16" Aug 2017

CEILING PRICE OF ORTHOPEDIC KNEE IMPLANT SYSTEM

It is for informed that:-

NATIONAL PHARMACEUTICAL PRICING AUTHORITY {NPPA) in the Ministry of Chemicals & Fertilizers
under Govt. of India has fixed and notified the ceiling prices of Orthopedic implants for Knee
Replacement system, along with the notes, as specified herein attached, to be effective from Aug 16,
2017, the date of its Gazette Notification:

For compliance with immediate effect.

ho e,

Dr A K Chaturvedi
Director Administration

Distribution:

Head and all consultants, Deptt of Orthopaedics

For info to:

Chairman / Vice Chairman / Hony. Secy / Hony. Jt. Sacy / Hony. Treasurer, Trust Society
Chairman / Vice Chairman / Hony. Secy / Hony. Jt. Secy Board of Management

ADM / ADMS / ADA / FC / )t. MS / Al Adninistrators / CNO / Inventory Contreller / CIO
Sr Manager Purchase / Receiving Manager / OT Manager

Sir Ganga Ram Hospital Marg, Rajinder Nagar, New Delhi 1 10060, INDIA
Phanes : +91-11-25750000, 42254000 Fax - + 31-11-25861002 Email : gangaram@sgrh.com Website : www.sgrh.com
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CEILING PRICE OF ORTHOPED?!C KNEE IMPLANT SYSTEM

As per Order No. PN/180/48/2017, F.No. 8 (48)/2017/0P/NPPA/Div Il of National Pharmaceutical Pricing Authonty,
Department of Pharmaceuticals, Ministry of Chemicals and Fertilizers, Govt. of India, hereby fixes and notifies the
Ceiling Price of Orthopaedic Knee Implant System exclusive of Local Tax applicable, if any, with effect from 16"
August 2017, as specified below:-

SL Drtho-paedlc Knee Component Feature / Material of the Units {In | Ceiling Price
No implant System ~ Knee implant = Number) | (inRs.)
13 | {2) EV (4) {5} is)
f PRIMARY | B — ]
1 Primaﬁ knee Femoral component by | Titanium alloy {all variants) 1 38,740/-
replacement system ! Whatsoever name/specification Coated )
2 Primary knee { Femaral caomponent by Oxidized Zirconium {OxZ2r) 1 38,740/
s replacement system Whatsoever name/specification alloy (all variants) )
3 f Primary kneg Femoral :omponé_nt by Hi-flex 1 25,860/-
replacement system Whatsoever name/specification - —
4 Primary knee Femoral component by Cobalt chramium {CoCr) alloy 1 24,090/-
replacement system Whatsoever name/specification {all variants) & other than at
; : serial no 1,2 and 3 - [
5 Primary knee Tibial companent ar Tibial tray by | Titanium alloy (all'v-ariants) 1 24,280/- |
replacement system Whatsoever name/specification | Coated ) |
6 Primary knee Tibtal component or Tibial tray by | Oxidized Zirconium (OxZr} 1 24,280f- |
replacement system | Whatsoever name/specification alloy L _— ]
7 Primary knee Tibial component or Tibial tray by | Cobalt chromium {CoCr) alloy 1 1, 990 -
replacement system Whatsoever name/specification {all variants) & other than at |
5 . serial no 1,2 and 3 p— j|
8 Primary knee Articulating surface or insert by Any material 1 9,550/ |
| { replacement system whatscever name/specification
9 Primary knee Patella by whatsocever Any material 1 4,090/-
replacement system | name/specification
10 Primary knee Componer]t having Tibial Tray Polyethylene or crosslinked 1 12,960/
replacement system and Insert combined as single polyethylene or highly
unit by whatsoever name / crasslinked polyethylene or
specification __| any other material
11 Primary knee Components having Tibial Tray "1 Tibial : Metallic 1 26,546/-
replacement system | and Insert combined as single Insert: Polyethylene or
unit by whatsoever name calied crosslinked poiyethylene or
highly crosslinked
| polyethylene or any other
l_ _____ material
REVISION | -
12 Revision knee Femoral component by Any material 1 62,770/-
| Replacement system | Whatsoever name/specification
13 Revision knee Tibial component or Tikial Tray Any material 1 31,220/-
Replacernent system by Whatsoever
o o name/specification _ ]
14 Revision knee Ariiculating surface or insert by Any material 1 15,870/-
Replacement systemy | whatsoever name/specification S
15 Revision knee Patella by whatsoever AI'-I-V- material 1 4,090/-
Replacement system | name/specification -




‘trade margins’ in the market of knee implants was uploaded in public domain for the sake
of transparency and in the spirit of people’s right to information.

