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IE 3eol@IT g & 8T YR &1 T d9013 giaT & it 98 U ST SR &
¥ gidadel A GAeE A BeT giar § S & 9gea ac (Raaw ¥, dls Ak
fAATC; ool SITATH, FiaToc-HiA; e HiA ), T fBamse; &t . gife A T
o foneH, FURY AT SlaashAVT 3Er GfaEt Hed), HiC Fed & AU ggad afaert ar
Sa JEswAvi difoel f1 e wged R (RRiferaafFacTad, serifans,
vaifere ), g 3N & @ 3R AT aTes Feafead 3|

uifcass 313, . T FAES T T Fa & fAU a¥ 2011 F Sa-sraeisy arfgwsa
(.. ) -IEwAiia ¥ & faeE @ ga-tee Wediffdr # §ga a9t "Wl &
¥ 7 AT fFar ar anl Ste-3Easg o™t (0 . )/ -3dHAT el (e )
& o1 Tg g b arfgenr fohell g & 3Eqy @ HFd ¢ 3R wH R e & qff @
N g7 S W 98 T & § FR LA G RUEE
3UleY elfcash 313, . .. . 9R&*feud sAiaie BREl F 3op 3T Ry
Ra ST §

few-feer fFeal & el & g guan 3R wemawRar srer @ goren
. WR U VT

TeIOeh g& UHAT AT &k Yaued A W U e (. . ) Fw A Ao
Wwwa@wmﬁ%lwwmﬁ Hr JoeT H, sEA



IRAF UHAT gk IR Apsa 1 &fior axeh qrdfea)er H b1 S Fevel &1 aUIfy,
YAATTIY & $HROT Agiiaes &7 § 39efid oed faeifd gerrad qaaifgeatie $ av |mder
T ¥ 3T e @l

w. uifeas Sri.vw. 3k Noaew. i wrEwRar 3k guar & dT o

ulicash 3N aee e ey R . . . @ weacEdt geAgd
gediigehiatiel I HUET §T § oo &I P HA A & v FAHfad e v I QA
Tofeal 3R FAer-Reavor o & 3RER AW e ®el ¥ aaw R[erfa gaaifee, ate
F T AR TRIFRY & 7 a7 JaEs dafes § F Agcaqur A A B

1. 309, F Few-fe aRomat & fiw g

Teafy, @ .. . H UH W IHT TUCH gid 8, dUifid 3§ e TolewH/ S,
qifedr @It AT 3™ & Feou 7 Ao 81d &1 50 §F7T S Jaad & AR,
s difeeRi a1 Sa sEwaAviy difee’i AR A ufewifowifca @ afga afta

.. . 3ueey §, 9 YR Sni. . .. e # 3ifte
e YHTEHIRAT are 3R WWiaa §1 i, gg ¥l A gRaw IR gwEERar & anN A
erel e Gty B drdiepitores eyt & Aot @ ey B S B sre
gl 39 HT 39eey Co L F L A 3R el (e & IE 7 uEgw
Scpsed ey oel |l ST 3uest wg &

v. utfeas M avee ®ee aamr St gy g grl/et srawavia et @y gorar

ST JaHAviy We RHF difemr Rifead eree el & Fraaw a6 § (FewiaeT,

&, 2011) .. . . H yHIRAd @ (R , AR 317, 2015) T grar
g & tifowa e Stg sy oiEl i ST TafeHAT &TeT Slalee HIATS Te o
qET Y A A T TF A F A e AT Fa FEw & 9§ Rt A

ay 2016 & Wil Her favavor i RUIE & @R, TRy &iel St 3grsy
aifgerl oral &I valifoAd &l aifcas Tl @ Joenm fhr S © e fora
tordianfhes & & e , 30 TH ¥ & 3Iefadd W YEREgd
geaiigeplatiel 1 &X HAE AY| TUMY ST AFAT 1 S ey arigenr &< & 3uar famar




, 3AH 3T T MANTAE &1 3fRE ANfEH a1 RAEaRa segadt seamst & s
Tl W e I & FTRd g TEd TR & Sig-ausy aifger @il &
Srderfores ot & AuReT Far o s (FaR, HR 3w, 2016)

afafd @ fovga R @ & weua a8 A sgad & & anf a6 adae
cas . ... T 3cpsedr # GRS e Hat Sreehrioeh 3eldc srer
WWW#WWWWW( .2 T 8

WA & ge-Feel &1 gImr

TSET  Aceger oRwg, (v . . ) ISEET 3T 2015

. o ( ) F 3, 2016ﬁgémwﬁ$mﬁ$mﬁu@waw
e 7 qer R 9T AT, R A g6 HAUATIor gihanstt & wear A e Jeal & W

.. . YforEer 3rEr, 2015 , ¥R & Fel 3,53,346 UihAT #T a1$ o 3R
4,73,000 ¥e AT fhv a0 &) gPFT Fer 6 Fol T H 1 95 YfdUd ¥ AW
&irelet T, @ gfderd |1 arg e ¥ 3R Ao gfderd Saarfesr e & A1 a¥ 2010
2015 , OIS & 38R, fhu av gg auetaol it gear AR 39 adfad s
$r TEIT FT gVGR sTRT 3T TR §:-

2010 2011 2012 2013 2014 2015

Fegl @25 251 332 369 404 396 614

1,17,420 1,52,332 1,77,240 2,16,817 2,48,152 3,53,346

§1%

ST & 31T & Tg 39T gIar § o U 7 g JcRTaiqui T a7 U 3FRmeqol
A o Foal Hr FEdr A R FeT g @ 2

e & GOk A ¥ W@ & 3me s oRada v g1 qedifgeata
gfeham3il A, TAAWH cah ga AT H, g¢ UHA ot § d 3 AT & aRomAr A




fATed ®7 @ GuR 3 § &g 5@ wfhar & wermaeiarn, oo 3k geer & gur & v
ettt yarfer r 3reft o St B

