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1.1.

1.2.

qed § TheaT STRTor & TR TTesy qR=at & &1 Uk A=ard 3 ST o g Tg Taresq

AT TETATSH, STTer AT FATES AT SN 6 AT TG HAT [Sa<or TuTet! § UF Agea ol e e o7

AT Fzar g, e g s fifd (A=), 2017 § [T "E go bt # 9" #7T |§ 78S

et g1 M Susor Aefatea =amas anffeaeor & 979 UF ag-fauas &= &7 169 &d

&:(F)TAFCIAE ITHLUT (@) TATLI; (1) ITART A RFTIorael () Tirehed. 3T &l (T)2A-faer

TAIReE ATHFHAT| THh AATATHSIUTETSA 6 AT 24+1 (AN IT-HOAT H ITHIO hl

Aforr 21

AT # FRTheeT ITshor & Us IHLAT g A g S It F ARr 9 T g1 9vd § e suswor
& & arere e 2020 # AT 9 ¥ $11 Sfe== (@ TR 90,000 FI0E FA0)AT Y ItHF
e ST A § TEahl EERT aqaraa €9 7 1.5% of awa § T suwr a7 f
Fhg T &7 ¥ Frgefie T FEdt Aranal, id SAe 3T TAST AT | Jleg, T T@ATA & JIarar

F T A/, AT qarel § gy ofre waresy qaret o AT FEEET F Tm F IR g1 S5 e,
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1.3.

aep T &1 oft U ggcaut ST asit & aEdT &7 g1 T aeAwdral ST 9 gF At Ay i
ST T I A o o0 Rt ae] e Suahart « foawm it sraeahar 2|

T &1 H, AT % T=rfeheaT SUSHTor & FT T0TeT 3T T S g1 747 8 i ga= =T Ssheont
AT Feriae et S dfeces e vdem o fhe, fae-aren Rad amfrm-Teiaes =7 Ruosem
- e, Tohe (e Tqey, 789« Tetded gfgade (Fe) e ot u9-95 arex
F a2 THT IT IeATeA gIRT FIfAE-19 AT % e = i Ff5e wr=1e &1 qwiv o 2

2. if ft smaeawar

2.1.

2.2.

2.3.

R ST & § IUTETIO STATE ITASY FTHT TSI T % IZ9AT H TG Feed il
TEd FE1 AHAT § TIAATL, THeh [Ah18 | dSit AT ST THH! &HAT FT A& F7ed 6 forg v g3 Aifq
TH A HT /AT G| STateh GLRTe o heaT STHOT &5 &l TedTed Fd & o &t s & Aqreaw
T FE A0 3T FAFA & 0 &, Faam A 1 a0y ¢iv qufeag a80% 7 &7 F A afg v
e &1 gAtad #:39 & o0 aniesi® il gRT q9i9d U AT SO@l da FEd
AFLTFAT 2

Ted, ATHE, AT 3T TG4 % qTasTaE earesy IL9qT il T FT & o107 =ihedr Susar & &
FwHE fowre A giaeTs=E a9 i Aa9TFwar gl Tara 9T e & F qrT-9ry UH q9Uh 37
AT RAmHE =T aqT, TAeA0 i e a7ar ™A Fwa § Ggraar T8 F7d S SAN 6l
FULATAT 5 ATET T(AAT AT FIAA FHIEAT H GEAT a7 & (o0 Ig fUar &t 947 a7 & arg-a17
fafawtor & o v qerm qiifufaert @ &1 AT @ st T 9 ar 1 Tgar| w0 & o 369
& Al HSTAAT YT HT T AAeTFAT gl AL Haer e e ITH2on & IeATa il TedTgd FIAT
LA & SHITHT 9T STHFTT AT FF 37 2197 FAHH FT TF &

=H I it aReeudT fErfhcdT ST 32T &l T TTAeTel, S, i 37 ATH=a 3TN § 38
FIA & T e a0+ o7 fRor-[Aaer yae #37 & e &7 7€ 8 S T Fao 9a oAfug e i
TATE Gl ATAAFHATAT 1 T FAT 2