08.Whereas, the NPPA in its Authority meeting held on August 10 2017 which continued on
August 14, 2017 after duly examining in detail, deliberating and considering all available
information/data/viewpoints and all relevant options for price fixation of orthopedic knee
implants, under present extraordinary circumstances of a failed and exploitative market
because of information asymmetry between the patient and healthcare delivery system has
decided that it is necessary 1o control the excessive trade margins for fixing ceiling price of
orthopedic knee implants which is fair and reasonable based on its intrinsic value of the
implants with rational margins to protect public interest.

9. Now, therefore, in the exercise of the powers delegated by Government of India in the
Ministry of Chemicals and Fertilizers under paragraph 19 of the DPCO, 2013 by S.0. No.
1394E) dated 30th May 2013, the NPPA, having been satisfied that in view of
extraordinary circumstances as explained above, finds that it is urgently necessary to do so
in public interest, hereby fixes and notifies the ceiling prices of orthopedic knee implants for
knee replacement system, along with the notes, as specified herein below to be effective

from Augustl6, 2017, the date of its gazette notification:

TABLE
Sl. |Orthopedic  |[Component Feature/Material of the Units |Ceiling
No.knee Implant knee implant {In Price
system Number)kln Rs.)
I
(1 {2) (3) (4) (5) | ©
IPRIMARY - ;
I. |Primary knee |Femoral component by |[Titanium alloy (all variants) 1 | 38,740
replacement  [whatsoever coated
system name/specification I R
2. |Primary knee |Femoral component by |Oxidized zirconium (OxZr) | 38,740
replacement  {whatsoever alloy (all variants)
system name/specification
3 (Primary knee |Femoral component by [Hi-flex 1 25,860
replacement  |whatsoever
system name/specification -
4 |Primary Knee |Femoral component by [Cobalt chromium (CoCr) 1 24,090
replacement  |[whatsoever alloy (all variants)& other
system name/specification than at serial no 1,2 and 3
5 |[Primary knee |[Tibial component or Titanium alloy (& it’s all | 24,280
replacement  [Tibial tray by whatsoeverjvariants) coated
system name/specification - ]
6 |[Primary knee |Tibial component or Oxidized zirconium (OxZr) 1 24,280
replacement  (Tibial tray by whatsoeverjalloy
system name/specification
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7 |Primary knee [Tibial component or Cobalt chromium (CoCr) 1 16,990
replacement  [Tibial tray by whatsoeverjalloy & other than at Serial

__|system name/specification no 5 and 6 _

8 |Primary knee |Articulating surface or  [Any Material 9,550 |
replacement  |Insert by whatsoever ?
system name/specification

9 |Primary knee |Patella by whatsoever  [Any Material | 4,090
replacement  |name/specification '
system

10 |Primary knee |Component having Polyethylene or crosslinked 12,960
replacement  [Tibial tray and Insert polyethylene or highly
syslem combined as single unit |crosslinked polyethylene or

by whatsoever any other material
name/specification |

1T |Primary knee |[Components having Tibial: Metallic 126,546
replacement  |Tibial Tray and Insert  |Insert: Polyethylene or
system combined as single unit [Polyethylene or Cross-

by whatsoever name linked polyethylene or
called highly cross-linked
Polyethylene or any other
material
REVISION

12 |Revision Knee {Femoral Component by |Any material | 162,770
Replacement  |whatsoever
system name/specification

13 [Revision Knee [Tibial component or Any material 31,220
Replacement  [Tibial Tray by '
system whatsoever

__|name/specification ; | 5

14 [Revision Knee |Articulating surface or  |Any material 115,870
Replacement  |insert by whatsoever ! I
system name/specification

15 [Revision Knee |Patella by whatsoever  |Any material 4,090
Replacement  [name/specification
system

Note:

a) The ceiling prices specified in column (6) of the above table shall be applicable from
the date of publication of this notification in the Gazette of India Extraordinary and
shall also be applicable to all the stocks of knee implants available for sale in the
trade channel.

b) All manufacturers shall comply and implement the ceiling prices mentioned
hereinabove under the applicable category and serial number irrespective of being
cementable, uncementable, gender specific or unisex. The manufacturer of
uncemented implants, however, may approach NPPA with supporting documents,

for fixation of separate ceiling price or retail price.
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d)

€)

g)

h}

i)

k)

Y

Special orthopedic knee implants for cancer/tumor etc will follow the prices of
revision surgery. However, if the import prices are higher than the ceiling price of
such implants, manufacturers may add a total margin of maximum 30 percent over
the import price of the first batch of such implant launched in India as the ceiling
price for 45 days from the issue of this notification and apply to NPPA for a retail
price notification at the earliest.

