MINUTES OF THE 27" MEETING OF THE APEX COMMITTEE HELD ON
06-04-2016 UNDER THE CHAIRMANSHIP OF SECRETARY, (HF&W) FOR
SUPERVISING CLINICAL TRIALS ON NEW CHENMICAL ENTITIES

Present:

. 1. SHRIB.P. SHARMA .

Secretary’
Department of Health and Family Weifare
Minisiry of health and Family Welfare &
Chairman, Apex Commitiee

2. DR. SOUMYA SWAMINATHAN,

p Secretary, DHR, & DG ICMR

3. DR. JAGDISH PRASAD
DG, DGHS

4. SHRIK.L. SHARMA
Joint Secretary
Department of Health and Family Welfare

SPECIAL INVITEES:
1. SHRI K.B.AGARWAL

Addl. Secretary (F&D)

Ministry of Health and Family Welfare
2. DR.G.N. SINGH _

DCG(l), FDA Bhavan, New Delhi
3. DR.S.EswarA REDDY,

Joint Drugs Controlier (1), CDSCO
4. Dr.V.G.Somani

Joint Drugs Controller (1), CDSCO
5. R.Chandi‘ashekar,

Dy. Drugs Controller (1), CDSCO

| hitiating the discussion, Chairman, Apex Committee welcomed the members
of the Committee and special invitees to the meeting. Thereafter, the Committee
deliberated upon each of the agenda items and recommended as following:







Item No.1

Proposals of Clinical Trials reld ed to New Chemlcal Entitlee (NCEs)_ o
recommended by Technical Cemmdiee A
!\

1) Proposal No.1 ™ o kT

. A multicenter, randomized, doubleablmd placebo contro![ed phase - o
study to evaluate the efficacy, safety and tolerability of Serelaxm when

added to standard therapy in aoute heart failure patients

The Apex Commiitee, after deta:led dellberetlons .concurred wnh the"" 5

recommendations of the;_ Te_o_hntg{al Committee for approval - of C'Fn_lcat tial.
protocol for conduct o_f_the study (l_betaifs at A”nexure;l),. ' o DI

R s

2) ProposalNo.2 {;

Efficacy and Saf‘ety of Semag{utlde versus Dulaglutide as add-on to,_ _,.‘-:
Metformin in subject with type.‘?dlabetee S

The Apex Committee, efte: de‘talled dehberataons concurred wﬂh ‘the:‘g"-'-;'
recommendations of the Technlcal Committee for approval of clmlcal tna{'

protocol for conduct of the etudy (Detaue at Annexure I)
* aé.
3) Proposal No3s ‘5 1
N

A 96-week, prospective, multlcehter, randomised, double- blind placebon,-;‘ =

controlled, 2-parallel groups, phase 3 study to compare efficacy and o
safety of Masitinib 4.5 mg/ky/day versus placebo in the treatment of " -

~ patients with pnmary -progiassive multiple scleroels or relapse-freei o
: secondary prograssive multlpie ecloros:e RE

The Apex Commlttee “after - detalled dehberetlone concurred with the:"

recommendations of the Techmcal Committee for approval of clmlcal tflali -’

protocol for conduct of the etudy (Detalls at Annexure-l), with the obsewatlon

that in future, where any recommepdatlon is' made for lmposmg any addltlonal
restriction including conduct of Yﬂa;!s in the Government sstes the ustlﬂcajlon |

for that may be included in the mlnutes

€

4) Proposal No.4 = e

W
i

A Phase Il Clinical Study to ussess the efficacy and eafety of thev

Genopep 1 (Issar 1) In a non-randomized, open-label, single-arm, muiti-
Centre design in Indian adult patlents with ReIapeeleecurrenﬂResistant L

Solid Tumours

L
e L TR -




The Apex Commites, after detailed deliberations, concurred with “the

. . recommendations of the Technical gommitiee for approval of clinical trial

protocol for conduct of the study, (Details at Annexure-l). The Committee
_ further observed that the IND Commlfte.e should be suitably strengthened and
_' the IND proposa[s should be directlyg ptaced before the Apex committee and

. these need not.be p!aced before the Technical Committeg. The Committee

_also declded that DGHS may be co- opted in the IND Committee.

'Item No.2.
" Proposals for Clinical Trial Walver m indian population for approval of

new drugs and devices falling under the category of drugs, which have

)  already been_ approved outside India

A Agénlda relating 't_o local clinical trial waiver of medical devices in cases
where it is approved by the regulators of ICH countries was postponed and
§

. B. Ten Ptoposals relating to local clinical frial waiver of new drugs and
- devices falling under the categery of drugs, wmch have already been

' approved outside India

wil be'taken'up on 7-—4-2016.