Hifama gr=T

. o AT o v § v wfeee =i g wqe a7 wiaewelt seir wr ARt s e & s

TATE AT AALARATHA 0 T FA & (10 TEA-hid ORI F T @d [&FHhE T 9T AT
TR ST 3 &1 T ST e il TEHeTT il T g, ST TR I o7f<h % 977 3@ § {37
T & ATl &, g arfefast 97 geratera A g i quraaryet St gRT anid
gl Fg dgaA¥ FEEA T@ATT TROMHT & 70 I 0rET & TE-ahiad, ATHaa oY ag+ia ey
TEATA ATl TH Tgd AT FOM THH 3297 3T 25 a1 H d2d Af%aF arme § 10-12%
FEEEaTY ETee Feh fRTheaT ITHRTON o fAfHwTor i Aar=me § 3t st & &7 § 39T 2

3.2 Torer: T T STl % &= & e i giegTr Y& F30 S T Fad AT T JTe died JraF

TSI dr AT A@eTHATSAT I T FHA| AT Faferiad et &7 =Zafeaq &7 | 900 F3T & o0
AT 3T AT T FETAT 3 gU T ThedT STHLUT &5 o AT [AhTd 6 [0 U USHT qTATC HLAT
2l

3.2.1. UET R GHEAWITHEAT:HATASI e Ta1eeq AT 9¢ TARAT ST 3T I a1 qreaHd

TSTHT THT AT o AN o (o70 UrEATYol TTeeT HAT ATHT FEA g 37 oraaT aret
FrfrcaT ST O AT AT g+ AT gedT § GHAT HIAT|

3.2.2. FgAEaT: 7T Sttt % oo wve AfRwtr awar shw 92 wenfEd % o ewar #+r
FraT, arfer e STHRTOT it JFaT ST ST 9 3T 36 TR e 7 g arer st
T FT FH AT AT 6,30 TR TR o 127 61 ST A2 67 AT w7 F9 7T ST a1

3.2.3. TurEwT: AfE RafaEfrriar e gfaergicnsar &1 a2 % 3297 ¥ 3 § [t
ITATRT T T[UTET 1 SAATEF Hged ST ATe 1 oA S giafsra wam)

3.2.4. TRfT Ffed S I[UrET S@WT: ST+ TROTHT 37 LT S giearar § e Feeh, T
ofter TR 3T ST=T | ATere HEhar & ATEAH | T@HTA #hl [0l H T FIAT|
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3.2.5.

3.2.6.

3.2.7.

3.2.8.

AT R TNETEH TQqred: AR & ATIF TEEF 1 qaqadh aq17 & forw, ARTET F:7
offer waT ST/ T S YeY F o yreteE o o7 e | e T F
FATIF ITANT I TTH FHh Irg U Tq€ S{Tae At FT Aqcd e § FeIq Fa7T|

ET: F=rfercaT ITsRr qaAT (I97 AT TAT T GTT AT F THI) AT HAT, FTEhl 37
T IR Aigd AT T AT Hdren & e g i 399 39 a7 Fg

AT % o0 gl Ta¥ & TUaw wa¥ 6 Fwar aftq v a=iet g guer FwEa
FEATI

ATEET X AT AR a0 % =T U Th!-fAeey 9T i JFe? § 9= iy
TIHTTRT FEAT 3T FATT T Al AELTHAT AT, STH T AT/ -SRI/ GTE AT
S A ATy v v afgd St erter i suser qur e,
TICHTE S, TaTHe, STHATCHE, AATE, ST 3T ITLATHF FaTE 4T & o Tt
A AT TR

FA FHLAE: TR STshaer STt f ag-Aqemaard® THd & AT T %
oI FATE Forer srwverf=h it Fraem FTET)

4. FrforcaT ITor &= F gaeT Jg It

ForforcaT ST &1 &7 TOHITAAT 6 U °e & HIeaq & 0 e &l 9T F o o7 gadT o7
ARTR oo SO S & wrw q9dt gEaedl F g ATIE SAL A FAL B T &AL 6l
TEAT [=IThcHT ST &1 il HIS(ET FAAdl 6 ATT-HT12 39 &= 61 &HAT 0 T F3 & o0 amr
A AT FAFHL & LT IT AT T gl T Faay AT qeaaiead w1, 99 Harar af=m
AT, ATHIT AT @A (AT U2 =) S Far=r & GH aaqrar, [Haer srwfta w7, ama
AT TAEa FEAT Sl 77 THAL FLAT gl S, TXeAT 37 g9 afga a9t arEis Bagrant
F gAY F T A T TS 1 i iR T Sroem

4.1

4.1.1

4.1.2.

