
January 18, 2017

ARTICLE

Intellectual Property Weekly Abstracts Bulletin — Week of January 16, 2017

Patent Decisions

App l i ca t i on  fo r Proh i b i t i on  Gran ted  fo r Generi c Versi on  o f  Concerta
Janssen  Inc.  v.  Actavi s Pharma Company,  2016  FC 1361

T he  Court  g ran ted  Janssen 's app l i ca t i on  p roh i b i t i ng  the  M i n i ste r o f  Hea l th  f rom  i ssu i ng  an  NOC to  Actavi s fo r i ts generi c ve rsi on  o f  Concerta .  T he
pa ten t  a t  i ssue  does no t  re l a te  to  the  act i ve  i ng red i en t  i n  Concerta ,  bu t  ra the r,  to  the  use  o f  com posi t i ons tha t  re l ease  the  act i ve  i ng red i en t  i n  a
"susta i ned-ascend i ng  dose  ove r t i m e" .  T he  act i ve  i ng red i en t ,  m e thyl phen i da te ,  had  been  used  i n  o the r p roducts (Ri ta l i n  IR and  SR),  bu t  bo th  p roducts
were  p rob l em at i c.  T he  ascend i ng  dosage  i n  the  pa ten t  was shown to  ach i eve  equ i va l en t  behavi ou ra l  i m provem ents to  Ri ta l i n  IR,  wi th  no  si gn i f i can t
e l eva t i on  o f  si de  e ffects.

Actavi s subm i t ted  tha t  the  pa ten t  a t  i ssue  shou l d  be  construed  as cl a i m i ng  dosage  fo rm  and  a  m ethod  o f  adm i n i ste ri ng  a  d rug  tha t  i nvo l ves p rovi d i ng
an  i ncreasi ng  ra te  o f  re l ease  th roughou t  the  en t i re  extended  dosi ng  pe ri od ,  no t  j ust  som e port i on  o f  i t .  T he  Court  d i sag reed .  T he  Court  found  tha t  the
ski l l ed  pe rson  wou l d  no t  i n te rp re t  the  words "ove r t i m e"  and  "susta i ned"  to  m ean  an  en t i re  dosi ng  pe ri od .  T here fo re ,  a  d rug  tha t  had  a  susta i ned-
ascend i ng  re l ease  p ro f i l e  ove r a  few hours (and  no t  the  en t i re  dosi ng  pe ri od ) cou l d  con t i nue  to  be  e ffect i ve  fo r a  few hours a f te r the  d rug  stopped
re l easi ng  the  act i ve  i ng red i en t  i n to  the  p l asm a.

T he  Court  found  Actavi s'  a l l ega t i ons o f  i nva l i d i ty were  un j ust i f i ed .  T he  Court  a l so  concl uded  tha t  Actavi s'  a l l ega t i ons o f  non-i n f ri ngem ent were  no t
j ust i f i ed .  Actavi s'  expert  e rroneousl y re l i ed  on  Actavi s'  construct i on  to  concl ude  tha t  si nce  the  Actavi s tab l e ts d i d  no t  p rovi de  a  susta i ned-ascend i ng
dose  ove r an  en t i re  dosi ng  pe ri od ,  they wou l d  no t  i n f ri nge  the  pa ten t .  Fu rthe r,  Actavi s'  expert  re l i ed  on  m ean  da ta ,  no t  the  resu l ts f rom  ana l yzi ng
i nd i vi dua l  Actavi s tab l e ts.  T he  Court  no ted  tha t  th i s approach  to l d  us on l y whe the r a  ba tch  o f  tab l e ts m i gh t  i n f ri nge ,  and  the re fo re ,  cou l d  pe rm i t  a  l a rge
quan t i ty o f  i n f ri ng i ng  m ate ri a l  to  en te r the  m arke t .

