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‘Software in a syringe? Decoding the
world’s first personalised cancer vax

erna and Merck say a made-t t s
lﬂ?ricer medicine. Unlike a Covid vaccine made identically for millions, each
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/i /éﬂw Eases Loan Licence Requirement for
‘Outsourced’ Sterilisation of Medical Gear

But printing details of
subcontractor on pack
may hit export flexibility,
delay shipments: Cos

Teana Thacker

New Delhd: Makers of medical
devices will no longer require a
separate loan licence for ocutsolr-
ced sterilization as lomg s the ste.
rilization facility holds a valid Ii-
cence under the Medical Devicos
Rules, 217, according to s new go-

vernment provision.
The new provision has, however,

triggered a pushback from the in-
diistry becase i reguires the 1i-

conoe pumberof the sterilisation
Facility to be printed on the labal
of themedical device. The Associ-
ationof Indian Medical Device In-

ausry (AiMed) warned that the
requirement would hurt exports,
The medical device Inan licence
allows & company to wse its awm
brand name on products manufac-
tured by anather licensad manu.
frcturar Undar the new Fulles not-
fed on Algust 20, such a company
will mot requirve this Hesnee for the
outsoureed sterilization process.
“This change Is aimed at making
compliance simpler, reduclng wmy.
necessary paperwork and suppor-
ting eaze of dobg basiness e me-
dical device industry, " health mini-

edry sabd. AiMed sald no ather oo
uniry  reguired subcontractor o
details ta be printed on pack and 3

two to three weeks instead of the
current furnaround of under a
week, n significant competitive
dizadvantage," said Rajiv MNath,

forum co-ordinaton Ailed,

Pros&Cons ~.
dfj'l

Gawt [indus
Change reduces | EUl waiver Nath has written to the health mi-
paperwork and | lacksreciprotal | pistry seekingsuspensionanda re
improves view af the new rabs. His [aiter re-
bursiness edse nheneﬂrs guests the ministry toengage with
industry stakehobders o explore

AiMed | : alternatives that ensure patiemnt za-
Warrs shipments could faoe foty without undermining compe-
fwo-week delays o Hilveness and exports, The go
/ vernment also amended Fule 83

of the Medical Devices Rules,
a7, to [melude the BEuropean
Union among the recognised
stringent regulatory jurisdic-
tlona for waiver of olinical inves

that doing so wounld hurt export

Bexihility and delay shipments. : tigation requirements.
“Manufaciorers will be forced bp S5 With EL's inclusion, madicaldevi.
walt for sterilization by the speci- ces approved in Europe can beneflt
firoan waiver provisions in fndia, fs-

fic subcontractor whose licence
mumbar is printed on the packs-
ging, removing the fexibility to
choose the fastest avallable facili
iy This could delay shipments by

cilitating faster paticnt access toad-
varesd medical tech without requi-
ring a fresh rowmd of clinkcal inves
tigations, the ministry said



centre moves to
medical device regulations,) -

[ Bindu S
NEW DELHI

jan Pera

The Union Health Ministry
has proposed amend-
ments to the Medical Dev-
ices Rules, 2017, to pro-
mﬂ!.'E ease of dﬂi.'ﬂg
business. The amend-
ments seek to simplify reg-
| ulatory requirements,
standardise testing fees
| and facilitate faster market
access for eligible medical
devices.
' The Centre has eased
. regulatory requirements
for medical device manu-
facturers by removing the
need for a separate licence
for outsourced sterilisation
and expanding the list of
countries and regulatory
jurisdictions whose appro-
vals can facilitate waiver of
clinical investigation re-
| guirements in India, a re-
' lease issued by the Minis-
try said on Monday .

Under the proposed
amendment to Rule 44,
manufacturers that out-
source sterilisation of their
medical devices to a facili-
ty holding a valid licence
under the Medical Devices
Rules, 2017, will no longer
have to obtain a separate

i

The change is intended to
balance regulatory oversight
with ease of doing business,

loan licence for the sterilj-
sation activity.

Earlier, manufacturers
had to secure a separate
loan licence even when the
outsourced sterilisation fa-
cility itself held a valid li-
cence. The government
said removing the duplica-
tion would reduce paper-
work, administrative bur-
den and compliance costs,
particularly for manufac-
turers without their own
sterilisation facilities.

