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A Hard Pill to Swallow

DESPITE THE GOVERNMENT'S EFFORTS TO BOOST DOMESTIC MANUFACTURING :OF WARIOUS DRUGS, RAW MATERIALS AND MEDICAL DEVICES, THEIR IMPORTS HAVE QMNLY
INCREASED, ON TOP OF THAT, UPTAKE OF THE FLI SCHEME 18 MOVING AT A SLOWER-THAN-EXFECTED FACE BY NEETU CHANDRA SHARMA
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| FPHARMA IMPORTS |

SWELLING RESEARCH ©03TS and import dependency—
o mzjor alflictions thar Indla’s pharmacewicals
industre seemed helpless against until s fowyears
ago. Hopes were raised when the central governmment
unveiloda Fr:l:ll.iul.'ii.:m-l inkedincentive (PLTY scheme in
the midddle of the pandermic to foster domestic prodac-
T of key Linport tems such as active pharmacewstl-
il i'r'.grrd ientks [_'.I'I. P!s}. the rirw maoterinl for maki ngn
drug. The pandemic had stifled global supply chains
and u'x]:-c:-wﬂ Teiclin's |'||.':'.'\-1l,' dx:p:-nduncu ot China fosits
pharma requirements. At a time when basic rew ma-
tertals for drug-making became scaree becise of the
Inckdrarns, Tndin™s PLT scheme: veas gimed at m'.l:y;_:l'ing
up the domestic fgo-hillion pharma industey and ring-
I;z:n,.'i:u.g ie fromm Covid- It_:|-| ik furure black swan evens
and, in the bargain, reduce its dependence on China,
However, things have not panned our the waythey
were expected topat least not yet, Almost three years
gince the PLI scheme was laenched, India’s reliance
amChiina for APTs amd erher pharoa products las only
increased, Per data from the Ministry of Chemicals and
Ferrillsers, the import of bulk drogs or APl and drog bn-
termedistes (materials produced during AP synthesis)
from Chinarose zo per cent from FYz21 1o¥23,273 crore
inFyaz, which was 6§ per cent of India’s total imposts
of medical products worth #35,249 crore that fiscal, And
dara from the commeree minkstry shows thar imports of
30 lcq':r' medicnl devices lave goneup 1:::.! 25153 per cent
during April-December 2022 compared [oavearago,
The above numbers are emblematic of the show prog-
ress the government's PLL scheme has made in pharma

SPANNERS IN THE WORKS

[t takes three to
four years to set
up an APl plant in
India, compared to
1-1.5 years in China

RISING DEPENDENCE

India's imports of raw materials required
in manufacturing drugs have increased
consistently over the past few years
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nnd medical devices manofacturing.

The waorld relies on India’s |_:||1:'| FikE '.|1|J|J$1'.r:,-—'! e
waorld's third-largest by productionn volume—{or its
medicinal needs, with nearty 8 per cent of all pharnma
proshucts by vobume being produced in the country. In
the past nine years, the Indian pharma industry has
grovan steadily ara CAGR of o.43 per cent. And s size
could increase to o5 hillion by 2oz4 and f130 billion by
2oy, prodics the Deparoment of Fharmaceutieals. De-
spibe such stromgrnumbers, Indiz's import dependence
on China remaing alarmingly high—as much as go-too
per cent for some eritbeal raw materials that go into
manutacturing high-selling druvgs such as parncetamal,
penicillin, ibuprofen amd vitamin Brz, among others,

Annther uance i4 that Govid-10 has rmw'il.h.-:i. lndiaa
chance to revamp ics pharma industry and switch from
primarily prodecing generics to manufacturing highes-
margin licensed drups. Amid this backdrop, the Indian

4 The cost advantage
of importing APls
from China is likely to
reduce in magnitude
over time
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government had introduced several schemes, including
PLL, o boost domestic manulaeturing. “Ina steplo-
wards AatmaNirbhartn (self-relinnce], the govrernment
is focussing on production of high-value pharmaceu-
ticals and high-end medien] devices.” Union Health
Minister Mansukh Mandaviya vells Busoess Todag

Whiks the PLI scheme for mamifaeniring deugs and
APTs has managed to draw good imestrments, schemes
aimed at promoting production of high-end medical
devices and bulk drug packs have recenved lukewarm
response, “The current PLI scheme has an outlay of
arcund $1 billkon, While promlsing, there has been a low
o mosderabe TESPOTSY B‘I_'l the :.'rhv;trnr.:-., with |;|n1:f' it Femnay
companies in the topand bottom tiers participating, It
1% L mperrant 1o drive investments fromm the middbe mar-
ket,” says Suresh Subramanian, Wational Life Sciences
Leader, EY Indka.