Pa ten t  Va l i d i ty and  In f ri ngem ent Uphe l d  on  Appea l ;  L i m i ta t i on  Peri od  i n  Paten t  Act  no t  Necessari l y App l i cab l e  to  Ol d  Act  Pa ten ts
Apotex Inc.  v.  Astrazeneca  Canada  Inc. ,  2017  FCA 9

In  th i s case ,  the  FCA consi de red  an  appea l  and  cross-appea l  o f  a  deci si on  re l a t i ng  to  om eprazo l e .  T he  t ri a l  deci si on  can  be  found  he re  (2015  FC 322). .
I t  was m od i f i ed  he re  (2015  FC 671).  T he  Court  d i sm i ssed  the  va l i d i ty cha l l enges and  the  cross-appea l .  T he  appea l  re l a t i ng  to  l i m i ta t i on  pe ri ods was
a l l owed . T he  FCA consi de red  va l i d i ty a l l ega t i ons on  appea l  re l a t i ng  to  su ff i ci ency o f  d i scl osu re ,  am b i gu i ty,  ove rb read th  and  i nu t i l i ty.

T he  FCA revi ewed  construct i on  on  a  co rrectness standard ,  ho l d i ng  tha t  the  ob j ect i ve  i n ten t i on  o f  the  i nven to r i s to  be  found  wi th i n  the  fou r co rne rs o f
the  pa ten t .  T he  FCA a l so  he l d  tha t  i t  i s t ri te  l aw tha t  a  cou rt  wi l l  consi de r the  d i scl osu re  when  constru i ng  the  cl a i m s,  as i t  m ay he l p  to  de te rm i ne  i f  a
pa rt i cu l a r m ean i ng  was p rovi ded  fo r an  exp ressi on  i n  the  cl a i m . However,  the  d i scl osu re  canno t  be  used  to  en l a rge  o r con tract  the  scope  o f  the  cl a i m .

Wi th  respect  to  am b i gu i ty,  the  FCA he l d  tha t  si m p l y because  Apo tex a rgued  one  construct i on  i ssue  ove r ano the r,  the  l anguage  o f  the  cl a i m  i s no t
am b i guous.  Wi th  respect  to  su ff i ci ency,  the  FCA d i sm i ssed  Apo tex's a rgum ent tha t  the  pa ten t  was i nsu ff i ci en t  because  i t  d i d  no t  descri be  the  pa rt i cu l a r
p rocess tha t  Apo tex was usi ng  (the  i n  si tu p rocess),  wh i ch  on l y becam e known severa l  yea rs a f te r the  pa ten t  i ssued .  T he  FCA he l d  tha t  i n  the  Teva  case
a t  the  SCC, the  p rob l em  was tha t  the  i nven to r had  no t  d i scl osed  h i s i nven t i on  because  on l y one  com pound  worked ,  and  wh i ch  com pound  tha t  was was
no t  d i scl osed .  However,  i n  th i s case ,  the  experts ag reed  tha t  i f  they fo l l owed  the  teach i ngs o f  the  pa ten t ,  they wou l d  expect  the  fo rm u l a t i on  o f  Cl a i m  1
to  have  the  advan tages se t  ou t  fo r the  pa ten t .  Fu rthe rm ore ,  the  FCA he l d  tha t  rou t i ne  test i ng  i s accep tab l e  as pa rt  o f  enab l em ent.  T he  i nven to r does
no t  need  to  p rovi de  a l l  m e thods to  m ake  a  p roduct  and  does no t  need  to  p rovi de  fo r de ta i l ed  techn i ca l  support  i n  respect  o f  new m ethods tha t  a re  no t
d i scussed  i n  the  d i scl osu re .

Wi th  respect  to  i nu t i l i ty,  Apo tex was m aki ng  the  sam e a rgum ent tha t  the  pa ten t  was i nva l i d  fo r i nu t i l i ty based  on  a  l ack o f  sound  p red i ct i on  to  m ake  the
fo rm u l a t i on  th rough  the  i n  si tu p rocess.  T he  FCA he l d  tha t  requ i ri ng  an  i nven to r to  dem onstra te  the  u t i l i ty o f  the  p repara t i on  m ade  by a  p rocess tha t
was no t  known when  the  cl a i m  was d ra f ted  m akes no  sense .

