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Patent Decisions

Court  p rovi des m ethod  fo r assessi ng  quan tum  o f  Teva 's sect i on  8  dam ages
Teva  Canada  L i mi ted  v.  P f i ze r Canada  Inc. ,  2017  FC 332
Drug :  Pregaba l i n

In  th i s case ,  the  pa rt i es had  asked  the  Court  fo r speci f i c ru l i ngs and  gu i dance  i n  ca l cu l a t i ng  Teva 's sect i on  8  dam ages.  T he  pa rt i es were  i n  ag reem ent
tha t  Teva  i s en t i t l ed  to  recover i ts l osses o r dam ages,  bu t  d i sag reed  abou t  m any i m portan t  aspects o f  how those  l osses shou l d  be  de te rm i ned .

On  the  i ssue  o f  the  re l evan t  pe ri od  fo r dam ages,  bo th  pa rt i es ag reed  tha t  the  end  da te  o f  the  l i ab i l i ty pe ri od  was February 14 ,  2013 ,  the  day the
underl yi ng  app l i ca t i ons were  d i scon t i nued .  Desp i te  Teva 's subm i ssi ons fo r an  ea rl i e r sta rt  da te ,  the  Court  concl uded  tha t  the  pa ten t  ho l d  da te  i n  August
2010  was the  appropri a te  sta rt  da te .  T he  Court  found  tha t  Ra t i opharm  (Teva  took ove r Ra t i opharm ) had  taken  no  steps i n  the  rea l  worl d  to  exped i te  the
pa ten t  ho l d  l e t te r o r even  to  i nqu i re  i n to  i ts sta tus,  o r to  exped i te  i ts p roduct  m onograph .

In  de te rm i n i ng  Teva 's sha re  o f  the  generi c m arke t ,  the  Court  concl uded  tha t  the re  wou l d  have  been  no  rea l  i m ped i m en ts i n  the  bu t-fo r worl d  fo r Teva  to
l aunch  Ra t i opharm  p regaba l i n  on  o r abou t  the  pa ten t  ho l d  da te .  T he  Court  a l so  found  tha t  the re  wou l d  have  been  no  o the r generi cs who  cou l d  have
supp l i ed  the  m arke t  a t  tha t  t i m e .

T he  Court  consi de red  the  com pet i t i ve  l andscape  i n  the  bu t-fo r worl d  f rom  th i rd  pa rty generi cs,  au tho ri zed  generi cs,  and  Pf i ze r's own  generi c GenM ed.
However,  the re  was i nsu ff i ci en t  evi dence  tha t  th i rd  pa rty generi cs cou l d  and  wou l d  have  en te red  the  p regaba l i n  m arke t  du ri ng  the  l i ab i l i ty pe ri od ,  o r
tha t  som e o the r generi c wou l d  have  en te red  i n to  an  au tho ri zed  generi c ag reem ent.  T he  Court  a l so  found  tha t  P f i ze r fa i l ed  to  estab l i sh  tha t  i t  wou l d
have  l aunched  i ts GenM ed p roduct ,  o r tha t  i t  wou l d  have  been  an  e ffect i ve  com pet i to r even  i f  i t  had  l aunched .

T he  Court  then  consi de red  the  o the r re l evan t  facto rs,  i ncl ud i ng  fo rm u l a ry l i st i ng ,  p ri ci ng ,  t rade-spend  and  o the r m i sce l l aneous accoun t i ng  and  cost
i ssues.

Order o f  p roh i b i t i on  d i sm i ssed  i n  respect  o f  two  pa ten ts l i sted  aga i nst  dasa t i n i b
Bri sto l -Myers Squ i bb  Canada  v.  Apo tex Inc. ,  2017  FC 296
Drug :  dasa t i n i b

T he  Court  d i sm i ssed  Bri sto l  M yers Squ i bb 's app l i ca t i on  fo r an  o rde r p roh i b i t i ng  the  M i n i ste r f rom  i ssu i ng  an  NOC to  Apo tex fo r i ts generi c ve rsi on  o f
Spryce l ®.  T he  app l i ca t i on  re l a ted  to  two  pa ten ts.  Bo th  pa ten ts,  the  ‘932  Pa ten t  and  the  ‘898  Pa ten t ,  concern  cycl i c com pounds (i ncl ud i ng  dasa t i n i b )
and  sa l ts the reo f ,  to  m e thods o f  usi ng  such  com pounds i n  t rea t i ng  p ro te i n  tyrosi ne  ki nase  (PT K) associ a ted  d i so rde rs such  as i m m uno l og i c and
onco l og i c d i so rde rs,  and  to  pharm aceu t i ca l  com posi t i ons con ta i n i ng  such  com pounds.