4.1.3.

4.1.4.

4.1.5.

e axeteor: R ST &= § 21 2 vSfEE) 1 &4 § v@d gu, aaey #§
fafRame aeafeor e it STE2d @ ST TSFe TAGLAT & J7 7S 0l LT il Ffera
FIAT &, STATeh STAATAT AT il FH HIAT & 3T AT A AT I H qeadT | gfeg
Fear 21 z| o § e geagat i it £ 7 2

ferforea STt & ATSHTERT * for usher ferseht Wil Tormet’ it TREweT T TR UhA
=t IO (TAUHSUH) % 9T 3@ | ol T2 § arieh TATHl 6 2gd i< et o
AATHIIAF ATATAT ST F FAT ST Tohl

AT, OTEAT o &I T AL 3 AT Taeqet grae F:a o A=t & ae7 #ir
T FA g TaeeT IFRT F AT q9 AT =hedr ITFRION g AT qTHH Hl
FIATH F forw wiaTeH, SauTel, AT SNl A7 FEAtIET F el ¥ aaiy
AT waET-fwm S et g s (Fersue) s e e e w@vrea
e T¥-efTT ATART 7 faeqme 3

Sfera Fwdl o2 gt AR A qurETor S wHrEt ST Suwr 3y F F
o Trgter sirater geor Mgt grfareer (Tadidiw) & 91eas | Sty (qe A=) sraer
(STHET=), 2013 & Yraemt #1 fafead sofiag Fa g0 uvF e goa e Gfaga
¥ foro = gi=m fAetEa B srom

o =0 ¥ & AN F o du IRl F e i aew IRed 9 #iw
FIEITT =F0 § A AaTae ST aTee sl T & oI areha s, Tavaahl AT STHAT %
o u= Antests Z =T a9 BT STom

rfercaT ST & ATas Ao &7 gt #3 & fow age ST s (TauaET)

A =el, =Rt |9 g AT i S ATl A=Y Jigdl s & (o0 UHh qeqmq
SFEIT T TIRFTAT T TS 2
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42  wgH qEAIE T GEm F oaww § ogw & Fnw, Seer sweer sEm &
TTaeTeTeTahal EaTal e Sl Sudsddr § ATATead gl ST TH/I, [orET i Icarashal Hf
FeTel ) it # Mt & oo & 1 &

4.2.1. Tarerrer fAfheaT IUHTOT GTRT AT WeH SRT o f=AfohcaT SUHTOM & Tl it 9T oY
R, TE AT HINST FEFH fT TEqTad TR Alfofeeds Jifa 2021 %
AT T FUTAT ANSIEeaT FATerdel & a1 A(AF &= & \we foog w=qv i a7
AT GrAeTsr § garera gl T ST agmaa IURT & a7 dgaq¥ AT i
TeTadl THHOT F o T g oY ST o " o i orftE ¥ STy % aiid
AT T ST

4.2.2 =T ST & U afe 6w y9To e $g 6T 96 aeEnd G oy
TEA ATt foaAT sfiT SIqEee eI (ATRY), 99 Wk &anr & saq %,
AT FTheeT e TR & Said 4% e § U gl ST 3297 297 § faqurT
FT ST aTer e IRont it IpoTE, qAT ST TeTasTar gt ww & o
T STt & T staesen |SeaT § qXreT TARTLTATST il ST 37T JSedl &
FLAT Bl

4.2.3 = FATAHTT FT gEmEr o & o gl e segr & BT S sawor fi fia
T ¥ ITASHAT ATHT FA & (T AZeAqul Hedl & F0ag A= & o qaede
T TRFHIAT 1 TS 2l

