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Four anti-infective drugs that Waockhardt is de

regulator, putting them on the fast track of

after a two-decade wait, puts it in a league of select

ing discovery research In 8 narrow
range of potent anti-infestive com-

unds, which, if snecessfully de-
veloped, promise to fight ife-threatening patho-
gensand vindicate the COMpPANY'S perseverance
Instayingoncoursathrough (hepasttwodecarles.

Thesignshave been encouragingalthoughlate
]cr'n tem?]s of t‘mlcnglhe' drm;deveéﬂpr[len_‘licyule.

ver the past 15 months, the US Food and Drog 2 .
Administration has grantec four of Wockhardt's ﬁgrrx)osﬁ\? '::Srgflzc(éejl
experimental antibiotic drugs a priority review to battle antimicr obizl
statuscalledQualLﬁedInfectiousDiseaseProduct multigle research
(QIDP), which accelerates the drug development g q programme.
cycleinadditlontoprovidmgaﬁve-yaarextension resis{ant :
oftheexclusivity period, post approval. infections. .

Thishasfuelled Wockhardt's ambitionstogofull '
throttleintofurther: developingthedrugs, vaulting
it into the pack of A-listers of select global drug
makers including Roche, Merck, Pfizer and
AstraZenecathathave steppedupinterestin
the samearea lately. Wockhardt increased
itsinvestment inresearch &development
to 11.5% of sales during FY15 atRs 515
crore from 9.3% of sales in FYl4atRs
450 crore,

Although therisks of late-stage fail:
urescannotberuledout, thelow-pro-
file yet-ambitious leads: have shown
safety and effectiveness in treating,
bacterial infections such as kleb-
siella(aform ofpheumonia),MRSA
n-resistant staphylococ-
s aurens) and metallo beta lacta:
mase, among athers, International
expertsforecastthat these infections
can invartably lead to catastrophic
medical consequences if no timely
treatmentoptionsare developed: :

Somewhatcoincidentally, Woddiardi's
pipeline is maturing at the right time,

The FDA's fnitiative on faster approvals,
enantedagpartofthe Generating Antibiotie
Tnicentives Now (GAIN) Actof 2012, under-
lined theurgency todevelopnew antibiotics.

ealngtroughly18app forantibioticdrugs
grarited by the FDA be

culled frompr 50 ;
thenumberdwindledtosix between 2010and 2014,
Sofar, the US regulator hag granted QIDP stalus
to about 35 productgand encouragingly, thelistis
expanding. Wockhiarat is tipbeat about the pros-
pectsofthecompounds in thepipeline, Chairman -
HabilKhorakiwal told ET. Althougharmiarket.

Jan, 2BEE  Feb 2006
Swiss giant LS major
Roche Merck &
striles $750 Lo, taps up
milllon deal -antibiotic
with Japan's  speciatlst
Meili . Cubist In
‘Seila for $9.5 billion

Taunch may be thiee to four years away, the com-
pany has tasked management. consulting firm
MeKinsev & Co. with evaluating the potentialof .
ihe drugs once they reach thelast mile of regula
foryclearanceand comymercialisation.

QIDP-&i :
Acl nst one of the globally rising class

of pathogens, MRSA (Methicillln-Resistant
<. staphylacaccus Aureus), which causes a
©vange of diseases fror skin infection to

severe respiratory"infe_ction. in the case of
severe infections such as Hospital Acquired
pneumonia (HAP), there is currently limited
medicai veach, causing a hiigh unmet need

. and mortality. Effective against MRSA, it has
shown potential in treatment of HAP.
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veloping have been accorded priority review status-by the US

development. The company’s contrarian bet, which may be paying off

Fap, 2ok s 2018 FEA's QIDP:
hnglo-Swedish drug  Plizer says it will spend Proposedd from 2092,
maker AstraZencca  aa much as $1.8 billlan Gualitied Infectious Disease
says it will spond to acquire Vicuron, 2 Product s a regelatony

F40 million fo create  company developing navel | Intervention that accelarates
a new subsidiary for  anti-infectives for hospital- | the drug development cycle

carly-stage R&D of  based and cammunity- far anti-infactive: candldates,
emall molecule anti-  atouired infections. in addition to providing
Infective drugs. "/ g a five-year extension
v P of the exclusivity

W perlod, post

approval.

