
Sep tember  11 ,  2 002

The  Honorab le C harles  Schum er
U.S .  Sena te
Wash ing to n ,  DC 20510

VIA  FACSIMILE:  1 -202 -228-3 027

Dea r  Sena to r  Schumer:

I  r equest  that  you  op pose S .  812 ,  leg is lat ion  to  al ter  th e Hatch -Waxm an  Act .   The  b i l l  ra ises
ser ious concern s fo r  ou r  membersh ip .   I  u rge you  to  work  on  a m ore co nsider ed  bas is  on  any  ef fo r t
to  rev ise  the car efu l ly -balan ced  Ha tch -Waxman  system.

I  u nderst and  th at  und er  the  repo r ted  b i l l ,  a  paten t  owner  who  f o r  any  reaso n  fai l s  to  i n i t ia t e
l i t igat io n  agai nst  a  generi c  d rug  app l i can t  w ith in  45  day s o f  r eceiv i ng  no t ice un der  th e ANDA
pro cedure  wil l  be barred  fro m en fo rcing  paten t  r igh t s  in  any  fo r um aga inst  e i ther  the AN DA
app lican t  o r  an y  part y  that  manufactu re s,  u se s,  sel ls  o r  o ffers  fo r  s ale  th e app roved  d rug  p roduct .
In  add i t i on ,  a  new d rug  app l ican t  –  who  may  n o t  even  be t he pat en t  ow ner  –  who  fa i ls  to  l is t  a
pat en t  wi th  the  FDA w ith in  30  day s o f  app rova l  o f  a  new d rug  ap p l icat ion ,  o r  with in  30  days o f  the
g ran t  o f  a  paten t  i f  that  o ccu rs  af ter  the ND A is  app roved ,  is  s imila r ly  ba rred  f rom en fo rcem en t  o f
pat en t  r i gh ts  o n  the d rug  against  a  gen eric  m anufac tu rer .   E i th er  o f  these even ts  wil l  com pletel y
abo l ish  p a ten t  r igh ts  in  new  drug s o r r ela ted  techn o logy.

The  leg is lat ion  also  create s  new opport un i t ie s  fo r  generi c  d rug  maker s  to  h arass  b io tech
com pan ies  th rou gh  unn ecessa ry  and  po in t less  l i t igat ion .   The repo rted  b i l l  wou ld  create  a  p r i vate
r ig h t  o f  act ion  to  pe rmit  a  gener ic  man ufactu rer  to  cha llenge  the se man dato ry  paten t  l is t ings.   The
leg is lat i on  also  wou l d  al lo w gene ric  d r ug  app l ican t s  to  i n i t ia t e  th is  l i t ig at ion  regard less  o f  whet her
ou r  compan ies o r  thei r  par t ners  i n tend  to  asser t  th eir  pa ten t  r igh ts  in  the  ANDA proces s.

The  p ropo sal  wo u ld  co d ify  f i f teen  pages  o f  FD A regu lat ion s gove rn ing  “b io equ iva lence”
req u iremen ts  on  bo t h  new d rug s and  generi cs  and  wou ld  leg is lat ive ly  sh i eld  th e FDA from
cha l lenges to  i ts  act ions i n  set t ing  ap p roval  s tand ards.   In  es sence,  the p roposed  chan ges wo u ld
mak e i t  i mpossi b le fo r  d rug  manufactu re rs ,  wh ether  p ionee r  o r  g eneric ,  o r  m embers  o f  th e pub l ic ,
to  chal lenge im proper  s tand ards enacted  by  th e agen cy  on  key  ap p roval  cr i te r ia ,  o r  to  chal len ge
imp roper  decisi ons made und er  val id  au t ho ri ty .   Moreover ,  the cu rren t  regu l at ions  inclu de sev eral
p ro v ision s in  w h ich  F DA p ro v ides  to  i tsel f  un fet ter ed  d is cret io n  to  c reate o r  def ine at  wil l  any
sta ndard  “deemed  adeq ua te b y FDA .”   Th is  makes an  o th erwise  leg i t imate chal lenge to  an  ag ency
dec ision  v ir tua l ly  im possib le to  sustai n .   Sh ield in g  the agency  from act ion s to  chal len ge i ts  p rope r
au t ho ri ty  s imp l y  makes no  sense,  par t icu lar ly  when  the co nsequences i nvo lve  po ten t ial  r isk s t o
pat ien ts  and  to  pub l i c  heal th .

I  u rge yo u  to  o ppose S .  812 .   The  imp li cat ion s o f  t he changes b eing  p roposed  are far  reach ing
and  wil l  s ign if ican t l y  and  adversely  im pact  b io tech no logy  compan ies .   They  wou ld  severe ly
d im in ish  the in cen t iv es o f  the pa ten t  sy stem fo r  ou r  indu stry  t o  deve lop  newer,  s afer ,  easier  to
adm in iste r  and  more e ffect i ve d ru gs tha t  cou l d  help  pat ien ts  le ad  bet ter  l i ves.   The ch anges,  s imp l y
sta ted ,  w il l  no t  y iel d  bet t er  resu l ts  f o r  pat ien ts  o r  the  b io techno lo gy  ind ustry .

Very  t ru l y  you r s ,

Kar in  A.  Duncke r
Execu t ive  Direc to r
New  York  B io techno log y  Asso ciat io n


