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Abstract: Generic medicines are being promoted in many countries for their added benefits over
branded drugs, such as reduced price, therapeutic equivalence, and convenience to the patients.
However, generic prescribing is still not up to the optimum level in Nepal to assure access to cost-
effective, quality medicines to the public and to reduce the overall economic burden and practice-
related errors ofmedications. This review aimed to discuss the current scenario of genericmedicine,
generic prescribing, hurdles on the one hand, and potentials ways in promoting generic medicine
usage and generic prescribing in Nepal on the other. Extensive literature on generic medicine usage
and generic prescribing practice in Nepal was reviewed. This review found some of the major
challenges to be addressed for the proper implementation of generic medicine prescribing, and
utilization. These challenges include lack of facilities and competency to assure therapeutic
equivalence of different brand-name medicines, lack of understanding about generic medicines
among health care providers (HCPs) and the public, and lack of stringent regulation towards
promoting generic medicines. Rational pharmaceutical promotion and awareness about generic
medication to the medical students are also inevitable towards promoting the practice of generic
medicines. The practice of generic medicine and generic prescribing is not possible without the
assurance of therapeutically equivalent generic alternatives. The study recommended the prompt
effort of the regulatory authority to enforce the generic prescribing and generic substitution policy
through strengthening policies, procedures and laboratory testing to assure citizens’ right to access
to cost-effective, and affordable quality medicine, as the Nepal’s National Health and Drug Policy
mandated.
Keywords: branded generics, brand medicines, generic medicines, generic prescribing,
generic substitution, Nepal

Introduction
Medicine embodies an integral part of healthcare services. The National Health Policy
of Nepal, 2019, and the National Drug Policy, 1995 have emphasized on assuring
production and access to safe, effective, and quality medicines at an affordable cost.1,2

Similarly, the Constitution of Nepal, 2015, declares that every citizen of Nepal has the
right to free basic health services, and that no one would be deprived of emergency
healthcare services throughout the nation.3 Additionally, the United Nations stated that
access to quality and affordable medicines is the fundamental element of the right to
health.4

Currently, majority of the Nepalese population relies on out-of-pocket (OOP)
payment for their healthcare expenditure,5,6 including medicines due to meager
availability of limited essential medicines in a designated government healthcare
institutions such as health posts (HPs), primary healthcare centers (PHCs), and
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district hospitals (DHs) at free of cost.7–9 According to the
Government of Nepal, medical products and medicines are
the major (63.4%) OOP expenditure in Nepal.5 Besides,
the medicines available in the Nepalese market have wide
variations in their price.7,8

The cost of medicine is a significant barrier for access
to medicines and healthcare services in developing coun-
tries, including Nepal.10,11 Therefore, low-cost generic
medicines with generic prescribing are considered an
effective approach in many low- and middle-income coun-
tries (LMICs) to reduce medicine expenditure and to
improve accessibility and affordability of medicines.11,12

Ethiopian studies have reported a positive attitude of pre-
scribers toward generic medicine and generic
prescribing13,14, however, the generic promotion and gen-
eric prescribing are poorly practiced in Pakistan and India,
which are neighbours to Nepal.15–17 Recently, the drug
regulatory authority of Pakistan has made a directive to
prescribe medicines in generic names to resolve the med-
ication shortages during the COVID-19 pandemic, which
also aligns with the recent findings of a study in
Pakistan.18,19 Generic medicine has been defined by the
World Health Organization (WHO) as a pharmaceutical
product that is usually intended to be interchangeable with
an innovator product marketed either in the brand name or
generic name, manufactured without a license from the
innovator company and marketed after the expiry date of
the patent or other exclusive rights.20 Innovator or origi-
nator medicine is generally marketed in brand name and
manufactured by the innovator or third companies only
under the licensure agreement with the innovator compa-
nies. However, comparative effectiveness studies have
reported an equivalent clinical outcome of generic medi-
cines to brand-named medications.21,22 Similarly, a study
conducted among 17 LMICs in 2012 reported that an
average of 60% cost could be saved while switching
from originator brands to generic medicines.23 Generic
medicine is cost-effective compared to the originator pro-
duct as it does not require undertaking and investing in the
protracted research and development process.24,25

However, both generic and innovator brand medicines
are equivalent and follow a similar pathway for quality
evaluation before registration and marketing.25

For a long time, generic medicine and generic prescribing
have been unresolved issues of discussion in Nepal.
Realizing the public health implications of generic medicine
usage and generic prescribing, the former policymakers,
including the Director-General of Department of Drug