Wi th  respect  to  the  f i rst  pa ten t ,  the  Court  found  tha t  Apo tex's a l l ega t i on  o f  i nva l i d i ty on  the  basi s o f  i nu t i l i ty was j ust i f i ed .  Con tra ry to  the  App l i can ts
subm i ssi ons,  the  Court  concl uded  tha t  the re  a re  cl ea r re fe rences i n  the  speci f i ca t i on  tha t  support  the  vi ew o f  an  ove ra rch i ng  p rom i se  fo r the rapeu t i c
u t i l i ty aga i nst  PT K-associ a ted  d i so rde rs,  i n  add i t i on  to  the  speci f i c the rapeu t i c u t i l i t i es d i scl osed  i n  the  use  cl a i m s.  T he  p rom i sed  u t i l i ty was no t
dem onstra ted ,  no r sound l y p red i cted  as o f  the  re l evan t  da te .

Wi th  respect  to  the  second  pa ten t ,  the  Court  found  tha t  Apo tex's a l l ega t i on  o f  i nva l i d i ty on  the  basi s o f  obvi ousness and  doub l e  pa ten t i ng  were
j ust i f i ed .  T he  i nven t i on  i n  the  asse rted  cl a i m s o f  the  ‘898  Pa ten t ,  i s the  o ra l  use  o f  the  com pound  fo r the  t rea tm en t o f  Chron i c M ye l ogenous Leukem i a
(CM L) and  i m a t i n i b -resi stan t  CM L (i m a t i n i b  was an  ea rl i e r t rea tm en t fo r CM L),  respect i ve l y.  T he  Court  found  i t  cl ea r tha t ,  a t  the  re l evan t  t i m e ,  the re
was si gn i f i can t  m o t i va t i on  i n  the  f i e l d  o f  CM L research  to  f i nd  an  a l te rna t i ve  the rapy fo r t rea t i ng  CM L and  i m a t i n i b -resi stan t  CM L. T hus,  the  Court
concl uded  tha t  Apo tex's a l l ega t i on  tha t  i t  was m ore  o r l ess se l f -evi den t  tha t  t ryi ng  to  t rea t  CM L and  i m a t i n i b -resi stan t  CM L wi th  the  com pound  ough t  to
work i s j ust i f i ed .  T he  Court  a l so  found  tha t  Apo tex's a l l ega t i on  tha t  the  na tu re  o f  the  work requ i red  to  ach i eve  the  i nven t i on  was rou t i ne  was j ust i f i ed .

On  the  i ssue  o f  doub l e  pa ten t i ng ,  the  pa rt i es a rgued  ove r wh i ch  da te  shou l d  be  re l evan t  to  the  doub l e  pa ten t i ng  ana l ysi s:  the  cl a i m  da te  o f  the  f i rst
pa ten t ,  the  p ri o ri ty da te  o f  the  second  pa ten t ,  o r the  pub l i ca t i on  da te  o f  the  second  pa ten t .  On l y cl a i m  was a t  i ssue  fo r th i s a l l ega t i on ,  si nce  the  pa rt i es
had  ag reed  tha t  i f  Apo tex's a l l ega t i on  o f  obvi ousness fo r cl a i m  1  was found  to  be  j ust i f i ed ,  i ts a l l ega t i on  o f  obvi ousness-type  doub l e  pa ten t i ng  fo r the
sam e cl a i m  wou l d  a l so  be  j ust i f i ed .