Fa Tl ¥ nfdF uge
(%) giFa & anra qa gfmar, Sed giFa ot @, @ amra

fiSe 3cuel & fawdg, s & weflr & a9 ana §, e R & e e #&r
ALY AT g & I, 37 , oo sieeta wafRa srawvae S & Hiex
YA O, T R §ISAT, IHeavolcHh FRAUTT IR IFATEIT e el ged T
faerwat it sucretrar o B, Agcaqul gl 81 fAAwAT iy UF & TER Tef oA efr o
. 9fshaT &I Fel AT FT TF SgT S37 fow@m & S 6 AdefHS 3R grgde & 7

o &t i off foea-fheeT ¢

SHETTR TSERT 3TaRds AW FET 2015 & AFS H Sfgl T shdel AT 6T AT
& udre & @9 aur RfFcas i G nfe & e 7 o mar an, fFEr G
, B¢ T & AHAS A N, fAfT 7 Fad Fad B¢ T T HEIF W TR A F
foe, 3@ aeg & IR G g

dufy, ¥fAfd & I8 #Ad ogaad fhar ¢ & b & Hog Faa sem a6
HETF A ¢ AN W WHR F oI Wit ganr afafReaa fmar s awar gl

(@) 7 ¥ F gawar 3R w7 AT

AN Ak FHPT AN 3 3hT HT &THAAT 3Helsh HRepl W AR el § o &
TR T , A fr greEtee-3nie gfwa 3k ey &

AR #, 3mar AR Al A, See & e @ SWd § e S a6
AT G & AT 3o @l i 9fAqfd AT Ferch Tad s@er SR WA ¢

a¥ 2015 &, . . . Gkl & AU Peaw @d 41.38 gfded &dm@r aRm ¢,
THR I TETIAT STaT 42.87 wfaerd $r o 3k ursae e sufaar fr zar 17.75 sfaea
Frafy (. . ., 2015) HfAfa T g T F g Tl FT @I dgA AT § ,
I YA H G, ek Fid do7, ¢, Hex fe o €, Geet dew s@w Se A
TH




it ik v gFaat & f 3w

st & 7% AT cgwa fRar § & Rt 3k Rfrear gFaat & @9 A @
fafrcar giaa & Aafes aRomr IFT-El ff ER et F @Ay - ey
[RIEIRiE] ff TR = &1 e 3Ta @i gFaat &7
fraffa weqEdt Fant f WA B g aU, IF Seo@ AT S § B ge-wcel @
A R gares weel sREEE, 1940 & e wfeRt & &9 & 3RgRa fear smar

., BG Tl #T 3ags W AuR [{Ee sa g@y 0 & gFa efieaot ) faar
femar aram g

a‘qgwfﬂ@ﬁ:’mwa‘hﬁ%mﬁﬁmfam?ﬁ%mw:

anr@ 24 3%, 2016 F ARSI AT doF H, ARAT 3eger aR@w (. . )
gTed aR@ 29 AT, 2016, 21 3Yd, 2016 & 3M¥IEGAT . TSC H Ied ani@ 23 319,
2016  3E W EEARgEE fGuR et fear mar ar 3R g RO @ sifae §
fear arar | 3e@er sera & gfafafer o e AR 39 efSehior qen 3% ganr yedd
TG | 3eTeh GaRT ST 3eh TSIV YFdd U, 9 36 YK g

- eI ge UHA UM AR H ohred ¢, duniy 9 . L gk, 3TER & ¥9 7,
gt carea A ¥

- WQUT 3YER AT AT W aER fhar sier g

Sta raspAoll  AIfAERT HT AT e gehdr, gred 2 , &foT
Fel 3R Seofd gRere yomen & Hedd A FURT W FUR @R gu . . A S Fafde
YR U § 3o I gt &, @@ L0, 0 IV & & #, Fefichd fRar S Fhdm &

. 3T FT TS B HACN B FATOAT VAT A HT Tdd el & &

. P AT ¥ v F P w5 # wgad el Bl F smEr et
ST @ SN ¢l IEITT AIE U FeQT F e Ta@I ¥ JUF AT ol g, qA, L
F FAAE RAVH & AR FFT Frr S B ST ¥ IRfEREsat ¥ WX a8,
IR AT T & 3. . . T Schsedt W RAfAfEse &0 @ g am| 37 39 560 aF &
FAdA # Frafaf@d & ufa Ader




, 3R 319, 2012
.. A | fEarAader, 2014

zas JfaRed, o9 Eursd/sld AawAviT gl g@r
W%mﬁtﬁ@ﬁ%mm%ﬁu@%mﬁ%@m%%éﬂ@ﬁﬂ%
gl

afffq @aremt HR 3. 3R & g 9 fHe e AR

... % J@ 21 3UA, 2016 F AEcA W WAy garr EaRyEs
Far-faaer Far = am

39dad g3t & aR & Ffafd gart waied faur fawed fhar amr an semdes

, AT T qaeR el ¥ 95X § (THfel, 3R 373, 2012, 2013; = , 3R 3,
2011, 9% 3R 3=, 2013)| RAAVAT & 38 917 § WA <gFd & F @R 3.
AT 30y .. . § eI gl au, Reet &1 98 Aq ¢ S @R Sisuw. g d
T dr 39erey § 3R 7 & 3AF c¥ag : sAaliee deufa # uAer R S @ B

- fAfa &1 Feey I8 o1 5 5§ §HT 39asy NN e el & 3ugeifawor

Y WET G g1 Hehcll| TE HEIAAT 3 AT & HRUT ¢ b 30 @\ St e g

& FT 3UY § 347 @ HFEY AU gg 9l o & e H 3eTh! Ichsedl H Aifad

I FT HIS THIMAT BIET 6l gl g6 Teel HI Wedie # [ af¥d AdmaRl W

39aeiieor fahu S & fow faar foham S @enar § afe geen 3R erEh & dest & w&ert
areT uer e S g

RAwIfYeY :
1. R H ge-4 ( .. .) [Coronary Artery Disease (CAD)] & 3caf&is

, S 3Ta Ol (3RFaeua) & 3R Acg & F 37 §37 &, R & §U ga A
AT T oAleh TR FHEAT ¢

2. cahIg g6 Jaraigor (fEn: ) [Percutaneous Coronary Intervention (PCI)]
3R g€ GHeAT SSUE AR (. . . .) [Coronary Artery Bypass Graft (CABG)]
(R ga aael o1 AR T gg Heaor arer AR, a=h) & Seua & fov &7 caqel 39eR
geufaar §1 #Rd # dArang. gfshar Y, e ge ¥ AR e 6 e g &, §gd