43 AU TF A i TaE S G a9 ST ST e S Atad JamE i)
SRR T2 81 AaTHa STHLU, ST AU, AT STRLUT A IE @1 § [=ifehear
STHFLON X Tk g Ul AT (AT 6 1T 550 3T 6341, AEACTUH T TS Algd SuTat qiet
T ATATRITRAT T TaweadT & TS g1 AITd § TaT1 3T SATHET T [T (AUSET) T F@rar
o it afepeaT fit w2 g, red Feforfaa & greaw & ue foramr it yearfaa g § wat-gees
e H AT 3T AT T Fam=1e 9% TP A1 % AL § AHTaHE G113 IS AT
T T ATSAT HYTh ARV ST TRATSATY ATHT 2:-
43.1 T=fercaT STHIOT IURT % AT FeAT0rw T 6 GX=d HaTE B TATRd AT SITUT
AT S-S RTEHE AN o (1T U FeqH ATATa<0T T&T AT ST o 3T e ug
T 3l A= 7 Hae= FohaT o7 9|

432 Tora =0T eIl & AR ST If0F T F SAHUT FA Dl Q9T H T Feaiors
T SATHITT HEATHT § IFHEAT eg (HT3As) 20T FA & o awhrs T 3T %
T T FH-aT AT ST 59 92Tl 3 9T Sutsy fA9rasar &1 3T Iate A
T TR T AT F % forw BT sroem)

433 T UT W §YAAT Y&TT Fh TqTeeq YT Reht ari e faehl 95 a9 & o0 2areee g4,
YeTTOTeR HEATHI o Hea, Fare-ay, fFefasa afdw, wEw vttt anfe &1 ot war swmar
ST

4.3.4. ST WTATRERT SR ATHTT TZAAT TRUR (FASATHT), T1e-7 [Her, 9 i o=
qAw AT e S Afs "ot F qgd Sudey "9rydl R v gy o o
fAeHTEl o TTART FT ATAFAH Fe & 70 ATeq § TG AT ATIHATITHRT 7 @9
= % forw udhieha e & /i Y ST

44 & ¥§ Raw  srwita FAT: A AT ST FEAFAT qaEl gEaTl F AT,
it & weeft AT v agrer 39, gfaeqat w1 fAfRwir =7 =7 @faatr * o oF
arifRrfaeft d= 1 agrar 39 % foru Rufetea sfafiss sart f afewerr 1w 2l

44.1 SrfEw-smeaTRa/sEg-aarEteg B F o g areeds g9re F ureaw ¥ uE
aTRRAfahT a5 9T =8 & | ST Faer & weAred #Ar o9 6 s ot #w i
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44.2

443

4.4.4.

4.5

4.5.1.

4.5.2.

4.5.3

4.5.4

4.6

4.6.1

4.6.2

4.6.3

FETET <AT AT W gerraraat (A & & oo 1 @ siv Tegae w97 & o
TITE-3T %hl GhITAT o [T FATTAAT (FTET) T SAHT HLATI

fafaa o S 9o fEadr atee e arawtaes siw st Ffest w1 @ gom, #r
AT FEATl

TR ST o & | T[T &l TIeHTgd L & (o1 IANT 3T ATAL AT AT
T FETET & % forw fae T 3 werd-ora e afga faferr agett v arfoer 3ar, a7 3o
T e &7 7 AHwir FAT)

T fARETr 7 agrEr &9 F o qEetas w77 (@ 39 e A, e awa
FTAFH AT STHT TZAT T ATH ISTHT

A 9Ty fawm: e shifEeen i w1 % o, o e e sy a1 6
ST I B, TH & &I qEATADT, e, Freey FOwsy, ey, JEAEl e w7
T J@dT § FAA FAGA hl ([Hiae Aqd At qaeTHwar gl qiq & Fefofaa &t
TfeheaHT fit T

T ST & § ARFAArs U UAALT F A, [ARIAA T FAAERT o
TrRAT & T o seearl/a9ad & THoiEor & o sree @ i s=raar
TATAT o 9T GTRITART Go1 § ITTe HATLAT 7 ATH o101 U geft Fwfeir e =i
T Tt FferTthene™ FHas® (TAUEEIUE) § SIST SATUAT S et sfatafest &
Ter SRaT T (THemsd) & A7 SERe AT stTom

e wisgaT deret # S S # o quiid ag-fwas JreawHt w1 90T S
AT & T IALTAT STELAl dhl I FIA o [0 qiaeT 6 o7 qa Heeh qed Sareat H7
ITTEA F gq AT e SR, 3g waw & AfAwi s sqaem & o g
SR 1 STASLAT AT T ST Tohl