Lett us take o choser keok,

PLI FOR DRUG MANUFACTURING AND AFls
In March zozo, India launched the PLI Lo scheme

o prosuote domestle manufacruring of critical key
sturting materials (KSMs, raw materiul to-make APTE),
drug intermediaves and AFLs kn the country “The PLI
seheme xims o reduce Tndia's i npurt d.-upunl]l.'m:u 1
other countries, through indigenous production, by at-
tracting large Imrestmients in the sector ensuring their
sustainable domestic .':u]:lpl:.',"' Silys .'I.'1:|.|'||:|:|1.'i§-a.

5o far, the scheme has attracted Investments of
Tg,195 croee from 55 selected appliceogs, including 2o
MEM Es, against a tarpet of ¥17,425 crore, Under this
scheme, the government has denrifled 21 productato
FII'\I:,H.':inF i eTvtivet ter For g x YEArs. Forinstare, p'l'u'l
ucts baged on fermentation fa process for cultivating
microorganisms to make antibiotics, insulin, eney mes
nnd therapeutic proteins, ete,) will get incentives
amounTing w20 per cent for FYzxq-27; 15 per cenx for
l"'!"iF-;'.Lnds_'.s-e-.l' cenl for FY 2. Preschucts hased an chami
cal synthesis (these are antibacterinl substances such
agorganoarsenicals and sulfa drugs, penicilling strep-
tomrycim, tetracyeline and erythromycio) will recene 10

percent a5 incenrive for FYz3-z4

Tobolster s mowe, just nime months efter the
Iaunch ol PLI 1.6, el AUVErTTIL :|ppu'm'1.1:l annthier
scheme (FLI 2.0) for the pherma secoorwith an outlay of
T1g.coocrore. Lo order to ensure wider applicability, PLI
& divides pharma firms into three distinet eategories
based on their global manufacturing revenue (GME} in
Fiac: (Tt egory i fear thinge wirh GMR of ahove !ﬁ atale)
crore; Cavegory 3, with CME of 8300-5, 0o crore; and
Catggory 3with GMEofless than 500 crare, with
incentives ranging from g-10 per cemt for a period of sx
years, The scheme Includes AFIS from FYai o FYan,

These incentives, irndust Iy exXperts beliewve, are too
little fior smaller players totake the plunge, becase of
the high Lovesomenis, “The scheme was laanched oaly to
leverege the bigger pharma companies to bring invest
ments inco India, in the same way they were doing in
othercountries,” says Daara B, Pagel, Secrepary-General
of the Indian Drug Manufocturers’ Association (EDMA),
Agrees Harish Faln, Benbor Vice Presldent of the Federa-
tion of Pharma Entreprensurs and amember of the Phar
miaceutheals Export Promotion Councilof India: “Chver
71 percent of senefits of the PLEscheme have gome to the
topcompanies, but the MEMEs have barely received the
benetirs of around 10 per cene,™ be says,

Pharma rnajr_lrs such as Sun Pharma, Aumobhindo
Fharma, . Beddy's, Lupin, Mylan Labororories, Cadils
Hezlthcare, Cipla and Glenmark—atl of them with
big AP businesses—hbenefitted immensely from the
schenve, Over e next five yvears, Indian AP-producing
firmsare anticipased to grow at a CAGR of 911 percent,
according to Sushil Finance Group,a broking hoase,