T he  FCA he l d  tha t  the  Federa l  Court  e rred  i n  ho l d i ng  tha t  the  6 -year l i m i ta t i on  pe ri od  i n  the  Paten t  Act app l i ed  to  a l l  acts o f  i n f ri ngem ent by Apo tex
when  consi de ri ng  the  o l d  Paten t  Act.  T he  FCA he l d  tha t ,  under the  o l d  Paten t  Act,  i f  a  cause  o f  act i on  a ri ses i n  a  p rovi nce ,  tha t  cause  o f  act i on  m ay be
sub j ect  to  the  app l i cab l e  p rovi nci a l  l i m i ta t i on  pe ri od .  T h i s i ssue  was rem anded  to  the  Federa l  Court .  T he  FCA a l so  d i sm i ssed  AstraZeneca 's cross-
appea l  seeki ng  pun i t i ve  dam ages o r so l i ci to r/cl i en t  costs.

Di sm i ssed  M ot i on  fo r In te rl ocu to ry In j unct i on  Uphe l d  on  Appea l
Tearl ab  Corpora t i on  v.  I-Med  Pharma Inc. ,  2017  FCA 8

T h i s was an  appea l  aga i nst  Just i ce  M anson 's un reported  deci si on  i n  2016  FC 606 ,  d i sm i ssi ng  TearLab 's m o t i on  fo r an  i n te rl ocu to ry i n j unct i on  to  p reven t
the  sa l e  o f  the  i -Pen  by I -M ED Pharm a, pend i ng  the  de te rm i na t i on  a t  t ri a l  o f  TearLab 's pa ten t  i n f ri ngem ent cl a i m . T he  Court  had  p revi ousl y d i sm i ssed
TearLab 's m o t i on  fo r an  i n te ri m  i n j unct i on  on  the  basi s tha t  i t  fa i l ed  to  p resen t  qua l i f i ed  wi tnesses and  cogen t  evi dence  to  sa t i sfy the  l ast  two  p rongs o f
the  t ri pa rt i te  test  fo r g ran t i ng  i n j unct i ons (see  2016  FC 350 and  ou r sum m ary he re).

Just i ce  M anson  d i sm i ssed  the  i n te rl ocu to ry i n j unct i on  m ot i on  fo r si m i l a r reasons.  Just i ce  M anson  found  tha t  TearLab  fa i l ed  to  m ee t the  second  p rong  o f
the  t ri pa rt i te  test  and  tha t  the  ba l ance  o f  conven i ence  favoured  I -M ED. In  respect  o f  the  second  p rong ,  Just i ce  M anson  de te rm i ned  tha t  i t  wou l d  be
reasonab l y possi b l e  to  quan t i fy the  dam ages t ri gge red  by the  a l l eged  i n f ri ngem ent as pa ten t  ri gh ts a re  econom i c i n  na tu re .  In  add i t i on ,  Just i ce  M anson
found  tha t  TearLab  cou l d  no t  cl a i m  i t  was suscep t i b l e  to  i rreparab l e  ha rm  m ere l y because  o f  i ts d i ff i cu l ty o r i nab i l i ty to  quan t i fy dam ages.

T he  Court  o f  Appea l  d i sm i ssed  the  appea l ,  f i nd i ng  tha t  Just i ce  M anson  d i d  no t  com m i t  a  revi ewab l e  e rro r o f  l aw, a  m i sapprehensi on  o f  the  facts o r an
i nappropri a te  we i gh i ng  o f  the  evi dence .