SN &7 % qOH F, HSewh o § ITINT it AT ot adwqy fAfaaior qadrat siv 39
fafors gt 1 9=t F 7T ST FY F g9y § e fAfww Freret F1 uE
TP T2 T FohAT ST 8T Rafaa &9 & sreraa fhar sroem)

rfrcaT ST F o § FTW e aror qeAfors "eerrt & e stentreat i
e e F oo At srreffes/SemT @At & aror aEerr G w7 § qam
AT o ToIT U @ #f it THehed T ®f 1 gl

Fie At i Smrehar fafawto: it & arforsy $fiw =T #9eT & Y39l &
AT § Afad Jfaergicasmar &1 AR #2706t afweaqr it T g1 T8 A,
T % sfaeia & % form v gwiia Pt gada 9iog w1 & &t s
TEd HATId qal & Haor w3 & o qeq| g RBaem®i ¥ 9918 % ATed i Hl qoigd
FIA AT AAIARAT I AT FLd gU, Sl 19T, da1=® sreqarat, 3=, & amwor
eI (FT2 /AT 62, Fegi T ST TW16A) i 3T o g Hiewar e &9,
TATATL T AT o0l &ATAT AT IO STANT e 6 (70 FEAAT 3T TZART T qohe! gl AT
FT TREeTT B

L1 a1 B R 1 e e £ O B o s e T 2 e -4 s o S S £ I T gl 2 e
TRATSATG % FIAT A0 AT § UH TR Tl [ TTATT o0l HAGGMAAT T IqT AT
ST #o6|

Rt STRTOTT it AT, TSI I STHHAT I TLTAT AT 1< SIAAT o a1 ToF T&q1a
T T HATE 3T STSe o gHAtad FedTl

T |TAT HIA S T & H TSgd dedh aaqT & (o0 [0 [Raem<hl il Tk 91 a1 6
T =T srfares w=1 =1 FgmET &

Rt ) g

aqq s St (TEEiS) i TP T\ |1, 2017 § Ifeafed qeay & qeatas
g H TgATd gU, AT & Tequid SULIh SEaTad TOEITaal Tarare & SO Fed
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i e STseor =T F s § 9t A § "AEg 90 i TEE e, 297 & o
[OTTCH AT & § 788 |

52  Hifa smaer F st wwme 7 o e suweor fifg F st ywartaa o F
TATE AT AR Fe & fory, geter Ffher o # 9g= o amed § 99T,
AT § TR A=ar, 997 Taresy §a1 gaaiE | e 7 TEM H HHT, 9 S o7
AT AT o TorT e, e ua A 7 9= § 37 9o ardt arwdt
% G T GeATo F % (o7 AT Aeeqe/ArseHy Afer s o s a5
FfAfr aroTe  sreRte, Rt o gerer et Maer (Thtems) Sor st dehaeht = <
EIRERIC AU B R ERIRE e

U, JFTSA, §ad a9

MINISTRY OF CHEMICALS AND FERTILIZERS
(Department of Pharmaceuticals)
NOTIFICATION
New Delhi, the 2nd May, 2023

Subject : NATIONAL MEDICAL DEVICES POLICY, 2023
F. No. 31026/91/2015-P1-11.—1-PREAMBLE

1.1

1.2.

1.3.

The medical devices sector in India is an essential and integral constituent of the Indian healthcare sector. It
forms an important pillar in the healthcare delivery system along with healthcare providers, pharmaceuticals and
healthcare insurance industry, thereby helping achieve the key objectives of the National Health Policy (NHP),
2017. The medical devices constitute a multi-disciplinary sector, with the following broad classification: ()
Electronic equipment (b) Implants; (c) Consumables and Disposables (d) Surgical instruments and (e) In-Vitro
Diagnostic Reagents. Further, there are categories of devices across 24+1 (IVD) sub-categories as per the
CDSCO.

The medical devices sector in India is a sunrise sector which is growing at a fast pace. The market size of the
medical devices sector in India is estimated to be $11 billion (approximately, T 90,000 Cr) in 2020 and its share
in the global medical device market is estimated to be 1.5%. The growth of medical device sector in India is
primarily driven by growing and ageing population, increased per capita and disposable income, demand for
healthcare infrastructure, rise in diagnostic services and spread of healthcare services and insurance. Further,
veterinary sector is also an important and rapidly growing sector. There is a need for development of affordable
veterinary medical devices as well to cater to the domestic needs and also to the export markets.