However, a traceability
requirement has been re-
tained. Manufacturers will
have to mention the li-
cence number of the steril-
isation facility on the med-
ical device label. A
six-month transition pe-

simI)l}fs/

A
riod has been provided to
allow companies to modify
labels, packaging and relat-
ed processes.

The government said
the change was intended to
balance regulatory over-
sight with ease of doing bu-
siness by retaining traceg.
bility while simplifying the
licensing framework.

In another change, the
amendment to Rule 63 in-
cludes the European Un-
ion (EU) among the strin-

gent regulatory
Jjurisdictions  recognised
for waiving clinical investi-

gation requirements for
medical devices that do
not have predicate devices
in India. The provision al-
ready recognises the Unit-
ed States, the United King-
dom, Australia, Canada
and Japan. With the EU
now included, medical
devices approved in the EU

that meet the eligibility |

conditions can benefit
from the waiver provisions
in India. The move is ex-
pected to reduce regulato-
ry timelines for importers
and manufacturers and fa-
cilitate quicker availability
of newer medical technol-
ogies to Indian patients.
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’“| MaI!i pur awaits Centre’s
decision on Census 2027

Mam _Meitei.ﬂaga groups demand NRC to be compiled first; govt. sources say review of situation
| likely in coming days; Manipur HC to hear PIL. petition by Kangleipak Students Association today

Vijaita Singh

NEW DELHI

anipur is awaiting
a decision from
New Delhi regard-
ing the upcoming Census
exercise, which remains in
limba in the State amid the
demand by several Meitei
and Naga civil society
| groups for a National Regis-
ter of Citizens (NRC) to be
compiled first. With the
Registrar General and Cen-
sus Commissioner of India
| (RG&CCT) yet to spell out
| the future course of action,
a government source said a
- review of the situation is
| likely to be held in the
coming days.
| On Monday, following a
Public Interest Litigation
(PIL) petition filed by the
| Kangleipak Students Asso-
ciation, the High Court of
| Manipur constituted a Spe-
| cial Division Bench of Chief
Justice M. Sundar and Jus-
tice A. Guneshwar Sharma
1o hear the matter on Tues-
day at 2 p.m. In a notifica-
tion issued on Monday, the
court said the Special Divi-
sion Bench would sit exclu-
sively to hear the petition,
The first phase of the
Population Census 2027,

Women take out a rally demanding implementation of & National
Register of Citizens before the Censas in Manipur on Monday. ani

House Listing and Housing
Census (HLO), is scheduled
to be held in Manipur from
September 1 to September
30. The training of enum-
erators has been halted in
the State due to opposition
and protests by several ci-
vil society groups.

The self-enumeration
portal was scheduled to go
live on August 17, but is yet
to becomé operational.

“A decision from the Un-
fon Ministry of Home Af-
fairs (MHA) is awaited. The
RGI office will assess the
situation and there will be

some clarity soon,” said a
State government official.

Delimitation anxiety
Though the Census is not
an exercise to determine

citizenship and counts all
individuals irrespective of
nationality, there is anxiety
among a section of people
in Manipur that the next
delimitation exercise,
which will redraw the
boundaries of electoral
constituencies, may take

into account the latest Cen-

sus data in a manner that
could disadvantage the
Meiteis and small tribal
Communities.

Manipur has three ma-
jor communities — the Mei-
tels, the Nagas, and the Ku-
ki-Zo people.

At least 14 civil society
groups representing Mei-
teis, Pangals (Meitei Mus-

lims), and the Kom and

Rongmei tribes, among
others, are in Delhi to seek

an audience with the
Centre. The group also has
representation from those
displaced from their
homes as a result of the
ethnic viclence berween
the Kuki and Meitei com-
munities that started on
May 3, 2023,

Former Manipur Chief
Minister N. Biren Singh,
who met Union Home Mi-
nister Amit Shah in New
Delhi last week, said peo-
ple are apprehensive that
the “presence of illegal im-
migrants in the State has af-
fected demographic imba-
lance” and that while
people are not against the
Census, they want the NRC
first.

The Congress party 'on
August 20 sought the post-
ponement of the Census
exercise in Manipur, citing
continuing violence and
the displacement of thou-
sands of people.