Successfu l  De fendan t  Awarded  Costs E l eva ted  by 50% fo r M ost  Issues and  on  So l i ci to r-and-Cl i en t  Basi s fo r Wi thd rawn Pun i t i ve  Dam ages Cl a i m
Med i a tube  Corp .  v.  Be l l  Canada,  2017  FC 6
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In  th i s i n f ri ngem ent act i on ,  the  Court  he l d  the  pa ten t  a t  i ssue  va l i d  and  no t  i n f ri nged .  T he  Court  no ted  tha t  the re  were  unusua l  deve l opm ents ove r the
course  o f  th i s l i t i ga t i on ,  wh i ch  had  the  e ffect  o f  m orph i ng  th i s pa ten t  i n f ri ngem ent m a tte r to  one  o f  a l l oca t i on  o f  costs.  As a  resu l t ,  the  Court  devo ted
m ore  d i scussi on  to  costs than  wou l d  no rm a l l y be  warran ted .

In  award i ng  costs,  the  Court  consi de red  the  facto rs as l i sted  i n  Ru l e  400(3 ) o f  the  Federa l  Courts Ru l es,  and  pa rt i cu l a rl y Ru l es 400(3 )(i ) and  (k).  As a
genera l  ru l e ,  Be l l  havi ng  successfu l l y de fended  i tse l f  f rom  the  pa ten t  i n f ri ngem ent a l l ega t i ons,  was en t i t l ed  to  have  i ts costs.  However,  the  Court
addressed  va ri ous a rgum ents tha t  m i gh t  suggest  st rayi ng  f rom  the  genera l  ru l e .

One  unusua l  deve l opm ent i n  th i s case  i ncl uded  a  se ri es o f  changes to  Be l l 's d i scovery answers fo l l owi ng  the  second  round  o f  d i scoveri es,  re fe rred  to  as
the  “Corrected  In fo rm at i on ”.  T he  Court  decl i ned  to  m ake  any speci a l  award  o f  costs aga i nst  Be l l  fo r the  Corrected  In fo rm at i on ,  Fi rst ,  the  Court  found
tha t  Be l l  acted  i n  good  fa i th  i n  answeri ng  d i scovery quest i ons and  i n  p rovi d i ng  the  Corrected  In fo rm at i on .  Fu rthe rm ore ,  the  Court  no ted  tha t  the  t i m i ng
o f  Be l l  p rovi d i ng  the  Corrected  In fo rm at i on  m ade  no  d i ffe rence  be tween  p roceed i ng  wi th  the  t ri a l  and  reach i ng  a  se t t l em en t be fo re  t ri a l .  T he  case  fo r
non-i n f ri ngem ent was so  com pe l l i ng  tha t  the  Court  was unprepared  to  accep t  tha t  the  P l a i n t i f fs had  a  reasonab l e  be l i e f  tha t  they had  a  good  a rguab l e
case  be fo re  rece i vi ng  the  Corrected  In fo rm at i on .

T he  Court  a l so  decl i ned  to  award  cost  consequences aga i nst  Be l l  fo r the  a l l ega t i on  i n  i ts S ta tem en t o f  De fence  tha t  the  P l a i n t i f fs a re  pa ten t  t ro l l s,  o r
fo r ci t i ng  753  p ri o r re fe rences and  wa i t i ng  un t i l  abou t  th ree  m on ths p ri o r to  t ri a l  (a f te r the  exchange  o f  expert  reports) to  i den t i fy re fe rences on  wh i ch  i t
i n tended  to  re l y a t  t ri a l .

In  respect  o f  cost  consequences aga i nst  the  P l a i n t i f fs,  the  Court  awarded  costs e l eva ted  by 50% to  re f l ect  the  weakness o f  the  P l a i n t i f fs'  case  fo r
i n f ri ngem ent.  T he  Court  found  tha t  the  P l a i n t i f fs com m enced  and  p ressed  fo rward  wi th  the i r i n f ri ngem ent a l l ega t i ons aga i nst  Be l l  A l i an t  i n  the  face  o f
i n fo rm at i on  i nd i ca t i ng  tha t  Be l l  A l i an t  was no t  i n f ri ng i ng .  Fu rthe rm ore ,  the  P l a i n t i f fs com m enced  the  act i on  aga i nst  Be l l  Canada  wi thou t  a  cl ea r theory
o f  i n f ri ngem ent,  and  the  even tua l  theo ry they d i d  fo rm  was weak.