The Indian medical devices sector’s contribution has become even more prominent as India supported the
domestic and global battle against COVID-19 pandemic through the large-scale production of medical devices
& diagnostic kits, such as Ventilators, Rapid Antigen Test kits, Real-Time Reverse Transcription—Polymerase
Chain Reaction (RT-PCR) kits, Infrared (IR) Thermometers, Personal Protective Equipment (PPE) Kits & N-95
masks.

2. NEEDFORAPOLICY

2.1.

2.2

The medical device sector has a huge potential to contribute to the objectives of public health by making
available quality products and therefore, a holistic policy to accelerate its growth and fulfil its potential is the
need of the hour. While the Government has initiated several schemes and programs through different
departments to encourage the medical devices sector, the current policy is required to put in place a
comprehensive framework supported by guiding strategies for ensuring sustained growth and development of
the sector in a holistic and coordinated manner.

There is a need to facilitate an orderly growth of the medical device sector to meet the public health objectives
of access, affordability, quality and innovation. The sector needs to be supported to realize its full potential by
building an enabling ecosystem for manufacturing along with a focus on innovation, creating a robust and
streamlined regulatory framework, providing support in training and capacity building programs and promoting
higher education to foster talent and skilled resources in line with the industry requirements. Encouraging
domestic investments and production of medical devices complements the Government’s ‘Atmanirbhar Bharat’
and ‘Make in India’ programmes.
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2.3 The policy is envisaged to provide the required support and directions to strengthen the medical devices industry
into a competitive, self-reliant, resilient and innovative industry that caters to the healthcare needs of not only
India but also of the world.

3. POLICY FRAMEWORK

3.1. Vision: The Policy envisions to place the Indian medical devices sector on an accelerated growth path with a
patient-centric approach to meet the evolving healthcare needs of patients by building an innovative and
globally competitive industry in India, supported by world class infrastructure in alignment with PM Gati
Shakti, enabling ecosystem, streamlined regulatory framework and quality manpower. This will ensure access
to patent-centric, innovative and affordable healthcare products of excellent quality for better healthcare
outcomes. This aim is to emerge as the global leader in the manufacturing and innovation of medical devices
by achieving 10-12% share in the expanding global market over the next 25 years.

3.2. Mission: The Policy will facilitate the growth of the medical devices sector that not only serves the needs of
the Indian market but that of global market as well. The Policy lays down a roadmap for accelerated growth of
the medical devices sector while promoting safety and quality to systematically achieve the following
missions.

3.2.1.

3.2.2.

3.2.3.

3.2.4.

3.2.5.

3.2.6.

3.2.7.

3.2.8.

Access & Universality: To strongly advocate for universal access to good quality Medical Devices for
ensuring quality healthcare services to all at all ages, by responding to and aligning with public health
strategies.

Affordability: To enhance the domestic manufacturing capacity and capability for newer technologies,
so as to make the medical devices affordable and thereby, reducing the out-of-pocket expenditure on
diagnostics, thus reducing the lifetime cost of disease burden.

Quality: To ensure the quality of the products manufactured in the country to be given utmost
importance and more focus in order to enhance global positioning, acceptability and competitiveness.

Patient centered & Quality Care: To improve the quality of care by improving clinical outcomes and
convenience of the patients, through early diagnosis of diseases and increased accuracy in treatment.

Preventive & Promotive Health: To make people more aware and vigilant, enabling them to lead a
healthier lifestyle by achieving extensive application of medical devices in early screening and
diagnosis for early detection / prevention and management of diseases.

Security: To ensure the Medical Devices Security (on par with Drug and food security of the country),
by development of strong local manufacturing capabilities including for components and ancillary
industry and to develop a resilient supply chain for inputs or raw materials, with optimal level of
external dependency

Research and Innovation: To create an eco-system in tune with evolving times and needs to
encourage and sustain the innovation in the Sector, such as technology driven medical devices with
miniaturization /nano-technology / telecommunication technologies / 10Ts & Al and precision and
Individualized care for preventive, promotive, diagnostic, curative, rehabilitative, geriatric and
palliative healthcare.

Skilled manpower: To facilitate the future-ready skilled manpower aligned to the multi-disciplinary
nature of medical device technologies.

