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Our	   submission	   provides	   a	   series	   of	   recommendations	   that	   would	   ensure	   the	  
voucher	   program	   provides	   the	   greatest	   incentive	   potential	   for	   humanitarian	  
technological	   innovation	   and	   access,	   including	   in	   particular	   through	   open	   patent	  
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The	  voucher	  program	  should	  demonstrate	  policy	  coherence	  with	  U.S.	   international	  
commitments	   to	   support	   access	   to	   medicines	   and	   health	   technologies,	   and	   to	  
incentivize	  the	  development	  of	  new	  tools.	  	  
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Practically,	  the	  U.S.	  Government	  cannot	  accurately	  list	  the	  existing	  or	  future	  diseases	  
of	  greatest	  importance	  to	  developing	  countries.	  This	  risks	  excluding	  crucial	  diseases.	  	  
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se	  
he
t
	  
he	  
mo
va
st	  
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p
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n
c
g
c
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i
s
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n
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d
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i
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i
e
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N
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n
v
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e
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s
s
t
s
a
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n
	  u
d
n
a
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r
e
d
r
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r
c
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r
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h
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h
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n
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t
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b
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l
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u
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effect
ria	   a

ive	  
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evaluation	  of	  proposals	  under	  the	  voucher	  program.	  	  
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ing:
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b
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p
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p
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libraries	  and	  other	  practices,
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Wh
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or	  inst
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ut
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a
a
b
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The	  
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c
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t
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r
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a
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r	   a
b
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progr
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s
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s
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e
b
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t	  
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r
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It	  
usable	  
is

D.

	   crucial

 E
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r
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e

to	  
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n

r
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d

	  e

able

ffec
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	  a

	  

c

e
h

c

o
u

e

p
ma

s

l

s

e

i

	  

b

n
th

i

i

l

t

i

a
at	  

t

r

y	  

ia

a

ne
n

n

	  
e

d

t
d
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f
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m
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g
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i

i
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i

h
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e
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r
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U
e
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S

a

p
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t

r
T

e

a
O

g
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t
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i
p
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r
a
o
ll
g
y
r
	  
a
a
m	  
ccessible,	  

st
requ
rat
ire	  
egy	  

a
to	  
pp
ensu
lican

re	  
ts	  
b
t
roa
o	   ha
d	  
ve	  
access	  

a	   cl
in	  
ea

should	  

t
r	  
he	  
an
devel
d	   effect

oping	  
ive	  
w
a
orl
ccessib
d,	   est

il
a
it
b
y	   and	   affordability	  

th
crit
e	   r
eria	  
ese
for	  
arc
t
h
he	  
.	   The	  
invent

access	  
ion	  that

criter
	  are	  
ia	  
t
could	  
ied	  not

be	  
	  onl
differ
y	  to	  

ent	  
products	  	  but	  a

lishing	   clear	   access	  

development	  products.	  	  
for	   early	   stage	  

lso	  to
and	  
	  the	  r

late	  
esu

stage	  
lts	  of	  

S
af
o
f
me
o

•

r

 

d
	  
abi
ste
li
p
ty	  s
s	   th

tr
a
ate
t	   th
gy	  i
e	   U
nclud
SPTO

e:
	  
	  
can	   take	   to	   encourage	   an	   effective	   accessibility	   and	  

• 

Require	  open	  licensing	  of	  the	  technology;	  or/and	  

R
th
e
at	  
qu
th
ire

	  

and	  quali
e
	  
	  pr
ful
o
fi
d
ll
uc
me
ts
n
	  
t
h
	  
av
of	  
e
a
	   r
	  
e
ma
ac
r
h
k
e
e
d
t

ty.
	  
	   pen

e
e
nts
trat
	  
i
at	  
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s
	  
uf
te
f
st	  

	  
pati ici

o
ent	  
f	   th
q
e
uanti
	   tech

ty
n
,	  
ol
af
og
fo
y
r
	   p
dabi
rov
li
i
ty
ng
,	  
	  

E. Favor	   humanitarian	   open	   licensing	   and	   technology	   transfer	   practices	  

The	  USPTO	  

that	  

p

i

r

n

o

c

g

l

r

u

a

d

m	  

e	   a	   wide	   geographical	   scope,	   including	   all	   developing	  

and	  gen

c

e

ou

ri

n

c	  

t

c

r

o

i

h r
mp

es.	  