I s &1 ;g ®We HAad Rfecw gfFaan &) auft Rfecr gieaar e
yehfdl, SRars o=, s, Farfad f@e=or, oen [PRIGUT & SIed AV ¥ e g,
#e ¥ Rfhcar giaaat & yait & § Sieg & 9T TR garr 3w 3R yarus |l
FRATEHA, 1940 & 3uaul & el “HWR & § 7 ARG Har 370 g1 37 qAfT Hr
Ig fawler § & g ¥ & Uiy amaeas Wi g= (. .. ) [National List fo
Essential Medicines (NLEM)], 2015 & @fFafaa Far s=m @nfgel

3. IRA A eel-Beed R & ga-Fee 3Ueet g1 o go-Fee U # A
T ST § Sefeh 3=al &1 ¢ H 3marg 3R [uoe fhar srar g1 afafa 5@ s19 ) oaa
&t & & A epAifea 3R Rufia g & & v e waq FyaAfss Fafad
HTGH dF gl TR

4.  ga-we Y wv @ gufaa Rfecar gfeaar § See & fRar ==
Aofieor AR UR fFam o1 @1 81 Wiy &R & 3@ Tidade 3R #@aiee § -&al

G d e sad g1 AU Ve 39 3my 4 Refda fFo g & 39 sgR
THTGRIRCT, FI&TT 3R HRIETHAT &7

AT ¥ g T gar & F arfcas 3ofY aee ®e duvat | @ 3afw
AT § 3R 397 qraifgehradiel &1 e¥ o 9gd & Tl &1 durd, SoAed.
o fady gRfEufadl #, sl & S, . ARy 3waR & &9 7 §, #09 ¢

afAafa & I8 3cow Far § & =0 gay @ARaad &7 @ 309 e e an
el ¥ 3cpse g1 aUnm, s foash 3N efrere ¥e 3qeretr § 30 Hcg-ax @
geuell Mererelet & 3ot sigrfeier aRomeAr & d@est 7 18 AfREa scpsear adt 2

gfafa fr g [wRer § & e wteR), &g e & F&ay &, T 39T
e =l o( . L) ORI S & WS F v, Awafaf@a gaet
R e Tl W Bea-Bied v ¥ RaR & g &

1. w@Qug¥®EeE. . )

2. IS e e, O g E. . 3R S9 3w arfger e
(. . ) EwaAchy ®@e gFafad g



5. ARy & ug AT § F 3 -3@usw, R o/ -awAUNY el v 3w
st ¢ fogeh SN aiel Tl W AT Scpved], AT WNET @Rl YeRkld gl &I
T 39cretr erfcash INWY afrelel el &1 Joialm # dhae FFaeR 781 Bl
afafa & a8 AR § & 37 Aar & iR araRoradn, gg-weel #i1 dighificr # e
aftid ARt W, Il FET IR wEEr 4 @ 7 wed @ed 9w R S g
3ygeifetor fRT S & AT, AR fRar ST asdar
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No.X-11035/344/2015-DFQC
Government of India
Ministry of Health and Family Welfare
(Drug Quality Control Section)

ok e e

Nirman Bhawan, New Delhi
Dated the 19 July, 2016
NOTIFICATION

The Government of India had constituted 2 Core Committee under the
Chairmanship of Dr VM Katoch, former Secretary, Department of Health Research
and Director General, Indian Council of Medical Research for reviewing and revising
the National List of Essential Medicines (NLEM), 2011 in the context of the
contemporary knowledge of the use of therapeutic products.

2. While the Core Committee was finalizing its recommendations, the Hon'ble
High Court of Delhi, in response to a public interest litigation filed before it seeking
a direction to the Government to include 'Coronary stents' in the NLEM thereby
controlling the sale of the same, issued an order dated 25.02.2015, to treat the
petition as a representation and issue an appropriate order in accordance with the
law. In view of the said Order, this Ministry constituted a Sub-Committee of the
Core Committee under the Chairmanship of Professor YK Gupta, Professor and
Head, Department of Pharmacology, AIIMS, New Delhi to examine the issues

relating to the essentiality of coronary stents,

3. The Sub-Committee has submitted its report to the Government and after
examination of the report, the Government of India has accepted the
recommendaticqupf the Sub-Committee. The Government of India has further
decided that the recommendations of the Sub-Committee with regard to inclusion
of the Coronary Stents in the NLEM 2015 will be operational with immediate effect.

—
(K LSXiar’n:;]

Joint Secretary to the Government of India



Shri B.P. Sharma,

Secrelary,

Department oof Heath and Family Welfare,
Ministry of Health and Family Wellare
Government of India

Subject: Report on Essentiality of Coronary Stents

Sir,

This is in reference 1010€ Ministry of Health and Family Welfar

tial Medicines 08-DC/DFQC (FTS-13013) dated

01/Es

the Chairmansnip of

ander
Institute of viedical Sclgnces, Naw Delhiy to examine the 1s5u€s
stenis.

In order to have proadar deliberations, in consultation with
was decided to invite MO
the Sub-Committes as well as Core Committee I

Accordingly, the “Reporl of the Commitiee 10 examine the

Coronary Stents’ has been prepared which is enclosed herewith

With Regards

D
___._-rq::--
Prof. YK Gupia

Vice Chairman
NLEM Cors Committee

Chairman, Sub Committee

P L & " Ll 58 ¥ b
prafessar YK Gupta. Read. Department " DEY.

expert cardiologists from 2Cross the countrys in adait

a, Government of India, Order Mo 12-

15.10.15 constituting & Sub-Commitise

" L 1 R T 1
=mant of Pharmaca R
relating | e :5:':.':...\_...|;.I of coennary
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issues relating 10 the Essentiality 01

far further necessary actien.
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Dr Wiyl K.atoch
Chalrman

NLEM Caore Committesg
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Background
mmittee was constituted by the Minis
order No.: 12-01/13-DC (Pt98) dated 7"

1 A Core Co try of Health and Family
Welfare, Government of India, vide

May 2014 to revise National List of Essential Medicines (NLEM), 2011 under
the Chairmanship of Dr VM Katoch, the then Secretary, Department of Healtn
h. Dr YK

Research and Director General, Indian Council of Medical Researc

Department of Pharmacology, AIIMS, New Delhi

il i W o s

Gupta, Professor and Head,

!

