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Generic substitution in the view 
of pharmaceutical scientists 
from Polish medical universities

Abstract 

Generic substitution is a commonly observed 
phenomenon in pharmacy. It is promoted as part 
of the state drug policy and leads to a reduction 
in expenditure on drugs, facilitates the purcha-
se of medicines by patients and improves com-
pliance. So far researchers have focused on the 
evaluation of substitution by pharmacists, doc-
tors or patients. The present study investigates 
the opinion of Pharmaceutical Faculties employ-
ees. The respondents acknowledge the impor-
tance of generic substitution; nevertheless they 
do not have a clear opinion on the effectiveness 
and safety of generic products. The respondents’ 
experience may have had a significant impact 
their opinion, especially of those working in the 
community pharmacies. The studies is part of a 
broader framework of the national debate on ge-
neric substitution. Undoubtedly the approach to 
generic substitution is one of the contemporary 
challenges of the pharmaceutical law.

Introduction

Generic substitution is the term applied to the 
substitution of a prescribed branded drug with a 
different form of the same active substance1. This 
method is used for the optimization of the costs of 
medicines. The retrenchment on substitution may 
be used to reimburse innovative molecules. Such 

Keywords: 
generic substitution, 
pharmaceutical law, 
pharmacist

DOI: 10.7365/JHPOR.2014.2.6
JHPOR, 2014, 2, 50-57

D. Świeczkowski, Studenckie Koło Prawa Farmaceutycznego, Gdański Uniwersytet Medyczny
B. Pietrzak, Studenckie Koło Prawa Farmaceutycznego, Gdański Uniwersytet Medyczny
A. Zimmermann, Zakład Zarządzania w Pielęgniarstwie, Gdański Uniwersytet Medyczny

conclusion inspired the legislators who passed a 
new Polish law in 20121,2. According to the legisla-
ture, pharmacists are obliged to inform the patient 
about the possibility of purchasing a cheaper and 
refundable substitute of a given drug. To promote 
generic substitution, The Office for Registration of 
Medicinal Products, Medical Devices and Biocidal 
Products was involved, and materials have been 
sent to patients, pharmacists and physicians3. 
The drawn opinions have been widely discussed 
issues of pharmacy substitution4. The pharma-
ceutical law provided no possibility of refusing to 
convert the drug to a cheaper equivalent by the 
pharmacist, based only on their pharmaceutical 
knowledge. This is an important difference to the 
preferred solutions in Western Europe and a chal-
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lenge for the unification of the Polish legislation 
with the practice in the European Union5.

Materials and Methods

The aim of the project, was to gain insight into 
the opinion of the Pharmaceutical Faculties sci-
entists in Poland, on the economic aspects of 
generic substitution. The research sample was 
randomly selected. A questionnaire consisting of 
11 cloze and 1 open questions was created and 
tested for its face and content validity. The Likert 
Scale and modifications was used. Only non-pr-

jective questions were used. A pilot study on the 
questionnaire was carried out on 10 respondents. 
The characteristics of the respondents were cre-
ated based on the responses to questions about 
the academic degree or title, and any work expe-
rience in a pharmacy. The survey was conduct-
ed electronically among academics and didactic 
teachers. For each of the 10 Polish pharmaceutical 
departments 50 requests were sent by email. The 
ethical approval was not required for this study.

Results

In total, 116 employees of Pharmaceutical Fac-
ulties, completed the questionnaire. The study 
group was diverse in terms of obtained profes-
sional degree: 37% of the respondents obtained 
the professional title of Master, 39% of the doc-
toral degree, 14% with the post-doctoral title 
(Assistant Professor) and 6% of professors.

Among academics who participated in the 
study, 30% are actively practicing as a pharmacist 
in the community pharmacies.