T he  Court  no ted  tha t  i f  the  re l evan t  da te  was the  f i rst  pa ten t 's f i l i ng  da te ,  then  cl a i m  3  wou l d  no t  be  i nva l i d  fo r obvi ousness-type  doub l e  pa ten t i ng ,
because  i m a t i n i b -resi stan t  CM L was no t  we l l  known as o f  tha t  da te .  However,  i f  the  re l evan t  da te  was e i the r o f  the  two  l a te r da tes,  then  the  Court 's
f i nd i ng  tha t  Apo tex's a l l ega t i on  o f  obvi ousness fo r cl a i m  3  was j ust i f i ed  en ta i l s tha t  cl a i m  3  be  i nva l i d  fo r obvi ousness-type  doub l e  pa ten t i ng .  T he
Court  ag reed  wi th  the  com m ents m ade  by Just i ce  Gl eason  i n  E l i  L i l l y Canada  Inc v Apo tex Inc,  2015  FC 875 ,  f i nd i ng  tha t  the  second  pa ten t 's p ri o ri ty
da te  was the  appropri a te  da te  a t  wh i ch  doub l e  pa ten t i ng  i s to  be  ana l yzed .  T here fo re ,  Apo tex's a l l ega t i ons o f  doub l e  pa ten t i ng  were  j ust i f i ed  fo r bo th
cl a i m  1  and  cl a i m  3  o f  the  ‘898  Pa ten t .

Trademarks Decisions

Appea l  o f  the  T radem ark Opposi t i on  Board 's deci si on  re j ect i ng  opposi t i on  to  HONEY M OM ENT S a l l owed
Mcdow e l l  v.  Laverana  GmbH & Co . KG, 2017  FC 327

T he  Court  a l l owed  an  appea l  o f  the  T radem ark Opposi t i on  Board 's deci si on  re j ect i ng  M s.  M cDowe l l 's opposi t i on  to  the  reg i st ra t i on  o f  the  HONEY
M OM ENT S tradem ark fo r use  i n  re l a t i on  to  a  num ber o f  pe rsona l  ca re ,  pharm aceu t i ca l  and  cosm et i c p roducts.  On  appea l ,  M s.  M cDowe l l  f i l ed  a
substan t i a l  am oun t o f  new evi dence  tha t  p ri m ari l y addressed  the  exten t  to  wh i ch  she  has used  he r HONEY m arks i n  Canada .  T he  Court  was sa t i sf i ed
tha t  th i s new evi dence  wou l d  have  m ate ri a l l y a ffected  the  Board 's f i nd i ngs o f  fact  and  consi de red  the  m atte r de  novo  ,  wh i l e  st i l l  taki ng  the  Board 's
deci si on  i n to  accoun t  as a  re l evan t  consi de ra t i on .

ttp://decisions.fct-cf.gc.ca/fc-cf/decisions/en/item/229370/index.d
ttp://decisions.fct-cf.gc.ca/fc-cf/decisions/en/item/229069/index.d
ttp://decisions.fct-cf.gc.ca/fc-cf/decisions/en/item/229232/index.d


In  app l yi ng  the  test  fo r con fusi on ,  the  Court  found  tha t  the  facto rs i n  subsect i on  6 (5 ) o f  the  Trademarks Act  favoured  a  f i nd i ng  o f  con fusi on .  Fo r
exam p l e ,  the  fact  tha t  m any o f  the  goods i den t i f i ed  i n  the  Responden t 's app l i ca t i on  appear to  ta rge t  si m i l a r consum ers to  those  ta rge ted  by M s.
M cDowe l l 's p roducts,  and  tha t  the  channe l s o f  t rade  fo r the  two  se ts o f  p roducts a re  l i ke l y i den t i ca l  o r ve ry si m i l a r.  T h i s,  a l ong  wi th  M s.  M cDowe l l 's
a ff i davi t  dem onstra t i ng  con t i nuous use  o f  he r HONEY m arks i n  Canada  si nce  2003 ,  we i ghed  heavi l y i n  M s.  M cDowe l l 's favour.

