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The purpose of the study is to understand SPC regulations associated with pharmaceutical products. The study focuses on 
the case laws associated with SPC regulation and decisions handed down by national IP courts across Europe. The study 
also provides some guidelines for patent claim drafting with improved chances of getting and identifying avenues for 
challenging SPCs, as well as possible solutions and loopholes in SPC regulation. The guidelines for predictions of generic 
drug entry into market are discussed. The data collected and analyzed for individual European Country provides useful 
insight into pattern of SPC filing, grant and SPC invalidity. It is observed that there is a need to amend SPC regulation to 
provide better clarity to both innovators and generic drug industry.
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Supplem entary  Protection  C ertificate (SPC )1 is a 
unique form o f  intellectual property (IP). In conventional 
language, it can  also be called  P aten t Term  E xtension 
(PTE). SPCs are gran ted  to  innovato r pharm aceutical/ 
b io technology  com panies, universities o r researchers 
in  return  o f  significant investm ents m ade in  the 
research field, including pharm aceutical and 
bio technology  fields. The g ran t o f  SPC pro longs the 
life o f  patent. In short, SPCs are o f  prim e im portance 
to  m ain tain  m onopoly  o f  products in  the  m arket.2

W hile  the curren t SPC system  is w idely  used  by 
the pharm aceutical industry  and considered  a  success, 
several legal issues have em erged in  practice w hich  is 
reflected  in  num erous referrals to  the (C ourt o f  Justice 
fo r European U nion) C JE U 3-5, and  in  the ligh t o f  
further developm ents in this area (e.g., biotechnology), 
those issues m ay create obstacles to  the full potential 
th a t the  EU  SPC system  can deliver. C urrently , there 
is no database or guidance available on countryw ide 
SPC provisions in  Europe. There is no organized 
inform ation available about the court system  w hich 
has ju risd ic tion  on SPC regulation in  each EU  
country. The recen t rulings in  C JE U  (like L illy6, 
G eorgetow n7, and  A ctav is8) h igh ligh t the im portance 
o f  pa ten t drafting, especially  claim s. I f  an effective 
SPC pro tection  is required, then  careful drafting o f

paten t claim s is o f  param ount im portance; failing to 
do so m igh t lead to  lo sso f pa ten t righ t o r m onopoly  
in  the  m arket. Indian pharm aceutical industry 
has focused on new  drug d iscovery  in  recen t years. 
H ence, these rulings and th e ir  analysis w ould  help  in 
developing guidelines fo r pa ten t drafting - m ain ly  for 
N ew  C hem ical Entity  (N C E) patents.

The C ourt o f  Justice o f  the  EU  (C JEU ) and the 
European  Free T rade A greem ent (EFTA ) C ourt have 
dealt w ith  num erous p relim inary  references referred  
by  national courts in  m atters related  to , in te r  a l i a , the 
defin ition  o f  “p roduc t” to  be protected , SPC elig ib ility  
o f  certain  products, scope o f  p ro tection  o f  the SPC, 
duration o f  the  SPC term , certain  procedural m atters, 
types o f  m arketing  authorizations th a t count for 
the  purposes foreseen  in the SPC regulation (e.g., 
p rovisional m arketing  authorizations and m arketing 
authorizations gran ted  by the Sw iss m edicine 
agency), or elig ib ility  o f  the paediatric  extension for 
paten ted  m edicinal p roducts no t eligible to  SPC 
protection . The issue/scope o f  the  “active ingred ien t” 
o f  b iosim ilars is an em erging challenge for the scope 
o f  p ro tection  o f  the SPC fo r biom edicines. There are 
indications tha t th is created  a  sign ifican t degree o f  
legal uncerta in ty  and lack  o f  pred ictab ility  for users o f  
the  system .
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For the p resen t study, the SPC data  w as collected  
fo r 27 E uropean  C ountries from  IM S database. The
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data  w as also collected  from  individual pa ten t office 
o f  E uropean  countries m entioned  in th is  study. The 
data  includes SPCs granted, filed  and invalided  w hich 
perta in  to  pharm aceutical patents. The types o f  patents 
include m ethod o f  use, composition, combination, 
product, drug delivery, device and  process. The SPC 
data w as collected  fo r those patents, w hich w ould 
be losing p ro tection  during 1 January  1995 and 31 
D ecem ber 2025.