< Proposal N01 Datunavii Ett?anolate film coated tablet . 800ing
;(Addltlonal Strength)

_The Apex Commlttee aftel deta;led dehberatlons concurred with the
‘ tecommendations of the Technlcal Commlttee for walver of local clinical

L trtal (Deta:ls at Annexune Ili)

H gy
[

' Proposal No.2 Deferasnox Ftlm coated tablets 90/180/360 (Addltmnal
dosage form and strength) :

x The Apex Comnmittes, after dettailed ‘dehberatuons concuried with the
recommendattons of the Techmcatl Committee for walver of local clinical

, tﬂal (Detalls at Annexure -Ith).

- Propasal No.3 Methadone Hydmchtoride Oral Concentrate BP Smg/
10 mg per ml &Methadone Tabigis IP 5mg / 10 mg (additional

: _ind:cation)

The Apex Committee, after detsilled deliberations, concurred with the

recommendatlons of the Techmcal Commuttae for walver of local clinical

trial (Detalls at Amexure-llf). 1




5

i 4:‘.'&

i

Proposal No.4 Tmtmplum Berlde Inhatar 9 mcg and Tlotropillm
Bromide Rotacaps 18nicg (Addlttonal indication).

The Apex Corminittes noted ’fhat no evidence is avallable regardlng'}. :

approval of the drug for Asthma and keeping this in wew did not approve__ cnd

the waiver of local clinical tnal

Proposal No.5 Teiptorelin ; for injection 22 5mg (Lyophllized) o
{Additional strength) 3!; . L

The Apex Committee, af{er detalled delsberatlons concurred wnth fhe L

recommendations of Iechnlcal Commlttee for walver ‘of local clinlcal trfal S

(Details at Annextrre- Ill) S

Proposal No,6 Deng gue tetravalent vaceine (lwe, attenuated) "

The Apex Commiltee noted 1 at clinical trial cited as ewdence m the’;’f-:_.'-'
present case Is not sufficient o waive conduct of clinical f“al lﬂ the

country. ' T

R -._h _!‘

Proposal No, 7 io 10: e
- 3 '4}

® Palboc!cllh Capsule 75mgl 100mg/1 25mg

o Trabecuiar Metal TIM, ;Ardls Interbody System Soli_d and_
Trabecular Metal TV Ardes Interbady System (Graft) R

s Implantable Eal!oon V’_

o Pulsecath lvac3l e

Conmderahon of the above four proposals‘wa’s, postponed_ to the: next’

meetlng on 74 2016 oL

s

aJ

The meetlng ended with vote ﬁf thanks to and from the Chanman

RN !?

T d




By .r,"ecb_mmé:néll'étions' of th

fégs;if_j_ : B B |
l;igt_of 04 cases of clinical trial of NCEs
¢ Technical Committee in‘}gité’ 31! Meeting.

Isropos“al

- Noo 1

: Deté‘ulls of the proposél

g

A0
& . -
oy

“Annexure-l- \‘}66 \

‘along with their evaluations and

Assessment of th'e_-'Prop'usal vis

-a vis specified Parameters

3 . .-
(11

Recominendation
1. Technical Commiitee
2. Subjpct Expert Commitiee

- JIND Committee

u?:i%1é:

. :l\_lame:df‘t_hé Sfplénsojr: |

| Same as above - '
| Name .
| Pharma
| 'schaffhauserstrasse -
| GH-4332 Stein, -

| Titte:

1 Name of the Drug:

‘Serelaxin (RLX030)

Frotocolri’\lo D

| CRLX030A2302
{Phase of the Study:
|Phase ‘llf. -

- Name of the Applicant:

> | Novartls
~*| Private Limited

. Healthca’re:

‘ the
_Novattis
AG

- of
Manufacturer:
“Stein

Switzertand. :
Name of the countries
where the study is

ongoing:
~'Malaysia, Philippines,

Singapore, Talwan,
Thaitand

A muiticenter,
randomized, ~ double-
biind, placebo controlled
phase |l study to

1 avaluate the . efficacy,
| safety and tolerability of |-
| Serelaxin when added to |
~“I'standard therapy in acute | -

heart failure p_'s\tients .