Administration (DDA), the drug regulatory authority in
Nepal, and former health ministers, have advocated for pro-
moting the same within the country.26,27 This issue of generic
medicine and generic prescribing has often considered when-
ever there was a shortage of medicines and high-price issues
regarding medicines in Nepal, such as recently during the
COVID-19 pandemic.28 However, the discussions on generic
prescribing are still an unsolved issue among Nepal’s medi-
cal and non-medical fraternity. Moreover, there is no pre-
vious comprehensive review on generic medicine and
generic prescribing in Nepal. Therefore, this current review
aimed to discuss the situation of generic medicine and the
possibility of generic prescribing in Nepal with a motive of
providing valuable inputs to policymakers and healthcare
providers towards the promotion of generic medicine and
generic prescribing in Nepal.

Scenario of Generic Medicine and
Generic Prescribing in Nepal
Nepal has received a provision of using a patented
medicine without any royalty till July 01, 2034, through
the Trade-Related Aspects of Intellectual Property
Rights (TRIPS) agreement as the country belongs to
the least developed country list.29 However, mostly off-
patent medicines are manufactured in Nepal. Generally,
they are available under the brand name or proprietary
name (local manufacturer gives brand names for mar-
keting purposes) than under the generic in the Nepalese
market.30,31 Pharmaceutical companies use various
approaches such as attractive brand names, packaging
outlook, dosage formulation variation, and apply var-
ious marketing schemes, including push sales with
bonuses to attract physicians, pharmacists, and patients
towards their products through branded prescribing,
dispensing and consumption. Studies showed that 90–
95% of medicines are prescribed in brand name in
tertiary care health facilities where patients have the
choice to choose generic alternative; whereas, only
around 40% of medicines were found to be prescribed
in brand name in governmental healthcare facilities
where the government freely supplies the medication,
and generally, patients do not have to purchase out of
pocket.7,8,30,32

On the other hand, the brand-named generics are princi-
pally the generic medicines marketed with proprietary names
but are not assured to have therapeutic equivalence to origina-
tor brands as the bioavailability and bioequivalence (BABE)
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study is not undertaken to claim so. Bioavailability study refers
to the amount of drug entering the systemic circulation from
administered dosage.33 Bioequivalence study assesses the
in vivo biological equivalence (at an equivalence rate and
extent of drug available at the site of action) of proprietary
with the originator product.33 So far, only a few products such
as adrenaline injection and metronidazole injection, manufac-
tured by a neighbouring country India, have been reported to
be bioequivalent, among the marketed products in Nepal.31

Submission of the BABE study report has still not been made
mandatory for registration and marketing medicines in Nepal;
however, many rules and regulations have been formulated for
manufacturing, marketing and importing medicines and med-
icinal items within Nepal.34,35 Additionally, even though the
medical code of conduct of the NepalMedical Council (NMC)
recommended prescribing in generic name, there is a lack of
generic prescribing policy and practice in Nepal.36

Government hospitals have requirements to announce
tender, quotation, and other procurement notices of medi-
cines in generic names in Nepal. However, only limited
hospitals have made regulations to prescribe in generic
names, as per the authors’ knowledge. Hence, it would be
government, hospitals, taxpayers, and medicine consumers-
friendly to initiate generic prescribing practices as a pilot
trial starting from government hospitals throughout the
country.

Possible Pros and Cons of Generic
Prescribing in Nepal
In this present scenario, there will be both positive and
negative impacts on patients, pharmacists, prescribers, and
pharmaceutical manufacturers, if the government of Nepal
strictly develops and implement generic prescribing policy in
real practice. Table 1 outlines some of the essential benefits

Table 1 Consequences of Generic Prescribing

Stakeholders Possible Pros Possible Cons

Patients ● Reduced cost of medications.

● Improved adherence to medications due to

convenience in finding prescribed medicines.
● Improved accessibility and availability of medicines

regardless of their socio-economic factors.

● No economic burden for therapeutically equivalent
medicines.

● Possibility of therapeutic failure in patients taking narrow

therapeutic index medicine due to fluctuation in plasma drug

concentration.
● Possibility of receiving the substandard products from

pharmacies.

● A paradoxical decrease in adherence with generics because of the
change in pill colour, packaging and labeling.

Pharmacists ● An unethical prescription may be revoked. The
professional paradigm shift from prescribers to

pharmacists

● Decreased inventory holding costs.
● Less chances of medication/dispensing errors

particularly for the sound-alike and look-alike

medicines.
● Efficient medication counselling possible.

● Paradigm shift of marketing influence from prescribers to the
pharmacist, leading to physicians’ dissatisfaction.

● Greater obligation in ensuring quality medicines to the patients

and pharmacists.

