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ARTICLE

Questionable Policy: New Canadian IP Enforcement Guidelines Miss The Mark On
Pharma

On M arch  31 ,  2016 ,  the  Canad i an  Com pet i t i on  Bureau  re l eased  a  l ong -awa i ted  substan t i ve  upda te  o f  i ts In te l l ectua l  Property En fo rcem ent
Gu i de l i nes (the  " IPEGs" ).

T he  IPEGs (f i rst  i ssued  i n  Sep tem ber 2000) descri be  the  Bureau 's approach  to  the  i n te rface  be tween  com pet i t i on  l aw and  i n te l l ectua l  p roperty ri gh ts,
and  i ts en fo rcem ent approach  to  conduct  i nvo l vi ng  the  exe rci se  o f  IP ri gh ts.  T he  newl y pub l i shed  upda ted  IPEGs (the  "New IPEGs" ) se t  ou t  the  Bureau 's
en fo rcem ent approach  i n  respect  o f  the  se t t l em en t o f  pa ten t  l i t i ga t i on  p roceed i ngs i n  the  pharm aceu t i ca l  i ndustry,  so -ca l l ed  "p roduct  swi tch i ng"
stra teg i es by i nnova to r pharm aceu t i ca l  com pan i es,  the  act i vi t i es o f  pa ten t  asse rt i on  en t i t i es ("PAEs" ) (i .e . ,  com pan i es whose  busi ness m ode l  i s asse rt i ng
pa ten ts a l though  they do  no t  m anu factu re  o r se l l  p roducts o r se rvi ces re l a ted  to  such  pa ten ts),  and  conduct  i nvo l vi ng  standard  essen t i a l  pa ten ts
("SEPs" ) ( i .e . ,  a  pa ten t  tha t  cl a i m s an  i nven t i on  tha t  m ust  be  used  i n  o rde r to  con fo rm  to  a  standard  adop ted  by a  standard  se t t i ng  o r deve l opm ent
o rgan i za t i on  ("SDO")).  

Pharmaceutical Patent Litigation Settlements

As re f l ected  i n  the  New IPEGs, the  Bureau 's en fo rcem ent approach  to  pa ten t  l i t i ga t i on  se t t l em en ts m ay be  sum m ari zed  as fo l l ows:

1.  T here  a re  two  an t i t rust  sa fe  ha rbours.  T he  f i rst  i s fo r en try-sp l i t  se t t l em en ts,  de f i ned  as "a  se t t l em en t [ tha t ]  does no t  i nvo l ve  the  [ i nnova to r]  f i rm
provi d i ng  any consi de ra t i on  to  the  generi c f i rm  o the r than  a l l owi ng  the  generi c to  en te r the  m arke t  on  o r be fo re  pa ten t  exp i ry" .  T he  second  i s fo r
se t t l em en ts p rovi d i ng  fo r en try by the  generi c f i rm  on  o r be fo re  pa ten t  exp i ry p l us a  paym ent wi th i n  the  reasonab l e  est i m a te  o f  the  sum  o f  (a ) the
fa i r m arke t  va l ue  o f  any goods o r se rvi ces p rovi ded  by the  generi c f i rm  to  the  i nnova to r m anu factu re r,  (b ) the  m agn i tude  o f  the  i nnova to r
com pany's sect i on  8  dam ages exposure  under the  Paten ted  Med i ci nes No t i ce  o f  Comp l i ance ("PM NOC") regu l a t i ons — the  Canad i an  equ i va l en t  o f
the  US Ha tch -Waxm an Act  — and  (c) the  i nnova to r com pany's expected  rem a i n i ng  l i t i ga t i on  costs absen t  se t t l em en t.