The Kuki-Zo Council, on
the other hand, said that to
rebut the “falsehoods and
propaganda surrounding
our population and demo-
graphic status during the
Manipur conflict, an im-
partial Census is essential
to establish facts and dis-
pel unfounded claims”,



Public health work must

g0 beyond advisories

! s swine ﬂums&arisemmenaﬁnnajmpital.ﬂle '\}

administration has advised people to wear masks
crowded places, wash hands frequently, avoid

contact with anyone who appears to be infected, and
consulta doctor if they develop flu-like symptoms. Such
advice may be useful, but the larger question remains
unanswered. In cities defined by density — where
people live, study, work, commute, shop, and socialise
in cimehrp&ckﬂd Spaces — can close contact among

strategy, but that was a once-in-a-lifetime pandemic
needing extraordinary measures, including lockdowns,
travel restrictions, alongside masking, testing and other
interventions. Influenza A (HINI), by contrast, isa
seasonal viral circulation that public-health systems
should routinely manage. Annual fiu shots can prevent
outbreaks (and boost herd immumnity), but they are
expensive, with the cheapest costing around 71,000, The
government could consider vaccinating at least
frontline health care and sanitation workers, though.

The challenge is also one of India’s urban governance.
Overheated spaces, flooded and potholed streets,
overflowing drains turning into vector-breeding sites,
and toxic winter smog are treated as seasonal woes,
Density isn't something governments can control, but
ensuring that growing populations are adequately
served certainly is. Urban built environments can be
dense, and still be managed for public well-being,

The Covid-19 pandemic exposed entrenched health
inequities in India. To address these, our cities need
guaranteed access to primary care and testing in every
neighbourhood. Markets, public transport systems and
other crowded spaces need practical infection-contro]
protocols, activated when outbreaks occur. Severely
compromised public hygiene needs stronger municipal
systems, better housekeeping, and greater public
participation. Mere advisories that place the onus on
the population can't be the only government action
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How much healtﬁ

cover is

good for you and your family?

What An lliness Can Cost You

T hen 16 vear-old
/' Gagan Kapoor foend
J erof 8 Gurugram.
¢ based marketing con-
sulcney firm. s an
squainthnoe’s family grapple witha
medica emergency thad left them witch
o hospital bill of tver Bs 55 lakh 6 e
pie ol ¥ears g, it prompied kim to
Eike & clader bsak a his own health io.
surance “They strugrled 1o arrange
thi fundks. and many of us givched o [
would never want my famly o foce
suach o crisis.” myvs Eapoor who has a
R4 1 ereire bealch insuranee awer
With indusicy estimares pegeing
el medical mfiachen it coaniry
al L2 14%, health insarmmes indusiry
wurchers believe o Be 5-10 sk b inde-
pendent health cover often consideped
adequate @ the preCovid-1%erm, @no
benger sufficient <4 singde cardiee pro-
cedure or CanGer teatment eyele ino
metrd hospieal can exeesd Rs 1535
lakh,” zays Amarnath Saxena, chief
aechnical offbcer (commercial). Bajaj

Feneral [nseranime

Size & Health History

5o how shonild you estimato the right
s nsured needed? Mahavic Chopra,
founder. Beshak ofg. a researeh firm
focused on recail Insurance, belisves
the minimum coverage should be
lirked toyvoarage. 1 & 3-vearald fesls
Bs 5 lakh ds adegusste for oday's hospi-
tal bills. then he shonld calculate whas
cover e would peed at, say, 50
Applving sax aflanened 6-4% indlation
over the Teest 30 years, he would probe-
by meed Bs 1623 Inkh. ™ e explains.
Maxrmurn coreragse esded will depend
mﬂltrd.u]:ﬂ.m the higher thie ermes:
10 Orcer Lo LOVer majer medical emer
Eencies — and vour ootlook.

“Mlost people take A small cover
whip ey afe vining and increase i as
thex ape. This approach shoald be re-
vereml Yoo are planming for S vears,
Aol 157 savs Paneet Oberol, founder,
Fimwniser Services. His retiona e is that
I s iklfeees b diapsiosssd along the wax,
a5 voua aps. increasing the cover will ba
dafficulr. 5o the cover boaght &0 25
wWhed vou are healthy oftfen becomes
ﬁim‘m’ipﬂr‘iﬂn ke Bruck with ar &,
sired] for & realiey that's decsdes oot af
date. " he adds