Prescribers ● No need to memorize a variety of the
brands available in the market by the prescribers.

● More transparent relationship will build between

pharmaceutical manufacturers and prescribers.
● Encouraged practice of ethical prescribing.

● Less prescribing errors.

● Easy availability of the prescribed medications.

● Writing multicomponent and fixed combination products may be
tedious for the prescribers.

● Commission-based prescriptions, if any, get hampered.

Pharmaceutical
manufacturers

● Allow smaller manufacturers to enter the market in

a more accessible, cheaper and faster way.
● A new horizon for pharmaceutical manufacturers

opened.

● Concept of BABE studies can be implemented in
Nepal.

● The current push marketing adopted by most pharmaceutical

companies may need reconsideration.
● Competitive market culture developed.

● Working modality of the marketing team of the pharmaceutical

companies in Nepal may need to be changed.

Notes: Data from these studies.62,63
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and drawbacks of prescribing generic medications among
various stakeholders.

Hurdles to Generic Medicine Usage
and Generic Prescribing in Nepal
Generic medicine and generic prescribing are interrelated
issues as the factors affecting generic medicine usage
eventually affect the generic prescribing practice. Several
factors can directly affect generic medicine use and gen-
eric prescribing in Nepal, some of which are discussed
here with a possible way out.

Generic Medicines and Generic Medicine
Prescribing/Substitution Policy
Many developed countries such as the USA, Finland,
and Sweden have generic medicine prescribing and sub-
stitution policies and practices. Many of them adopted
various approaches such as incentives to pharmacists and
prescribers, and promoting the generic named product in
the market to promote generic medicine usage and gen-
eric prescribing.11,37–39 However, low-income countries
like Nepal, where generic prescribing is very essential to
reduce economic burden, are still not able to develop and
implement generic prescribing and generic substitution
policies. Pharmacists are not allowed to substitute with
generic equivalents in Nepal yet.40 On the other hand,
the country also lacks BABE analysis of medicines to
assure the interchangeability of available brand-named
generic medicines manufactured by different pharmaceu-
ticals in Nepal due to the lack of well-equipped facilities,
including reference preparations, competency, and eco-
nomic constraints to perform in-vivo studies.31 Thus, this
has ultimately demotivated generic medicine usage, gen-
eric prescribing and substitution policy and practice.

However, even amidst this dire constraint, the DDA
should efficiently monitor and strictly implement the cri-
teria already formulated34,35 and progressively improvise
the standards to promote the clinicians’ assurance towards
using generic alternatives, generic prescribing and substi-
tution of available brand-named generics inside the coun-
try to reduce the financial burden and inconvenience to
patients. On the other hand, while advocating the generic
substitution, one should also bear in mind that generic
substitution should not be performed for a few narrow
therapeutic index medicines such as antiepileptic agents,
immunosuppressants, digoxin and biological products due
to safety issues.41,42

Recently, the DDA and the Institute of Medicine
(Tribhuvan University) reached an agreement to create
a bioequivalence center at Maharajgunj Medical Campus
to assess the quality of generic pharmaceuticals.43

However, the real functioning and implementation of gen-
eric medication development in the market remain
questionable.

Awareness of Generic Medicine
Prescribers and dispensers can substantially influence the
promotion of generic medicine through generic prescribing
and generic substitution by enhancing patients’ knowledge
and acceptance of generic medicines.44,45 However, pre-
scribers are not much aware of generic medicines and their
quality standards.31 On the other hand, Nepalese custo-
mers have low health literacy,46 and do not have sufficient
knowledge and awareness of generic medicines. They
even do not clearly understand the medical terminologies,
names of medications being prescribed, dose and admin-
istration schedule of prescribed medicines7; thus, they rely
entirely on the prescribers, pharmacists, nurses, and other
healthcare professionals (HCPs), regardless of whether the
medicines can be substituted by generic alternative or not.
They do not have many options to choose medications
themselves, highlighting the necessity of generic medicine
intervention at both the HCPs’ and general population’s
levels. The attitude and opinions of HCPs, including phy-
sicians and pharmacists, must be improved to implement
generic medicine prescribing policy effectively.47

Contradictorily, even the medical students and interns
were seen to have minimal understanding and negative
attitude toward generic medicines and prescribing
thereof.48 Therefore, it is high time that the concept of
generic medicine is added to their respective curricula both
at undergraduate and postgraduate levels. Also, the regu-
latory authorities, in collaboration with various profes-
sional councils such as Nepal Medical Council (NMC),
Nepal Pharmacy Council (NPC), Nepal Nursing Council
(NNS), and Nepal Health Professionals’ Council (NHPC),
must develop a generic medicine awareness program
among HCPs to promote the generic medicine utilization
through generic prescribing and dispensing effectively.