T he  Court  a l so  awarded  Be l l  i ts costs on  a  so l i ci to r-and-cl i en t  basi s i n  re l a t i on  to  the  pun i t i ve  dam ages cl a i m s.  T he  Court  no ted  tha t  a  consi de rab l e
am oun t o f  t i m e  was spen t  du ri ng  the  t ri a l ,  and  i n  p repara t i on  fo r t ri a l ,  on  the  P l a i n t i f fs'  cl a i m  fo r pun i t i ve  dam ages.  T he  P l a i n t i f fs wi thd rew the i r
pun i t i ve  dam ages cl a i m  based  on  i ts own  evi dence ,  and  be fo re  Be l l  adduced  any evi dence  on  the  i ssue .  T h i s i nd i ca ted  to  the  Court  tha t  the  P l a i n t i f fs
had  access to  i n fo rm at i on  tha t  Be l l  was ne i the r d i shonest  no r f raudu l en t  p ri o r to  com m encem ent o f  th i s act i on .

Supreme Court Updates

Teva  Canada  L i mi ted  v.  P f i ze r Canada  Inc.  (F.C.) (Ci vi l ) (By Leave) (37162)

T he  Suprem e Court  o f  Canada  announced  tha t  j udgm ent i n  th i s app l i ca t i on  fo r l eave  to  appea l  wi l l  be  de l i ve red  on  T hursday,  January 19 ,  2017 .  T he
Suprem e Court 's websi te  p rovi ded  the  fo l l owi ng  sum m ary:

In te l l ectua l  p roperty — Pa ten ts — M ed i ci nes — Sect i on  8  dam ages act i on  rem i t ted  to  Federa l  Court  fo r rede te rm i na t i on  based  on  non-hearsay
evi dence  — Does p rovi ng  com pensa to ry dam ages,  wh i ch  a re  based  upon  resto ri ng  the  p l a i n t i f f  to  a  hypo the t i ca l  posi t i on  i n  a  “bu t  fo r” ana l ysi s,  requ i re
evi dence  dem onstra t i ng  tha t  "no th i ng  m ade  i t  i m possi b l e "  fo r the  p l a i n t i f f  to  be  i n  tha t  hypo the t i ca l  posi t i on?