Risk vs. Benefit to.the patients:
The safsty profile of the study drug
from preclinical phariacolagy,
single dose, repeat’ dose toxicity,
reproductive toxicity ‘and phase |, i
cliniical studies justify the conduct

-1 of the trial.

nnovation  vis-ilvis = Ewisting
Therapeutic Optio: The purpose
of the study s to’ evaluale the

| efficacy, safely anii tolerability of

serelaxin when added o' standard

S ] 3 -J . N »
1 therapy In acule’ fieart . failure
' (S

patients. o s

1
1

- . b
Unmiet Medical Need in the

country: The tg‘:?t‘ drug: may
| potentially provi(_]e_; " glternative

treatment option n acute heart

failure when added. to standard |

therapy. oy

4. -Recommendation of SEC
After detalled deliberation the
comimittee recommended
conduct of the study as per
protocol. The patients should be
explicilly informed that the cost
-of standard treatment needed for
ci1r0ntc heart failure shall be
borne by the patients.

2. Recommendation of the
Technical Committee:
After detalled detiberation, the
Committee recommended  the
conduct of the study as per the
SEC recommendation.

‘Name of the Drug:

| Semaglutide
1protocol No: NN9535-
14216

Phase: HIb R
Name of the Applicant:
Novo Nordisk india

| Private Lid.

Riék :versils ééne}ﬁf to the

‘patients- The safaty profile of the

test drug from preclinical studies
including.  single}. dose toxicity,
repeat dose toxigity, reproductive
and developmerftal toxicily: and

Clinical Phase |,"l & llia studies,
justify the conduct of the study.

1 Recommendation of the
SEC: After detailed deliberation
the committes recommended
conduct of the trial subject to the
following conditions:-

I~ -Dose titration with
Dulaglutide in line with the
_ approved prescribing

TN




Naine of the Spons oy
Same as above

Nanig of the
Manufacturer: Novo
Nordisk A/S,

NovoAlle, Bagsvaerd

Denmark T
Name of the countries
where the study is
ongoing:

USA, UK, Finland
Ireland

and

Title:
Efficacy and Safety of
Semagiutide versus
Dulaglutide as add-on i
Metformin In subject with
type 2 diabetes.

it

Name of the Drug; -

Masitinib Mesylate
Protocol No : AB07002

Phase of the Study:
Phase Il

Name of the Applicant;
Maya Clinicals, Cyber

Heights, Behind TDP

| Office, Flat No: 604,

Road No: 2, Banjara
Hilis, Hyderabad - 500
034

Name of the Sponsor
AB Science, #3, Avenue
George V — 75008, Paris
~ France, .

Name of the
Manufacturer: Excalla
Gmbh, Numnberger Street
12, Feucht -90537,
Bavaria, Germany.

Name of the countries
where the study is
ongoing:

Germany, Greece,
Morocco, Poland
Romania, Spain etc

I

Title:

A 96-week, prospactive,

| therapautic option. The purpose

| treatment of patisnts with primary

,‘:;

e
U

Insiovation? vis a vis existing
therapdutlé; option- The purpose
of the stufly is to evaluate the
sfficacy"andl’ safety of semaglutide .
versus duldglutide as add-on to | .
metfortiiin- i subjects with type 2

diabstes.

80

Unimet neett- The test drug may
be an alternhtive treatment option
in subjects with type 2 diabetes,

K conduct of the study as per the
4 | | SEC recommendation. = - -
Ty, . - j_

nforiation. Accordingiy T,
modifled. o L

sites. -

2 'Recommendation
Techhical Comimittee: R

After  detalled deliberation, the
Committee recommended the

% trial sites must be govt

of the

Benefit to  the
patients- Th'.safety profile of the
test drug from preclinical studies
including 'single  dose toxicity,
rapeat dos?e't_gxicity, reproductive
& carcinogenicity and Clinicaf

Risk™ versus

from a

so Il studies. justify | 9etaled - deliberation ' 'the
:T_I};a:sngﬁ‘ctpoi}‘:ﬁe H{:(;udfes, 1088ty | ormmittee opined that Masiiinib.
‘ ory e stuay. has . - teratogenic .. - Lang.
Innovation, vis' a vis existing | Carcinogenic potentials in anima)

of the study s to compare efficacy | Imited

and safely - of Masitinb 4.5
mg/kg/day verstis placebo in the
treatment of patients with primary
progressive or relapse-fres
secondary . progressive muliple
sclerosis

Phase

Unmet need- Tff;le test drug may
be -alterative “*oplion * in the

progressive. ' or  relapse-fiee
sacondary prrogw';essive mulfiple

i L
sclerosis b :

:-. : ’
.

2

T

Hence,

1. Reécimﬁzenda'ﬂoﬁ ‘."6_f':‘_‘;th;é;
SEC
14.07.2015:

The firm presented éafety data

-Studles, - several side - sffscts,”

the phase Il study. shoyld- be
conducted in India before taking

above indication, R
2. Reéomméﬁdétidn_ éf '.-t'h'é
Technical Committge: 5

After detalled dellbsratior, - tho. .
Commiltes noted the following:-.