Overall, policymakers, pharmacy owner and hospital
managers are the key authorities directly affecting phar-
maceuticals’ selection, distribution, and consumption.
However, the lack of awareness of generic medicines has
further contributed to generic retrograde medicine pre-
scribing and promotion practices.
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Performance of Regulatory Authorities
Studies have reported multitudes of substandard medicinal
products in the Nepalese market, and about one-third of
these fail to meet the requirements of quality
standards.49,50 Therefore, prescribers are reluctant to pre-
scribe generic medicines and prefer to prescribe specific
brand names on which they have trust, irrespective of the
exact scientific basis behind such faith. Thus, to promote
generic prescriptions in the country, the DDA must first
ensure that medicines currently available on the market are
safe and of the required quality. Although generic medi-
cines are, by principle, therapeutically equivalent with
uniform quality and safety and are interchangeable in
terms of quality, safety and efficacy,51 the current scenario
is nearly 180 degrees opposite in the country. Therefore,
DDA should develop a stringent registration system with
mandatory evidence of BABE studies and reports for all
product ranges for every manufacturer.

Similarly, Nepal Medicines Laboratory (NML), the
government-owned national reference laboratory in
Nepal, and other NML-approved laboratories must routi-
nely evaluate the random samples of the marketed pro-
ducts to ensure quality, efficacy, and bioequivalence of
generic medicines. Additionally, inspection, post-
marketing development, and a continuous monitoring sys-
tem should be set up even after generic medicines’ regis-
tration and marketing authorization. This will enhance
clinicians’ confidence in generic prescribing and prevent
apathy in generic substitution.

On the other side, the country’s drug regulatory frame-
work suffers from a paucity of human resources (including
drug inspectors) and foundations, ill-equipped medicine
testing laboratories and a lack of reliable drug information
and databases.31,52 All of these hinders the successful
implementation of policy and practice of generic prescrib-
ing in the country.

Medicine Prescribing Practice in Nepal
A systematic review of 2015 showed that healthcare profes-
sionals, including doctors, have significant negative perception
on generic medicines,53 but this area is underreported in
Nepal, and many prescribers prefer to prescribe in brand
names and very rarely in generic in Nepal.30,32,54 The reason
to prescribe brand names is due to the enticement from the
pharmaceutical firms to do so. However, this practice is crucial
as there is a common trend among the public to undoubtedly
follow the doctors’ recommendations on medication-related

issues in Nepal. Similarly, the availability and marketing of
medicines in brand names creates confusion and difficulty
among patients to understand these issues. Therefore, these
directly or indirectly create an environment for commission-
based prescribing and curtail patients’ convenient opportu-
nities to select cost-effective generic alternatives. In addition,
it often troubles patients to search for a particular brand and
pay more incurred by high price variation among different
brand alternatives.7,8,32 So, strengthening the generic prescrib-
ing policy and practices can eradicate their confusion and
facilitate their access to cost-effective generic alternatives.

At the same time, switching directly to generic medicines
without convincing the prescribers may also be equally pro-
blematic as theymay think that their right to choose the brands
has been seized and transferred to dispensers. However, the
code of ethics and professional conduct, 2017, of NMC,
instructs medical doctors to prescribe medications in generic
name.36 Therefore, proper education and motivation to clin-
icians on generic medicine prescribing and stringent imple-
mentation of the code of conduct is essential to promote
generic prescribing. Similarly, the role of pharmacy profes-
sionals in assuring the availability and accessibility of quality
medicines, and the role of clinicians in appropriate selection
and prescribing of medicines must be well defined and imple-
mented in practice, avoiding professional infringement.

Medicine Promotion Practice in Nepal
Pharmaceutical advertisements and promotional activities
in Nepal are accomplished by medical or sales representa-
tives (MRs) on behalf of pharmaceutical manufacturers.
Majority of them are from non-pharmaceutical back-
grounds, have less understanding of medicine and pharma-
cotherapy, and are more focused on their products’ sales
and brand promotion. They provide private retail drug-
stores with substantial incentives, bonuses, and profit mar-
gins in exchange for encouraging the sales volume of their
specific brands.11,31 Pharmaceutical companies in Nepal
routinely sponsor medical conferences and even organize
parties for the prescribers in the pretence of continuing
medical education (CME).45 Ansari et al also stated
a growing import of expensive brands like calcium and
irons, prescribed by doctors with no additional advantages
over locally available brands in the Nepalese market.55 It
is expected that drug prices can drop by up to 30% if the
practice of providing gifts, commissions, and travel allow-
ances to prescribers is effectively abolished.55 Some stu-
dies reported that prescribers had significantly been
influenced by pharmaceutical companies’ drug advertising
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schemes that encouraged them to prescribe their brands,
irrespective of their real quality and financial burden
incurred to the patients.45,48,56 Due to these illicit promo-
tional practices among doctors and pharmaceutical manu-
facturers, patients have been forced to purchase medicine
at arbitrarily high costs irrespective of the opportunity to
receive cost-effective generic alternatives.