Add i t i ona l l y,  the  Court  found  tha t  M s.  M cDowe l l 's HONEY m arks possess a t  l east  som e l eve l  o f  d i st i nct i veness.  T he  Board  had  o ri g i na l l y found  tha t  the
m arks were  no t  i nhe ren t l y d i st i nct i ve ,  i n  l i gh t  o f  the  l auda to ry m ean i ng  o f  the  word  "honey" .  T he  Court  no ted  tha t  wh i l e  the  Board  i s en t i t l ed  to  take
j ud i ci a l  no t i ce  o f  d i ct i ona ry de f i n i t i ons o f  words found  i n  t radem arks,  i t  i s no t  en t i t l ed  to  take  j ud i ci a l  no t i ce  o f  a  si ng l e  m ean i ng  wi thou t  evi dence ,  o f
wh i ch  the re  was none  i n  th i s case .

T he  Court  a l so  no ted  tha t  the  Board  e rred  i n  d rawi ng  a  nega t i ve  i n fe rence  f rom  the  sta te  o f  the  Reg i ste r,  wh i ch  showed  tha t  seven  th i rd  pa rt i es had
reg i ste red  t radem arks tha t  con ta i ned  the  word  “honey” i n  associ a t i on  wi th  pe rsona l  ca re  p roducts.  T here  was no  evi dence  to  estab l i sh  tha t  the  m arks
were  cu rren t l y i n  use ,  o r tha t  they were  i n  use  as a t  the  re l evan t  m a te ri a l  da tes,  no r was the re  evi dence  to  estab l i sh  tha t  the  m arks were  used  i n  re l a t i on
to  wares o r se rvi ces tha t  a re  si m i l a r to  those  o f  the  pa rt i es,  o r the  exten t  o f  any such  use .

Ba l anci ng  a l l  o f  the  re l evan t  facto rs and  su rround i ng  ci rcum stances,  the  Court  was sa t i sf i ed  tha t  M s.  M cDowe l l  had  estab l i shed  tha t  the re  i s a  rea l
l i ke l i hood  o f  con fusi on  be tween  he r HONEY m arks and  the  Responden t 's HONEY M OM ENT S m ark.  Accord i ng l y,  the  appea l  was a l l owed .

Other Decisions of Interest

Court  d i sm i sses JR o f  M i n i ste r's deci si on  requ i ri ng  add i t i ona l  i n fo rm at i on  fo r approva l  o f  ce rta i n  p roducts m anu factu red  o r tested  a t  two  o f  Apo tex's
m anu factu ri ng  faci l i t i es
Apotex Inc.  v.  Canada  (Hea l th ),  2017  FC 315

T he  Court  d i sm i ssed  Apo tex's app l i ca t i on  fo r j ud i ci a l  revi ew, f i nd i ng  tha t  T herapeu t i c Products Di recto ra te  o f  Hea l th  Canada 's ("T PD" ) deci si on
requ i ri ng  add i t i ona l  i n fo rm at i on  p ri o r to  com p l e t i ng  i ts revi ew o f  NOC subm i ssi ons fo r approva l  o f  ce rta i n  new p roducts tha t  were  m anu factu red  o r
tested  a t  two  o f  Apo tex's m anu factu ri ng  faci l i t i es i n  Ind i a  to  be  ne i the r i m proper no r un reasonab l e .

T he  deci si on  p rovi ded  a  de ta i l ed  ove rvi ew o f  the  facts,  i ncl ud i ng  the  th ree  re l a ted  deci si ons rendered  by T PD, as we l l  two  ea rl i e r deci si ons o f  the
Inspecto ra te  restri ct i ng  i m porta t i on  o f  d rugs f rom  two  o f  Apo tex's d rug  m anu factu ri ng  faci l i t i es,  wh i ch  were  quashed  by the  Court  i n  2015  FC 1161 (ou r
sum m ary he re) and  i n  2016  FC 673 (ou r sum m ary he re).

T he  Court  f i rst  l ooked  a t  whe the r T PD's deci si on  under revi ew shou l d  be  un l awfu l  based  on  i ts p roxi m i ty to  a  quashed  deci si on .  T he  Court  no ted  tha t
th i s i s a  l ega l  quest i on  and  revi ewed  i t  usi ng  a  co rrectness standard .