- There are significant |* .

Indla

" great

Committes held “on |

phase Il global trial. After

fiuman experience hence |

it tial in India for the |

The recommend
the SEC Lo
The Phase i trialjs:
‘ongoing in a number of

countries - - . ]

ation . of '_

number of patients with [ -
Muitiple Sclercsis ~in |
and - Multiple
Sclerosis is an area of |
unmet medical

need.

the Comr:r.i‘ft'_teé | e

j} .?:‘ : 1




|groups, phase'lll study to
- |compare  efficacy  and
safely of Masltinib 4.5

“Tmulticenter,  randomised, & recommended that penmission
“1double-blind, placeho- | may be granted to conduct
controlled, 2-parallel ! phase Hll study fn India based on

the already available phase Il
clinical trial data done in France
in 22 patients where 7 out of 22

- mglkglday versus placebo . patients  showed  significant
-~ in the treatment of patients y improvement from this
. |with  primary * progressive " treatment,
[{inultiple - . sclerosis = or ! ‘ '
- |relapse-free sacondary - .
. .. |progressive mulliple ' ‘
.. |sclerosis. i '
' 1. Recommendation of tiie IND

| Name of the Drug:
Genopep -1 -

Protocol No :
Issarf2012/01
Phase of the Study:
Phase |l

| Name of the Applicant:

.. |'I8SAR Pharmaceuticals

- | putitd Serene
- | chambers,3" floor ,

| Road no.5, Banjara.

- | hills, Hyderabad-aoo
| '034 Indta

- | Name of tlié'SpTIfSDr:'_
3 Same as above .

Name of the
| Manufacturer: Same as

~-| above

Title:
A Phase |l Clirical Study

. o assess the efficacy and

. |safety of the Genopep 1
- [(Issar

- ar 1) in a non-
" |randoinized, - open-label,
. |single-arm,  -mulfi-Csnlre
“|design: .in Indian adult

“|patients * with Refapsed/

“. " |RecurrentResistant Solid
Tumours :

Assessment of risk vs benefit to
the patient: There Wwas .minimal
risk to any patient orsthe phase 1
study. Since the stldy group is
advanced refractory -or resistant

cancers,

| treatment

any

ar

rgsponse
red luction

o
in

symptomatology w;lhf,be of  great

patients.

Innovation

,'ﬁ. e

VES-a»\}{s

‘benefit to the - lived of cancer

existing

therapeutic optlon:’ LThere s no
diug in this class of campounds in

clinfesl
mnovatlve

use, Hence |t

is truly

The' mechanlsm of gastian being

dilferent, the drug may have. high -

activity in patients who have {atleci
multipte lines of cancgr lherapy

_Un_.mei medical nked I the |-
country:  Relapsed = refractory
cancer palients. bften suffer

emotionally and physically- from
severe symploms from. advanced

‘cancer. Very few ' avenues of

treatment except palllatwe and

symptomatic

treé ment

are

presently available. A drutg from a

new class of ‘agenis (membrane

lylic peptides), would therefore he

a welcome

addlljon

treatment armamentarium.

o

the

Committes:

After detailed deliberation, the
Committee  recommended  for
giving permission for  the
proposed  study subject to
condition that haemolytic anemia
should be monitored during the
study.

2. Recommendation
Technical Commiitee:
The Committes deliberated the
proposal and opined that the

firm may be asked to clarify the
following for further deliberation:

»«The firm shall specify the

of the

types of patients and the types

of tumor,
» Whether the  proposed
treatment is post surgical,

monotherapy or as an adjuvant
therapy.

> Proof of efiicacy of the drug
in . tumor reduction in animal
model. ‘
Accordingly the firm  has
submilted response to the above
uery “and the proposal was

deliberated in the Technical
Committee. |

Recommendation  of  the
Technical Committes:- The
Commitlee  noted the
explanation submitted by the
firm and recommended the