2.  Se t t l em en ts i nvo l vi ng  com pensa t i on  (a  "paym ent" ) to  a  generi c f i rm  m ay a t t ract  scru t i ny under the  Compet i t i on  Act  (the  "Act" ).  Ci vi l  revi ew under
the  ci vi l  ag reem ents p rovi si on  i n  sect i on  90 .1  i s the  de fau l t .  Sub j ect  to  the  second  sa fe  ha rbour no ted  above ,  se t t l em en ts i ncl ud i ng  a  paym ent to
the  generi c f i rm  pu rsuan t  to  wh i ch  the  generi c f i rm  en te rs the  m arke t  on  o r be fo re  pa ten t  exp i ry m ay be  revi ewed  under sect i on  90 .1  o f  the  Act ,  o r
"possi b l y"  under the  abuse  o f  dom i nan t  posi t i on  p rovi si on  i n  sect i on  79 .  T he  Bureau 's concern  he re  i s wi th  paym ents f rom  i nnova to rs to  generi c
f i rm s tha t  cou l d  have  the  e ffect  o f  de l ayi ng  generi c en try and  com pet i t i on  ;  and

3.  T he  scope  fo r cri m i na l  revi ew i s restri cted.  T he  Bureau  wi l l  no t  revi ew a  se t t l em en t under the  cri m i na l  consp i racy p rovi si on  i n  sect i on  45  o f  the  Act
un l ess (a ) the  se t t l em en t extends beyond  the  excl usi onary po ten t i a l  o f  the  pa ten t  by (i ) de l ayi ng  generi c en try past  the  da te  o f  pa ten t  exp i ry o r (i i )
restri ct i ng  com pet i t i on  fo r p roducts un re l a ted  to  the  pa ten t  sub j ect  to  the  PM NOC proceed i ng ,  o r (b ) the  se t t l em en t i s a  "sham " .  A "sham "  i s
de f i ned  as a  se t t l em en t "where  the  pa rt i es recogn i ze  tha t  the  pa ten t  i s i nva l i d  and /o r no t  i n f ri nged  and  use  a  pu rpo rted  se t t l em en t o f  the  PM NOC
proceed i ngs to  engage  i n  conduct  con tra ry to  [ the  cri m i na l  consp i racy p rovi si on  i n ]  Sect i on  45  as opposed  to  addressi ng  pa ten t-p ro tected  ri gh ts.
T ha t  i s,  the  PM NOC regu l a t i ons and  the  se t t l em en t a re  used  as a  d i sgu i se  fo r an  o the rwi se  naked  consp i racy" .  

"Product switching"

Wi th  respect  to  so -ca l l ed  "p roduct  swi tch i ng"  st ra teg i es by i nnova to r com pan i es,  the  New IPEGs d raw a  d i st i nct i on  be tween  "ha rd  swi tches"  (i .e . ,
wi thd rawi ng  f rom  the  m arke t  an  o l de r,  l ess e ffect i ve  p roduct  fo r wh i ch  the  underl yi ng  pa ten t(s) wi l l  soon  exp i re  i n  o rde r to  swi tch  dem and  to  a  new o r
i m proved  p roduct  wh i ch  en j oys on -go i ng  pa ten t  p ro tect i on  ),  on  the  one  hand ,  and  "so f t  swi tches"  (i .e . ,  where  the  i nnova to r f i rm  con t i nues to  se l l  the
o l de r p roduct  bu t  stops p rom ot i ng  i t  to  physi ci ans),  on  the  o the r hand .

