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P AN E L M E M B E R  

Dilip Shah, CEO, V ision Consulting  G roup and S ecretary G eneral, Indian Pharm aceutical Alliance

Licensing of Generic: Needs and 
Expectations of Industry 
Introduction

T he g enerics face m ultiple challeng es:  ev er increasing  
scrutiny by the reg ulators across the world;  g rowing  
barriers of protection by innov ators;  and the 
g ov ernm ent pressures for price reduction.   All these 
tend to push up the costs of g enerics or m ak e the 
business unv iable.   T his is unlik ely to chang e.   If at 
all, it m ay becom e worse.   T he clam our for product 
q uality;  the im pact of long er periods of exclusiv ity;  
push for liberal patentability standards;  and need to 
contain health care expenditure in the m aj or m ark ets 

will continue to exert pressures on the cost and price 
of the g enerics.   T he product and process innov ations 
that hav e helped g enerics in the past m ay no long er be 
enoug h for the future.   T he g enerics will hav e to look  for 
som ething  m ore to rem ain relev ant and protect their 
g rowth.   T hey need to work  with the drug  reg ulators to 
elim inate or reduce inefi ciencies in the system .   T his 
article m ak es an attem pt to identify and list potential 
areas that can be explored by the g enerics to rem ain 
v iable and em erg e strong er.

1. Cost Containment

T he forem ost am ong  them  is cost containm ent throug h 
reg ulatory approv al process.    It is difi cult, but is doable.   
T he fi v e k ey areas are:

a. A Single Reference Product:  
Reg ulators in sev eral m ark ets approv e a new product 
based on a g lobal m ulti- country clinical trial.   T he 
innov ators use one product in all countries for its trials 
and subseq uent reg istration.   H owev er, on expiry of 
patents and other exclusiv ity periods, when an approv al 
is soug ht for g eneric v ersion, m any countries insist that 

the applicant m ust use a “ local”  product as reference 
product.   T his results in testing  of m ultiple reference 
products for a com pany seek ing  reg ulatory approv als in 
m ore than one m ark et.

Is it possible to conv ince the drug  reg ulators to accept 
one “ reference”  product as was accepted by them  during  
the g lobal clinical trial?   As the safety and efi cacy of 
the product is already established by the innov ator, 
irrespectiv e of g eog raphy, a g eneric m anufacturer 
operating  in m any countries should not be req uired to 
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prov e eq uiv alence m ultiple tim es with reference to a 
product in each country.   It should sufi ce to establish 
eq uiv alence with a product from  the country of 
orig in.   T his would sav e considerable costs in product 
reg istrations.   T his is particularly im portant for the follow 
on biolog ics or biosim ilars.

b. Uniform Product Standards:
S om e product m onog raphs v ary according  to the 
pharm acopeia;  e. g .  U S P, BP, J P, etc.   All of these 
v ariations are not necessarily based on science alone.   
T he v ariations refiect m indsets of different m ark ets.   
T he m onog raphs usually incorporate the orig inator’ s 
standards.

If only the reg ulators were to ag ree to a com m on 
standard for a product, instead of m ultiple 
pharm acopeias, the conv erg ence of standards will 
not only reduce v ariability but will also help cost 
containm ent, as a m anufacturer of a g eneric does not 
hav e to produce a product with m ultiple standards.

c. Common Packaging Specifications:
L ik e product standards, the pack ag ing  specifications 
v ary according  to m ark ets.   T he v ariations in different 
j urisdictions are m ostly link ed to the reg ulatory and/
or m ark eting  needs.   H owev er, if only com m on 
specifications were laid down for each type of container, 
say, bottle, foil, blister, etc. , and a m anufacturer had 
freedom  to choose its own pack ag ing , the resultant 

synerg y could help reduce cost.   It is recog niz ed that a 
g eneric producer would lik e to m atch his product with 
the orig inator in each m ark et for better acceptance.   At 
the sam e tim e, com m on standards could help reduce 
v ariability and cost.   