* §1,9013 that the human

\ QIDP-SERY.

=2&% Developed in an
oral form and can claim

Injections if developed

P _successfully. .

slgnificant benefits over ;vesistant Infections, ul

global drug makers. Vikas pandekar reports
s o g mupes s skslph—h—Global HOE Chase—+h-—sk-—sh—h—

largeset of patientsn eel st International markets.

Thorakiwalanotedthat WOK 771 will betargeted
primarily atemerging marketsand if conditions
aresuitable, the company may exploralocal part-
nerships stnee it may not have the eapability to:
eomdnet studies and tole up regulatory filings -
atthelocallevel. Another compound, WCK 2049,
Aetivered inoral form, offerssignificant henefits
over [ts peers as most products currently undet
developmentaredeliver2d topatinntaasinjections,

Foranother set of drugs - WCE 4873, WOKH222-
Woelkhardtplans to go solo in conducting global
studies, Khorakiwalacategorically saldhehasna
plans tooutJicensehis products, Filingfor regis-
trationofthedrugsin theUSand Europe willform
animportantstepinthe overallgameplan. ..

For Wockhardt, the renewed optimism irvthe
global outlook for antlinfective products yin:
Qicates itslong-term strategy. Choosing Anti-
infective drugs wasnotan impromptu de-
cision. Khorakiwalarecallghis visiisto
someleadingresearchfacilitiesoflarge

global drug makers to evaluate their
potential and risks. The interestat
__-thaitime was waning, he said, but
“" themarketdynamics still looked
favourableand twodecades. later,

hiscontrarianbetmay prove to

beright. = - . - i

“antiblotics formed about

95% of the (pharmaceutical;
“industry) turnover in gmerg:
ing markets Jike Ind:

China. From a pure corpeti-+

tiveanalysis, there washopeof

aproduct eitherfor the global
marketoratleastfortheemerg-
ingmarketandthatwasourcon-
ceptualframework, Westick to
ourcoreoverthelasttwodecades.
i" ' and we did not get into any éther
areas,” heremarked. . - '
. Researching antl-infective drugs
was considered less commercially

-yiable than prodicts for neurology,
respiratory or.oncology disorders. The
,mis:_e'otic@:\cerdrugsjmnged, whilg those

ugs were fratight withthe)
slstantand losing their effec
1 B

and Prevention, thetop US|

1 :
anuibiotic era” and a year later, the World Health
Qrganization sent outa stern cautionary signaf
thatthecrisisofantibioticresistance isbecoming
dire. MRSA causes the death of dnaverage 11,285
patientsayearinthcUSalone, ,’r'ecen,tdatas}mved.
With the alarming rise infh cidende of drug-

QIDP-F: $5 - TR0
A new class of antibiotic drug:
traatment of Community Acquired

Bacterial Pneumonia (CABP), which has
- risen by alarming proportions glabally.
There is a global crisis of availability of
ntibiotics to fight resistant bacteria.

=

QIDP-

A new class of a atics for
gram negative bacteria for
complicated urinary tract
Infection, Hospital Acquired
Bacterial Pneumonia (HABP) and
Ventilator-Assoclated Bacterial
Pneumonia (VABP).

: mnillion ith Jupa:

“stage compouidto battlen
‘ihfections. A montlybefor
& Co. lapped upantib
9.4 billion merge o Spruce
researchprogramie, - . o
n February 2015, Anglo-Swedish drug maker
AstraZenecasaiditwill spend$domillionto create
anew stand-alone subsidiary. focussed on early-
:stageR&D of small moleculeantiinfectivedrugs.
Last Junie, New York-headquartered behemoth
Pfizersaid it will spend as muchas $1.9 billion to
Jacquire Vicuiron,acormpany developingnovelanti-
infectivedrugsfor hospital-based and community-
acquiredinfections. . i . .
Not torest on its four aces, Wockhardtis match:
ing up globally: Khorakiwala said the regulators
haveapprovedan abridgedpathway for hisdrugs
‘buthis company willcontinugtoseeknew leadsin
thesphereofantiinfectivedrugs. |
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