SPC Database for European Countries

UK, France, Germany, Italy and Spain9
The top five countries in Europe for pharm aceutical 

industry  are U nited  K ingdom  (U K ), F rance, G erm any, 
Italy  and Spain. T herefore, analysis o f  the SPC data 
co llected  fo r the above five countries w as carried  out 
first. The analysis includes a ttem pt to  quantify  and 
com pare num ber o f  SPCs granted, filed and invalidated 
in  these five im portan t E uropean  C ountries. The 
analysis fu rther focused on recent case law s evolved

in Europe and  its im pact on SPC filings. The analysis 
revealed that patentees are inclined to  file m ore SPCs 
on com pound patents as SPCs fo r com pound paten t 
invalidated  w ere m uch lesser. There is a decline in 
SPCs fo r com bination  product. In  contrast, patents on 
com position  seem  to drive h ighest num ber o f  SPC 
applications as pa ten t holders are try ing  to  extend the 
life cycle o f  the  product th rough  fo llow -on  products. 
It w ill be in teresting  to see how  the trend  o f  SPC 
filing w ill change in  future.The results o f  th is  study 
have been  published  in  ou r earlier p apers.10-12

Rest of Europe, Including Major Five EU Countries
A part from  above five countries, the SPC data  fo r 

o ther countries w ere also analyzed. Table 1 reflects 
that m axim um  num ber o f  SPCs w ere g ran ted  fo r 
p roduct patents. M ost o f  the SPCs gran ted  to  process 
patents w ere before 2005, probable  reason being 
decrease in  num ber o f  p rocess patents being filed. 
A fter 2005, there w as a sharp rise in  SPCs for 
com position patents. Sim ilarly, there w as increase

Table — 1: Number o f  SPCs granted  v Type o f  patents in various E U  countries

Number of SPCs granted in various EU countries, classified by patent type

Country Type of Patent
Product Process Composition Combination Method of use

Austria 249 218 117 4 40
Belgium 381 49 98 14 22
Bulgaria 44 5 17 0 3
Croatia 8 0 2 0 0
Czek 262 106 82 2 27
Cyprus 0 0 0 0 0
Denmark 249 95 78 1 14
Estonia 61 4 51 1 6
Finland 92 188 45 1 10
France 343 42 103 6 46
Germany 345 35 68 1 31
Greece 194 51 98 9 33
Hungary 87 18 24 0 0
Ireland 453 37 127 2 14
Italy 370 61 154 18 57
Luxembourg 383 47 146 20 48
Lithunia 76 4 28 1 8
Latvia 96 4 34 5 10
Netherlands 399 63 106 6 35
Portugal 158 73 80 5 25
Poland 39 8 6 0 0
Romania 56 4 20 2 5
Sweden 404 89 128 3 35
Slovenia 117 16 49 7 20
Slovakia 52 0 91 1 3
Spain 233 114 98 10 42
UK 424 59 95 6 33
Total No. of SPCs granted 5575 1390 1945 125 567
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in  gran t o f  SPCs fo r com bination  and m ethod  o f  
use patents also, indicating  rise in  fo llow  on products 
for orig inal products, like new  form ulation , 
new  m ethod  o f  use or new  route o f  adm inistration. 
V ery  few  SPCs w ere gran ted  fo r process patents after 
2010. In Slovakia, m ore SPCs w ere gran ted  to  
com position  patents than  p roduct patents. In F inland, 
m ore SPCs are gran ted  for process patents than  
product patents.

Table 2 reflects th a t p roduct pa ten t rem ained  first 
choice for filing SPC applications, fo llow ed by 
com position  paten t in m ost o f  the E uropean  countries. 
N o SPCs w ere filed  fo r p rocess patents. In term ediate 
num ber o f  SPCs w ere filed  fo r m ethod  use paten t as 
second use o f  already approved products. V ery  few  
SPC applications w ere filed  fo r device patents. SPC 
applications filed  for com bination patents declined 
from  2010 due to  the ir vu lnerab le nature fo r 
invalidity . H ow ever, M ethod o f  use patents w as 
considered  as a  b e tte r option  to  file SPC applications. 
SPC applications for p roduct patents w ere on decline 
com pared  to  before 2000 due to  low er num ber o f  new

m olecule discovery. Due to  lim itation  on availability  
o f  da ta  in  C yprus, the  analysis w as no t carried  ou t for 
such countries. The data  fo r countries like Czek, 
E stonia, Italy, S lovenia, Luxem bourg, L atv ia  and 
Spain m ay be incom plete as no adequate SPC 
database w as available for such countries.

