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Irony- India is a hub for Generic Medicines while Indian Doctors 

are yet to adopt Indian generics - Qualitative Analysis 
 

Rachna U. Trivedi* 
 
Abstract : The maintenance of drug quality is an essential component of medical 

care. Despite convincing scientific evidence that generic medicines are equivalent to branded 
medicines, there remains an issue of fear towards its quality in India. Doctors doubt the equal 
effectiveness of generic and brand name drugs. Reputation of the company, quality of drug 
and brand name, rapport with the doctors, launch meetings, incentives offers to the doctors, 
key opinion leaders, peers review, patients preference are factors influencing doctors’ 
prescriptions,  

India’s status as a low cost manufacturing base has opened up the gates for 
counterfeiters. India being the world’s largest supplier of generic drugs,has become an 
epicenter for counterfeit and fake drugs. A Series of scandals around the approval of generic 
drugs in the late 1980’s shook public confidence in generic drugs.The prescribed purity of 
ingredients in India is 99% while standard elsewhere are 99.8%.(Bijon Mishra)  

Key words : Generic drugs, Counterfeit, Malpractices, Good Manufacturing practices  
Introduction  

Generic drugs are medicines which are identical or are bioequivalent to brand name 
drugs in dosage form, safety, strength, route of administration,quality, performance, 
characteristics and intended use (29). Instead of clinical trials, bioequivalence studies are 
obligatory for generic drugs to be registered as a new product and launched onto the market.  

Bioequivalence studies are mainly based on two pharmacokinetics parameters, 
AUC(area under the curve) from administration to last observed concentration and Cmax 
values must be within an acceptance range of 0.82-1.25 of those of the reference 
product(30,31).  

The Indian Pharma industry is a highly knowledge based industry is 4th in terms of 
production volumes and over 55% exports are to highly regulated markets.(26). India is 
exporting quality generic medicines to 215 countries and is the “World Pharmacy”. India’s 
pharma sector is growing at a pace of 20-21%.(Agencies, 2017).  
Why Generics  

The economic benefits of generic drug use are however well known and 
undisputed.(2). There is no doubt that generic medicines offer cost savings, a big advantage 
in a country like India, where out of pocket expenditure accounts for the major sources(69%) 
of healthcare spending, and nearly 70% of it is spent on medicines.(32). For patients who 
suffer from diabetes or cardiovascular disease, and who may need certain medicines for 
months or even the rest of  Generic drugs are generally seen as an important instrument for 
achieving better equality and access to drugs. 
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 (14)Generic substitution has been introduced in most countries in order to reduce 
costs and improve access to drugs(14). In order to reduce the growth in national healthcare 
spending,generic drugs are being increasingly used in most countries world wide. Treatments 
of many patients and in particular of those in developing countries, is now possible because 
of low cost generic drugs.(33,34,35). The high cost of some medicines in India has made the 
treatment of many common and uncommon diseases unaffordable to the poor and a strain on 
the budgets of even middle class citizens.(9.) Generic medicines can effectively treat many of 
today’s illnesses and their use provides the opportunity to substantially reduce costs to 
healthcare budgets and patients,(36,37,38). Generic drugs saved the healthcare systems and 
consumers over $192 billion worldwide in 2011 alone.(39). Generic pharmaceuticals are now 
seen as a critical component of the pharmacy marketplace by holding down rising healthcare 
costs which provide value to patients through access to a wide range of lower cost 
medicines.(Anonymous,2006). Generic prescribing result in lower pharmaceuticals cost and 
increased access to medicines.(40)  

 
Literature Review  
Drug counterfeit has become a problem of immense magnitude world wide which has 

aroused a significant level of attention among researchers, managers and policy makers. The 
counterfeit drug industry is estimated to be worth $200 billion a year(41) and has been 
defined as the “The crime of the 21st century”(ACG report 2003) present in almost every 
industry with Asia appearing to be the single largest producing region for counterfeit drugs. 
75% of counterfeit drugs supplied world over have some origins in India, followed by 7% 
from Egypt and 6% from China responsible for 3000 deaths across worldwide per year. 
According to BASCAP- “ Pharmaceutical industry is the most counterfeit industry in India”. 
CDSCO conducted a nationwide survey in 2009, collecting 24136 samples from 1995-2008, 
out of which 1693 found counterfeited. The pharmaceutical security institute (PSI,2013) 
discovered 2,193 incidents of pharmaceutical crime during 2013.(26). A report by Rama 
Laxmi suggests that an estimated 12-25% of all drugs sold within India are thought to be 
counterfeit. India is not only one of the biggest producers of counterfeit drugs but it also has a 
huge market for spurious and counterfeit drugs(IMPACT). The developing countries are not 
merely the victims of the problem, but also serve as the source of fake drugs with India and 
China being the biggest culprits globally(42). One statistics by the European Commission 
described India as the source of 75% of fake drugs and according to one report; most of the 
fake drugs in Nigerian markets originated from India(43). Various studies have reported the 
widespread circulation of poor quality medicines in some parts of Asia and Africa. (44). Most 
of them have been shown to contain sub-therapeutic amounts of the active pharmaceuticals or 
no API at all or even toxic compounds.( 45,46,47,48)  