The respondents did not have an unanimous 
opinion on the effectiveness of generic drugs.In 
the opinion of almost 50% of the respondents 
there are differences in efficacy between the in-
novative drugs and generic products. However, 
almost the same number of respondents, indicat-
ed a lack of such differences. It is worth empha-
sizing that 61% of respondents did not associate 
additional therapeutic risks with the conversion 
of the original on the generic. The responses may 

1 37,00%                            Master

2 39,00%                            PhD

3 14,00%                            Assistant Professors

4 6,00%                            Professors

5 4,00%                            No information

Table 1. The structure of respondents by degree

 Figure 1. Are there any differences in efficacy between innovative medicines and generics?
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be related to the professional experience of the 
respondents. Perhaps patients in pharmacies in-
dicate the differences in the efficacy of drugs in 
the absence of an increased number of adverse 
events.

According to 72% of respondents, generic sub-
stitution should be promoted as a way of rational-
izing the expenditure on drugs; and according to 
69% as a way of reducing household spending on 
drugs. The level of co-payments for drugs in Po-
land should be considered as too high. Patients, 
especially the elderly and chronically ailing, may 
have difficulty in obtaining the necessary medi-
cines. This may have an impact on compliance, 
which in turn could lead to an increase in health 

care spending. Commonly known mechanisms 
should be able to refer patients to hospitals in-
stead of outpatient treatment6.

An extremely important issue of modern phar-
macology is monitoring adverse reactions to 
drugs. The Polish pharmaceutical law refers to 
the definition of the adverse effects of the me-
dicinal product - not the active pharmaceutical 
ingredient. This was reflected in the survey re-
sults. 71% of respondents emphasized that the 
cost of the delivered equivalent should be mon-
itored. The National Health Fund also based on 
data relating to the possible increased incidence 
of adverse events.  

Figure 2. Should generic substitution be promoted as an opportunity to rationalize expenditure on drugs?

Figure 3. Should generic substitution be promoted among physicians as a way of reducing household spending 
on drugs?

Figure 4. Should the costs based on data relating to the possible increased number of physician visits, 
hospitalizations, adverse effects of the delivered equivalent be monitored by the National Health Fund?

Figure 5. Should the financial surplus obtained on generic substitution be used to expand the list of reimbursable 
medicinal substances?

In the opinion of 82% of respondents, the fi-
nancial surplus obtained on generic substitution, 
should be used to expand the list of reimbursed 
drugs. It is worth noting that the introduction of 
new rules for reimbursement of medicines has 
led to the introduction of new reimbursed, inno-

vative molecules. However, access to the inno-
vative substances for Polish patients, should be 
viewed as difficult, particularly when we compare 
the situation in Poland and the western countries 
of the European Union.

According to 69% of respondents, generics 
have to be an important component of hospital 
formularies. Formularies are now a commonly 
encountered form of rationalization of expendi-

 Patients, especially 
the elderly and 
chronically ailing, 
may have difficulty in 
obtaining the necessary 
medicines.

tures for drugs in hospitals. The adopted drugs 
available in inpatient care should be divided into 
3 categories: A - to be applied by any physician, B 
- requiring the consent of the chief, C - only with 
the consent of the Director of Medical devices. 
This distinction has been widely accepted.

72% of respondents believe that the pharma-
cist should be able to refuse to convert the drug 
to a cheaper generic equivalent if they consider 
it appropriate in view of the available medical 
and pharmaceutical knowledge. Nowadays, only 
physicians have complete freedom in the process 
of prescribing. Pharmacists were obliged by law 
to inform patients about the possibility of pur-
chasing a cheaper substitute drug. Nevertheless 
they cannot legally refer to their pharmaceutical 
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knowledge, even if the used drug has a narrow 
therapeutic index and conversion should not take 
place. In Europe, various countries have prepared 
pharmacy substitution standards for determining 
such issues. The legislature did not provide for 
the possibility of introducing the Good Pharmacy 
Practice: a document containing a description of 
the procedures to facilitate the use of the phar-
macists’ knowledge for the benefit of patients.