I was the Vice-chairman (Copy of the order is provided as Annexure).

:E In the process of revision of NLEM, several consultations were held across the

: country with experts from different domains. The purpose was to get viewpoint

i of experts and stakeholders including the pharmaceutical manufacturers and

J% NGOs from different regions. The report of the Core Committee for NLEM,

% 2015 was submitted to Ministry of Health and Family Welfare, Government of

‘; India on 9™ December 2015. The recommendations Were accepted in foto and
| Medicines (NLEM),

the Government adopted the National List of Essentia

2015 on 24" December 2015.
g held across the country with

the

While Core Commitiee consultations were bein

experts from different domains and the minutes were being compiled,

Hon’ble High Court of Delhi, issued an order dated 25.02.2015, in response o &

n No. 1772 of 2013) filed before the Court seeking /

public litigation (Writ Petitio
1o include ‘Coronary stents’ in the

a direction to the Government of India
NLEM thereby controlling the sale of the same. As per the order, the Court X‘

Pl b
b 2
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directed the respondents viz. Secretary, Health and Family Weltare and (ne

Chairmarl, National Pharmaceutical Pricing Authority to treat the petition as &

rﬁnrg:enr_atiuz‘. and issue an a ]"Impqmtﬁ order in accordance with the law. The
pres

H . A o g - Paki - = i T %4
Core Commitiee herefore, suggested 10 the Government 10 constituie 2 Sub

Commitiee 0 daliberate the matter.

In order to arrive ata considered decision in the matier, Ministry of Health and
Family Weliare, Government of India, vide Order No 12-01/Essential
Mﬁ‘_'l:_g'me:-._-'(;s.aDi“_-‘D‘EQC‘ (FTS-15013) dated 15.10.15, constituted a Sub-
Committee of expert Car diologists under the Chairmanship of Professor YK
Gupta, Head, Department of Phammacology. Al India Institute of Maeadical
Sciences, New Delhi; to axamine the issues relating 10 the essentiality of
coronary stents (Copy of the ot der is provided as AnnSxUre

The mandate of the Sub-Committee was 10 sxamine the issues relating to the

ecsentiality of coronary slents and to arrive at a considered view and

o

recommend whether the coronary sienis should be included in the National List
of Essential Medicines.

In order to have broader deliberations, in consultation with the Chairman, Core
Committee, NLEM, it was decided t0 invite more expert cardiologists from
across the country, in addition to the experts of the Sub-Committee as well
Core Commitiee members for the deliberations. (The list of participants is

provided as Annexure).




Report: Essentiality O

f Coronary Stents

Accordingly, following experts including representative of various Government

organizations involved were invited for deliberations ON the matter

mealings:

. Dr Balram Bhargava. Professor, Department of Cardiology. AITMS, New Delhi
. Dr Rakesh Yadav. professor. Department of Cardiclogy. AIIMS, New Delhi

. Dr Vijay Kumar Trehan, Professor & Head, Department of Cardiology.

Hospital. New Delhi

in three

G.B. Pant

» DrSandeep Bansal. Professor & Head, Department of Cardiology. VMMC. New Delhi

. Dr Balachander ., professor & Head. Department of Cardiotogy. JIPMER.

« Dr Yash Paul Sharma. Professor & Head, Depantment of Cardiology.
Chandigarh

. Dr CN Manjunath, Director & Professar of Cardiology.
Cardiovascular Scignces & Research. Mysore

. DrKK Talwar. Ex Director. PGIMER. Chandigarh

Puducherry

PGIMER.

Sri Jayadeva {nstitute of

} « Dr Aditya Kapoor. professor. Department of Cardiology. SGPGL. Lucknow

! + Dr Ajay Mahajan. Department of Cardiology, Sion Hospital. Mumbai

. + Dr S Harikrishnan. Addl. Professor. Department of Cardiology. Sree Chitra Institute of

:]L Medical Sciences, Trivandrum

3 . Dr Animesh Mishra, Professor & Head. Department of Cardiology. NEIGRIMS, Shillong

] . Dr Santanu Guha. Professor & Head, Department of Cardiclogy. Medical College
Kolkata

Dr Harshwasdhan, Ex HOD. RML Hospital. New Delhi

Kashmir

. Dr Vinod Sharma. Senior Cardiologist. National Heart Institate. New Dethi

Dr G Justin Paul, Professor, Department of Cardiology. Madras Medical College
Dr Khurshid Aslam Khan. Professor. Department of Cardiology. gKIMS. Jammu &

————
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. Dr PC Negi. Professor & Head, Department of Cardiology. IGMC., Shimla

Dr Jacob Jose. Professor & Head, Department of Cardiology, CMC, Vellore
Dr Sanjiv Kumar, Executive Director. National Health Systems Resource Centre, New

Delli

-

Dr Ambuj Roy. Professor, Department of Cardiology. AIIMS, New Delhi

Representative of Department of AIDS Control, Ministry of Health & Family Welfare

Director. National Institute of Malaria Research. Ministry of Health & Family Welfare

A represeniative of Director general, DGHS, Ministry of Health & Family Welfare

Additional Director general (Stores), Directorate General Health Services, Ministry of
Health & Family Welfare

Director, National Institute of Biologicals, Noida, Ministry of Health & Family Welfare

-

Director (M&E), National Pharmaceutical Pricing Authority (NPPA)

+ Secretary-cum-Scientific Director, Indian Pharmacopoeia Commission. Ghaziabad.
Ministry of Health & Family Welfare or his representative

A represeniative of National Vector Borme Diseases Control Programme. Minisiry of
Health & Family Welfare

A Representative of Department of Pharmaceuticals. Ministry of Chemicals & Fertilizers

Drugs Controller General (India). Ministry of Health & Family Welfare

:

¥

i

:

=
i

i

i
]

g

Director. National Institute Of Pharmaceutical Education And Research . Department of

Pharmaceuticals or his nominee
» Director. Central Government Health Scheme (CGHS). Ministry of Health & Family
Welfare
In consultation with the Chairman, Core Committee, Dr Rakesh Yadav,
Professor, Department of Cardiology, AIIMS. New Delhi was requested to be
member coordinator for Sub-Committee and Mr AK Pradhan, Deputy Drug

Controller (India), CDSCO, Dr Pooja Gupta and Dr Sudhir Chandra Sarangi.
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Assistant Professors, Department of Pharmacology, AIIMS also participated in

deliberations and report drafting.

