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A generic drug is a copy of a brand name drug. To be sold, a 
generic drug must be “bioidentical” to the brand name drug. 
This means that the generic drug must be proven to be the same 
as the original brand name drug



� Unlike the approval process for new chemical entities, that for generic drugs
allows use of the ANDA, which does not require the submission of clinical
data regarding safety and efficacy since this information was already
provided for the pioneer product. Since the original active ingredient was
already proven safe and effective, the manufacturer must now prove
bioequivalence for the pharmaceutically equivalent generic drug product.

� In order to receive approval for marketing, a generic drug must meet the
same batch requirements for identity, strength, purity, and quality and be
therapeutically equivalent to the original product.

� Additionally, the drug must be manufactured according to the same Good
Manufacturing Practice regulations required by the FDA.



MYTH FACT

Generics take longer to act in the body. The firm seeking to sell a generic drug must show 

that its drug delivers the same amount of active 

ingredient in the same time frame as the original 

product.

Generics are not as potent as brand-

name drugs.

FDA requires generics to have the same quality, 

strength, purity, and stability as brand-name drugs.

Generics are not as safe as brand-name 

drugs.

FDA requires that all drugs be safe and effective 

and that their benefits outweigh their risks. 



� Generic Drugs are produced according to
patent regulations and policies; but, copied
ones are mostly produced in the countries in
which the patent law is not exercised.

� All information about producing a
bioequivalent medicine can be found for
generic drugs’ production; but, sometimes
methods of analysis or evaluation could not
be revealed by original makers during patent
period. Hence, copy makers should invent
the methods and validate them.



• A generic drug is made with the same 
active ingredients and is available in the 
same strength and dosage as the 
equivalent brand-name drug

• The average price of a generic could be 
around $15 when the average price of a 
brand-name prescription is between $80 
and $100.



Somnath Pal, BS(Pharm), MS, MBA, PhD

Professor of Pharmacy Administration

College of Pharmacy & Health Sciences, St. John’s University

Jamaica, New York - See more at: http://www.uspharmacist.com/content/s/253/c/41309/#sthash.KkQ5fIbZ.dpuf







� Authority: In some developing countries the authority does not

outline perfect and unshakeable norms and standards for drug
production

� Different Sources of ingredient: During recession, a few companies
switch into cheaper and more available ingredients which may be
more impure.

� Change in the process of production: The process of formulation
could be changed deliberately or due to error in quality control.



Registration requirements for Generics by 
authorities that are usually used as a reference 
(examples)

FDA EMA Some Developing 
Countries

Bioavailability and bioequivalence testing with sound 
scientific methodology and ethical committee surveillance

√ √
Not a common requirement, 
in some not
required at allEvaluation of active ingredient quality including 

identification and quantification of impurities (e.g. 
genotoxic impurities)

√ √

Pre and post approval when source of active ingredient 
changes

√ √

Identification and qualification of degradation production 
in medicines, not just stability testing

√ √ Not a requirement

Strict cGMP and field inspections of plants √ √ Just a few countries require

Actual laboratory testing of finished product, not stamping 
and paper work

√ √ Not a requirement in most



� Quality of drug substances is the key for

clinical outcome and safety

� Action of a pharmaceutical formulation
may be severely impaired by impurities

� Different polymorphs (= a different drug
substance)



� Increased mortality and morbidity

� Enhancement of drug resistance and the loss of medicine  efficacy

� Adverse effects from incorrect active ingredients



� Economic loss for patients, their

families, health systems, and the
producers and traders in good-quality
medicines

� Waste of enormous human efforts and
financial burden on development of
medicines.



� Loss of confidence in health systems 
and health workers

� Fall in patients’ compliance to 
suggested treatments

� Increased burden on health workers, 
medicine regulatory authorities (MRAs), 
customs officials, and police officers



� Normative functions: Setting norms and standards Including GMP, providing
technical and scientific support

� Capacity building: Ensuring that international norms and standards are
applied all through the process including assessment, inspection (GMP, GCP,
GLP) and quality control

� Prequalification Programme: Priority Essential Medicines



� Urging for medicine regulatory 
authorities  and   independency 
(MRAs) to be strengthened.

� Improving quality of production by 
using post marketing studies. 

� Fighting for both the availability of 
drugs and relatively  inexpensive 
drugs



� In post marketing studies, physicians and  
professionals in the field of Clinical Pharmacy 
could compare generic drugs with original ones 
in terms of efficacy,  potency, and side effects.

� In post marketing studies, each change in the 
production process which causes clinical 
effects can be reported by health professionals 



� In some countries especially developing ones, new information about
drugs are not promulgated; hence, it is within the scope of activities
of NGOs to demand clarifications.

� In underdeveloped and developing countries, it is too hard for
patients to access original drugs and accordingly there is no way to
compare the original drugs with generic ones; thus, it is a prioritized
duty for NGOs to demand for ramping up the access to original drugs.



During recessions or pharmaceutical
companies’ financial problems, a few
companies change their ingredients or the
process of production. So, there is an urgent
need for a study with the sufficient sample
size with random sampling design to reliably
estimate the quality of medicines.



• WHO defines drug promotion to include all 
efforts and interventions initiating from 
production extending to distribution, 
marketing, sales, and the use of medicines. 
Thus,  making satisfaction is an undivided 
part of drug promotion. 

• Patient-centered care supports active 
involvement of patients and their families 
in the design of new care models and in 
decision-making about individual options 
for treatment.




