ROW?2: Expanding Horizons of Process
Research and Development

iven the current situation of the pharmaceutical

industry and macroecconomic conditions, every

colmpany is experiencing escalating pressunes to
increase profitability across all departiments. Costs
reduction, Returmn on Iveatiments, operational efficiencies
and risk mansgement are under stringent serutiny and all
Fumsctions within an organization are expected to meet
goals driven by these parammeters.

Rocent trends revaal that the RED spending by large phar-
mipcewical companies has increased significantly over the
last decade. Until recently, the stresa from the above
parameters was limited due to the existence of a healthy
pipeline and high profitability munbers. However, with
tough generic competition, molecules gaing off patent,
narrowing pipelies and swelling RE&D spending. these is
an inherent need to excplose other strafegic opions 0o
increase Returmn on Investments and impeove profitability.
This trend is exhibited theowgh the entive valwe chain of a
product lifie cyele. On the RE&D front, this trend is ssen
right from Discovery to Clinkcal trials including the cricial
link “Process Ressarch & Development™.

Process REDY s main sola still continges to include design
and developrsent of large-scale syntleses that are safe,
afficient, and economical for MCE's im Phase 1, T1 110
while delivering the necedaany material needed for toxico-
logical, Formulation ete. Typically, early stages employ a
Mizdehem aynthesis to produce a moleculs.

There are many Forward thinking companies who ang now
exploring methods to have scalable rowtes of sythesis
el early in the development evele with an aim to avoid
duplication of powte scouting activithes and to reduee
thie thie to market. Thus, some of the Large Pharma
coipanies are cormbining into one, the o roule scouting
activities namealy hMedehem routes and Scalable routes.

Wi have boen told that there are various advanteges by doing
thiz: 1) Eliminating duplication reduces costs and mone impor-
tamtly helps better allecation of a scarce scientific pool; X)
Process chemists ged mone time to explore scalable options
without having to fear being on the critical path in the value
chain; 33 Early selection of a scalable route helps companies 1o
ratiomalize production costs right from the early development
simge: 4} Exploring additional synthetic pathways in Plase IV to
create & hamier for generic competition i3 almost negligible
excepl for new technobogies that hit the scientific vworld

This innevvative re-organization of the Prosess chemisiry func-
tion ia likely bo save significant costs o Pharmacewtical Comgpa-
Mizs.

“With an aim (o arrive at a scalable synthesis early in the product
dervelopment oyele, our process chamists are now velved right
from the discovery phase. 1 am confident that in additben to good
quality outpod, this strategy is alse going 1o vield good resulis in
terms of cost and tme saving”™, sayvs Process Research head of
ome of the top 10 MRNCs.

Whether this involvement of Procesa RE&D early in the produsct
lifie evcle will really lead into efficiencies as claimed by thesa
colmpaniea is yet o be seen. However, inour limited interactions
with a few large Pharmaceutical companies, the initial signals
look promizing. Time will well the todal cost savings and
inereased efficiencies this methodology will gain on its path o
an industry-wide Best Practice.