d. Timely Product Approvals:
Currently, the tim e tak en for approv al of g enerics v aries 
from  4  m onths to 3 6 m onths in v arious j urisdictions.   If 
this tim e was com pressed and the waiting  period was 
reduced to m ax 12 m onths, not only the m anufacturers 
could com m ence production earlier, but will also benefit 
patients by early on- set of com petition.

e. Establishment Inspection & Report (EIR):
T he tim e tak en by the reg ulators for inspection of new 
m anufacturing  facilities and re- inspection of old facilities 
under warning  letters/ im port alerts is a m aj or cost.   
T he waiting  period for establishm ent inspection and, 
after the inspection, tim e tak en for releasing  the report 
is crucial for business.   T he reg ulators hav e their own 
constrains.   In addition, their annual trav el schedules, 
finaliz ed well in adv ance do not allow fiexibility.   
N onetheless, it m ust be recog niz ed as a m aj or elem ent 
of cost for g enerics and the g eneric m anufacturers 
and the reg ulators need to find a solution to this v exed 
problem .

T hus, a coordinated approach to reg ulatory conv erg ence 
could help cost containm ent for g enerics.

2 . Compliance

After cost, the next im portant issue is com pliance.   
T he m anufacturers hav e increasing ly realiz ed that the 
cost of non- com pliance is far g reater than the cost of 
com pliance.   H owev er, to im prov e com pliance, it is 
im portant to also address the role of reg ulators.   H ow 
can they help?  What should they do?

It needs to be recog niz ed that the reg ulators’  role 
does not end with laying  technical g uidance and 
check ing  their com pliance.   T hey should also assum e 
responsibility for dissem ination, understanding  and 
absorption of the g uidance.   T he com pliance can be 
better achiev ed by explaining  the scientific rationale 

behind the g uidance, not j ust by dik tats.   S econdly, they 
should ensure that these rules and g uidance are science 
driv en, sim ple and practical.   T hirdly, they m ust av oid 
creating  a perception of freq uently shifting  g oal posts.   
F ourthly, they need to ensure that their inspectors hav e 
understood the g uidance and are adeq uately trained 
for their uniform  im plem entation.   T hese expectations 
chang e the role of reg ulators form  m erely being  an 
auditor to that of being  a facilitator.   As the com pliance 
is a m aj or cost- sav er, the g eneric m anufacturers need 
to find ways of work ing  with the reg ulators for ensuring  
product q uality and patient safety.
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3. Inspection & Inspectors

T he resource constrains hav e forced reg ulators 
to dev elop q uality m etrics to m ov e to risk  based 
inspections.   It is a welcom e step.   H owev er, a lot m ore 
req uires to be done to dev elop the m etrics and the 
standards of m easurem ent.   T he g eneric industry can 
help in these efforts.   Concurrently, the reg ulators need 
to explore possibility of ev olv ing  a com m on check - list to 
av oid m ultiple inspections of a site.

L ik ewise, and as noted abov e, the need of training  and 
retraining  of inspectors cannot be ov erem phasiz ed.   
It is v ery essential to av oid subj ectiv ity of inspectors 
and v ariability in the im plem entation.   T he effectiv e 
m anag em ent of the inspection and the inspectors 
req uire that the reg ulators continuously m onitor and 
m easure perform ance of their inspectors.   T hese actions 
would inspire g reater confidence in inspectors and 
prom ote better com pliance.

 4 . Quicker R esolution of R emedial Actions

T he warning  letters and im port alerts suspend supplies 
from  m any m anufacturers for prolong ed periods.   T he 
tim ely resolution of rem edial actions and a system  of 
prov iding  an opportunity to m anufacturers to discuss 
rem edial actions could g o a long  way in resolv ing  the 

q uality issues and early resum ption of supplies from  the 
affected sites.   T his would not only help reduce cost of 
g enerics, but also prev ent shortag es of m edicines and 
av oid unwarranted price increases.