All manufacturers of knee Implants, seiling branded or non-branded or both versions
of implants at prices higher than the ceiling price (plus goods and services tax as
applicable) so fixed and notified by the Government, shall revise the price of all such
implants downward not exceeding the ceiling price specified in column (6) in the
above Table, plus goods and services tax as applicable and paid, if any.

All manufacturers/marketers of knee implants having MRP lower than the ceiling
price specified in column (6) in the above Table plus goods and services tax as
applicable, if any, shall continue to maintain the existing MRP in accordance with
paragraph 13 (2) of the DPCO, 2013.

The manufacturers may add goods and services tax and no other charges in the
calculation of MRP, if they have actually paid such taxes or if it is payable to the
Government on the ceiling price specified in column (6) of the above said Table in
paragraph (9) of this order.

The ceiling price for a pack of implant shall be arrived at by the concerned
manufacturer/importer in accordance with the ceiling price specified in column (6) of
the above Table as per the provisions under DPCO, 2013.

The Ceiling prices mentioned in Table hereinabove are all components and
consumables, which are used in the knee implant procedure and remain in the body of
the patient

The manufacturers under Paragraph 24 of DPCO, 2013 shall issue price list in Form—
V as prescribed in Schedule II of the DPCO, 2013 1o the NPPA online through
Integrated Pharmaceutical Database Management System (IPDMS) along with a hard
copy and submit a copy immediately to all State Drug Controllers and all its
distributors/dealers/orthopedic healthcare institutions.

In accordance with paragraph 24(4) of DPCO 2013, every distributor, dealer and
institution shall display price list and the supplementary price list, if any, as furnished
by the manufacturer/importer, on a conspicuous part of the premises where he carries
on business in a manner so as to be easily accessible to any person wishing to consult
the same.

Wherever institutions such as hospitals/nursing homes/clinics performing orthopedic
surgical procedures using knee implants are billing directly to the patients, they shall
be required to comply with the ceiling prices notified hereinabove and follow the
applicable provisions of the DPCO, 2013 including (j) herein above.

No healthcare institutions such as hospitals/nursing-homes/clinics performing
orthopedic surgical procedures using knee implants shall solicit any patient to
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purchase knee implants from it, in case, the patient is interested in procuring such
implant from any other third-party sources.

m) All the manufacturers will continue to ensure the availability of all the brands of

p)

)

5)

implants and ensure that no disruption is caused in the supply chain because of
printing new MRPs

Institutions such as hospitals/nursing homes/clinics utilizing knee implants shall
specifically and separately mention the cost of the knee implant component-wise
along with its brand name, name of the manufacturer/importer/batch
no./specifications and other details, if any, in their estimate/performa invoice/final-
billing, etc. to the patients or their representatives.

The 'manufacturer' for the purpose of this order means any person who manufactures
or imports or market drugs i.e. notified devices such as knee implants for distribution
or sale in the country.

Any person who imports knee implants directly without having registration certificate
(RC) in Form 41 issued under Drugs and Cosmetics Act, 1945 and Rules, thereunder
in its own name and does it under Form 10 license issued on the undertaking given in
Form 9 by another person having RC in Form 41, issued under Drugs and Cosmetics
Act, 1945 and Rules, thereunder, shali be construed as “distributor’ for the purpose of
this order under the DPCQ, 2013. Such distributors wi!l need to approach NPPA to
get special ceiling price before the product launch in India.

Any manufacturer or institution or person not complying with the ceiling price and
notes specified hereinabove shall be liable to deposit the overcharged amount along
with interest thereon under the provisions of the Drugs (Prices Control) Order, 2013
read with Essential Commodities Act, 1933.

The ceiling prices as specified in para 9 of the order are inclusive of trade margin
which is sacrosanct and no additional charge, whatsoever, over and above the ceiling
price specified hereinabove, in the price notification shall be charged from the
consumer/patient except applicable goods and services tax, if any, paid or payable.
The maximum trade margin permissible for distributor/stockist and hospitals/nursing
homes/clinics is 16 percent and 8 percent of ceiling price respectively for primary
knee replacement system at serial no 4,7,8, 9, 10 and 11 of the Table. The maximum
trade margin permissible for distributor/stockist and hospitals/nursing homes/clinics is
12 percent and 4 percent of ceiling price respectively for primary knee replacement
system and revision knee replacement system at serial no 1,2,3,5,6,12,13,14 and 15
of Table.The maximum trade margin permissible for distributor/stockist and
hospitals/nursing homes/ctinics is 16 percent and 8 percent of computed ceiling price
respectively for Special orthopedic knee implants for cancer/tumor whose ceiling
price has been computed as per note (c) considering import price plus 30 percent.
Where, the manufacturer supply/seli knee implant directly to the orthopedic
healthcare institutions, without involvement of any distributor, then the maximum
trade margin for hospitals/nursing homes/clinics shall be restricted atl6 percent.
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