A survey found 38% of tablets sold in five countries in mainland southeast Asia as the 
anti material Artesunate were fake(25). There were 771 reports of counterfeit drugs with 78% 
of those coming from developing countries between 1984-1999. The International federation 
of  

pharmaceutical manufacturers associations(IFPMA) has estimated that 7% of all 
drugs sold around the world are counterfeit (49). From january 1999 to October 2000, 46 
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reports of counterfeit drugs were received from 20 countries, 60% from developing countries 
and 40% from developed nations.(49).  

Specialists estimate that, for each drug, on average 30% of the patients experience 
benefits, 30% do not experience any major benefits, 10% only experience side effects and 
30% discontinue treatment because they have either no benefits or side effects(50). Often, the 
blame for the lack of effective treatment is attributed to the use of generic drugs. Other 
authors estimate the frequency rate of adverse reactions as 20% of cases and increase the 
likelihood of adverse reactions to 40% in patients who need to receive more than 15 drugs per 
period of hospitalization(51). The global picture,over 80% of participants believed that 
generics are relatively less safe for use than branded equivalents in a recent survey.(52), 
conducted in Maharashtra, India.  

Country of origin is often associated with product quality(53). Consumers may use a 
country’s reputation to predict the quality of products(53). The multidimensional effect of 
country of origin image influences product beliefs and attitudes for brands with different 
levels of equity. (54)  

Over 23% of physicians surveyed expressed negative perception about efficacy of 
generic drugs, almost 50% reported negative perception about quality of generic medications 
and more than quarter do not prefer to use generics as first line medications for themselves or 
for their family(7).  

Despite the fact that 83% of the clinicians claimed to practice RUM(rational use of 
medicines),only 15% wrote the generic name of the drug, only two could write parts of the 
prescription correctly,and only 71.4% of the clinicians complete knowledge of ingredients of 
the medicament prescribed.The pharmaceutical company representatives(75%) and medical 
journals(42%) were the most common sources of information about generic drugs(58).  

Full awareness about the adverse effects, interactions and contradictions of the drugs 
being prescribed was lacking in 32% of the clinicians(8). The prescribing patterns of 
prescribers have severally been studied as a direct influencing factor on the rational use of 
medicines worldwide. With the WHO estimating that more than half of all medicines being 
prescribed, dispensed, or sold inappropriately(55). A systematic review analyzing 52 articles 
revealed that a noteworthy number of doctors were concerned about the efficacy,safety and 
quality of generic medicines causing more adverse effects(56). One Greek study reported that 
the national initiative for generic prescribing has been poorly endorsed by the physicians of 
the country(57).  

 
Few examples of adverse reactions:  
1) Procrit, a drug used by cancer and AIDS patients to fight fatigue and anaemia, was 

counterfeit in 2002, counterfeit watered down the medicines with non sterile tap water to one 
twentieth of the strength listed on the label. The tap water posed a risk of infections in already 
weak patients(24)  

2) Another recently counterfeit drug was Epogen, a drug used to treat several 
anaemia. Counterfeiters also watered down this medication and reduced its effectiveness in 
patients’ bodies.(24)  

3) In summer 2003,nearly 2,00,000 tablets of the cholesterol reducing medication 
lipitor were found to be fake and recalled(24).  
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4) In 2006, in the UK the drug lipitor was found to have been lacking the sufficient 
quantities of API(25)  

5) The consumption of paracetamol cough syrup made up of diethylene glycol(a toxic 
chemical used in antifreeze) led to 89 deaths in HAiti in 1995 and 30 infant deaths in India 
1998(25).  