T able 3 reflects th a t the num ber o f  SPCs 
invalidated  w ere very  less w hen  com pared  to  the 
num ber o f  SPCs granted . There w as a  lim itation on 
availability  o f  data  related  to  invalid ity  o f  SPC in 
European  countries. So, only the data  available from  
IM S database w as used  for analysis.

Table 4 reflects th a t 25%  o f  SPCs fo r com bination 
patents w ere invalidated  com pared  to  SPCs gran ted  
fo r com bination  patents. O nly 3 %  o f  SPCs for 
product p a ten t w ere found invalid. This explains w hy 
innovator com panies filed  m ore SPCs for product 
patent. A bout 10 %  o f  SPCs fo r com position  patents 
w ere invalidated.
National SPC and European SPC Data Analysis

There are tw o d ifferen t types o f  SPCs granted, one 
by  E uropean  paten t office and  other by  national pa ten t

Table — 2: Number o f  SPCs filed  v Type o fpatents in various E U  countries 

Number of SPCs filed in various EU countries, classified by patent type
Country Product Device Drug delivery Composition Combination Method of use
Austria 49 0 4 23 9 11
Belgium 95 0 9 64 4 32
Bulgaria 26 0 3 11 3 3
Croatia 37 0 4 15 4 2
Czek 9 0 0 3 3 2
Cyprus 0 0 0 0 0 0
Denmark 36 0 9 37 6 23
Estonia 9 0 2 6 3 3
Finland 67 0 9 45 6 28
France 43 0 10 47 4 21
Germany 77 4 15 74 6 41
Greece 16 0 6 9 1 7
Hungary 33 0 0 19 2 7
Ireland 51 1 8 46 5 29
Italy 21 2 2 13 1 10
Netherlands 33 0 9 36 5 21
Luxembourg 2 0 0 0 0 0
Lithunia 21 0 2 11 2 8
Latvia 14 0 6 6 1 7
Portugal 25 0 3 23 1 11
Poland 51 0 1 17 4 4
Romania 38 0 4 29 2 13
Sweden 20 0 6 23 3 15
Slovenia 6 0 1 4 0 0
Slovakia 24 0 2 10 1 7
Spain 1 0 0 4 0 1
UK 68 3 11 52 4 33
Total No. of SPCs filed 872 10 126 627 80 339
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Table — 3: Number o f  SPCs invalidated v Type o f  patents in various E U  countries

Number of SPCs invalidated in various EU countries, classified by patent type
Country Product Drug delivery Composition Device Combination Method of use
Austria 13 1 14 0 2 5
Belgium 15 3 19 0 1 5
Bulgaria 0 0 1 0 0 0
Croatia 0 0 0 0 0 0
Czek 1 0 4 0 0 0
Cyprus 0 0 0 0 0 0
Denmark 8 1 15 0 2 5
Estonia 1 0 2 0 0 1
Finland 3 1 3 0 1 3
France 17 1 10 0 3 4
Germany 17 1 10 0 1 7
Greece 11 3 6 0 5 6
Hungary 0 0 1 0 0 0
Ireland 3 1 8 0 1 3
Italy 11 0 17 0 1 3
Luxembourg 8 3 16 0 2 10
Lithunia 1 0 0 0 1 1
Latvia 0 0 1 0 2 0
Netherlands 13 3 16 0 2 5
Portugal 0 0 0 0 0 0
Poland 1 2 1 0 0 0
Romania 2 0 3 0 1 0
Sweden 13 2 16 0 3 4
Slovenia 3 0 3 0 1 2
Slovakia 0 0 1 0 0 0
Spain 5 1 11 0 1 3
UK 10 2 10 0 1 8
Total No. of SPCs invalidated 156 25 188 0 31 75

Table — 4: Number of SPCs granted v SPCs invalidated percentage analysis
SPCs granted/Invalidated Type of patent