Discussion

Substitution is a relatively well-explored phe-
nomenon in the pharmaceutical market. One of 

the global challenges facing pharmacology is the 
unification of the law. The process of harmoni-
zation is ongoing within the countries of the Eu-
ropean Union. Different countries have different 
regulations on legal issues related to generic 
medicines and the process of substitution. Un-
doubtedly the approach to generic substitution 
is one of the contemporary challenges of the 
pharmaceutical law7. There have also been con-
siderable debates about bioequivalence and ge-
neric substitution of certain critical care drugs. 
Substitution is an important phenomenon, 
especially for patients suffering from chronic 
illnesses. One study investigated the attitudes of 

patients suffering from epilepsy to substitution. 
More than 70% of the patients were concerned 
with the effectiveness of generic antiepileptic 
drugs and 68% of the patients were not comfort-
able receiving generics to treat epilepsy. About 
87% of the patients thought that their antiepi-
leptic drug should only be substituted by a ge-
neric with their consent, and 64% of the patients 
believed that substitution should only take place 
with the consent of their doctor8. Other studies 
came toquite similar conclusions. Substitution 
may result in a reduction in compliance. Personal 
interviews with 174 Norwegian patients (50–80 
years) who had had their brand-name antihyper-
tensive drug generically substituted, were con-
ducted using a semi-structured questionnaire. 
The study shows that generic substitution can 
be an additional factor in poor drug adherence 
in hypertensive patients and contributes to con-
cerns and confusion among the patients9. Simi-
lar conclusions were also drawn by researchers 
from Australia. For patients, the price is not the 
most important feature. Ill people appear to 
have a strong commitment to a specific medicine 
product. The findings show that customers with 
poor awareness of generic prescription med-
icine, when offered a substitute, were likely to 
become confused and suspicious. Pharmacists, 
on the other hand, experienced frustration due 
to the mistrust and annoyance their customers 
displayed10. The differences in efficacy between 
the original and generic drugs are confirmed by 
scientific research. It seems to be a reasonable 
argument that the payer should consider the 
pharmacotherapy cost based side effects. Of 
671 patients treated with branded lamotrigine, 
187 patients (27.9%) switched to a generic, and 
51 of these patients (27.5%) switched back to 
the branded medication. The switch to generic 
lamotrigine was significantly associated with an 
increased number of physician visits and hospi-
talizations11. One of the main arguments for sub-
stitution is saving measures; however, empirical 
research shows a different trend. A careful anal-
ysis demonstrates the only a part of the substi-
tution process leads to cost saving policies. Fin-
land proves to be a good example of the above 
mentioned issues. The study analysed the eco-
nomic assessment of substitution focusing on 
the impact of reference pricing and extension of 

Figure 6. Should generics be widely used in hospitals (as an important element of hospital formularies) leading to 
the rationalization of expenditure on drugs?

Figure 7. Should the pharmacist be able to refuse to convert the drug to a cheaper generic equivalent if they 
considers it appropriate in view of the available medical and pharmaceutical knowledge? 

generic substitution on the daily cost of antipsy-
chotic drugs in Finland during the first year after 
its launch. Furthermore, the additional impact of 
reference pricing on prior implemented generic 
substitution is assessed. Reference pricing and 
the extension of generic substitution produced 
substantial savings on antipsychotic medication 
costs during the first year after its launch, but the 
intensity of the impact differed between active 
substances. Furthermore, results suggest that 
the additional cost savings from reference pricing 
after prior implemented generic substitution, are 
comparatively low12.
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Conclusions

According to the respondents:

1. Substitution is the way to rationalize ex-
penditure on drugs.

2. There are differences in efficacy between 
the drugs and generic companies.

3. The use of generics is not associated with 
an increased risk of side effects.

4. The costs relating to the possible increased 
incidence of adverse events deriving from 
the use of the counterpart should be mon-
itored by the National Health Fund.

5. The financial surplus obtained on generic 
substitution should be used to expand the 
list of reimbursed drugs.

6. Generic substitution should be promoted 
among physicians as a way of reducing the 
spendings on drugs.

7. Generics should be an important compo-
nent of hospital formularies.

8. The pharmacist should be able to refuse 
the drug exchange for cheaper generic 
equivalent if they consider it appropriate 
in view of the available medical and phar-
maceutical knowledge.

Experience may have had a significant impact 
on the opinions of respondents, especially those 
working in the community pharmacies. Undoubt-
edly, the approach to generic substitution is one 
of the contemporary challenges of the pharma-
ceutical law. The studies represent another part 
in the national debate on generic substitution.
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