DDA had developed the ethical promotion guideline in
2007 to promote ethical marketing of pharmaceuticals in the
country.57 However, the malpractices are still not under con-
trol, and practical application of the guideline is doubtful.
A study conducted in 2020 showed that pharmaceutical
corporations’ promotional activities violated ethical stan-
dards of the WHO and Health Action International
(HAI).58 In reality, these promotional materials are primarily
intended to promote the drugs’ brand names and rarely con-
tain helpful information about drugs, such as adverse effects,
drug interactions, and usage alerts during pregnancy and
breastfeeding.58,59 Unethical advertising schemes of pharma-
ceutical manufacturers and the DDA’s inefficiency in con-
trolling unethical advertising are the foremost contributing
factors to brand promotion and prescribing in the country.60

To date, only a few hospitals such as Dhulikhel hospital,
Patan hospital, and Palpa Mission Hospital in Nepal have
achieved partial success in implementing generic prescribing
practices. Also, KIST Hospital initiated a joint conference
practice on a stipulated day of a week to restrict the unethical
brand promotion through an individual doctor-MR syndicate.
DDA and hospitals themselves have to enact strict regula-
tions and restrictions against unnecessary prescribing and
promotion of a particular brand name, and monitor ethical
promotion of products and promote a generic medicine
development and prescribing practice.

Medicine and Therapeutic Committees in
Hospitals
Medicine and Therapeutic Committee (MTC),
a multidisciplinary committee of healthcare professionals
recommended by the WHO and Hospital Pharmacy Service
Guideline of Nepal, 2015, is mainly responsible for selecting
and utilizing medication inside the hospital.64,65 Therefore,
they can play a significant role in promoting generic medicine
and disseminating unbiased information onmedicines toHCPs
within hospitals, but most hospitals in Nepal do not have
actively functioning MTC. In addition, MTC can develop
generic procurement and prescribing policy, hospital formu-
lary focusing on cost-effective generic alternatives and provide

approval to generic substitution inside the hospital. Therefore,
strengthening the MTC in hospitals can significantly resolve
generic prescribing and medicine-related issues. Furthermore,
generic prescribing with electronic prescribing can also curb
uncontrolled brand promotion activities.

Miscellaneous
Drug Information Centre (DIC) is essential to provide accurate
information on generic medicines to the general public and
HCPs.61 The regulatory body must scrutinize publicly avail-
able information and disseminate throughMRs of pharmaceu-
tical industries or other means as biased and false information
can mislead the rational pharmacotherapy practices. Medical
students also realize the need for accurate and unbiased infor-
mation on the safety and efficacy of medicines.48 Therefore,
establishing a national DIC may help minimize or prevent
misleading information and facilitate disseminating unbiased,
accurate and objective medicine information to the public and
HCPs; and the DDA is an authorized governmental body to
initiate this.

Conclusion
The promotion of generic medications and generic prescribing
can significantly benefit patients and the overall medical fra-
ternity, specifically in terms of cost and overall reduction of
medication errors and burden. However, the assurance of
quality, safety and efficacy of medicine remains the foremost
concern in promoting generic medications and generic pre-
scribing in Nepal. Hence, regulatory authorities should pro-
mote equipping the pharmaceutical industries and only allow
the marketing of generic pharmaceuticals of optimum quality
and efficacy with an assurance of therapeutic equivalence.
Immediate action is required to facilitate and implement
BABE studies to assure interchangeability. The second stage
involves educating HCPs (including physicians and pharma-
cists) and medical students on the importance of generic med-
icines to patients’ lives and the overall healthcare system,
encouraging them to prescribe generically. The generic pre-
scribing strategy would not be practicable without the appro-
priate arrangement of awareness and assurance of proven
quality and therapeutic equivalence of marketed medicines
with generic medicine. The study recommends the regulatory
authority to promptly enact the generic prescribing and generic
substitution policy through strengthening policies and labora-
tory testing to assure citizens’ right to access cost-effective,
affordable quality medicine as per the national health and drug
policies.
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