T he  new gu i de l i nes i nd i ca te  tha t  "ha rd  swi tches"  wi l l  l i ke l y be  exam i ned  by the  Bureau  under the  abuse  o f  dom i nance  p rovi si on  i n  sect i on  79  o f  the
Act .  Accord i ng  to  the  Bureau ,  i f  the  conduct  o f  the  i nnova to r com pany "cou l d  be  fo r the  pu rpose  o f  fo rci ng  the  rep l acem ent o f  sa l es o f  [ the  o l de r
p roduct ]  wi th  those  o f  [a  new p roduct ]  to  excl ude  o r i m pede"  en try o f  the  generi c ve rsi on  o f  the  o l de r p roduct ,  the  Bureau  wou l d  vi ew the  wi thd rawa l  o f
the  o l de r p roduct  as fa l l i ng  ou tsi de  the  sta tu to ry excep t i on  i n  sect i on  79 (5 ) o f  the  Act  wh i ch  i m m un i zes f rom  revi ew under sect i on  79  any "act  engaged
i n  pu rsuan t  on l y to  the  exe rci se  o f  any ri gh t"  under a  federa l  IP sta tu te ,  i ncl ud i ng  the  Paten t  Act.  As fo r " so f t  swi tches" ,  the  New IPEGs sta te  these  wi l l
no t  " l i ke l y"  ra i se  an  i ssue  under the  Act ,  p rovi ded  tha t  the  i nnova to r f i rm  does "an t i -com pet i t i ve l y underm i ne  the  p rescri p t i on  base"  o f  the  o l de r p roduct
th rough ,  fo r exam p l e ,  the  m aki ng  o f  fa l se  o r m i sl ead i ng  sta tem en ts regard i ng  tha t  p roduct .

Conduct involving PAEs

T he  New IPEGs address conduct  i nvo l vi ng  PAEs wi th  respect  to  the  " rep resen ta t i ons m ade  i n  the  con text  o f  asse rt i ng  pa ten ts"  and  the  "assi gnm ent o f
pa ten ts fo r en fo rcem ent" .  

T he  new gu i de l i nes se t  ou t  the  Bureau 's posi t i on  tha t  the  use  by PAEs o f  fa l se  o r m i sl ead i ng  cl a i m s (e .g . ,  tha t  m any o the r busi nesses have  a l ready pa i d
the  si gn i f i can t  l i censi ng  fee  dem anded  by a  PAE, when  i n  fact  they have  no t ,  o r tha t  the  PAE i n tends to  com m ence  l i t i ga t i on  i f  the  fee  i s no t  pa i d
i m m ed i a te l y,  when  i n  fact  i t  has no  such  i n ten t i on ) as a  m eans o f  extract i ng  l i censi ng  fees f rom  sm a l l - and  m ed i um -si zed  busi nesses wi l l  a t t ract  scru t i ny
under the  m i sl ead i ng  advert i si ng  p rovi si ons o f  the  Act .  T hose  p rovi si ons i ncl ude  a  genera l  cri m i na l  p roh i b i t i on  aga i nst  fa l se  o r m i sl ead i ng
rep resen ta t i ons (sect i on  52 ) and  a  genera l  ci vi l  p roh i b i t i on  aga i nst  decep t i ve  m arke t i ng  p ract i ces (sect i on  74 .01 ).  T hese  p roh i b i t i ons a re  substan t i a l l y
si m i l a r,  excep t  tha t  l i ab i l i ty under the  cri m i na l  p roh i b i t i on  a l so  requ i res p roo f  tha t  the  rep resen ta t i on  was m ade  "knowi ng l y o r reckl essl y."  Bo th  requ i re  a
rep resen ta t i on  — m ade  to  the  pub l i c — to  p rom ote  a  p roduct ,  se rvi ce ,  o r busi ness i n te rest  tha t  i s fa l se  o r m i sl ead i ng  i n  a  m a te ri a l  respect .  No tab l y,  the
New IPEGs em phasi ze  tha t  " i n  m ost  i nstances o f  m i sl ead i ng  advert i si ng " ,  ci vi l ,  as opposed  to  cri m i na l ,  en fo rcem ent wi l l  be  pu rsued  by the  Bureau .