‘conduct of Phase Il clinical trial

as per the recommendation of

_ the IND Commitiee,
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Annexure-lll
Recommendations of the 10 cases of Clinical frial waiver in Indian populations:
Sr. no, Name of the
] Firm holding 1.Recommendation of the
Details of Ithe permission Indication Technical Committee
proposals outside the 2. Recommendation of the SEC
country
1. Darunavir M/s Janssen | Darunavir (800mg) co- | 1. Recommendations of
Ethanolate  film | Pharmaceutic | administered with | the SEC: Firm also presented
coated tablet | als, Inc, Ritonavir BE study report conducted fed
800myg UK {Darunavir/Ritonavir) as well as fasfing state
(Additional and with other anti- | comparing their product vis-a-vis
strength). retroviral agents, is | innovator product. This product
A : indicated for the | is also approved by USFDA and
Name of the treatment of HIV-1| EMA. The commiltee noted that
applicant: Mfs infection in  adult|{ Darunavir 300mg and 600mg
Cipla Limited patients only. ‘ tablet are already approved in
the country, After detailed
Regulatory defiberation, the committee
status: The drug recommended for approval of the
is - already Fropoied streggtrtn. l;lowe\lrsr t?e;
i ; irm shall conduct phase |V tria
approved in India. and shall submit the Phase {V
CT protocol before marketing of
the product in the country.
2, " Recommendations  of
the Technical Committee:
After detailed deliberation, the
Committee recommended for
waiver of local clinical trial as per
SEC recommendation.
2, Deferasirox  Film | Mfs  Novartis | Deferasirox film coated | 1. Recommendations  of
: Coated Tablets Hzailhcare Pvt | tablets indicated for:- the SEC The committee noted
90/180/360mg Ltd. o . i that this drug is already in the
(additional Switzerland ;I;(r)iatr::;tb;; gi{:;ontl(c) market since 2007 for the same
dosage form & ' ; : . indications. The proposed new
strength) blood fransfusion |  formylation has been shown to
(Transfusion supra bioequivalent in three
Name of the Haemosiderosis)  in | clinical studies conducted in
applicant: patients aged 2 years | USA, Subsequently this new
Mis Novartis and above. formulation (Deferasirox Film
Healthcare Pvt Ltd. . coated tablet 90/180/360mg)
oTreatment of chronic| has been approved by the
Regulatory ion  overload  in USFDA in lower doses as
: The drug : I proposed-by the firm.
istatus T read patients  with  non- ,
S oved i Indis y transfusion dependent | The committee deliberated in
-approved in India. thalassemia  (NTDT) | details and recommends for
syndromes aged 10 a?;go:‘/al of imp?Irt and mzrl;eg?gt
of Deferasirox film coated table
years and older. 90/180/360mg for the already
approved _indication. The CT

#333
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waiver was also recommended
as the Indication for the new
formulation is same and
adequate clinical data fo show

the bio- equivalence was
presented  for  the  new
formulation.

2. Recommendations of the
Technical Committee:

After detailed deliberation, the
Committee recommended for
waiver of local clinical trial as per
SEC recommendation.

Methadone M/s  Roxane | Indicated for the | 1. Recommendations  of
Hydrochloride Oral | Laboratories | treatment for  Pain | the SEG:-

Concentrate  BP | inc, Columbus management and | The commiltee noted that
Smg / 10 mg_ per palliative care. Methadone is approved by
ml  &Methadone CDSCO for the freatment of
Tablets 1P 5mg / opioid dependence and
10 mg (additional maintenance  treatment for

indication)
Name of the
Applicant:  M/s
Rusan Pharma
Limited.
Regulatory
status: The drug
is already

approved in India.

opioid dependence on 01-06-
2002 with the condition that it is
to be supplied to Govt. or Govt.
approved de-addiction centers
only. It is also listed in essential
Narcotic drug list. Further both
oral tablet and liquid formulation
is already listed in IP 2010
under the category of opioid
analgesic. This formulation is
already .approved in USA and
UK for moderate to severe pain
management. The - committes
deliberated the specific utility of
this drug for chronic refractory
severe pain. In view of the utiiity
and the unmet need for
management of chronic
refractory severe pain, the

committee recommended the
use of Methadone
Hydrochloride P Orai

Concentrate 5mg/tOmgmL &
Methadone Tablet IP 5mg/10mg
for the following additional
indication, that is, “Chronic
refractory moderate to severe
pain”. This drug should be
available as per GSR 359(E)
dated 05-05-2015 of NDPS act,
1985 (Ministry of Finance). The
drug should be prescribed by
physicians trained and
experienced in the management
of chronic pain. The package
insert should have the boxed
warning for all serious toxicities

@ q




of the drug. The commitiee also
noted that the 1000 ml pack
size should not be permitted for
use in this additional indication.
2 Recommendations of the
Technical Committee:
After detailed deliberation, the
Committee recommended only
for waiver of local clinical trial

Bromide Rotacaps
18mcg

(Additional
indication).
Name of the
Applicant: M/s
Cipla Limited.
Regulatory
status: The drug
is already

approved in India.

in adult patients with
asthma who are
currently freated with
the maintenance
combination of inhaled
corticosteroids (2800
meg budesonide/day or
equivalent)y and long-
acting 2 agonists and
who experienced one or

more . severe
exacerbations, in  the
previous year.