Product Composition Combination Method of use
Number of SPCs granted 5575 1945 125 567
Number of SPCs invalidated 188 188 31 75
Percentage of SPCs granted 3 10 25 13

office o f  respective EU  country. Table 5 represents 
the data  fo r SPCs th a t w ere gran ted  to  national patents 
versus SPCs gran ted  to  E uropean  patents. The data 
fo r SPCs gran ted  in C yprus w as no t available and 
excluded  from  analysis. F or the top 5 countries 
(France, G erm any, Italy, Spain and U K ), A ustria, 
B elgium , D enm ark, L ithunia, Latvia, N etherlands and 
Sw eden num ber o f  SPCs g ran ted  fo r national patents 
w ere significantly  less as com pared  to  num ber o f  
SPCs g ran ted  fo r European patents. The probable 
reason could  be h igher concentration o f  Innovator 
com panies in  these countries, w hich  p refer p rotection  
across Europe ra ther than  single country. O n the 
o ther hand, in countries like B ulgaria, C roatia, Czek, 
F inland, H ungary , Ireland, L uxem burg, Poland  and

Slovakia SPCs gran ted  to national patents w ere 
h igher than  those to  E uropean  patents. One o f  the 
reasons could  be th a t these countries jo in ed  
SPC regulation recently . A nother reason  could  be 
lack o f  harm onization  o f  national legal fram ew ork 
w ith  Europe, w hich  p rom pted  Innovator com panies to 
file SPCs to  national patents fo r these countries.

Avenues for Challenging SPCs and Guidelines 
for Prediction of Generic Market Entries in EU 
Countries
Pharmaceutical Product Life Cycle

Pharm aceutical com panies have tw o business 
m o dels.14 F irst one encom passes large m ultinational 
com panies that invest significantly  in  research  and
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Table — 5: Number o f  National SPCs granted  v European SPCs 
granted

Table — 6: List of companies by market share of innovator 
products in Europe13

Country Number of National 
SPCs granted

Number of Europ 
SPCs granted

Austria 76 552
Belgium 86 478
Bulgaria 36 33
Croatia 10 0
Czek 108 40
Cyprus NA NA
Denmark 161 318
Estonia 48 75
Finland 215 121
France 23 517
Germany 20 461
Greece 8 377
Italy 23 637
Hungary 113 16
Ireland 412 221
Luxembourg 15 629
Lithunia 3 114
Latvia 32 117
Netherlands 52 557
Portugal 66 275
Poland 51 2
Romania 9 78
Spain 31 466
Sweden 64 595
Slovenia 20 189
Slovakia 99 48
UK 80 537

developm ent to  bring new  m olecules in  m arket. These 
com panies have potential to  m arket th e ir ow n 
products. Second model encompasses generic companies, 
developing b io technology  o r large m olecules that 
entered  into partnersh ip  w ith  large m ultinational 
com panies in  final stages o f  developm ent as they  did 
no t have sufficient resources to  m arket products. 
Table 6 represents top  innovato r com panies selling 
th e ir  p roducts according to  m arket share.

In o rder to m ain tain  the m onopoly  in the m arket 
o r to  m ain tain  m arket share, paten t ho lders alw ays 
try  to file blocking patents to  h inder the generic 
developm ent and  entry. O nce patents are granted, 
SPC applications can be filed  fo r the patents covering 
approved  products. B ased on detailed  literature search 
and in-depth  analysis o f  SPC data co llected  for 
various European countries, there are various aspects 
w orth  h ighlighting. There are num erous exam ples, 
w herein  a single paten t covers m ultiple products like 
A , B, C, etc. Innovator com panies develop products 
according to research  on each o f  the product. For 
exam ple, first they  develop product A  w hich  becom es

Company Name 
Novartis 
Sanofi 
Pfizer
GlaxoSmithKline
Teva
Merck
Bayer
Johnson and Johnson
AstraZeneca
Boehringer Ingelheim
Bristol-Myers Squibb
Roche
Stada
Krka
Lilly
Allergan
Novo Nordisk
Menarini
Merck KGaA
Total

Percentage Market Share 
13.92 
13.71 
11.49
9.30 
6.36 
6.33
5.05
3.91
3.77 
2.97
2.92
2.77
2.69 
2.68 
2.63 
2.55 
2.50
2.28 
2.18 
100

Source: Margaret Kyle. Economic Analysis o f  Supplementary 
Protection Certificates in Europe. M INES ParisTech; 2017.

com m ercially  successful. They file SPC fo r product 
A  fo r basic  patent. Later, the com pany develops 
product B, launches product B into the m arket and 
files SPC application  fo r the sam e.