6) In 2007, North Carolina Public Radio’s. The people’s pharmacy began reporting on 
consumer’s complaints that generic versions of bupropion(wellbutrin)were yielding 
unexpected effects(59), subsequently, Impax laboratories’ 300 gm extended release tablets, 
marketed by Tene Pharmaceutical Industries, were withdrawn from the US market after the 
FDA determined in 2012 that they were not bio equivalent.(60,61)  

7) Two women, each claiming to have suffered severe medical complications from a 
generic version of metoclopramide, lost their supreme court appeal on june 23, 2011. Ina 5-4 
ruling PLIVA, Inc.v. mensing(62,63) in which the court held that generic companies can not 
be held liable for information, or the lack of information, on the originator’s label(64,65,66).  

8) In 2001, in the netherland 83% of hospital admissions had the main cause an 
adverse drug reactions, 6% of these patients died(67)  

9) The 2014 episode of death of 13 women and illness of 138 following tubectomy 
and prescription of poor quality ciprofloxacin is a clear indication of the deficiencies in our 
system which makes available poor quality medicines(4).  

10) One instance of disregard of GMP by an Indian manufacturer, forced the 
European Medicines Agency committee for medicinal product of Human use to recall all the 
batches of generic clopidogrel(68).  

 
Reasons influencing doctors to prescribe branded drugs, Identified through 

secondary data, literature review and observations  
a. Negative perceptions especially among doctors and pharmacist  
b. Adverse reactions or lack of efficacy,quality  
c. Lack of confidence about quality due to corruption of employee  
d. Doctors developed faith in brands  
e. Influences of branded medicines  
f. Marketing Influences  
g. Counterfeit, fake and spurious drugs  
h. Regulatory mechanism  
i. Patient’s reluctance  
j. Rational use of medicines are not there in India or very less  
k. Lack of good manufacturing practice  
l. Malpractices by the doctors  
m. Generic drugs spends very less to market its product  
n. Effect of country of origin  
o. Cost unawareness to the doctors  
p. Therapeutic reasons  
 
a . Negative perceptions of doctors towards generic drugs: The negative 

perceptions of doctors are the principal obstacles for wider acceptance of generic medicines 
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both at individual and community level(56). Older physicians exhibited demonstrably worsen 
perception of generics than did younger physicians over the age of 55 years reported 3-7.5 
times more negative responses about generics than did physicians under 35 years(7).  

 
b . Adverse reactions or lack of efficacy : Doctors accuse individual variability or 

lack of quality of generic drugs for adverse reactions or lack of efficacy. The doctor’s clinical 
reasoning should be based on many certainties. Doubts about the effect of insufficient 
efficacy or toxicity of a generic drug make things more confusing. Many of the doubts 
concerning the effectiveness of different generic drugs compared with the original are 
assigned to the excipients. Moreover, “ different salts,esters,ethers,isomers,mixtures of 
isomers, complexes or derivatives of active substances are considered the same active 
substance, if not show significantly different properties in terms of safety and/or efficacy(69). 

  
c . Lack of confidence about quality due to corruption : The major reason why 

doctors may not prescribe unbranded generic medicines is the lack of confidence in their 
quality(70). Corruption and inducement that often lead to substandard medicines being sold 
in the market remain a major concern.A series of scandals around the approval of generic 
drugs in the late 1980s shook public confidence in generic drugs.There were several instances 
in which companies obtained bioequivalence data fraudulently, by using the branded drug in 
their tests instead of their own product and congressional investigation found corruption at 
the FDA, where employees were accepting bribes to approve some generic companies’ 
applications and delaying or denying others(71,72,73). A famous parliamentary committee on 
the functioning of the CDSCO(which oversees the drug approval in India) in 2012 observed 
that many favourable opinions submitted by experts on trials of the drugs were actually based 
on their personal perception without any scientific evidence and these opinions were actually 
written by the invisible hands of drug manufacturers(21).  

 
d . Doctors developed faith in brands : Few doctors prescribe branded drugs as they 

developed faith in those particular brands of drugs or have trust in pharmaceutical companies, 
manufacturing or marketing those drugs, but quite often the doctors are simply ignorant about 
the availability of cheaper generic alternatives of costly branded generics or are unaware 
about potential savings on prescription of cheaper generic drugs or unbranded generics(74). 

  
e . Influences of branded medicines : A brand has a certain personality that gives 

additional values of the product versus the competition(75). There is no doubt that branded 
medicines have exercised tremendous influences in medicines utilization, but generic drugs 
being bioequivalent to their brand name counterparts, are considered safe as well as cost 
effective(76). A study in the USA found that of 43 editorials in scientific journals, 53% 
expressed negative views concerning generic substitutions for branded cardiovascular disease  

pharmaceuticals(77), mainly due to advertising by brand companies against generic 
medicines as well as some generic medicines scandals.  