- combination of

for the indication “Chronic

refractory moderate to severe

pain’ as per SEC
: recommendation.

4, Tiotropium Mis Cipta | Indicated for _ the | 1. Recommendations of the
Bromide Inhalar 9 | Limited. {reatment of an add-on | SEC:- The committee opined
meg and maintenance that, this drug is already in use
Tiotropium bronchodilator treatment |  for COPD since 2003 in India. 1t

is already listed in guidelines of
National and international
professional bodies as add- on
fherapy for difficult to control
asthma. The committee also
opined that options of add-on
therapy for difficult to control
asthma is limited, hence the
committee recommended this
proposed indication can be

considered for wavier of clinical’

trial, The committee felt that
conducting additional clinical
trial may not get any new
information. Thus, the firm can
be given permission to use this
drug as an add-on therapy for
difficult to control asthima in
adult patients, which should be
highlighted prominently in the
label. Therefore the committee
recommended for the following
additional indication -Tiotropium
is - indicated as an add-on
maintenance .  bronghodilator
treatment In adult patients with
asthma who are currently
treated with the maintenance
inhaled
corticosteroids (2800
budesonide/day or equivalent)
and long-acting 2 agonists and
who experienced one or more
severe exacerbations in the
previous year. The committee
also opined that Phase v
clinical trial shafl be conducted
in significant number of Indian
patients. '

meg-

L(ﬁ




2. Recommendations of the
Technical Committee:-After
detailed  deliberation, the
Commiltee recommended for
waivér of local clinical trial as
per SEC recommendation.

5. Triptorelin for | Mfs Debio | Indicated for the | 1. Recommendations of the
injection  22.5mg | Recherche SA | treatment  of locally [ SEC:- _
(Lyophilized) Switzerland advanced or metastatic, | This proposal was deliberated in
(Additional hormone ~ dependent | SEC _ (Oncology) and the
strength) prostate cancer. commiltee noted that Triptorelin

(Lyophilized) 3.75mg injection is
' approved by this Directorate.
Name of the Triptorelin 22.5mg is already
Applicant: M/s Dr approved in many countries like
Reddys USA, UK, and Australia. The
Laboratories Ltd committee recommended for
grant Import and marketing
Regulatory permission  for  Triptorelin
status: The drug injection 22.6mg (once in a 6
s alreacy o oenacted mproved pation
. ecte P
approved in India. adherence to the drug.

2. Recommendations of the
Technical Committee:- After
P detailed  deliberation, the
Committee recommended for
waiver of local clinical trial as

per SEC recommendation.

6. Dengue tetravalent | M/s Sanofi | Dengue tetravalent | 1. Recommendations of fhe
vaccine {live, } Pasteur India | vaccine (live, | SEG:- The committes
attenuated) Private Limited | attenuated). defiberated the proposal of the

' firm in detail. The firm has

Name ~of the conducted Phase Il clinical trial
applicant. . M/s in the age group of 18-45 years
Sanofi Pasteur _in India and the results were
India Private accepted by the SEC dated
Limited 08.04.15. Now, the firm has
requested ~ for - Marketing

Regulatory status: Authorization of the vaccine
Approved in without conduct of Phase lli

Philiphins, Mexico
and Brazil.

trlal: The firm has submitted
published data of Phase Il trials
from other Asian and Latin
American countries (Thailand,
Brazil, Mexico etc.) based on
which the vaccine has been
approved in Mexico, Philippines
and Brazil. Although, the
vaccine does not qualify the
requirements of waiver = of
clinical trial, considering the fact
that Dengue is a health problem
of major concern in the country
and can be life threatening in
certain cases, the committee




U

i

2,

recommends for Market
Authorization of the vaccine in
the age group of 18-45 years
only with the condition to
conduct Phase 1V clinical trial in
time bound manner (Protocol
submission within 3 months of
marketing of the product}.

[Recommendations  of
the ‘Technical Committee:
After detailed deliberation, the
Committee recommended for
waiver of tocal clinical trial as
per SEC recommendation.