4. STRATEGIES TO PROMOTE MEDICAL DEVICE SECTOR:

The medical devices sector will be facilitated and guided to achieve its missions through a set of strategies that will
be cover six broad areas of interventions. These areas have been identified based on the current challenges facing
the sector as well as the opportunities that lie ahead for fulfilling the potential of the sector. These are Regulatory
streamlining, creating enabling infrastructure; facilitating Research and Development (R&D) and Innovation,
attracting investments, developing Human resources and brand promotion. Each of the strategies will be further
developed in consultation with all relevant stakeholders within, industry, academia and Government.

4.1. Regulatory Streamlining: In view of the multiple agencies associated with medical device sector, there is a
need to bring further regulatory streamlining that balances patient safety with product innovation, while
reducing compliance burden and enhancing ease of doing research and business. Various interventions are
envisaged in this direction.

4.1.1. A Single Window Clearance System' for Licensing of Medical Devices, is envisaged in alignment with

National Single Window System (NSWS) to avoid duplication of efforts and imposition of any un-
necessary compliance burden.
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4.2.

4.3.

4.1.2. Indian Standards setting-bodies such as Bureau of Indian Standards (BIS) and sectoral standards
development organizations shall gradually expand the standards in terms of processes, products,
wireless technologies and performances to enhance the level of standardization, quality and enable
indigenous industry to gain global competitiveness and achieve the goal of formulation and adoption
of Indian Standards for the Medical Devices.

4.1.3. A framework for a coherent pricing regulation will be developed, duly aligning the provisions of
Drugs (Prices Control) Order (DPCO), 2013 through National Pharmaceutical Pricing Authority
(NPPA) to make available quality and effective medical devices to all citizens at affordable prices.

4.1.4. A Guidance Framework for researchers, innovators & entrepreneurs will be designed to facilitate
regulatory compliance in Research phase and Development of market-ready products from the design
phase itself and including for testing purposes.

4.1.5. An institutional arrangement for aligning National Medical Commission (NMC) Regulations, Code of
ethics followed by Industry associations etc is envisaged to ensure ethical marketing of medical
devices.

Enabling Infrastructure: Being in the growth phase, the competitiveness of the medical devices industry
would benefit from availability of infrastructure that enhance scale, quality and productivity. The policy
envisages the following:

4.2.1 The establishment and strengthening of large medical device parks and medium sized medical devices
clusters, equipped with world class common infrastructure facilities in proximity to economic zones
with requisite logistics connectivity as envisioned under the National Industrial Corridor Program and
the proposed National Logistics Policy 2021 under the ambit of PM Gati Shakti, would be pursued
with the State Governments and Industry for better convergence and backward integration with
medical device ancillary industry.

4.2.2 Testing and certification facilities for medical devices are available to some extent in Government
Institutions such as National Institutes of Pharmaceutical Education and Research (NIPERs), Centers
under the Department of Biotechnology, Centers under the Indian Council of Medical Research etc. It
is aimed to facilitate the establishment and strengthening of required number of testing laboratories for
Medical Devices to ensure quality, safety and efficacy of the medical devices marketed in the country.

4.2.3. Support is envisaged for phased manufacturing of critical components to ensure continuous access and
availability of medical devices without supply chain disruptions in order to boost the domestic
manufacturing.

Facilitating R&D and Innovation: Medical Device sector is highly innovation and technology driven. Next
generation technologies including 5G& 6G, 10Ts and Al are envisaged to play an important role in medical
devices in the diagnostic equipment, data analytics, personal devices and patient care. The policy envisages to
promote innovation and Research and Development (R&D), including for Joint R&D projects involving
academic institutions and industry under the ambit of Department’s proposed ‘National Policy on R&D and
Innovation in the Pharma- MedTech Sector in India’, through the following.

4.3.1 Structured interaction of academic institutions with medical devices industry will be encouraged to
provide an enabling environment for industry-academia collaboration and promote R&D and
innovation with atmanirbhar technology products.

4.3.2. Efforts of Governments and Industry to establish Centers of Excellence (CoEs) in premier academic
and research institutions towards building world-class institutions and attract global faculties will be
coordinated. The expertise available with these Institutions will be utilized to support product
development and validate the technology.

4.3.3. Innovation hubs, housing a network of academic institutions, start-ups, clinical settings, funding
agencies, etc. to create a health technology ecosystem, by providing ‘plug and play’ infrastructure,
5Gusecaselabswill also be explored.