Wi th  respect  to  the  assi gnm ent o f  pa ten ts fo r en fo rcem ent,  the  New IPEGs con f i rm  tha t  wh i l e  the  assi gnm ent o f  a  pa ten t  i s po ten t i a l l y sub j ect  to  revi ew
under the  Act ,  " i n  genera l ,  IP ho l de rs a rrang i ng  the i r a ffa i rs so  as to  m ore  e ffect i ve l y en fo rce  the i r IP ri gh ts [ i ncl ud i ng  by assi gn i ng  those  ri gh ts to  a
f i rm  speci a l i zi ng  i n  the  en fo rcem ent o f  IP ri gh ts]  does no t  ra i se  i ssues under the  Act" .
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Conduct involving SEPs

T he  New IPEGs i nd i ca te  tha t  the  act i vi t i es o f  SDOs ra i se  com pet i t i on  ri sks (i ncl ud i ng  po ten t i a l  cri m i na l  p rosecu t i on  under the  cri m i na l  consp i racy
p rovi si on  i n  sect i on  45  o f  the  Act) i nso fa r as the  conduct  o f  SDO part i ci pan ts i nvo l ves,  am ong  o the r th i ngs,  the  fo recl osu re  o f  i nnova t i ve  techno l og i es,
the  restri ct i on  o f  access to  a  standard  o r the  faci l i ta t i on  o f  an  ag reem ent p roh i b i ted  under sect i on  45 .

Wi th  respect  to  so -ca l l ed  "pa ten t  am bush" ,  the  New IPEGs i nd i ca tes tha t  a  fa i l u re  to  d i scl ose  pa ten ts essen t i a l  to  a  standard  coup l ed  wi th  subsequen t
i n f ri ngem ent l i t i ga t i on  i n  respect  o f  the  p revi ousl y und i scl osed  pa ten ts aga i nst  those  i m p l em ent i ng  the  standard  cou l d  a t t ract  an t i t rust  l i ab i l i ty under
the  abuse  o f  dom i nance  p rovi si on  i n  sect i on  79  o f  the  Act .  So  too  cou l d  b reaches by an  SEP owner o f  a  vo l un ta ry com m i tm en t to  l i cense  on  fa i r,
reasonab l e  and  non-d i scri m i na to ry ("FRAND") te rm s.  No tab l y,  the  New IPEGs i nd i ca te  tha t  where  p ri va te  l i t i ga t i on  has been  com m enced  i n  respect  o f
the  SEP owner's reneg i ng  on  i ts FRAND com m i tm en t,  the  Bureau  m ay fo rbear f rom  taki ng  en fo rcem ent act i on .

On  the  quest i on  o f  whe the r com pet i t i on  l aw i m poses any l i m i ts on  the  ri gh t  o f  owners o f  FRAND-encum bered  SEPs to  seek i n j unct i ve  re l i e f  when  the i r
pa ten ts a re  a l l eged l y i n f ri nged  by i m p l em ente rs,  the  New IPEGs sta te  the  Bureau 's posi t i on  tha t  i t  m ay be  appropri a te  fo r the  SEP owner who  has m ade
a  l i censi ng  com m i tm en t to  seek i n j unct i ve  re l i e f  " i n  ce rta i n  ci rcum stances,"  i ncl ud i ng  " (i ) when  a  p rospect i ve  l i censee  re fuses to  pay a  roya l ty tha t  i s
de te rm i ned  to  be  FRAND by a  court  o r a rb i t ra to r;  (i i ) when  a  p rospect i ve  l i censee  re fuses to  engage  i n  l i censi ng  nego t i a t i ons;  (i i i ) when  a  p rospect i ve
l i censee  construct i ve l y re fuses to  nego t i a te  (fo r exam p l e ,  by i nsi st i ng  on  te rm s cl ea rl y ou tsi de  the  bounds o f  wha t  cou l d  be  consi de red  to  be  FRAND
te rm s) o r (i v) when  a  p rospect i ve  l i censee  has no  ab i l i ty to  pay dam ages (fo r exam p l e ,  a  f i rm  tha t  i s i n  bankrup tcy). "  T he  New IPEGs i nd i ca te  tha t
ou tsi de  o f  these  (and  o the r un i den t i f i ed ) ci rcum stances,  the  Bureau  wou l d  l i ke l y revi ew the  seeki ng  o f  i n j unct i ve  re l i e f  by the  ho l de r o f  a  FRAND-
encum bered  SEP as a  po ten t i a l  abuse  o f  dom i nance  under sect i on  79 .