Key points discussed in the first meeting:

The first meeting of experts and Core Committee was held at Department of
Pharmacology, All India Institute of Medical Sciences, New Delhi. on 30"
October 2015, The meeting was attended by members of stent Sub-Committee,
invited expert cardiologists, Core Committee members of NLEM, and other
officials. The process of deciding the essentiality of coronary stents for the
purpose of NLEM was discussed in detail. It was decided that consultation
meeting will be organized to take considered decision in the matter based on
wider opinion of experts and participation of all stakeholders. In the

consultation meeting the experts will also hear inputs/ viewpoints of stent
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manufacturers, Associations /NGOs in the country.

During deliberation, few experts expressed the view that coronary stents involve

high grade technology which is continuously evolving. This requires high

investment for research, development and validation. Therefore, they felt that

for consideration for essentiality of coronary stents, the matter should be \J
deliberated keeping in view that inclusion in National List of Essential : \f
Medicines may result in price control of the stents which in turn may affect the O{D '

‘ <
technological advancement, -
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The experts also deliberated that there are varieties of stents available in the

market. Some of the coronary Stents are manufactured indigenously while
others are imported and marketed in the country. The experts strongly opined
that the Committee should recommend to the Government for continuous strict

quality assurance mechanism for all coronary stents.

It was also discussed that the following points need detailed deliberation with
all stakeholders:

1. Prevalence of Cardiovascular Diseases (CVD) and Coronary Artery Disease

(CAD) in India

percentage of CAD that need Percutaneous Coronary {ntervention (PCI) and

]

implantation of coronary stent.

3. How many of the needy CAD subjects actually get coronary stent
implanted?

4. Should the coronary stents be categorized into different groups? If so what is
the simple way to classify for the purpose of essentiality?

5. What is the evidence regarding comparison of efficacy (including mortality
benefit) and safety of different types of coronary stents?

6. Should Bioresorbable vascular scaffolds/ Biodegradable stents be considered
separately? If so, what is the strength of evidence?

7. Assurance of quality of coronary stents in India.

.
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Key points discussed in the second meeting:

The second meeting was held on 3% February 2016. As decided in the first
meeting, the stent manufacturers/ their associations/ NGOs were invited to
present their viewpoints before the Committee. Advertisement was also
published in national news paper (Times of India) inviting the stakeholders to
participate in the meeting (Copy of the advertisement is provided as Annexure).
The detailed discussions and deliberation were held on various points as

decided in first meeting. The details are as under.

Stent manufacturers/ associations viewpoints

In the second meeting, the stent manufacturers and representatives of the
industry made presentiations on the issue. (Copy of the presentations are

provided as Annexure).

H""l‘_ " L TR A ——

The industry representatives made brief presentations on their viewpoints
regarding the issue followed by 2 round table discussion, The following points

were noted:

1. Difference between drug and medical device

* It was emphasized that drugs and medical devices are inherently different \_\
3

in terms of manufacturing processes, product characteristics, risks

involved, training of doctors, marketing, etc.
@9‘\)&‘})’ % Page 7 of 27
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Unlike pharmaceutical products which are sold in pharmacy, for stents,
there is additional need of proper infrastructure like cath lab and
availability of interventional cardiologists.

Larger investment may be required in manufacturing, distribution, follow
up care and training/education of physician in case of medical devices.
Applying same regulatory approach i cases of devices may not be

appropriate.

2. All coronary stents are not same

A drug-eluting stent consists of 3 components of equal importance: a
metallic platform, & polymer and a drug, all influencing acute and long
rerm results both in safety and efficacy.

Coronary stents per se is a category of product. It has many variations in
terms of metal used in the platform, thickness of strut. stent design, type
of polymer used, type of drug used, drug elution kinetics and stent
delivery system.

Many stents have gone through strict regulatory process and are having
robust clinical data while others may not have.

It may not be appropriate 10 consider all stents same.

3. Continuous innovation and advancements in Coronary Stents

Several advancements in PCI technology have led to superior clinical

outcomes. In late 70s the plain balloon angioplasty was treatment of
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choice till the bare metal stents came in late 80's which helped in
reducing the restenosis as well as acute complications of plain balloon
angioplasty.

+ In the beginning of 20" century the Drug eluting stents has revolutionized
the treatment of PCI. The earlier generation DES though better than BMS
has its own limitations. The advent of newer generation DES has
improved the safety and efficacy of the stents. It has also improved acute
performance for treating complex lesions. The Improvement in reducing
sirut thickness and new delivery systems allow for beuer procedure
outcomes. Newer generations require dual antiplatelet therapy for shorter
duration and thus improved compliance and also reduce financial burden

on the patient.

4. Cost of device versus cost of procedure

s Coronary stents price account for 25.40% of total cost of PCI procedure
in private hospitals depending upon the set up and in government hospital
setup it may be 70-90% of PCI procedure.

*» Reduction in implants cost alone without change in other components
may not lead to reduction in the overall cost.

« Patient would not benefit unless the procedure cost is also reduced.

‘\
* Costs incurred for making medical devices accessible are distributed ‘\K

! across the supply chain i.e. manufacturers, distributors and retailers.
5““" ke , =
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« Over the last five years, cost of medical devices has decreased while that

other healthcare services and products have increased or remained

stagnant.