Palbociclib Mis  Pfizer | Indicated in combination | 1. Recommendations  of
Capsule  76mg/ | Limited with letrazole for the | the SEC:- The -firm has
100mg/125mg. : treatment of | presented the clinical trial data
postmenopausal women | conducted in other counties and
Name of the with estrogen receptor | requested for local clinical trial
applicant: M/s (ER)-positive, human | waiver. It is observed that the
Pfizer Limited epldermal growth factor { drug was approved by USFDA
receptor 2 (HER2)-| as breakthrough therapy for
Regulatory Negative advanced | approved indication. it was also
status: Approved breast cancer as initial | observed that the progression
in US, Macau endocrine- based | free survival is almost double to
' therapy  for  their| that of the comparator drug
metastatic disease. Letrozole. In view of the above,
the Committee recommended
for grant of marketing
permission with waiver of local
clinical trial subject to the
condition that the firm should
conduct a phase-|V clinical trial
in not less than 100 patients
and the firm should submit
profocol etc., within 3 months of
the approval. Further the firm
should submit the data a2
months from the date of
approval of the phase-IV
protocol.
2. Recommendations of
the Technical Committee:
After detailed deliberation, the
Committee recommended for
waiver of local clinical trial as
- per SEC recommendation.
Trabecular Metal | M/s.  Zimmer | System Solid: 1. Recommendation of the
TM Ardis Interbody | India Pvt it is indicated for use as | Technical Committee:

System Solid and
Trabecular Metal
TM Ardis Interbody
System (Graft)

Name of the
applicant: M/s.
Zimmer India Pvt.

an intervertebral body
fusion device at one or
two contiguous levels in
the lumbosacral region
{L2-31} in the treatment
of - Degenerative Disc
Disease with up 16
Grade 1

- After detailed deliberation, the

Committee recommended that
the firm should submit more
clinical trial data generated with
new proposed indication of the
davice.

2. ﬁecommendations of the
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Ltd., Gurgaon

Regulatory
status: The
proposed medical
devices are
approved for
marketing in USA,
Canada and
Australia.

Composition:
Porous Tantalum

spondylolisthesis or

retrolisthesis at  the
involved levels. [t is
implanted using a
posterior or

transforaminal approach
and Is intended to be
used singly or in pairs

with supplemental
fixation. '
System (Graft):

It is indicated for use
with autogenous bone
graft as an intervertebral
body fusion device at
one or two contiguous
lavels in the
lumbosacral region (L2-
S1) in the treatment of

Degenerative Disc
Disease  with  upto
Grade 1
spondylolisthesis or
retrolisthesis at”  the
involved levels. It is
implanted  using a
posterior or

SEC:

The case has been reviewed by
SEC-Orthopaedics in  its
meeting held on 28.01.2015.
The Committee after
deliberation recommended the
firm may be granted permission
for import and marketing of the
product under Rule —122A of
Drugs & Cosmetics Act & Rules
as new Medical Device with a
condition fo submit PMS data in
Indian population to the Ofo
DCG () every 8-months for the
next 3 years,

Accordingly the firm has
submitted the data and was
deliberated upon Technical
Committee,

3. Recommendation of the
Technical Committee:- The
Committee  reviewed  the

published data submitted by the
firm. After detailed deliberation,
the committee recommended

Pharma Pvt. Lid

Regulatory
status: Approved
by Israel and other

European  Union
countries.

Brand Name:
OrthoSpace

between the acromion
and the humeral head or
Rotfator Cuff fo allow
smooth gliding of the
humeral head against
the acromion.

The indications for the
InSpace include:

o Scarred or torn fendon

transforaminal approach .
and is intended to he for ,thf‘a' grant of —import
used singly or in pairs | Permission .as per SEC
with 3uppfementa| recommendation.
fixation.
Committee  deliberated the
cases of clinical frial waivers for
Medical Devices and opined
that the Medical Devices which
are already approved and used
in ICH countries need not be
insisted for local clinical trials
unless there are justifiable
safety concerns.
Implantable Mfs. Encarta | The In Space | 1. Recommendations of the
Balloon Pharma  Pwt. | biodegradable SEC: ' _
‘l:amre t?f the | Ltd implantable balloon | The.committee after deliberation
pplicant: (spacer) is used as a opined that the applic_ant
: P presented thelr case but failed
Ms. Encarta |- spacer to reduce friction | 4" gypmit published data on

efficacy of the product as
desired by the committee. No
randomized trials have been
done so far. The Committee
therefore, recommended that
published data on randomized
control frials need to be
submitted for further review by
the Committee,

B |3




InSpace System

Composition: The
In Space Spacer is
a single use,
biodegradable,
inflatable  spacer
(balloon)  implant
made of Poly(L-
lactide-co-e-
caprolactone).

due to trauma or

degradation,

e Absence of tendon
/muscle or non-
tendon/

functional
muscle
o Ruptured tendon

The firm has submitted the
above asked data and
deliberated by SEC -
Orthopaedics in its meeting held
on 05.11.2015. The Committee
recommended that the firm shall

conduct the clinical trial to |-

generate data on Indian
population; accordingly clinical
trial protocol shall be submitted
to the Committee for further
review.