Comment

Whi l e  the  en fo rcem ent po l i cy se t  ou t  i n  the  New IPEGs regard i ng  SEPs, SDOs and  PAEs i s genera l l y unob j ect i onab l e ,  the  Bureau 's i n tended  approach
to  pa ten t  l i t i ga t i on  se t t l em en ts and  "p roduct  swi tch i ng"  m i ss the  m ark i n  severa l  i m portan t  respects,  i ncl ud i ng  the  fo l l owi ng .  

Fi rst ,  cri m i na l  revi ew o f  pa ten t  l i t i ga t i on  se t t l em en t ag reem ents i s cl ea rl y i nappropri a te .  T he  cri m i na l  consp i racy p rovi si on  i n  sect i on  45  o f  the  Act  was
never i n tended  to  be  used  to  p rosecu te  pa rt i es to  se t t l em en ts o f  con tested ,  cost l y and  h i gh l y-com p l ex pa ten t  l i t i ga t i on .  Fu rthe r,  the  Bureau 's i n tended
use  o f  sect i on  45 ,  even  i n  the  l i m i ted  ci rcum stances con tem p l a ted  i n  the  New IPEGs, const i tu tes an  un j ust i f i ed  d i ve rgence  f rom  the  approaches i n  bo th
the  US and  the  EU, where  se t t l em en ts o f  com p l ex con tested  pa ten t  l i t i ga t i on  i s sub j ect  to  ci vi l  an t i t rust  revi ew on l y.  T he  d i ve rgence  crea ted  by the  new
Canad i an  IP gu i de l i nes canno t  be  exp l a i ned  o r j ust i f i ed  wi th  re fe rence  to  any l ega l ,  regu l a to ry o r o the r d i ffe rences be tween  Canada  and  the  US o r the
EU. 

Second ,  no twi thstand i ng  tha t  sect i on  79  i s by i ts exp ress te rm s concerned  wi th  acts tha t  have  as the i r pu rpose  an  i n tended  nega t i ve  e ffect  on  a
com pet i to r tha t  i s p reda to ry,  excl usi onary o r d i sci p l i na ry (tha t  have  had ,  a re  havi ng  o r a re  l i ke l y to  have  the  e ffect  o f  substan t i a l l y l essen i ng  o r
p reven t i ng  com pet i t i on  i n  a  m arke t) and  the re fo re  canno t  p roperl y be  app l i ed  to  consensua l  se t t l em en ts o f  pa ten t  l i t i ga t i on  p roceed i ngs,  the  Bureau
has re fused  requests f rom  va ri ous stakeho l de rs to  rem ove  f rom  the  New IPEGs re fe rence  to  the  possi b i l i ty tha t  pa ten t  l i ga t i on  se t t l em en ts cou l d  be
cha l l enged  under the  abuse  o f  dom i nance  p rovi si on  i n  sect i on  79  o f  the  Act .  Com pound i ng  the  p rob l em , the  New IPEGs con ta i n  no  m ean i ng fu l
gu i dance  as to  the  ci rcum stances i n  wh i ch  the  Bureau  m i gh t  p roceed  under sect i on  79 .  Gi ven  the  d ram at i ca l l y d i ffe ren t  consequences o f  a  revi ew
under the  ci vi l  ag reem ents p rovi si on  i n  sect i on  90 .1  ve rsus the  abuse  p rovi si on  i n  sect i on  79  (i .e . ,  p roh i b i t i on  o rde r on l y vs.  m u l t i -m i l l i on  do l l a r f i nes),
the  Bureau 's fa i l u re  to  p rovi de  the  requested  gu i dance  i s un fo rtuna te .