4.3.4. The available resources under various institutions such as Biotechnology Industry Research
Assistance Council (BIRAC), Start-up mission, AGNIi and other enabling mechanisms will be sought
to be converged to promote innovation and commercialization in India to maximize the utilization of
government funded inventions.

4.4. Attracting investments in the Sector: In addition to present schemes and interventions, the policy

envisages following additional measures, to promote indigenous manufacturing, build competitiveness and
promote an ecosystem for manufacturing.



[aTT |—@ve 1] T T TSI © T 9

4.4.1.Encourage private investments in the sector by creating an ecosystem for risk-based / risk-adjusted
financing through active outreach engagement such as promoting seed capital and series of funding
from Venture Capitalists (VCs), and inviting VCs for screening of start-ups to incubate.

4.4.2. Encourage new financing models such as blended finance which will have a mix of public as well as
private funds.

4.4.3.Engage, leverage, and systematically build upon the various initiatives including Start-up mission of
the Department for Promotion of Industry and Internal Trade etc to encourage startups in the medical
devices sector.

4.4.4. Leverage initiatives such as Public Procurement (Make in India) Policy, Ayushman Bharat program,
etc to promote domestic manufacturing.

4.5. Human Resources Development: To develop a skilling ecosystem which is also aligned to Skill India program,
the sector requires a steady supply of skilled work force across the value chain such as scientists, regulators,
health experts, managers, technicians, etc. The Policy envisages the following:

4.5.1. Leverage the available resources in Ministry of Skill Development and Entrepreneurship skill ecosystem for
development of qualifications for skilling, reskilling and upskilling of professionals and certification of the
candidates/professionals on the qualifications in the medical device sector. All such skilling courses will be
aligned to National Skill Qualification Framework (NSQF) and skilling activities will be integrated with
Skill India Portal (SIP).

4.5.2. The policy will support dedicated multidisciplinary courses for medical devices in existing institutions to
ensure availability of skilled manpower for futuristic medical technologies, high-end manufacturing and
research, to produce future-ready MedTech human resources to meet the evolving needs of the Sector.

4.5.3.In consultation with Industry, a National Database of various skills required w.r.t latest manufacturing
technologies being used in MedTech sector and skills required to adopt those specific technologies, will be
formulated and updated on regular basis.

4.5.4. A framework is also envisaged to enable the academic institutions working in medical devices sector to
develop partnerships with foreign academic/industry organizations to develop medical technologies.

4.6. Brand positioning and Awareness Creation: The policy envisages to build global competitiveness in
coordination with the efforts of the Ministry of Commerce and Industry. Further, the creation of a dedicated Export
Promotion Council for the sector under the Department will be an enabler to deal with various market access issues.
Realizing the needs to strengthen the channels of stakeholder engagement, where the world of academia, clinical
hospitals, industry, funding institutions (PE/VC funds, central banking organization) and the Government can
converge and collaborate to unlock India’s capacity in medical devices science and innovation, the policy envisages
to:

4.6.1. Initiate studies and projects for learning from best global practices of manufacturing and skilling system so
as to explore the feasibility of adapting such successful models in India.

4.6.2. Promote awareness on medical devices safety, standards and ensure proactive communication and outreach
on the value proposition with public.

4.6.3. Promote more forums to bring together various stakeholders for sharing knowledge and build strong
networks across the sector.

5. MONITORING AND EVALUATION

5.1. While recognizing the pivotal importance of Sustainable Development Goals (SDGs) and the goals outlined in
the National Health Policy, 2017, the above proposed strategies under the Policy will help to catalyze
innovation and accelerate growth of the medical device industry and in turn, will help to deliver ‘Qualitative’
impact for the country.

5.2. To measure the impact of the strategy proposed under the National Medical Devices Policy, Quantitative
Output / Outcome metrics will be developed to measure equity in Access and Affordability of safe medical
devices, self-reliance in manufacturing, improvement of overall healthcare index and reduced disease burden
for India and other emerging economies, creation of high-value jobs in R&D and Innovation in due
consultation with NITI Aayog. Further, the set of economic indicators such as market size, exports and Foreign
Direct Investments (FDIs) will be tracked by regular monitoring.
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