The industry presentations were followed by detailed discussion among the

experts. It was noted that:

|. Considering the current and increasing prevalence of CAD in India the

disease is considered as a public health issue.
7. Management of CAD includes life style modification, medications
arization which includes coronary arnery

Lpharmacotherapy} and revascul
onary Artery Bypass

n with coronary stent implantation and Cor

s ol st -

interventio
Graft (CABG).
. Coronary stents are high technology devices which
logy involved, the stents can be broadly

are continuously

[ g ol e 5 s
Lad

evolving. Based on the techno

. categorized as:
g a. Bare Metal

b. Drug Eluting- which includes metallic drug eluting stent and

Bioresorbable vascular scaffolds/ Biodegradable Stents
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Key points discussed in the third meeting:

Third meeting was held at All India Institute of Medical Sciences, New Delhi

h . ' i - .
on 28™ February 2016 to discuss the representations received from various

stakeholders and the report format.

Representations received from various stakeholders were discussed in

details and the industry concerns were noted as below:

« Coronary stents should not be included in NLEM because of concerns over

* T S

price control.

There are considerable differences between drugs and medical devices in

terms of manufacturing processes, product characteristics, risks involved,

B I oL kT
[ ]

Hence, the essentiality criteria used

training of doctors, and marketing, eic.
for selecting medicines in NLEM might not be applicable for medical
devices.

i e Cost of the total procedure has to be considered rather than cost of the stert

alone. The medical device costs have declined by more than 6% (year 10

year) over the past four years, whereas drug and procedure prices have

increased by 4-8% over the same period. So, reduction in implants cost alone

without change in other components such as doctor fees, room rent etc may

; not léad to reduction in the overall cost of the treatment. Pricing control

might lead to quality compromise, shortage, delay in the introduction of new
devices and hamper the technological advancement. }V
!
&
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Committee had detailed deliberation in the matter and the above concerns of the

industry which are as under:

Cardiovascular disease and Coronary Artery Disease: An issue of public

health importance in India
According 10 WHO Global status report on Non Communicable Diseases
(2014). of the 56 million deaths in 2012, 68% were due to Non Communicable
Diseases (NCDs), principally cardiovascular diseases, diabetes, cancers and
chronic respiratory Ciseases. Nearly three quarters of these NCDs deaths (28
million) occurred in low- and middle-income countries. Cardiovascular diseases
account for majority of these deaths (17.5 million).

Cardiovascular diseases (CVD) are leading cause of morbidity and mortality in

2
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India: 25% of overall mortality in India is attributed to CVD. Coronary artery

disease (CAD) is the commonest CVD accounting for 90-95% of all cases and

deaths. Moreover, in India about 50% of CAD-related deaths occur in peopie

younger than 70 years compared with 22% in the West (Gupta er al., 2008). As
_per the report of National Commission on Macroeconomics and Health
57:;';|'_{1§'ICMH}, 2005, the prevalence of CAD in India was estimated to be 61.5
-'rr_iil]inn patients in 20135, and of these, 23 million would be younger than 40
| years of age.

- Apart from a high overall prevalence, there are regional variations in the

'\\
prevalence of CVD. Various studies has shown that prevalence of CHD ranged \\._I_.m /

from 2.1~ 4.3% in rural populations and 3.6 -12.5 % in urban populations dag?

PRI Vg
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(Gupta et al,, 2008). The prevalence of CAD and mortality there of continues 10
-ncrease in both rural and urban settings. The risk of CAD in Indian population
< 3-4 times higher than in white Americans, 6 times higher than in Chinese and
20 times higher than in Japanese and it is affecting Indians a decade earlier than

other communities (Sharma and Ganguly, 2005).

Patients in India who have acute corondry syndromes have a higher rate of ST
Segment Elevated Myocardial Infarction (STEM]I) than do patients in developed
countries. Most of these patients belong to lower socioeconomic class. 30 days
mortality in India is higher after STEML The significant contributors 10
increased mortality in Indian patients are lack of awareness, lack of accessibility

1o healtheare and the affordability issues (Xavier er al., 2008).

TR S R e

Treatment modalities for Coronary Artery Disease

All patients with CAD should receive aggressive pharmacological treatment
regardless of the clinical presentation along with management of risk facters
{smoking, hypertension, hyperlipidemia, and diabetes) and lifestyle
modifications. The medicines used for treatment of CAD include antiplatelets,
antianginals, beta-blockers, angimensin-converting enzyme inhibitors,
angiotensia-11 receptor antagonists, lipid-lowering drugs etc. Revascularization

.~ needs 1o be considered in the presence of acute coronary syndrome, _

. Sympiomatic stable coronary artery disease, severe ischemia or high-risk : ];

‘coronary anatomy and left ventricular dysfunction. Revascularization should be
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Report: Essentiality of Coronary Stents

employed in conjunction with medical therapy and continuing modification of

risk tactors.

Revascularization procedures for treatment of CAD
PCI and coronary artery bypass graft surgery (CABG) are tne options of

revascularization in CAD patients. PCI using coronary stent is widely used to

Y TR

achieve revascularization of the myocardium in patients with symptomatic CAD

L —

and stenosis of coronary arteries. Mechanical reperfusion [primary
Percutaneous Coronary Intervention (PCI)] is standard of care for the
management of acute STEML Primary PCI is the management stralcgy for
patients of STEMI, even in centers without on-site surgical facility with a

provision for emergency rransfer facility for patients requiring surgery to a

. M'ﬁ‘ A e e L i

tertiary care center. In India, there is severe lack of facility, availability and
awareness in respect to revascularization procedures. According to CREATE
b registry data, only about 8% of STEMI get stent implanted (Xavier et al., 2008).
: In India, only about 3 out of 1,000 coronary heart disease needy patienis get
" treated with PCI as compared to 32 in USA. As per the NIC Registry data 2013,
~ a total of 3,53,346 procedures were performed and 4,73,000 stents were
implanted in India. Hence there is an obvious and enormous need of PCl in

i -3
AIndia which'1s unmet as of now.
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Report: Essentiality of Coronary Stents

Evolution of Coronary stent and its importance

[n late 70’s the plain balloon angioplasty was treatment of choice till the bare
metal stents (BMS) came in late 80's which helped in reducing the restenosis as
well as acute complications of plain balloon angioplasty. In the beginning of
20th century, the drug eluting stents (DES) has revolutionized the treatment of
PCL.