In som e instances, a fter successful launch o f  
product A , com panies find  that com bination  o f  A  w ith  
B is be tter than  product ‘A ’ alone. U nder such 
circum stances, com panies filed  SPC application  for 
A +B  fo r sam e basic p a ten t near to  expiry  o f  SPC for 
product A. In  case o f  patents having M arkush claim s, 
a claim  w hich  covers thousands o f  com pounds w ould  
provide advantage as any  com pound out o f  these 
thousands com pound covered  by  the claim s can form  
the basis fo r new  SPC application. In som e cases, 
i f  the product B is found to  be m ore therapeutically  
effective than  product A , then  in  such cases after 
launch o f  product B, the entire m arket is likely  to 
shift to  product B. The com m ercial sales o f  product 
A  w ould  reduce and deter o ther com panies from  
developing and launching product A. At the same time, 
the new SPC for product B will block the entry of less 
expensive products.

M ultip le SPCs p er pa ten t is com m on in 
b io technology  field, w herein  single basic  paten t can 
be basis fo r num ber o f  products. In  som e instances,
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product covered by  basic  pa ten t is approved  for use 
in  condition X. H ow ever, a fter fu rther research, 
pharm aceutical m anufacturers find th a t p roduct A  
can also be used  fo r condition  Y . In such cases, 
com panies file new  patents and once such patents get 
granted, they  w ill file SPC for use for condition  Y. 
SPC regulation also allow s m ultip le SPC applications 
per product, w herein  the p roduct is covered by 
m ultip le basic  patents ow ned  by  d ifferen t patentees. 
In som e cases, th is approach is usefu l to  deter 
com petition. The patents th a t can  be used  for filing 
SPC applications in  such instances are com position 
patents, drug delivery  patents, device patents, m ethod 
o f  use patents, etc.

In som e instances, p a ten t ho lder in itially  does 
no t foresee and understand  m ultip le inventions 
covered by  basic pa ten t and therefore fails to  claim  
the invention. In such cases, there are attem pts m ade 
by  paten t holders to  am end the claim s o f  granted  
patents so th a t the additional inventions can be 
covered. In som e o ther instances, innovators 
deliberately  file national patents as w ell as E uropean 
patent. A fter p roduct approval, SPC filed  for national 
patents in  som e o f  the  countries is to  create additional 
barrier incase E uropean  paten t is successfully  
challenged  by  the com petitors. The SPC for national 
patents needs to  be invalidated  to  launch the 
com peting product. Some pharm aceutical com panies, 
referred  to  as generic com panies, invest little in 
research  and developm ent o f  new  m olecules, bu t they  
focus on developing b ioequ ivalen t versions o f  old 
drugs or o f f  pa ten t drugs. Such com panies need to 
estab lish  only  th a t th e ir p roducts are substantially  
sim ilar to  reference product. T hey rely on the safety 
and efficacy o f  o rig inator products and are able to  sell 
p roducts at lesser price w hile m ain tain ing  profits. 
T able 7 represents top  com panies selling generic 
products.

Avenues for Challenging SPCs
In-depth  analysis o f  case law s relating to  SPC 

regulations and com parative country  w ise SPC data 
provided  useful insights for identifying avenues for 
challenging SPCs in  various EU  countries. SPC 
rulings help  generic  com panies to  find ou t w hether 
the scope o f  claim s o f  basic  paten t covers the 
com bination for w hich  SPC is applied, then  gran t o f  
SPC is no t possible. M edeva 15 and G eorgetow n 116 
rulings are applicable to  prev iously  g ran ted  SPCs 
too  and thus, provide opportunities for generic 
com panies to  find ou t avenues for challenging

Table — 7: List of companies by market share of generic products
in Europe1'

Company Name
Teva
Novartis
Stada
Mylan
Aurobindo
Sanofi
Allergan
Pfizer
Intas
Merck KGaA
Fresenius
Sun Pharma
Krka
Orion
Bluefish
Apotex
Alter
Servier
Esteve
Total

Percentage Market Share
24.41
17.64
10.28
6.23
4.74
4.58
4.06
4.04
3.99
3.70
3.03
2.93
1.99 
1.60 
1.52 
1.47 
1.38
1.31 
1.10 
100

Source: M argaret Kyle. Economic Analysis o f  Supplementary 
Protection Certificates in Europe. M INES ParisTech; 2017.

SPC for obtain ing early  m arket entries. Further, 
in terpretation  o f  A rticle 3 o f  SPC regulation is helpful 
for generic com panies in  order to  successfully  launch 
generic  products in  the E uropean  m arket. Table 8 
explains the possib le avenues for SPC challenges 
based  on the curren t case laws.