Wi th  respect  to  so -ca l l ed  "p roduct  swi tch i ng" ,  the  Bureau 's posi t i on  tha t  "ha rd  swi tches"  a re  revi ewab l e  under the  abuse  o f  dom i nance  p rovi si on  i n
sect i on  79  because  "BRAND's conduct  [ i n  wi thd rawi ng  the  o l de r p roduct  be fo re  the  generi c ve rsi on  was ab l e  to  en te r the  m arke t  and  take  advan tage  o f
p rovi nci a l  au tom at i c subst i tu t i on  l aws]  cou l d  be  fo r the  pu rpose  o f  excl ud i ng  en try by GENERIC"  i s i nconsi sten t  wi th ,  am ong  o the r th i ngs,  the  Paten t
Act ,  the  IPEGs as they exi sted  be fo re  Apri l  2014  and  the  re l evan t  Canad i an  case  l aw.

In  th i s l ast  regard ,  fo r exam p l e ,  the  Com pet i t i on  T ri buna l  con f i rm ed  a l m ost  20  years ago  i n  Di recto r o f  Invest i ga t i on  and  Research  v Te l e -Di rect
(Pub l i ca t i ons) Inc and  Te l e -Di rect  (Servi ces) Inc,  tha t  an  a l l eged  excl usi onary e ffect  o r excl usi onary i n ten t  on  the  pa rt  o f  an  IP owner i s i nsu ff i ci en t  to
t ransfo rm  the  m ere  exe rci se  o f  sta tu to ry ri gh ts under the  IP sta tu tes i n to  som eth i ng  m ore ,  the reby depri vi ng  the  IP owner o f  the  p ro tect i on  o f  sect i on
79(5 ).  In  i ts deci si on  i n  Te l e -Di rect ,  the  T ri buna l  re j ected  the  Di recto r's a rgum ent tha t  " subsect i on  79 (5 ) does no t  p recl ude  a  f i nd i ng  tha t  'abuses' o f
i n te l l ectua l  p roperty ri gh ts a re  an t i -com pet i t i ve  acts" ,  and  h i s posi t i on  tha t  Te l e -Di rect 's a l l eged  "excl usi onary i n ten t  i n  respect  o f  the i r t radem arks” and
pract i ce  o f  se l ect i ve  l i censi ng  const i tu ted  an  abuse  o f  i ts t radem ark ri gh ts revi ewab l e  under sect i on  79  o f  the  Act .  In  exp l a i n i ng  th i s concl usi on ,  the
T ri buna l  sta ted  (i n  re l evan t  pa rt ):

" . . .  i n  the  T ri buna l 's vi ew, som eth i ng  m ore  than  the  m ere  exe rci se  o f  sta tu to ry ri gh ts,  even  i f  excl usi onary i n  e ffect,  m ust  be  p resen t  be fo re  the re  can  be
a  f i nd i ng  o f  m i suse  o f  a  t radem ark.  Subsect i ons 79 (5 ) exp l i ci t l y recogn i zes th i s.

T he  responden ts'  re fusa l  to  l i cense  the i r t radem ark fa l l s square l y wi th i n  the i r p re roga t i ve .  Inhe ren t  i n  the  ve ry na tu re  o f  the  ri gh t  to  l i cense  a  t radem ark
i s the  ri gh t  fo r the  owner o f  the  t radem ark to  de te rm i ne  whe the r o r no t ,  and  to  whom , to  g ran t  a  l i cence ;  se l ect i vi ty i n  l i censi ng  i s fundam enta l  to  the
ra t i ona l e  beh i nd  p ro tect i ng  t radem arks. . .

Wh i l e  the  evi dence  suggests tha t  Te l e -Di rect  i s m o t i va ted ,  a t  l east  i n  pa rt ,  by com pet i t i on  i n  i ts deci si on  to  re fuse  to  l i cense  i ts t radem arks,  tha t  fact  i s
tha t  the  Trade-marks Act  a l l ows t radem arks owners to  deci de  to  whom  they wi l l  l i cense  the i r t radem arks.  T he  responden ts'  m o t i va t i on  fo r the i r deci si on
to  re fuse  to  l i cense  a  com pet i to r becom es i rre l evan t  as the  Trade-marks Act  does no t  p rescri be  any l i m i t  to  the  exe rci se  o f  tha t  ri gh t .