 
f . Marketing influences: It was found that physicians are motivated by 

pharmaceutical companies’ promotional tools to prescribe promoted drugs. Similarly, some 
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other studies found a direct correlation between physicians’ prescribing patterns and 
pharmaceutical promotional tools(78,79,80). Trust and quality image of a pharmaceutical 
company are the important ones among the several factors that influences physicians’ 
prescription behavior(81).  

 
g . Counterfeit/fake/spurious Medicines : Drug counterfeiting has become a 

deliberate issue in India as the country is still required to produce sufficient credible data to 
prove and ascertain that these counterfeited drugs are posing mounting risk to humanity(27). 
Counterfeit products may include the wrong ingredients, without active ingredients, missing 
key ingredients, with insufficient active ingredients, improperly labeled, stored or handled 
with fake packaging.(26)  

Counterfeit drugs are dangerous, a person is at risk for serious health problems, 
including unexplained side effects or allergic reactions. And the health could worsen if the 
‘drug’ you are taking is ineffective(26).  

The business of drug counterfeiting is booming in India because of various reasons 
such as(26)  

- Growing pharmaceutical industry  
- Poor manufacturing regulation  
- High drug prices  
- Prescription of drugs without registration doctors  
- Lack of public awareness  
- Weak enforcement of legislation and  
- Flexibility in the current legal framework  
 
h . Regulatory Mechanism: In India, the main concern raised by professional bodies 

is that the quality regulatory mechanism is weak and variable across status. This may have an 
adverse impact on health outcomes. Large generic manufacturers that have made India the 
pharmacy of the world have to meet international standards of quality, but other 
manufacturers’ catering to the domestic market may not be meeting these quality 
standards(19).  

Although there are a number of laws and regulations for ensuring safety in the 
manufacture and sales of medicines, as well as for prevention of spurious and fake drugs, 
their enforcement become difficult due to various reasons such as(28)  

- Shortage of trained staff and inadequacy of testing facilities (28)  
- There is also the question of affordability and easy availability and reliable and safe 

generic medicines as compared to the costly branded medicines that are more prone to being 
counterfeit or fake.(28) - CDSCO is grossly understaffed to perform its assigned duties of 
protecting the general population from substandard, spurious and counterfeit medicines(4) 
i).Patient’s reluctance: The switch from a brand name to generic drug may prove more of a 
challenge for certain patient groups than others.For example, elderly patients and 
polypharmacy users can easily become confused, especially since the new product can differ 
in shape, taste and color(82,83). When patients are switched from a brand to generic drug or 
between 2 generics, they sometimes complain of adverse events or state their drug is not 
working as well. It is always attribution to patient anxiety or happenstance(3). Many a times, 
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patients may have adverse drug reactions (either due to allergies to excipients or due to 
nocebo effect- negative symptoms elicited by negative expectation by the patients) or mat 
feel depressed(due to inferior complex) and so deteriorates is a BD is changed to a GD with 
or without his/her approval(84,85).Despite the fact that more than 2/3rd Indian earn less than 
$2 per day, (World development indicator 2014), India is not a poor country. Many patients 
may not like the idea of getting a cheap drug especially when they have already spent a lot of 
time and money on transportation, consultancy and or laboratory investigations(84,85).Quite 
often, if the patient had a poor experience with a generic drug, and so they are biased towards 
branded medications and are willing to pay a higher price(86). j . Rational use of medicines 
are not there in India or very less: For the propagation of RUM in India, the All India drug 
Action network was founded in 1982, since then, it has been active in the campaign for 
RUM. Despite the fact that 83% of the clinicians claimed to practice RUM(rational use of 
medicines), only 15% wrote the generic name of the drug, only two could write parts of the 
prescription correctly, and only 71.4% of the clinicians complete knowledge of ingredients of 
the medicament prescribed. Full awareness about the adverse effects, interactions and 
contradictions of the drugs being prescribed was lacking in 32% of the clinicians(8). There is 
a tendency of many physicians to prescribe the latest medicines in preference to earlier 
ones(13). Doctors tend to prescribe what they know and are hesitant about prescribing 
generics(13). Prescribing habits of physicians has been shown to be influenced by several 
factors such as peer influence, financial considerations, activities of pharmaceutical 
representatives and advertising in journals and medical literature(11). k . Lack of good 
manufacturing practice: Lack of GMP by pharmaceutical companies has been a major 
concern and biased doubts regarding the efficacy and safety of generic medicines(68). 
Ideally, all factories manufacturing GDs as well as BDs must follow the rules of GMPs; but 
this is seldom true in Indian scenario. It is also revealed that many generic IP companies have 
set-up separate manufacturing units for supply to the western countries and for supply to the 
third world countries. These practices need to be abolished immediately(21). l . Malpractices 
by the doctors: Cost of medicines to consumers is often commented upon by pharma-
physician nexus, a troubling state of affairs. Some doctors are reported to receive substantial 
incentives from pharmaceutical companies to prescribe the products of these companies. The 
patients are financially impacted only to the extent that these incentives are hidden costs in 
drug pricing(9). Moreover, there was heavy reliability and dependence on MRs for drug 
information.  