These drug-eluting stents i.e. BMS coated with a polymer and antiproliferative
drugs minimizes restenosis and requirement for re-intervention. An effective
DES system consists of 3 components: (1) a metallic platform, (2) a vehicle that
tores as well as allows it to diffuse into the vascular tissue in a controlled
fashion, and (3) an antiproliferative medicine that reduces the neointimal
growth induced by stent implantation (Hray and Liu 2003).

It is to be noted that each type of stent is unique as it differs in so many
permutations and combinations of technological factors involved such as, type
of metal used (stainless steel, alloys composed of iron, nickel, chromium:
cobalt-chrome; platinum chrome etc);stent design; strut thickness; polymer type
(durable or biodegradable or polymer free), type of polymers used for coating or
biodegradable polymers; the drugs used (sirolimus, paclitaxel, zotarolimus,

everolimus etc); the amount of drug used and the drug elution kinetics etc.

The development of Bioresorbable Vascular Scaffolds (BVS)/Biodegradable

Stents in 2011 to overcome the problems of metallic DES was projected as

major breakthrough in Coronary stent technology. The advantage of \ '\rf

Bioresorbable Vascular Scaffolds (BVS)/Biodegradable stents (similar to a

N7
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stent) is that the vessel is free of any caging and can regain its normal function
arice the stent is completely absorbed. However, presumed clinical benefits of

BVS over currently available metallic DES are yet to be established.

Safety and efficacy data comparison among different types of coronary

stents:

a. Bare Metal Stents

The development of Bare Metal Stent (BMS) has been a major advancement
over balloon angioplasty in the management of symptomatic coronary artery

disease. It prevents restenosis by attenuating early arterial recoil and contraction

o EE P . 5
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as compared to plain balloon angioplasty. However, the rate of clinically-
indicated target lesion repeat revascularization due to restenosis remains

. relatively high.

b.  Comparison between Metallic DES vs BMS efficacy and safery

Metallic Drug Eluting Stents were developed to reduce the relatively high rate
of restenosis and subsequent repeat revascularization with BMS. According 10
various registries and meta-analysis data, Drug Eluting Stents provide clinically

important reduction in need for target lesion revascularization and reduction in

restenosis,

iRV
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¢.  Comparison between different generations of DES

Although, all DES have the same general components, they differ with respect
0 the stent platform/design, polymer coating, and the drug. Currently available
DES. with reduced strut thickness, enhanced biocompatibility of durable
polymers or biodegradable polymers and newer antiproliferative agents, have
better efficacy and safety compared with early DES and BMS. However, these
continuous technological advancements in coronary stents regarding safety and
efficacy need to be established through long term follow up studies. The data

are lacking to establish the superiority of currently available newer DES over

;

i each other in terms of mortality and myocardial infarction,

:

i

d. Comparison of Metallic Drug eluting stents vs Bioresorbable

vascular Scaffolds/ Biodegradable stents

Biodegradable stents are non-inferior to durable polymer sirolimus eluting

stents (Stefanini ef al, 2011). An article published in NEJM (Stephen ez al.,

2015) indicates that everolimus eluting bioresorbable scaffolds when compared

to everolimus eluting cobalt chromium stent was within the pre specified

margin for non inferiority with respect to target lesion failure at | year.

Report of a meta-analysis published in 2016, compared with everolimus-eluting
~ metallic stents, everolimus-eluting bioresorbable vascular scaffolds had similar

rates of repeat revascularisation at | year of follow-up, despite inferior mid-term X»/

fo—"
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angiographic performance. However, patients treated with 2 bioresorbable
vascular scaff old had an increased risk of subacute stent thrombosis. Studies
with extended follow-up in a larger number of patients are needed (o fully
assess the long-term advantages of everolimus-eluting bioresorbable vascular

scaffolds. (Cassese et al., 2016).

The Committee afier detailed discussion observed that till now there is no
adequately powered Randomised Clinical Trials (RCTs) with long term follow

up data to support the superiority of BVS over preseni metallic DES.

Usage of coronary stents in India

As per National Interventional Couneil (NIC) registry 2015, India, which was
presented in National Interventional Council, midterm annual meeting April,
2016 at HICC, Hyderabad, the number of coronary intervention procedures 1s
steadily increasing in India. As per the NIC Registry data 2015, a total of
3,53,346 procedures were performed and 4,73,000 stents were implanted in
India. Out of total number of stents used, 95%were Drug-eluting stents, 2%
were Bare Metal Stents and 3% were biovascular scaffolds. The year-wise
details of number of coronary :nterventions performed with number of centres

involved dunng 2010 and 2013, as per the Registry, are as under:

. o
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T 2010 | 2011 | 2012 | 2013 | 2014 ']3”15
"No. of | ' | |
2 33 3 -
e 8 251 332 | 369 | 40 396 | 4 |
o e s I Fe— -
coromary | 1,17.420 | 152,332 | 1,77,240 | 2,16,817 | 2,48,152 | 3.53.346
| interventions | |

The Registry data indicates that there is continuous increase in the number of

coronary interventions in the country with an increasing number of centres

el e o i 14 i

involved in such interventions.

The stent market has evolved with many technological changes in stent
technology. With advancement in revascularization procedures specially
Percutaneous coronary intervention the outcomes for patients with coronary
artery disease has improved markedly, but still a need for continuous technical

advancement for improvement in efficacy, outcome and safety of this

procedure.

Economic aspects of coronary stents

a) Cost ofdevice vs cost of procedure including device
3 s Unlike pharmaceutical products which are sold in pharmacy, for stent
~ implantation, there is a primary role of stent; however, other accessories are “\
also important including proper infrastructure like catheterization lab, other

- supporting hardware, investigational facilities and the availability of

W }j Page 19 of 27
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b)

interventional cardiologists. According to the experts’ opinion, cost of stents
still shares a major part in the total cost of PCI procedure which may differ
widely from public to privaf:e sector and within them also.