5 . Capability B uilding

M any reg ulators hav e dem onstrated that they are willing  
to help industry in the capability building , if only the 
m anufacturers were willing  to tak e responsibility for 
q uality of their products and ensure patient safety.   It is 
im portant that the senior m anag em ent of com panies 
also dem onstrate their com m itm ent.   T his could pav e 
the way for capability enhancing  work shops.   T hese 
work shops can prom ote two- way learning  for the 
industry and the reg ulators.   T he discussion of scientific 
rationale by the reg ulators would help better absorption 
of g uidance.   L ik ewise presentation of practical 
problem s of the industry in im plem entation would help 
reg ulators to im prov e the g uidance.   T his dialog ue can 
prov ide a lasting  solution to the problem s of com pliance 
and q uality.

T he g eneric industry should therefore explore 
possibilities of work ing  with the reg ulators in their own 
country and across the world.   It m ay help im prov ing  
affordability and av ailability of m edicines, which is what 
the m ost g ov ernm ents are look ing  for.



63CPhI Annual Industry Report 2016:  Expert Contribution  CPhI Worldwide, October 2016, Barcelona | Produced by Defacto

Q&A

Q)  Do you have any perspectives on GDUFA ii – do you 
think it’s a good idea, too expensive etc? (will it speed up 
regulatory approvals)?

The GDUFA II will further reduce the number of applications and 
discourage marginal players who do not have deep pockets. 
On the other hand, there is commitment by the FDA to clear the 
backlog. Thus, fewer applications and extra efforts by the regula-
tor may result in improving the disposal time.

 Q) How can we achieve the goal of having one reference 
product for generics – does this need some kind of har-
monisation across countries, how long do you think that 
this will take? (who might be a leader(s) in this regard?

This needs convergence of standards, not harmonization. Inter-
national Generic Drug Regulators Programme (IGDRP) is already 
working for convergence by the regulators. If not all, at least a 
few major markets aided by the WHO can initiate this process. It 
is not necessary that all should do it at the same time. A begin-
ning can be made by a few and others may follow. 

 Q) How can generic approval be kept down to under 
1-year?

At one time, the USFDA had achieved 17 months. Some jurisdic-
tions have made it possible. The cost of creating an appropriate 
organization is insignificant compared to the potential savings 
from early approval of generics.

Q) Do you think any regulators are yet acting as facilitators 
rather than simple auditors – I know many people are 
encouraging the FDA be part of a two way dialogue with 
industry. How long before this shift occurs, do you think 
it will occur. Are certain regulators better than others at 
acting in this more two-way educating role?

Not yet, but how many industry associations have even asked 
for it? The IPA is actively pursuing this goal. We believe that the 
regulators can achieve better results and ensure greater patient 
safety by helping manufacturers to do the things in the right 
way. Inspection is a snapshot, whereas training is long lasting. 
Some regulators seem to understand the importance of capabil-
ity building as an option and are supporting these efforts.

Q) Do you think the industry and regulators are likely to 
engage more now, or do you fear the generics model will 
come under increasing pricing pressure – what will be 
the end result of this?

The engagement between the industry and the regulators is 
growing rapidly. However, this engagement and the pricing pres-
sure are two independent phenomena. They are not interlinked. 
The engagement with the regulators could help save costs to 
cope up with the pricing pressures.

Q) Can you make any prediction(s) about the outcome for 
the generics market in 3-years time – do you think any of 
the above will be achieved or to the solutions found?

We will see pockets of success in the next three years. The industry 
and the regulators will be working jointly for capability building. 
We may not achieve everything, but we will see a beginning.

Q) Lastly, and most importantly, what sort of cost savings 
or magnitudes do you think can be achieved by these 
types of changes? (how long will it take to implement 
this properly)

Consider only the cost of procuring originator’s biotech products 
at the current prices for 100 subjects each from five different 
countries for BA/BE studies. The cost and time involved of doing 
this study on 100 patients for each market is extra. Add the cost 
of delay in launching the product.... it is significant. The generics 
need to rely on “science” to convince the regulators that “one 
reference product” will not compromise patient safety.