Guidelines for Prediction of Generic Market Entries
Follow ing points m ay be considered  w hile 

predicting generic m arket entries.
Data Exclusivity: F or every  new  approval o f  product, 

innovator usually  gets 10 years o f  da ta  protection  
starting from  date o f  no tification  o f  M A , i f  that 
p roduct is first to  be approved by EM A . This 
autom atically  shields the product from  generic 
com petition  fo r at least 10 years.

Patent Protection: O ther than  data  exclusiv ity , any 
unexpired  paten t p ro tection  b locks the generic 
product launch, unless the generic com pany decides 
to  either design around the paten t o r to  challenge its 
validity.

spc/pediatric  Extension: Further i f  SPC /pediatric
extensions exist for the patents, they  b lock  the generic 
entry, unless the generic  com pany successfully  
challenges such ex tension  in  national court or designs 
around such blocking  p aten t w ith  SPC.

B ased on the above guidelines, it w ould  be possible 
to  p red ic t the tim eline for generic product launch in 
the  m arket.
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Table — 8: Avenues for challenging SPCs

Case (Decision date) 

Medeva15
(24 November 2011) 

Yeda17
(24 November 2011)
Queensland18
(25 November 2011)

Daiichi19
(25 November 2011) 

Georgetown 116 
(12 December 2013) 

Actavis20
(12 December 2013)

Eli Lilly21
(12 December 2013) 
GlaxoSmithKline22 
(14 November 2013)
*Claimed in the wording as 
$Covered by Markush claim:

Basic patent claims 

A+B

A+B

Patent 1. A+B 
Patent 2. C 
Patent 3. D 

A*

A@

A, A+B#

A, B, C, A+B, B+C 

A, A+B

A$, b $

A+x+

MA in place for 

A+B+C+D

A

A+B+C+D

A (+B+C)

A (+B+C)

A
A+B

A+B+C+D
A+B
A+B

A
B

A+x

Possible avenues challenge to SPCs 
if granted for 

A or B;
A+B+ (C or D); 

A+B+C+D 
A or B;

A+B
A+B+C+D

A+B;
A+B+C

A;
A+B;

A+B+C
A+B

A+B+C+D

A+B
[in circumstances where the SPC was already 

granted to A for the basic patent & Article 
3(d) of SPC regulation is violated]

A$, b $

A+x+

product of the process claim; @Product of process but not specified in the wording; #Generically disclosed; 
Inactive ingredient

Probable Solutions to Loopholes in SPC Regulations
There is a  significant im pact o f  M edeva15 and 

G eorgetow n 116 rulings on the SPC regulation  in 
Europe. F rom  L osartan19 and V alsartan23 rulings, it is 
apparent that innovator pharm aceutical com panies 
w ould  be benefited , in  blocking others from  selling 
any products contain ing ‘A ’ in  com bination w ith 
additional active agents even i f  SPC is g ran ted  only 
fo r ‘A ’. A t the  sam e tim e, D aich ii19 case clarifies tha t 
no SPC w ould  be possib le fo r the  com bination  
product, A +B , i f  claim s o f  basic  paten t fail to  identify  
them . Innovator com panies should  be vary  o f  Sanofi20 
ruling, w herein  C JEU  even w ent on to  invalidate the 
SPC fo r com bination  product w here basic  paten t 
claim ed the com bination  generically . These rulings 
are eye-openers fo r b io technology  com panies as w ell, 
especially  those involved in research  fo r vaccines in 
E urope as the vaccines are alw ays com plex products 
o r m ixture o f  m ultiple active ingredients.

F or g ran t o f  an  SPC, the M edeva15 ruling allow s 
presence o f  additional active ingredients in  the 
approved  product than  the one fo r w hich  SPC is 
applied  and w hich  is claim ed by  the basic patent.

L illy  case h ighligh ts the fact that it is no t necessary  
fo r the product under A rticle 3(a) to  be iden tified  or 
specified  in  the w ord ing  o f  the claim s; the functional 
language o f  the claim  can also provide support fo r the 
generic claim s o f  product. In addition, there is no case 
taken  up by  C JE U  regarding M arkush claim s w here 
the com pound is d isclosed  by M arkush structure but 
no t specifically  in  the claim s. C JE U  ruling on L illy21 
case has created  m ore confusion  than  providing 
clarification as it has left the outcom e o f  the 
in terpretation  to  the individual national courts. M ore 
appeals m ay be possib le in future.