2. Recommendation of the
Technical Commiitee:

The firm has represented to
Directorate General of Health
Services for consideration of
their proposal for grant of import
and marketing of the device in
the country based on the Global
clinical data generated on the
product. The product s
approved in European countries
(the Netherfand), lsrael, South
Africa and South Korea.

After detailed deliberation, the
Committee noted that the
device is already approved and
being used In European and
other countries as mentioned
above and as such there is no
further -requirement of conduct
of clinical trial in Indian
population for such medical
device. Therefore, the
Committee desired to call the
subject expert in Orthopedics

“for . deliberation in the next
Technical Committee meeting
and also desired to call the firm
to present the proposal before
the Committee.

Accordingly the firm presented
their proposal before the
Technical Committee.

3. Recommendation of the
Technical Committee:- The

firm presented before the
Committee. The product is

® [y




approved in European countries
(The Netherland), Israel, South
Africa and South Korea. The
Technical committee
deliberated with  Orthopedic
‘experts invited for the meeting
and recommended for the grant
of import permission with the
condition that the firm shall
carry out Phase-IV clinical trial
on 100 subjects in the country.

10. | Pulsecath tvac3! M/s. Pulse | It is indicated for use in 1. MDAC recommendation on |
Cath B.V, | patients with impaired 30/06/2014:
Name of the | Netherland left ventricular function

Applicant;
Mfs.  Meril Life
Sciences Indja Pvt.
Ltd

Regulatory
status: Approved
by The
Netherlands,

Ausfria, Germany,
Russia.

Composition:
Medical grade
stainfess steel
(316L),  Medical
grade  stainless
steel (316L)
Polyurethane tube
braided with
nitinol, Poly
urethane, Poly
urethane /methyi
methacrylate-
acrylonitrile-
butadiene-stryene-
stryene  polymer
(MABS), with a
polyurethane seal
(gasket),
Methyimethacrylat
e-acrylonitriie-
butadiene-stryene-
stryene  polymer
(MABS),
Ployurethane

which  require  Ileft
ventricular mechanical
circulatory support for
upto 24 hours. it can be
positioned in the left
ventricular cavity
through the subclavian/
axillary artery, or
through the aortic wall
during open-chest
surgery. The iVAC3L-ST
(Short Tip) has a shorter
tip part and can only be
used in case of direct
insertion in the aortic
arch, during open-chest
surgery. The iVAC3L-ST
is éspacially indicated in
case the inserfion site is
located close to the
aortic vaive

The Committee after deliberation
fecommended that the firm is
need to conduct Clinical Trial on
Indian Population on minimum
of 30 pafients as there is no
fatest human clinical data,
Accordingly, this office has’
requested to the firm to submit
the clinical trial protocol - vide
letter dated 14.07.2014 for
MDAC  further review. [n
fesponse {fo that, the firm has
requested to -this office for
clinical trial waiver of and the
same has been again discussed
in MDAC Cardiovascular held
on 21.10.2014 .

2. Recommendation on
21.10.2014: The committee
deliberated and recommended
that the firm's application for
waiver of clinical trial of said
product may not be considered
and this office informed to the
firm  vide letter  dated
03.11.2014 to submit the
protocol as per letter dated
11.07.2014, '

The firm represented fo
Directorate General of Health
Services vide letter dated
05.08.2015 for the clinical frial
waivé off based on the Unmet
need and hased on similar case
of M/s. Edward Life Sciences
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WA,

Pvt Lid., Mumbai discussed in
the 19" Apex Committee held
on 24.12.2014 and the same is
placed hefore the Committee.

3. Recommendation of the
Technlc‘al Committee:

After detailed deliberation, the
Committee noted that the
device is already approved and
being used in countries ‘like
Netherland, Austria, Germany
and as such there is no further
requirement of conduct of
clinical trial in Indian population
for such medical device.
Therefore, the Commitiee
desired to call the subject
expert in Cardiology for
deliberation in the next
Technical Committee meeting
and also desired to call the firm
to present the proposal before
the Committee.

Accordingly the firm presented
their proposal before the
Technical Committee.

4. Recommendation of the
Technical Committee:- The
firm presented before the
Committee. The device is
already approved and being
used in - countries  lke
Netherland, Ausfria, Germany.
The ~ Technical committee
deliberated with Cardiology
invited for the meeting and
- recommended for the grant of
import permission with the
condition that the firm shall
carry out Phase-IV Clinical trial
on 100 subjects in the country.
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