T he  responden t ,  P f i ze r Canada  Inc.  ("P f i ze r" ) i s the  co rpo ra te  successor to  the  o ri g i na l  pa ten tee  and  i nnova t i ve  m anu factu re r o f  ven l a faxi ne
hydroch l o ri de ,  a  d rug  m arke ted  under the  nam e Effexo r XR. T he  Canad i an  Pa ten t  1 ,248 ,540  re l a ted  to  i t  was se t  to  exp i re  on  January 10 ,  2006 .  In
2005 ,  Ra t i opharm , the  co rpo ra te  p redecessor to  the  app l i can t ,  Teva  Canada  L i m i ted  ("Teva" ),  wan ted  to  m arke t  i ts generi c ve rsi on  o f  ven l a faxi ne
hydroch l o ri de  and  f i l ed  an  abbrevi a ted  new d rug  subm i ssi on .  Hea l th  Canada  i n fo rm ed  Ra t i opharm  tha t  i t  wou l d  no t  i ssue  a  no t i ce  o f  com p l i ance  un t i l
the  requ i rem en ts under the  Paten ted  Med i ci nes (No t i ce  o f  Comp l i ance) Regu l a t i ons,  SOR/93-133  were  m et.  On  the  eve  o f  the  exp i ry o f  the  '540  Pa ten t ,
Canad i an  Pa ten t  2 ,199 ,778 ,  coveri ng  the  extended  re l ease  fo rm u l a t i on  o f  ven l a faxi ne  was i ssued  and  Pf i ze r l i sted  i t  on  the  Pa ten t  Reg i ste r aga i nst
Effexo r XR. On  the  sam e day,  Ra t i opharm  (Teva) se rved  a  no t i ce  o f  a l l ega t i on ,  accep t i ng  tha t  i ts no t i ce  o f  com p l i ance  wou l d  no t  i ssue  un t i l  a f te r the
exp i ry o f  the  '540  Pa ten t  bu t  a l l eg i ng  tha t  the  newl y-l i sted  '778  Pa ten t  was i nva l i d  o r wou l d  no t  be  i n f ri nged  by i ts generi c ve rsi on  o f  ven l a faxi ne .
Pf i ze r app l i ed  fo r an  o rde r o f  p roh i b i t i on  p reven t i ng  the  M i n i ste r f rom  i ssu i ng  a  no t i ce  o f  com p l i ance  to  Ra t i opharm  (Teva),  and  t ri gge ri ng  the
au tom at i c twen ty-fou r m on th  stay.  Ra t i opharm  (Teva) f i l ed  a  m o t i on  to  d i sm i ss Pf i ze r's p roh i b i t i on  app l i ca t i on ,  subm i t t i ng  tha t  the  '778  Pa ten t  was no t
e l i g i b l e  fo r l i st i ng  on  the  Pa ten t  Reg i ste r.  T ha t  m o t i on  was g ran ted  and  Pf i ze r's p roh i b i t i on  app l i ca t i on  was d i sm i ssed .  On  August  2 ,  2007 ,  the  M i n i ste r
g ran ted  Ra t i opharm  (Teva) a  no t i ce  o f  com p l i ance  fo r i ts generi c ve rsi on  o f  ven l a faxi ne .  Teva  then  com m enced  an  act i on  fo r dam ages under s.  8  o f  the
Regu l a t i ons fo r havi ng  been  i m properl y kep t  o ff  the  m arke t  du ri ng  the  pe ri od  o f  the  sta tu to ry stay.

Industry Updates

In  January 2017 ,  sect i ons 17 .07  and  17 .08  i n  chap te r 17  o f  the  M anua l  o f  Pa ten t  Off i ce  Pract i ce  (M OPOP) were  revi sed  to  re f l ect  an t i body p ract i ce .  A
com prehensi ve  l i st  o f  the  changes i s ava i l ab l e  on l i ne  on  the  M OPOP Revi si on  Hi sto ry web  page.

Hea l th  Canada  has re l eased  a  No t i ce  — App l i ca t i ons fo r Invest i ga t i ona l  Test i ng  Au tho ri za t i on  (ITA),  fo r M ed i ca l  Devi ces,  i n  the  "Non-eCT D El ectron i cs-
On l y"  Fo rm at.  T he  websi te  i nd i ca tes tha t  as o f  January 1 ,  2017 ,  app l i ca t i ons fo r ITAs fo r M ed i ca l  Devi ces wi l l  be  accep ted  i n  the  "non-eCT D
e l ectron i c-on l y"  fo rm at.

Hea l th  Canada  has re l eased  a  No t i ce  — M anda to ry Requ i rem en ts fo r usi ng  the  Com m on E l ectron i c Subm i ssi ons Ga teway (CESG).  T he  websi te
i nd i ca tes tha t  e ffect i ve  January 1 ,  2017 ,  the  CESG wi l l  be  m anda to ry fo r a l l  regu l a to ry t ransact i ons under 10GB i n  si ze  (i ncl ud i ng  f i rst  t ransact i ons)
p repared  i n  the  eCT D fo rm at.

Hea l th  Canada  has re l eased  a  No t i ce  — T he  Regu l a to ry Enro l m en t Process (REP) Funct i ona l  P i l o t .  T he  websi te  i nd i ca tes tha t  the  dead l i ne  fo r
subm i t t i ng  a  request  fo r pa rt i ci pa t i on  i s January 20 ,  2017 .
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