. . .

. . .  A l though  the  responden ts m ay have  been  zea l ous i n  p ro tect i ng  the i r t radem arks,  bo th  i n  re fusi ng  to  l i cense  and  i n  th rea ten i ng  l i t i ga t i on  fo r
i n f ri ngem ent,  the  i rre fu tab l e  fact  i s tha t  the  responden ts have  been ,  th rough  the  p rovi si ons o f  the  Trade-marks Act,  acco rded  the  ri gh t  to  re fuse  to
l i cense  the i r t radem arks,  even  se l ect i ve l y.  T he  exe rci se  o f  th i s ri gh t  i s p ro tected  f rom  be i ng  an  an t i -com pet i t i ve  act  by subsect i on  79 (5 ) o f  the  Act" .

In  the  sam e way,  p roduct  swi tch i ng  and  o the r p roduct  i nnova t i on  o r i m provem ent st ra teg i es (even  i f  a l l eged l y excl usi onary i n  e ffect  o r i n ten t) const i tu te
the  l eg i t i m a te  exe rci se  o f  an  i nnova to r com pany's ri gh ts as a  pa ten t  ho l de r under the  Paten t  Act,  th rough  the  va l i d  use  (i n  ob ta i n i ng  a  pa ten t  fo r an
i nnova t i on  o r i m provem ent,  and  usi ng  tha t  i nven t i on  i n  a  new o r i m proved  p roduct)  and  non-use  (i n ,  am ong  o the r th i ngs,  d i scon t i nu i ng  the  supp l y o f
an  o l de r p roduct) o f  IP,  and  the re fo re  fa l l s square l y wi th i n  the  sta tu to ry excep t i on  i n  sect i on  79 (5 ) o f  the  Act .  T he  Paten t  Act  provi des a  com prehensi ve
regu l a to ry f ram ework fo r de te rm i n i ng  whe the r a  p roduct  i m provem ent i s su ff i ci en t  fo r pa ten t  p ro tect i on .  Sect i on  32  o f  the  Paten t  Act  expressl y p rovi des
tha t  a  pe rson  who  has i nven ted  an  i m provem ent on  any pa ten ted  i nven t i on  m ay ob ta i n  a  pa ten t  fo r the  i m provem ent.  To  qua l i fy fo r pa ten t  p ro tect i on ,
an  i m provem ent m ust  be  new and  use fu l ,  and  m ust  be  an  i nven t i on  i n  i ts own  ri gh t  (no t  an  obvi ous equ i va l en t  o f  the  o ri g i na l  i nven t i on ).  Wi th  respect
to  the  non-use  o f  IP,  sub j ect  to  sect i on  65  o f  the  Paten t  Act  (abuse  o f  ri gh ts under pa ten ts),  the  ri gh ts con fe rred  by a  pa ten t  i ncl ude  a  ri gh t  o f  non-use ;
the re  i s no  ob l i ga t i on  under the  Canad i an  pa ten t  system  fo r a  pa ten tee  to  use  o r work an  i nven t i on .
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Parl i am en t cou l d  have  sough t  to  restri ct  o r regu l a te  the  exe rci se  o f  IP ri gh ts i n  connect i on  wi th  the  i n t roduct i on  o f  new o r i m proved  pa ten ted
m ed i ci nes,  bu t  pe rhaps understand i ng  the  adverse  e ffects th i s cou l d  have  had  on  i nnova t i on  and  com pet i t i on ,  i t  d i d  no t .  A g rea t  dea l  o f
pharm aceu t i ca l  R&D i s i ncrem enta l  and  i ncrem enta l  i nnova t i on  has been  the  key to  m any m a j o r advances i n  the  t rea tm en t and  p reven t i on  o f  d i sease .
Product  swi tch i ng  encourages i ncrem enta l  i nnova t i on  and  the  ea rl y i n t roduct i on  o f  i m proved  p roducts.  T he  Bureau 's en fo rcem ent approach  i n  respect
o f  "ha rd  swi tches"  the re fo re  ri sks ch i l l i ng  i nvestm en ts i n  i nnova t i on  and  underm i n i ng  vi go rous,  we l fa re -enhanci ng  com pet i t i on .  As a  m atte r o f
com pet i t i on  l aw po l i cy,  the  p roposi t i on  underl yi ng  the  Bureau  approach  to  "ha rd  swi tches" ,  nam e l y tha t  Canad i an  com pet i t i on  l aw shou l d  i m pose  a
l ega l  ob l i ga t i on  on  i nnova to r d rug  m anu factu re rs,  en fo rced  th rough  po ten t i a l  m u l t i -m i l l i on  do l l a r f i nes,  to  con t i nue  se l l i ng  an  o l d  p roduct  i n  o rde r to
faci l i ta te  en try by generi cs by the  m ost  e ff i ci en t  m eans ava i l ab l e ,  i s sta rt l i ng ,  to  say the  l east .