umanita ian	  acce
e
s
t
s
it
	  
i
s
o
h
n
ould

t
	  

initi
	  a
a
s
ti
	  
v
h
a

e
e
c
	  
k
p
n
r
o
o
w
v
le

s.	  In	  th
e
is
n
d
	  me
ge	  
t
t
h
h
o
e	  importance	  of	  transfer	  of	  technology	  

incentivize	  open	  licensing	  practices.	  	  
	  sense,	  t

d
h
	  
e
to
	  v
	  e
o
n
u
s
c
u
h
r
e
e
r
	  
	  
l
p
o
r
n
o
g
g
	  
r
t
a
e
m	  
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o
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d
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a
o
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r	  a
b
n
l
d
e	  
	  

B
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actices
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that	  
s	  co

ar
nsiderations	  and	  economic	  realities	  urge	  that	  humanitarian	  licensing	  

c
sc
o
o
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i
e
n
d
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u
u
d
n
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e	  
	  
r
a
ewar
ll	   de

d
v
ed
elo
	  with	  
ping	  

a	  
c
f
o
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un
t-‐
t
tr
r
ack	  voucher	   include	  a	  wide	  geographical	  

der	   the	   WTO	   Doha	   Declar
ie
a
s
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T
	  
h
o
e
n
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T
.
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S
I
.	  
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G
	  
o
a
v
n
e
d
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n
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t
c
	  
	  
h
H
a
e
s
a
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a
h
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,	  
e
t
a
h
d
a
y
t
	  
	  

count
safegu

ries.	  
ards

	  
	   and	   flexibilities	   under	   the	   TRIPS	   Agreement	   are	   applicable	   to	   all	  

T
ge
h
o
e
g
	  
r
U
ap
S
h
	  
i
G
c	  
o
s
v
c
e
o
r
p
n
e
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	   fo
n
r
t
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h
c
a
e
s
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r
n
e
g
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e
h
n
u
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n
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k
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l
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o
g
o
r
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F
e
o
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o
t
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w
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r
h
e
e
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c
a
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o
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r
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H
e
e
	  
a
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-‐r
a
e
n
t
d
ro
	   the	   Medicines	  

	  

darunavir.	   	   This	   license	   agreement	   is	   applicable	   to	   all	   develop
v
in
ir
g
a
	  
l	  
c
me
ou
d
n
i
t
c
r
i
i
n
e
e
s
	  
	  

	   inventio
th
n
e
s
	  
	  
importance	   of	   a	   wide	  
under	   the	   terms	   of	   the	  

including	  middle-‐income	  economies.	  	  	  

	  

	  



	   6	  

F. Institute	   a	   system	   to	  meaningfully	   ascertain	   the	   humanitarian	   value	   of	  
the	  technology	  and	  dissemination	  mechanisms.	  	  

The innovation must be useful to developing countries in order for the humanitarian 
incentive and dissemination practices to be worthwhile; and the humanitarian 
dissemination practices must be effective.  A system must exist to ensure that both these 
criteria are met prior to the award of a fast track re-examination voucher. 
 
USPTO	  
p
i
ate

expertise	   rest
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n
t
t
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v
	  
e
w
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c
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i
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n
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e
f
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t o
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c
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i
e
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	   h
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u
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ch n sms Th
n
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i
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b
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utility	  

	  
of	   the	   innovation	   and	   access	   pra

c
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ices	  
de	   (1

to	  
)	   d
an	  
ele
ex
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pert
ting	  

	  

providing	  an	  opportunity	  for
ex
	  pu
pert
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ise,	  
	  comme

diversit
nt	  fo

y	  
r	  e
a
a
nd	  
ch	  a

independence,	  
pplication	  unde

a
r
nd	  
	  rev

a
ie
lso	  
w.	  	  