The PLI scheme will further help i improving tech
capahilities, capacity utilisation and competitiveness,
Sun Pharma recently sald. BT emailed questlonnalre
an PLItothe COMpaTy rem ained unanswerad at the
rime of going oo press, as did queries emailed to D
Rudd\l."ﬁ..r’u..r\ciﬁndu Pi:l&rlufl..!.u;:lin amd {'.I?]n_

Meanwhile, Biocon's subsidiary Syngene Interns-
tlondl has invested Inan AP plant In Mangaloru, Karna-
takea. Piramal Fharma is ancther firm that is boilding an

4 Depending on < With 1,500 contract 4Therearea
the capacity, a research and manufacturing limited number
new plant can services players, compe- of skilled and
cost up to $3-10 tition is intense in the trained warkers
million to sat up undifferentiated market in the industry
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AP facility in Canada and Aart Industrics ks cxpanding
the capaeity of its USFDA-appeoved APLfcilivy in Vapl,
Gujarnt, with plans to produce a new range of APls,

PLISCHEME FOR BULK DRUG PARKS
This provides for financial assistance to create common
Infrastrucrure facillzles ot balk drup pates. Howewver,
it has not cvoked a lotof interest. 8o far, onlythree
states—lelangana, Himachal Pradesh and Guja-
rat—have received approvils toset up these parks,
And against a target investment of 4,138 crore, this
segiment has atracted irvestments of oaly 2,000 crove.
“Inddia has Jost the sdvantage of bulk d rug manutactur
Imgover the vears. China has built its presence hecause
ol el support recErved 1n il i]’.ﬂl.' arcas, Lroan F||u.nl
prices, interest rates and power subsidies, among
others. Begalning the sdvantage and achleving self-re-
lianee will be 2 Jang process,” explaing Sudarshan Fain,
Secretary General of Indian Pharmaceutical Alliance.
The cost of production in India is §0 per cont less
than in developed nations, bt it is still around 18 per
cent higher than China. This is ateribuable to “raw
materials being X5-30 per cent costlier, electricicy being
20 per cont more expensive; and othor costs such as
|1I1il.|1|.':il.'|5.]ﬂgi:i'li\'.'!li.'ll'il:lLﬂx:lHillil.ll:l.|.'|.I.' ..::w_-ine{gl'.‘p per
cent more expensive”, says Arindam Gupts, Executive
Vi of Healthcare and Life Sclences at 1 lattloe, a tech-
t;l:lzhlmln:rr'sur'rinl_r.,'rl.-j'c':l'rrh a:n-::.;,l.g,".risrlr:,.' firm.
I'harma companies belicve that the schems ts restric-
tive i nature and does not provide 3 kot of support to
inmovation, which would make it worth participating in,
Arushi Jain, Drector of Akums Drugs & Pharmacearl-
cals, HEYS the scheme € restrictive ns::tjuxt for the domes-
thc market bar also from the point of view of exports. “In
Inelia, B& Drincentives acoonnt for 7.5 per cent of toral tax
incentives, but the pharma Ré D incentives stand ot pust
2.3 percent. The current PLI scherse can be expanded to
link it to research for efficient Flm-c|.1|.|:'l o il sustain
abilityof the domestic and export markers,” she says,
{lenn Saldanha, Chairoant & MDof Glenmark Phar-
macewticals, has asohition, *The FLLscheme shoukd be
linked to researchand innovation. Indla is 2 powerhouse
i Uhe :-.v':lzrmz indust v :-.’b-crz:.l... There ame many areis
wherewe bailt alot of capabilitics. The one missing picce
Is-the pure intovation, partleularly on the biologics
side,” hw says. Agprees Mahima Datla, MD & CEC of Vac-
cimes and Branded Formulatbons az Biologhcal E: “Any
support forthe REneTHE husiness, q'u::ﬂ.'i.|1|; upt he vitlue
chain, fermenzation-based AP, high porency intermee-
diates and peptide-based APLe, interesta us. We alveady
are among the biphest B& D spenders at 15-06 per cent.™

&

BOOSTER SHOT

Anoverview of the incentives available under
tha PLI schame for various pharma segmants
[Firancial suthay ' [hratizn I Forws