 T he  consequences o f  con traven i ng  the  Act 's ci vi l  decep t i ve  m arke t i ng  p ract i ces p rovi si ons can  be  severe .  Am ong  o the r th i ngs,  the  Act  p rovi des fo r the
i m posi t i on  o f  an  adm i n i st ra t i ve  m one ta ry pena l ty o f  up  to  $10  m i l l i on  fo r a  f i rst  o ffence ,  and  a  pena l ty o f  up  to  $15  m i l l i on  fo r each  subsequen t
con traven t i on  o f  the  Act .  Vi o l a t i ons o f  the  Act 's cri m i na l  m i sl ead i ng  advert i si ng  p rovi si ons can  a t t ract  se ri ous consequences,  i ncl ud i ng  f i nes i n  the
d i scre t i on  o f  the  court  and /o r up  to  14  years i m pri sonm ent.

 (1997),  73  CPR (3d ) 1  (Com p T ri b ).

Te l e -Di rect ,  supra  a t  29 ,  31 -33 .

 A f te r pa ten t i ng  the  o ri g i na l  m ed i ca t i on ,  an  i nnova to r com pany m ay ob ta i n  new pa ten ts fo r i m provem ents o r i nnova t i ons on  the  o ri g i na l  m ed i ci ne ,
such  as new dosages,  st reng ths,  fo rm u l a t i ons,  de l i ve ry m e thods o r new uses fo r the  d rug .  Fo r exam p l e ,  pa t i en ts m ay f i nd  i m proved  dosi ng  — such  as
once  a  day dosi ng  i nstead  o f  m u l t i p l e  t i m es a  day dosi ng  — m ore  conven i en t  and  docto rs m ay p re fe r i t  fo r i m proved  pa t i en t  com p l i ance  (as pa t i en ts
a re  m ore  l i ke l y to  take  the  p roper dose  o f  the  d rug ).  S i m i l a rl y,  i m provem ents i n  a  d rug 's fo rm u l a t i on  o r de l i ve ry m e thod ,  such  as a  d rug  fo r
sch i zophren i a  tha t  d i sso l ves i n  the  pa t i en t 's m ou th ,  ra the r than  havi ng  to  be  swa l l owed , o r one  tha t  has a  stab l e  co l ou r ove r t i m e ,  i n  con trast  to  an
o l de r ve rsi on  o f  the  sam e d rug  tha t  d i d  no t  have  a  consi sten t  co l ou r ove r t i m e  and  was unse t t l i ng  to  the  pa t i en t ,  m ay be  p re fe rab l e  f rom  bo th  the
pa t i en t 's and  h i s o r he r docto r's pe rspect i ve .
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