Farmlly health Bistory and current
health stares also matier [ vou are
planning io buy & family Toster policy
— et cves maftfple members un-

der obe plan and is economieal — yoo
will need a hikgher sum inswred. B ks
bt b by @ s parmne cover Tor elderky
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Special imfuctions [ 138 lakh
Midney, urieary and reproductive disorders [ 1.13 Lakh
mlhﬂ'wﬂuﬁum-]ﬂ“
Diiahertes, thyrsad & Md’m-ﬂm
MWEWHMMEE-M
Idwﬂm&ﬁqr.m
m.&mam.m
E:n-:lmrdm.u'm
Pregnancy & chddbinh i 51,000
 Others unclassified [ 46,000
Hﬂhﬂ'ﬂmlpmﬂm'n“
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Reasons for buying high-value cover

Anoop Kumar Madan, 48
Deihl
CED, Simplichy Projects, a
manufactisring firm
Health cover:
* Rs3crom

- LY

‘ The rising cost of medical
treatment procedures
necessitates a large cover

paFens, 88 [Rrge &8 Vor Dibdgey psr-
mits. “Their fregoeot treatment Bx
ponses could exhaus the sum ineared,
leaving the rest off the Ry withous
cover the yoar  svs
Lhddhrerih Singhal, head of healih in-

surRnoe, Polbor o oom.
Alsg, tremimen prosedilees U e

LG TR
Founder, marketing consaittamcy fmm

Health covet:
" Rs 1 crore, esclding
. v Cumulstive bonuses
i Certain ilmesses and
procediires can wipe oot
smaller covers of R 5-10L, s0a
high-value cover is essential

it can bee costliec “ Such indivedu-
gls should comsder a minimom cover
of Hs 15-Hakhi, while thoss 6 amsllec
cities iowns may find Bs 10 [akh ade
Fuae” sayvs Saxena.

Singhal recommends 8 minimam
wenver of Bs 35 lakh i voo Bhve in ometmn
el Flesp in maned. howeyes, thad youwomay

TR i Drevew] tom T ety o achvouroed
grvevdares vhat snay ot be snilable (5
your T, Also, i vou prefier rge, pei-
e hospitals ard premium or private
P, Yo Cover pigv o e higker

The Bz 1 Crore Duestion
Even iff vouage convinosdof the wmboeof.
=y B2 | CEie obdvr, vorn reed oo decads
W hither too pi for n single, large coveror
acomshinabon of & sanalier bose policy
mil & larger saper topup These add-cn
plans whichame more poseefectne, kick
in o agEreEa e clams for the yesr ex-
ceed the chosen deductibbe Timit (hase
e insnredd o owm Pursdsh, A beseof Bs
10 lakh, with @ large super top-op. izl
right airsiegs Forane, it keeps the pre
mium o mmmedaatehy, ™ says Chopra
Alea, it helps when premiums for the
lhaze cover become disproport] ona ey
nigh — s ekmllenge many senbor citisns
currently foe “The premium s close o
2 of tha hase coverage (0 sverad cas-
=l Insuch siuations, droppingthe ase,
b retainirg the sopeT iopoup can b of
i Bedp,” eoplains Chegea
However, views on the right chaice
vary “IF affordahilioy permie, Boy &
aidMicientdy Mg single health cover
rather than combiming 2 small base
oover with a large cop-up This ¢6 en-
fure smearher ciakless claim proeess-
g " sayvsSinphal.

Unfimited Covers

Wil H voiz never had bo worry aboat
e adequacy of FoUr COVETR S $VEE N
the fature® That's the propeaition of
unlimited polici=s offered by compa:
ries ke ICICTE Lombard and % om Bupa.
However, this rensaiee an uriested eag-
eRary Even 6 premyims appesr affeed:
abde polay particulary when vouw are
ViR ger st remevwal premiom hikes
could render them wnalTordabls

Moreover, iF tnsurers find auch prod-
uets unsustanabile anl withdrw them,
Unirs 18 G ekraniee that comparable
plans will be svallable for migratkon

Also, choosing an sdeguars sim in-
suwred is nod emodgh; review it at beast
ETErY [We Years or after life.stage
chamges, yuch as marrioge, childesen or
relirement. when high-oosn heslthons
nesds may arkee anid the emplover-pro-
vided coverage may cease.

Healthcare Fund As Back-Up

Ower time. ook to creaie & separate

healtheare fard ta meel expenses thai

your healh policy may oot cover, after
necorpling for medical indision. 1k on
I’IH_IZII:UITLEI:D':;I:I\:I.I' bl i yoar claim is
rejecied o TenEW Al Premiums Ciee -
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