T he  Court  found  tha t  the  re l i e f  requested  cou l d  on l y app l y to  two  d rugs,  Varen i cl i ne  and  S i tag l i p t i n ,  whose  subm i ssi ons con ta i n  da ta  f rom  stab i l i ty
stud i es sub j ect  to  the  da ta  i n teg ri ty concerns.  T he  Court  a l so  po i n ted  ou t  tha t  Apo tex has com p l i ed  wi th  T PD's requests fo r add i t i ona l  i n fo rm at i on  ra the r
than  seek j ud i ci a l  revi ew fo r the  o the r 30  subm i ssi ons sub j ect  to  the  da ta  i n teg ri ty concerns

T he  Court  found  tha t  the  evi dence  suggested  tha t  the  i m porta t i on  ban  was a  ca ta l yst  fo r T PD's deci si on .  However,  Apo tex was no t  ab l e  to  convi nce  the
Court  tha t  the  M i n i ste r's re fusa l  to  end  he r p roh i b i t i on  on  g ran t i ng  NOCs fo r p roducts m anu factu red  o r tested  a t  two  o f  Apo tex's m anu factu ri ng  faci l i t i es
i n  Ind i a  i s i nextri cab l y bound  up  wi th ,  and  based  upon ,  the  quashed  i m porta t i on  ban .

Sa t i sf i ed  tha t  the  deci si on  a t  i ssue  was no t  ta i n ted  by the  quashed  deci si on ,  the  Court  wen t  on  to  revi ew the  T PD's con t i nu i ng  requests fo r add i t i ona l
da ta  fo r subm i ssi ons sub j ect  to  da ta  i n teg ri ty concerns on  a  reasonab l eness standard .  T PD no  l onger requ i res add i t i ona l  i n fo rm at i on  to  support  da ta
genera ted  a t  these  two  l oca t i ons a f te r January 2015 .  T h i s i s because  T PD was ab l e  to  concl ude  tha t  the  co rrect i ve  and  p reven ta t i ve  m easures
i m p l em ented  by Apo tex rendered  post-January 2015  da ta  re l i ab l e .  T he  Court  u l t i m a te l y concl uded  tha t  i t  was no t  un reasonab l e  fo r T PD to  conduct  a
f resh  revi ew and  to  request  add i t i ona l  i n fo rm at i on  to  address the  da ta  i n teg ri ty concerns a t  those  two  l oca t i ons,  and  those  concerns fo r Varen i cl i ne  and
Si tag l i p t i n  i n  pa rt i cu l a r.

Industry Updates

Hea l th  Canada  has re l eased  a  No t i ce :  Ava i l ab i l i ty o f  Sum m ary Basi s o f  Deci si on  Docum ents and  Regu l a to ry Deci si on  Sum m ari es on  the  Drug  and
Hea l th  Products Reg i ste r.

Hea l th  Canada  has re l eased  a  No t i ce :  Tab l e t  Scori ng  o f  Subsequen t-en try Pharm aceu t i ca l  Products.

Hea l th  Canada  and  Un i ted  Sta tes Food  and  Drug  Adm i n i st ra t i on  have  announced  a  j o i n t  pub l i c consu l ta t i on  m ee t i ngs on  In te rna t i ona l  Counci l  on
Harm on i sa t i on  Gu i de l i nes fo r Reg i st ra t i on  o f  Pharm aceu t i ca l s fo r Hum an Use.  T he  websi te  i nd i ca tes tha t  i t  wi l l  take  p l ace  on  Apri l  24 ,  2017 ,  11am -
2pm , a t  the  Wh i te  Oak Cam pus o f  the  U.S.  FDA i n  S i l ve r Spri ng ,  M aryl and ,  and  tha t  stakeho l de rs wi l l  a l so  be  ab l e  to  pa rt i ci pa te  by webcast .  Hea l th
Canada  i s a l so  o ffe ri ng  the  opportun i ty fo r stakeho l de rs to  subm i t  com m ents i n  wri t i ng  fo r consi de ra t i on  by Hea l th  Canada  and /o r the  U.S.  FDA. T he
websi te  i nd i ca tes tha t  com m ents wi l l  be  accep ted  un t i l  Ap ri l  20 ,  2017 .

By:  Chan ta l  Saunders,  Beverl ey M oore,  Adri an  J.  Howard,  Ji l l i an  Brenner

Servi ces:  In te l l ectua l  Property,  Copyri gh t ,  L i censi ng ,  Pa ten ts,  T radem arks
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