As considered in case of NLEM 20135, where total treatment cost of
medicine only was taken into account and not the cost of hospitalization,
physician’s fee etc, in case of coronary stents also, the Commiitee has
considered the cost of only coronary stent for considering its essentiality.
However, the Committee observes that the pricing of stents was not its

mandate and may be decided by the relevant authorities of the government.

Accessibility and affordability of coronary stents

Accessibility and affordability in a population depends on number of factors
such as the status of healthcare infrastructure, socioeconomic status of the
people and coverage of health insurance.

As on date in India, the majority of population in need of stents is noi
covered under health insurance or do not get reimbursements which limits
the market.

In 2015, out of pocket expenditure for PCI procedures was reported to be
41.38% ., Government support accounted for 42.87% and private insurance
companies accounted for 17.75% (NIC, 2015). The Commitiee is of the
opinion that while making coronary stents affordable, other accessories

including balloon, wire, catheter etc also need to be made affordable.

Forie——
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Report: Essentiality of Coronary Stents

Difference between drugs and medical devices

Experts expressed that there are differences between drugs and medical devices.
The clinical outcome of a medical device is also dependent on the
operator/surgeon’s skill and experience along with the device-patient
interaction. Many high technology devices also need regular follow up services.
However, it was pointed out that coronary stents are notified as drugs under
Drugs and Cosmetics Act, 1940. Therefore, overall similar approach has been

considered while deliberating the essentiality of coronary stents.

Key points discussed in fourth meeting:

In the fourth meeting held on 24" April 2016, the representations received from
Confederation of Indian Industries (CII) dated 29" March, 217 April, 2016;
Abbott dated 23™ April 2016 was discussed in detail and the draft report was
finalized. The industry representatives also met and briefed their viewpoints and

representations submitted by them. They submitted their viewpoints as follows:

»  While Coronary artery disease may be prevalent in India, PCI procedure as

a treatment is not highly prevalent

*  The prige of total treatment should be considered

*  Various improvements in DES can be classified into four categories as

Class I, II, 11l and IV. Considering the improvements in terms of

)g}w,/ FoZ——
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deliverability, access to the side branches, thinner struts and advanced

delivery system by using non inflammatory biodegradable polymers

CII has already offered to the government to voluntarily cap the prices of
their certain stents

For the pricing purposes, stents need to be classified according to the
technology used. While the Bare Metal Stents are accepted as separate
from other categories, DES needs to be classified according to the quality
of traits. The delegations specifically emphasized on the superiority of
New Generation DES over early DES. They provided following references

in support of their contention

* Sernoetal., 2012;

« ESC/EACTS Guidelines, 2014

Further bioabsorbable/ biodegradable scaffolds are registered as catheter

by CDSCO which indicates that they are different from other stents.

Incremental innovations and IPR should be safeguarded

The representation of CII dated 21st April, 2016 was also discussed in the
committee in detail.

Adequate discussions were held by the Committee regarding above points. As ?

per the representation the newer stents are better than early stents (Stefanini DV
-
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Report: Essentiality of Coronary Stents -

et.al., 2012, 2013; Planer et.al., 2011; Park et.al.. 2013). The experts agreed that

early DES has shown to be inferior to currently available newer DES. However.

the experts are of view that those early DES are neither available nor practically

being used in clinical practice.

Therefore the Committee concluded that sub-categorization of the currently
available drug eluting stents may not be feasible at present. This is primarily
due to the fact that there is no published data establishing superiority in terms of
mortality and myocardial infarction among various types of currently available

stents at the present moment. Various incremental innovations in technology of
p

the Coronary Stents may be considered for sub categorization if acceptable

evidences are produced in terms of safety and benefits.

ol e

A

’L’i"‘ Page 23 0
L=

p o



Report: Essentiality of Coronary Stents

Recommendations:

I. Considering the high burden of Coronary Artery Disease (CAD) in India

which is associated with high morbidity and mortality, the Coronary Artery

Disease is a public health problem.

Percutaneous Coronary Intervention (PCI) and Coronary Artery Bypass

[

Graft (CABG) are the important treatment modalities for the management of
CAD (both stable Coronary Arery Disease and patients with Acute
Coronary Syndrome), There is enormous need of PCI procedure requiring
coronary stent implantation in India. Therefore, coronary stents are essential
medical device. Although, medical devices are different from drugs in
respect of their nature, mechanism of action, manufacturing, quality conirol,
mode of administration/implantation, etc., Coronary Stents are among the
categories of Medical Devices which have been notified by the Government
of India as “Drug” under the provisions of the Drugs and Cosmetics Act.

1940, Therefore, the Committee recommends that the Coronary Stents

should be included in the National List of Essential Medicines (NLEM),

2015. .

r‘ i -
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3. Different types of coronary stents are available in India. Some of the
coronary stents are manufactured indigenously while others are imported and /

[

marketed in the country. Committee emphasizes that there should be a
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continuous strict quality assurance mechanism for coronary stents approved

and marketed in the country.

The coronary stents are technologically driven medical devices undergoing
continuous upgradations and advancements. Many permutation and
combination of technological factors differentiate coronary stents amongst
each other. Newer stents are developed with the intent 1o have better
efficacy, safety and performance.,

The studies have demonstrated that the metallic Drug Eluting Stents are

significantly safer than BMS with reduced revascularization rate. However.

sl

BMS is still required in some special situations where DES
contraindicated.
The Committes noted thar at present there is definite superiority of drug
eluting stents over bare metal stents. However, there is no definite
superiority among currently available metallic drug eluting stents in terms of
their clinical outcomes of mortality and myocardial infarction,
The Committee recommends that various authorities, for the purpose of
using National List Essential Medicines (NLEM) in respect of Coronary
Stents, may consider various coronary stents under following categories
differently: - -

I. Bare Metal Stents (BMS)

2. Drug Eluting Stents (DES) which include metallic DES and

Bioresorbable Vascular Seaffold (BVS)/ Biodegradable stents
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