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The Eight Hopefuls 
Eight drugs with cryptic codenames. They could 
add billions to a company’s revenues or send mil-
lions down the drain.

developed novel drugs are gearing up for late-stage human tri-
als. It’s not the first time a drug made by an Indian company 
has reached this advanced a stage. But never before in the short 
history of the industry, which has so far thrived on selling gener-
ics—copycat drugs—to the world, have eight drugs simultane-
ously on the cusp of success. If they can pass these final research 
tests and get regulatory clearances, it will mark a tipping point 
for their companies, even Indian Pharma. 

Progress And Attrition
It’s almost the same sense of anticipation as in the early-2000s, 
when a spate of deals on the research front led to Indian Phar-
ma stepping up R&D investments. However, tempered by the 
lows of that experience, the euphoria has given way to cautious 
optimism today.

It isn’t a coincidence that a handful of innovative molecules 
have reached this far in the drug development lifecycle. Most 
Indian companies have been at it for close to a decade—it takes 
11-12 years for a drug to go from the lab to the market. And 

that partly explains the synchronised timing.
Dr Reddy’s anti-diabetic drug, codenamed DRF 2593-307, was 

the first indigenously developed novel drug to enter phase-III 
trials, in August 2007. This is the penultimate round of test-
ing on patients before marketing approval can be sought. Last 
year, two more compounds made it to this stage: Biocon’s oral 
insulin pill and Ranbaxy’s anti-malaria drug. A fourth drug, 
from Glenmark, to treat diarrhoea, is concurrently undergoing 
phase-II and phase-III trials.

Apart from the four drugs in phase-III trials, Indian Pharma 
has another four compounds waiting to enter this space: an 
anti-diabetes drug from Glenmark, an anti-psoriasis drug from 
Biocon, an anti-cancer drug from Piramal Life Sciences and an 
anti-allergy drug from Sun Pharma.

All four drugs have completed phase-II trials. The move to the 
next phase will happen only after they receive approval from 
the regulator of the country the trials are being conducted in. 
That would be the Drug Controller General of India (DCGI) in 
India, the Food and Drug Administration (FDA) in the US and 
the European Medicines Agency (EMA) in Europe.

There’s no guarantee any of the four will make it to phase-
III. The attrition is brutal. Research history shows that three of 
every five drugs that enter phase-II don’t make it to phase-III. 
The attrition is brutal even in phase-III—two of every five drugs 
don’t go beyond. At every stage of the drug development proc-
ess, the dropout rate is high (see graphic: Journey of a Drug, Page 
46). Still, the companies exude quiet confidence about making 
the progression. Says Somesh Sharma, Managing Director, Pi-
ramal Life Sciences (the R&D company spun off from Piramal 
Healthcare): “Our internal goal is to submit P276 for marketing 
authorisation in 2011.”

There’s a wait of at least one year before news starts to trickle 

in about the fate of these eight drugs. It’s been a long and ardu-
ous journey for all of them. Take Dr Reddy’s DRF 2593-307, 
an anti-diabetes drug. It was the first compound to come out 
of the company’s research laboratories, in 1995. It was closely 
followed by another anti-diabetes drug, DRF 2725.

In 1997, Dr Reddy’s licensed out DRF 2593-307 to Danish 
pharma major Novo Nordisk, as it didn’t have the cash chest 
to make the big investments. This was followed a year later by 
DRF 2725. The Danish company found this second drug to be 
more promising and started work on it, leaving DRF 2593-307 
in the wings. In 2002, DRF 2593-307 got a new lease of life after 
clinical trials on DRF 2725 were suspended due to safety con-
cerns. Then, in 2004, Novo Nordisk returned DRF 2593-307 to 
Dr Reddy’s, saying the company wanted to work only on big 
molecules (biologic drugs).

Luckily for Dr Reddy’s, in 2005, Danish bio-pharma firm Rhe-
oscience agreed to co-develop the drug along with it, and the 
process could go on. Today, almost 15 years later, the drug is 
set to enter the second stage of phase-III trials. According to 
the company, data from the first stage demonstrates that the 
drug is more potent than existing products in its class, with 
fewer side-effects.

IN-105
(Biocon)

Therapy area: Diabetes-insulin
Status: In phase-III human trials
Target launch: 2011 in India;

2015 globally
Global market size: $13 billion
Global players: Novo Nordisk,

Eli Lilly

DRF 2593-307IN
(Dr Reddy’s Labs)

Therapy area:
Diabetes-PPAR agonists
Status: In phase-III trials

Target launch: Not announced yet
Global market size: $7 billion
Global players: GSK, Takeda,

Abbot, Solvay

Sun-1334H
(Sun Pharma)

Therapy area: Allergy
Status: Completed phase-II trials
Target launch: Not announced yet
Global market size: $5.5 billion
Global players: Sanofi-Aventis,

Pfizer

T1h
(Biocon)

Therapy area: Psoriasis & 
rheumatoid arthritis

Status: Completed phase-II trials
Target launch: Not announced yet
Global market size: $15-16 billion

Global players: Astellas, BMS, 
Abbot, Amgen

Crofelemer
(Glenmark Pharma)
Therapy area: Diarrhoea
Status: In phase-III trials
Target launch: 2010-11

Global market size: $2-3 billion
Global players: GSK

GRC 8200
(Glenmark Pharma)

Therapy Area:
Diabetes-DPP IV inhibitor

Status: Completed phase-II trials
Target launch: 2013-14

Global market size: $1-2 billion
Global players: Merck  

P276
(Piramal Life Sciences)

Therapy area: Cancer
Status: Late phase-II trials

Target launch: To file for marketing 
approval in 2011

Global market size: $47.7 billion
Global players: Roche, Eli Lilly, 

Pfizer, GSK

Arterolane Maleate+
Piperaquine Phosphate

(Ranbaxy)
Therapy area: Malaria

Status: In phase-III trials
Target launch: To apply for marketing 

approval by late-2010
Global market size: < $1 billion

Global players: Novartis

 They (Big Pharma) are masters at designing clinical trials. 
What takes us months to figure out, they do in a matter of days.
—Somesh Sharma,
Managing Director, Piramal Life Sciences

The attrition is brutal at every stage. Three of every five 
drugs that enter phase-II don’t make it to phase-III. Even 
in phase-III, two of every five drugs don’t go beyond.
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