(2)	  

M
go
e
v
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ern
e
me
rs	  
n
o
t
f
	  
	   t
a
h
g
e
e
	  
n
e
c
x
i
p
es
e
,
r
	  
t
c
	  
i
c
v
o
il
mmi
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y,	  
	   c
pa
ou
t
l
ient
d	   in

s’	  
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groups,	  
de	   repr

a
e
nd	  
sen

pot
tati

ent
ves
ia
	   o
ll
f
y	  
	   co
int
mp
erna
etent	   US	  

i
o
mp
rga
o
n
r
izations	   like	   WHO	   and	   UNDP,	   among	   ot

tional	  

made	  p
ta
u
n
b
t
l
	  
i
t
c
h
.	  
at	   clear	   regulations	   to	   avoid	   conflict

h
s
e
	  
r
o
	  
f	  
r
i
e
n
l
t
e
e
v
r
a
e
n
s
t
t
	  
	   a
s
r
t
e
a
	  
k
p
e
u
h
t
o
	  
l
i
d
n
e
	  p
rs
la
.	  
c
	  
e	  
It
a
	  
n
i
d
s	  
	  

Review	  
the	   huma

of	  
n
applications	  
itarian	   value

by	  
	   a
a
n
	  
d
cr
	  
edible	  expert	  committee	  would	  he

access	   practices.	   	   This	   would
rea
	  
l-‐
pr
wo
ovi
rld
d
	  
e
appli
	   a	   s

c
i
abi
gni
lity	   of	   winning	  

igh
te
te
c
n
h
	  c
no
on
lo
fi
gi
de
e
n
s	  
c
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e	  in

	  
	  

t
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he
ccessfu
ir	   inve

l	  
n
vou
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cher	  
,	   inc

a
l
p
u
p
d
l
i
ica
ng	  
nt
hu
s.	  
ma
	  It	  
n
w
it
ou
ar
l
i
d	  
an
a
	  
l
i
l
n
ow
te
	  
r
t
e
h
s
e
t
m	  
ficant	  
to	  attr

no
ac
n
t	  
-‐
a
mo
dd
n
it
e
io
tar

,	   by	   referencing	   th
n
e
a
y
l
	   n

	  
	   nt
e
er
efit

c
i
b

ommi
e
t
s
t
t
	  
	  fo
to
r
	  
	  

t
c
h
o
i
n
s
f
	  
i
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de
g
n
h
c
t
e
	  
	  
l
a
e
n
a
d
d
	  
	  
h
to
ig
	  o
h
p
lighting	  the	  prestige	  of	  the	  committee’s	  approva

ee’s	  

technology.	  	  The	  use	  o
p
f
o
	  i
r
nd
tun
e
i
pe
tie
nd
s	  t
e
o	  further	  disseminate	  or	  improve	  

l
u
.	  	  
p
In
o
	  
n
s
	  
o
a
me
	  wi
	  c
n
a
n
s
i
e
n
s
g
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v
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o
f
u
o
c
r
h
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e
	  
r
t
	  
o
p
	  
r
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k
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e
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u
s
ma
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p
i
l
t
e
a
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n
n
t
	  
	  
te
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e
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xpe
n
r
e
ts	  could	  th
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t
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a
	  
r
a
y
c
	  
c
v
e
a
s
l
s
ue
e
	  
r
o
e
f
f
	  
o
v
r
o
e
u
	  inc
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re
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as
,	  
e
a
	  
n
inte
d	  
rest	  in	  the	  

work	   should	  be	   supplemented	  by	  an	  opportunity	   fo
ib
r
l
	  
e
p
.	  
u
	  
b
	  
li
T
c
h
	   c
e
o
	  
mme
exper

n
t
t
	  
	  
c
p
o
e
mmi
ncou
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r
e
a
e
g
’
e
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award	  of	  a	  voucher.	  
rior	   to	   the	  

p
The	  
ate

G.

n
USPTO
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r

	  
proposa
t
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e
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a

o
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l	  

e
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do	  
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rights	  holders	  seeki
l
n
o
g
g
	  
i
t
e
o
s
	  r
.	  
a
	  T
p
h
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u
l
s
y
,
	  
	  

s

t
not

m
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v
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to	  

ot

er
incent

	  

	  

i
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u
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e
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t

o

i

n

n

l

g

y

.

	  

	  

ry	  
to	  

the	  program	  should	  assist	  in	  the	  
a
e
f
l
f
i
i
mi
rm	  
n
t
a
h
t
e
io
	  v
n
a
	  o
li
f
d
	  l
i
o
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-‐
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it
t
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t.	  I
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nst
s	  
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or	  
d,	  
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the
erl
	  d
y	  
es
b
ig
roa
n	  o
d	  
f	  

claims.	   	   Specifically,	   the	  USPTO	   should	   also	   allow	  voucher	  holders	   to	   initiate	   fast-‐
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track	   	   patent	   reexaminations.	   	   The	   expansion	   of	   the	   voucher	   to	   third-‐
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