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™~ Recommendations:-

The MDAC (Cardiovascular) deliberated the

recommended the following:-

proposals on 21/10/2014 and

| Agenda | File No.

No.

Name of the Firm &
Name of the Proposed
product

' Recommendations

=

1, 31-1258-
MD/2013-DC

| 1. Spirofiex

M/s. Biorad Medisys Pvt.
Ltd., having warehouse at #
384, Khata No. 660, 1%
Floor, Eshwari Industrial
Estate, Bannerghatta Road,
Bangalore 560078.

Products:

Thrombectomy Set

2. Spiroflex VG
Thrombectomy Set

3. AVX Thrombectomy Se

4. Solent Omni
Thrombectomy Set

5. Solent Proxi Omni
Thrombectomy Set

The firm did not turned up for
the presentation.

2. 4-MD/CT-
117/2014-DC

M/s. India Medtronic Pyt.
Ltd., Mumbai

Micra
Pacing

Product:
Transcatheter
System

val for: No
Objection
Certificate/Permission to
conduct Clinical Study
(Pivotal Study) in India
for Micra Transcatheter
Pacing System under
Drugs & Cosmetics Act
and Rules,

The committee has deliberated
the clinical trial protocol
presented by the firm and
recommended that the
permission to conduct said
clinical study in India may be
granted. -

3. 29/Misc.i3/2014-

DC (96)
/l\ /

M/s. Meril Life Sciences
India Pvt. Ltd., Flat no.
6E, 8” Floor, Vandana

Building, 11 Tolstoy Marg,

The committee has deliberated
the matter and recommended
that as the said device is not yet
approved and safety & efficacy

et
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f | New Delhi-110001. 'of the device need to be )
[ ‘ established before
manufacturing & marketing in
Products: India, Therefore, the committee
1. Cogent DES - recommended that firm needs
' | Sirolimus Eluting | to submit clinical trial protocol to
Balloon Expandable | prove the safety & effectiveness !
‘ Renal & Biliary Stent |of the device on statistically
System significant population: to DCG F
2. Myra DES - Sirolimus (1) for consideration & same S
Eluting Balloon |would be placed before the |
Expandable Peripheral committee for further review
Stent System and taking further necessary
- N o action in the matter. B _
4 4-MD/CT- M/s. Meril Life Sciences The committee has deliberated
} ' 113/2014-DC India Pvt. Ltd., Flat no. |the matter and recommended
‘ B6E, 6™ Floor, Vandana |that the firm's application for
Building, 11 Tolstoy Marg, | waiver-off clinical trial of said
New Delhi-110001. product may not be considered.
|
‘ | Products:
1. PULSECATH iVAC3L
( '2. PULSECATH IVAC3L-
| ~ ST (21Fr) . 5§
5. 4-MD/CT- M/s. Meril Life Sciences | The committee has deliberated
108/2013-DC India Pvt. Ltd., Flat no. |the animal data generated by ;
6E, 6™ Floor, Vandana |the firm and found to be
Building, 11 Tolstoy Marg, | satisfactory. Further the
New Delhi-110001. committee recommended that
said clinical trial permission
Clinical Trial Study titled | may be granted to the firm as
A pProspective, | per the protocol presented by
multicentre, single arm, the firm. ‘
open label study of
MeRes Sirolimus Eluting
Bioresorbable Vascularl
Scaffold System (BVS) in
the treatment of patients
. with de novo native -
‘ | coronary artery lesions”, |
B '31-93-M0/2006- M/s. Edwards life [The device has already been |
,lDC | Sciences (India) Pvt. Ltd, | approved in various countries
(Re.Reg.2009) | Techniplex I, 7° Floor, i.e. US, Japan, Canada, EU etc.
L (Emf.on l Unit No. 1 8:2, Off S.V. The data submitted shows that |

£ /,’)_ l‘\ ™ =
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Road, Goregaon West, |

Mumbai,

Products: SAPIEN XT-
Transcatheter Heart Valve
with the Novaflex+

' Transfemoral Kit

' o submit

is safe and effective for its
intended use, However the |,
committee recommended to
prove the safety and
effectiveness of the device in
Indian population, therefore, a
Clinical trial study need to be
conducted. The firm is required
the clinical triai
protocol to  DCG(l) for
consideration & same would be
placed before the committee

‘ India

for further review and taking |
further necessary action in the
matter.
7. 4-MD/CT- M/s. Escorts Fortis Heart | It may be referred to SAE-
54/2010-DC ' Institute and Research committee for further review
‘ Centre Ltd., Okhla Road,
New Delhi.
Clinical Trial Study titled:
“TUXEDO - India:
prospective, single blind,
| multi-centre, randomized
trial to compare the
TAXUS Element
Coronary Stent System
against the XIENCE
Prime Coronary Stent
system in the treatment
of a Diabetic Patient
Population in India”, [
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1. Dr. V.K. Bahl, Prof and Head, Department of ( Qo [N
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Trivandrum Thiruvananthapuram - 695 011, Kerala, ' e
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' Dr. Sandeep Bansal, Prof And Head, department of
l Cardiology, VMMC & Safdarjung Hospital, Delhi

|

| Dr. Vijay Trehan, Cardiologist, G.B. Pant Hospital,

‘ Delhi
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