The referrals m ade to C JEU  in T elm isartan  case are 
equally  im portan t fo r innovator com panies as they 
deal w ith  am endm ent in  the claim s o f  gran ted  patent 
m ade after M A  gran ted  fo r the product. The answ ers 
to  the questions raised in  the A ctavis case24 are 
som ew hat c lear in  ligh t o f  Sanofi ruling by  CJEU. 
The C JE U  failed  to  answ er w hether the am endm ent to 
c laim s is possib le after p a ten t and SPC is granted.

B ased on review  o f  SPC data fo r com bination 
products, the num ber o f  SPCs filed  fo r com bination  
products are decreasing in  all European countries.
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Further, the  percentage o f  SPCs invalidated  is very 
high. A s a  result, patentee is no t inclined to  rely  on 
com bination patents as a  m eans o f  p rotection fo r the ir 
fo llow  on products. A lthough, A ctav is24 case clarified  
A rticle 3 (a) and (c) o f  R egulation  (EC) 469/2009, the 
C JEU  shall have to  answ er the questions relating to  
paten t am endm ents after g ran t o f  paten t to  cover 
increm ental inventions like com bination  products. 
C JEU  shall have to  clarify  m ore questions on issues 
involving patent am endm ents and SPC for com bination 
products. B etter clarity  by  C JEU  w ill help  paten t 
holders craft the ir strategies w ell in  advance right 
from  the drafting  basic  paten t w hich  effectively  m ay 
cover all possib le com bination  products.

For com position patents, as o f  now , the case law  is 
c lear th a t SPC w ould  no t be possib le i f  active 
ingred ien t is no t claim ed in  the basic  pa ten t and no 
SPC is possible for active ingredients in  com bination 
w ith  adjuvants like pharm aceutical excipients. The 
paten t holders see com position  patents as better 
candidates to  p ro tec t th e ir fo llow  on product in 
com parison  to  com bination  patents. The reason is less 
num ber o f  SPCs fo r com position  patents w ere found 
to  be invalid  by  paten t o ffices and courts. R ise in 
num ber o f  SPC applications fo r com position patents 
in  future m ay be expected.

F or product patents, the C JEU  rulings in Sanofi 20 
and L illy21 rem ain  unansw ered  in  case o f  patents w ith 
M arkush claim s. Patents w ith  M arkush claim s could 
be applicable for a  lim ited num ber o f  com pounds, but 
the claim s them selves cover thousands o f  com pounds. 
W hether the ru ling in L illy21 o r Sanofi20 case w ould 
be applicable to  M arkush claim s still needs to  be 
clarified. The Sanofi case highlights the fact th a t the 
com pound should be identified  and specified  in  the 
w ord ing  o f  the claim s, bu t L illy  case im plies tha t 
functional language o f  claim  is sufficient; hence SPC 
for com pounds based  on M arkush claim s rem ain  
questionable. One probable solution w ould  be m ore 
proactive approach by  regulatory  bodies and C JE U  in 
tak ing  up questions relating to  SPC regulation  and 
interpreting  them  explicitly .

A nother question  is about the expiry  o f  a  M arkush 
claim  including com pounds for w hich  a  num ber o f  
SPCs are granted . In the L illy  case, H um an G enom e 
Sciences Inc.21 (H SG ) had  its ow n SPC for 
B elim um ab bu t based  on L illy ’s invention o f  
T abalum ab, an additional SPC could  be gran ted  to 
sam e patent. This suggests th a t patents can  be revived 
m ultip le tim es by  filing application  for com pounds 
covered in  M arkush claim s. In such instances, for

how  long a  paten t could  rem ain  enforceable is still 
unclear. A  probable solution to  th is  loophole w ould  be 
coordinated  efforts from  European paten t offices, 
courts and national m edicinal regulatory  bodies to 
harm onize the in terpretation  o f  SPC regulation.