m . Generic drugs spend very less to market its product: Generic industry spends 
very little to market its products while patented drug firms encourage marketing and 
detailing. This results in a continuing state of negative perception towards generic drugs(13).  

n . Effect of country of origin: It has been observed that country of origin influenced 
consumers’ overall perception of brand and there were differences in influences across highly 
reputed brands and comparatively less reputed brands. Brand origin is found to be of 
significant impact on brand image perception. There are a number of examples when the 
product is manufactured in a country with comparatively lower images than the country of 
brand origin, country of manufacturer information produces significantly negative effect on 
evaluation of products(87)  
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o . Cost unawareness to the doctors: A study conducted by Tim Schuttee and his 
fellow friends in August 2016, pointed to this issue that medical students and doctors seem 
unaware of the cost of drugs they frequently prescribe. The cost of the generic drugs tends to 
be overestimated and that of proprietary drugs underestimated(12).  

p . Therapeutic reasons: Doctors faced problems while prescribing medicines with a 
narrow therapeutic index(NTI). The bioavailability of such medicines may vary between two 
different manufacturers and lead to clinically significant implications ranging from 
therapeutic failure to drug toxicity. In some classes of medications, generic substitution is 
controversial. 

 Narrow therapeutic index(NTI) drugs are medications with a small threshold 
between effective and toxic doses. This means minor variations in the percentage of drug 
exposure may lead to serious adverse outcomes.(Demystifying generic substitution: 2013, 
Paveliu MS,2011, from the literature of Kendra R,2017). The European Medicine 
Agency(EMA) recommends that the accepted CI for the Cmax and AUC be narrowed to 90% 
to 111.11% for NTI drugs. (Pierini D, 2013)Generic substitution is also of particular concern 
with antiepileptic drugs (AEDs). Bioequivalence may be compromised in AEDs with low 
water solubility. (Generic substitution of antiepileptic drugs;2007).  

 
Conclusion : The negative opinion of physicians concerning cheaper equivalents may 

be an important barrier to the use of cheaper drugs, which was given as one of the key causes 
of the considerably smaller sale of generics(26)(98 lit). In Spite of encouragement from 
policymakers, generic drug use in India is yet to gain widespread popularity, and the practice 
so far has remained confined mostly to institutional settings in small pockets of the country. 
Consumers might use country of origin because quality can not be determined until a product 
is actually consumed, that is country of origin is used in place of missing product 
information. There is a need to continuously study the factors that influence the prescribing 
habits of prescribers with the aim of decreasing the economic waste and morbidity(2)(1 lit). 
In this era of increasing healthcare budget constraints, we think cost awareness is important 
to therapeutic reasoning and cost-effectiveness prescribing.(85 lit). There is significant 
fractions of physicians’ expresses their apprehensions about the efficacy and quality generics, 
and especially senior physicians have definite trepidation(39) (69 lit).The existence of several 
generic alternatives to a branded product leads to challenges for patients. Concerns for the 
replacement of those original with copy medicines are linked to a certainty: large studies 
certify their efficacy and safety for brand drugs, while for generics efficacy and safety is only 
presumed. ( 41 lit). One concern about substitution of NTI medication and AEDs is the 
switching a stable patient to a medication that may not produce the same effects could 
potentially cause the patient harm, thereby outweighing the possible cost savings associated 
with these medications.(Kendra R,2017). The brand personality and quality image of the 
product were the key factors that created a status for the drug. Medical representative visit, 
key opinion leader source effect and age of the product as the major influences apart from the 
internet, academic papers, advertising recall and patient preference. 
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