17 crore] | I

PLIFOR MEDICAL DEVICES
Lannched in March 2oz, this segment of the scheme
aims tocstatlish domestic capabilitics in manufactur-
L high-end medical devices, especkally those that are
being imported, The success of this sepment isalsovery
limited, as there are not many manu facturers for high-
end devices aradnd the workd, “Sa, i0s understand-
able that hardly 1o-20 per cent of these will consider
taking the rask 1o make in lodia, especially withalack
otinvestments, protective tarits and anunpredict-
able regulatory implemnenzarion framework,” says Rajiv
Nath, M of Hindustan Syringes & Medical Devices.
Amid this,a parliamentary panel on healeh has
veged the government 1o consider expending the scope
ofthe PLL1 };n:h,cmutn;;-l:lt'h{'r'impnrt :[cpu:ndl:m medi-
cal devices and incentivize manufacturing of critical
raw materials and COmMIIents, "arhile some of these
medical technologies require big-ticket capex. there
are othere that are niche products that do not demand
very high capex. We have been requesting [the govern
ment] towiden the scope of the seheme toencourage
Imvestment by domestic champions,™ save Nath, also
the Forum Coordinator ot the Association of Indian
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Amaount committed for the PL] scheme
under various segments
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Medical Device Industry.

Ajaingt o commitved investment of T1Lo50 crove over
a period of five vears, un investment of ¥714 crore has
bean reported. Experts conalder the £ per cent Incan-
tive om incrementil sales as very low:, For instance, ifa
company seflz products equzl o its investment value or
three times the investment, then E".,ﬂl:;-;;-n: e ifvese-
mentwill lead to sales of §1.000-3,000 crore, A5 per
cent incentive onthis will be Teo-150 crove per year.
"That s very lowutilisation, 5o, unless the povernment
corrects the rariff seroeccune as it did for consumer elee-
tronscs and mabile phones, people will not step forward
toinvest,” says MNach,

THEWAY FORWARD

Potential investors also need the assurance of a market
tir be able to Ffrl:u.:llll.'r.':l.nd =2l the ﬁl:ll.lﬂ:s: andd enrn ex-
pected profits. Ifthe prospects of successfully compet-
Lo agalnst Chinese products are poor, then even the at-
traction of the Facilities st the bulk drugs plants may ne
beenough teindoee investments In che Mirst place, sy
d report by New Delhi-tsised think tank Research and
Information System for Developing Countries {R15).

“The PLI scheme

[for pharma]aims to
reduce India’s import
dependeance on other
countrias, through
indigenous production,
by attracting large
investments™

MANSUKH MANDAVIYA

UNION MINISTER OF HEALTH AND FAMILY WELFARE;
MINISTER OF CHEMICALS AND FERTILISERS
biologics side™

ﬁ
GLEMN SALDANHA

CHAIRMAN & MD, GLENMARK PHARMACEUTICALS

“India is a powerhouse
in the pharma industry
today... There are many
areas where we built a
lot of capabilities. The
one missing plece Is
pure innovation on the

Again, the fact that incentlves are paid as a percentage
off sabes is also acting as a deterrent, the report adds.

1t thet schemes announced by the government enable
Indlkam fireme to produce and sell mose, Chen impors
from Ching will indeed po down, says Sudip Chaudhuri,
author of the report and former professor of coonomics
e the Indian Institure of D\.i:l.n:];-_ll."u:n::nl Kolkara. Bur de-
pending on the prices charged by Chinese companies,
Indban firens may mol be ahle o compete ag of now.

"The govermment needs (o sort these [issues] out
ifwe need 1o make india self-veliant in pharrna in che
real sense,” swys Viranchi Shah, National Presadent of
Indian Drug Manufacturers Associarion, whois also
the Director of Saga Laboraiories, a pharma company.
"Hermever, mek irg Indiaself-refiantin ];ﬂ' ATITE i% 10k
aprint. it is a marathon We cannot be looking at short-
term self-reliatce on xupph_.' chaine™

That marathon has begun in right carnest, While
the star may not hove been as brisk as antcipated, the
passibility of things accelerating, with the right levers
being moved, tanot ve be dismissed. 87
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