D espite o f  above questions, p roduct patents rem ain 
first choice for paten tee to  file SPC application  as 
they  provide strong pro tection  against com petitors. 
H ow ever, the num ber o f  SPCs filed  fo r the product 
patents are also less com pared  to  the one w hich  are 
granted. One probable  reason could be scarcity  o f  new  
com pounds, bio logics, devices or article w hich  results 
into such decline in  num ber. One can expect these 
num ber to  rise in  the future i f  new  m olecules get 
discovered and  m arketed  a t a  faster rate. The rise o f  
the  U PC  in Europe w herein  one paten t can be granted 
th roughou t Europe are likely to  pose additional 
questions regarding SPC. This is surely going to 
increase the num ber o f  appeals in  future. Finally , 
the  patentee needs to  keep an  eye on the decisions 
relating to  SPC as w ell as any am endm ent in 
regulation  o f  SPC to  find ou t w hich  patents are best 
su ited for p rotecting  the ir invention.

Guidelines for Patent Claim Drafting
B ased on the review  o f  the  C JEU  case law s and 

decisions handed  dow n by  the national courts o r IP 
offices, fo llow ing points should be considered  w hile 
drafting paten t claim s.
1 In case o f  m olecule paten ts in  pharm aceutical 

field, the  com pounds in tended to  be covered in 
the  scope o f  M arkush claim s should be identified  
and specified in  the  w ordings o f  the claim s o f  
m olecule patents.

2 The M arkush claims should have adequate disclosure 
in the specification o f  the patent and enablement.

3 In case o f  b io technology  based  products such as, 
the  an tibody/proteins etc., the product o f  in terest 
should be covered in  the scope o f  M arkush claim s 
o f  paten t or at least be defined  by  the functional 
language o f  the claim s.

4 In case o f  com bination  products, the com bination  
products should be clearly  disclosed in  the 
w ord ings o f  the claim s.

5 I f  the m ain  invention o f  p a ten t is com pound ‘A ’ 
and the specification  also  disclose generically  
com bination o f  com pound ‘A ’ w ith other chem ical/ 
therapeutic  class o f  com pounds, then  care should 
be taken  to  identify  and specify the existing 
com pounds o f  each chem ical/therapeutic  class in 
the  specification  as w ell as the claim .
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6 I f  the p aten t discloses m ultip le inventions w hich 
separately  qualifies fo r SPC, then  each invention 
should be claim ed in  separate patents (by filing 
d iv isional applications).

7 A  generic d isclosure o f  the  invention m ay no t be 
suffic ien t fo r support o f  SPC application.

8 C om position  claim s contain ing active ingred ien t 
along w ith  excipients m ay no t be eligible for 
SPC, i f  the active ingredient is a lready subject o f  
SPC application.

9 Claims directed to the carrier system  or excipients, 
w hich them selves are not therapeutically effective 
unless com bined w ith active ingredient, are not 
eligible for SPC application.

10 Second m ethod  o f  use claim s m ay be eligible for 
SPC application, i f  they are no t overlapping w ith 
the first m ethod o f  use fo r w hich  SPC is already 
been  granted.

Conclusion
B ased on in-depth  study o f  SPC regulation , review

o f  case law s, survey o f  SPC related  to  questionnaire
am ongst IP experts and  SPC country  w ise data
analysis, fo llow ing conclusions have been  drawn:
•  The m ost com m on type o f  pa ten t associated  w ith  

SPC w as a com pound patent.
•  H igher percentage o f  SPCs w ere invalidated  for 

patents on com bination  products, hence there w as 
lesser inclination  o f  patentees to  file SPCs for 
those patents.

•  There w as sign ifican t num ber o f  SPCs filed  and 
g ran ted  fo r com position  patents.

•  The percentage o f  getting  the SPCs fo r
com position  products invalidated  w as quite low.

•  SPC regulation  has loopholes w hich  i f  exploited 
w ill benefit generic industry.

•  M edeva and Georgetow n rulings provide
opportunities fo r generic com panies to find  out
avenues fo r challenging SPC fo r obtain ing early 
m arket entries.

•  A  m ore proactive approach by  regulatory  bodies 
and C JE U  in taking up questions relating to 
M arkush claim s and in terpreting  them  explicitly  
is required.

•  C oordinated  efforts from  European paten t offices, 
courts and national m edicinal regulatory  bodies 
w ould  be required  to harm onize the interpretation  
o f  SPC regulation.

•  In case o f  b io technology  based  products, the 
product o f  in terest should be covered  in the scope

o f  M arkush claim s o f  paten t o r at least be defined 
by  the functional language o f  the  claim s.

•  To ensure adequate paten t claim  drafting  fo r 
com bination products, the com bination  products 
should be clearly  disclosed in the w ord ings o f  the 
claim s.
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