular),
which has a big demand from SUS users,* and, in 2011,
of the Program Health is Priceless (Programa Satide Néio
Tem Prego), responsible for providing free medicines for
hypertension and diabetes control to patients.”

The sociodemographic conditions of the population
with hypertension and diabetes who used generic drugs
were analyzed. Some results were possibly influenced
by the small number of participants: for instance, the
variable education level was divided into two categories,
mainly due to the small size of the population with
zero to three years of schooling. It was not possible
to analyze the population income due to the excess of
missing data for this variable. Another limitation was
the fact that the study was based in self-reported data,
which were subject of no answer — 'did not know or
did not answer' — and to memory bias.

In the ISA-Capital survey, the questions related to
medications were exclusively about the generic drugs,
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