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G E R M A N Y

Germany  can  a rguab l y  be  de f i ned  as  hav i ng  one  o f  the  bes t -p rac t i ces  i n  Eu rope  fo r  Hea l th
Techno logy  Assessment  espec i a l l y  f rom a  pa t i en t  a ccess  pe r spec t i ve .  

F I N L A N D

I n  F i n l and ,  a  r ange  o f  pub l i c  hea l th  se rv i ces  a re  mon i to red ,  de f i ned  and  assessed  as  a  who l e
by  the  Counc i l  f o r  Cho i ces  i n  Hea l th  Ca re  i n  F i n l and  (COHERE  F i n l and ) .  The  Counc i l  de f i nes
the  se rv i ce  cho i ces  a t  a  genera l  l e ve l  and  i s sues  r ecommendat i ons  on  wh i ch  exam ina t i on ,
t r ea tment  and  rehab i l i t a t i on  methods  shou ld  be  i n c l uded  i n  pub l i c l y  f i nanced  hea l thca re
se rv i ces  i n  F i n l and .   
Dec i s i ons  on  p r i c i ng  and  re imbursement  o f  pha rmaceut i ca l  t r ea tments  a re  t aken  by  a  pa ra l l e l
body  wh i ch  ope ra tes  under  the  au tho r i t y  o f  the  M in i s t r y  o f  Soc i a l  A f fa i r s  and  Hea l th .  I t  i s
ca l l ed  the  Pha rmaceut i ca l s  P r i c i ng  Boa rd  (H ILA )  and  i t  benef i t s  f rom op i n i ons  p rov i ded  by  an
exper t  g roup ,  wh i ch  i n c l udes  pha rmaco log i s t s ,  med i ca l  doc to r s  and  hea l th  i n su re r s .  I n  th i s
p rocess ,  pa t i en t  i n vo l vement  comes  on l y  a t  an  i nd i v i dua l  l e ve l  s i n ce  eve ry  k i nd  o f  t r ea tment
has  to  be  mutua l l y  ag reed  w i th  the  pe r son .  

B E L G I U M

I n  Be l g i um ,  a  sem i -gove rnmenta l  i n s t i t u t i on ,  Be l g i an  Hea l th  Ca re  Know ledge  Cent re  (KCE)  i s
r espons i b l e  fo r  Hea l th  Techno logy  Assessment  and  p rov i des  po l i c y  r ecommendat i ons  on
hea l thca re .  Es tab l i shed  i n  2002 ,  i t  i s  r un  by  a  boa rd  o f  d i r ec to r s  w i th  the  suppor t  o f  a
sc i en t i f i c  adv i so ry  commi t tee .  A l though  Hea l th  Techno logy  Assessment  i s  no t  d i r ec t l y
connec ted  to  r e imbursement  dec i s i ons  i n  Be lg i um ,  HTA  has  a  c l ea r  ro l e  i n  the  dec i s i on -mak ing
process  by  Be lg i an  dec i s i on -mak ing  agency  Nat i ona l  I n s t i t u te  fo r  S i ckness  and  D i sab i l i t y
I n su rance  ( INAMI ) .  Cu r ren t l y ,  Be l g i um  does  no t  have  a  s ys temat i c  o r  s t ruc tu red  approach  on
i nvo l v i ng  pa t i en t s  i n  the  Hea l th  Techno logy  Assessment  p rocess  ye t .  However ,  p ro j ec t s  a re
underway  and  pa t i en t  r ep resenta t i ves  w i l l  g r adua l l y  be  i n co rpora ted  to  t ake  pa r t  i n  many
k i nds  o f  po l i c y  r esea rch .  

E N G L A N D

The  Nat i ona l  I n s t i t u te  fo r  Hea l th  and  Ca re  Exce l l ence  (N ICE )  i s  r e spons i b l e  fo r  the  Hea l th
Techno logy  Assessment  i n  Eng l and .  N ICE  assesses  the  c l i n i c a l  and  cos t  e f fec t i veness  o f
hea l th  t echno log i e s ,  such  as  new  pha rmaceut i ca l  and  b i opha rmaceut i ca l  p roduc ts ,  bu t  a l so
i nc l ude  p rocedures ,  dev i ces  and  d i agnos t i c  agents .  Th i s  i s  t o  ensu re  tha t  a l l  NHS  pa t i en t s
have  equ i t ab l e  a ccess  to  the  most  c l i n i c a l l y -e f fec t i ve  and  cos t -e f fec t i ve  t rea tments  tha t  a re
v i ab l e .  N ICE  can  be  cons i de red  as  one  o f  the  bes t -p rac t i ce  examp les  fo r  Hea l th  Techno logy
Assessment  i n  Eu rope ,  and  i s  se t -up  i n  a  way  to  ge t  the  bes t  pa t i en t  engagement  a s  poss i b l e .
An  i ndependent  commi t tee ,  w i th i n  N ICE ,  cons i de r s  ev i dence  and  makes  recommendat i ons  on
the  use  o f  pha rmaceut i ca l  p roduc ts  i n  Eng l and .  N ICE  a l so  l ooks  a t  cance r  med i c i nes  s l i gh t l y
d i f f e ren t l y ,  and  d i f f e ren t  se t  o f  r u l e s  a re  used ,  w i th  a  h i ghe r  focus  on  qua l i t y  o f  l i f e  a spec ts .
The re  i s  r ea l i s a t i on  tha t  the  qua l i t y  o f  l i f e  be tween  t rea tments ,  e ven  i f  no t  l i f e  ex tend ing ,
can  rea l l y  be  c ruc i a l .  Th i s  i s  why  i t  i s  ex t reme l y  impor tan t  tha t  pa t i en t  o rgan i sa t i ons
pa r t i c i pa te  and  a re  i n vo l ved ,  because  c l i n i c i ans  and  resea rche rs  w i l l  no t  know  tha t .  The re  a re
two  ma in  oppor tun i t i e s  fo r  pa t i en t  o rgan i sa t i ons  to  ge t  i n vo l ved  i n  Hea l th  Techno logy
Assessment .  I t  i n c l udes  the  s cop i ng ,  bo th  the  wr i t ten  consu l t a t i on  and  a  s cop i ng  workshop ,
and  the  gu i dance  deve l opment .  The re  a re  seve ra l  ways  tha t  pa t i en t  o rgan i sa t i ons  can  ge t
i nvo l ved  i n  the  gu i dance  deve l opment  a s  we l l .    



I T A L Y

I n  I t a l y ,  cu r ren t l y  the re  i s  no  p roper  Hea l th  Techno logy  Assessment  agency  o r  body  i n
ex i s tence .  Fo r  i n s tance ,  Hea l th  Techno logy  Assessment  r e l a ted  ac t i v i t i e s  fo r  med i ca l  dev i ces
a re  conduc ted  by  the  Nat i ona l  Agency  fo r  Reg iona l  Hea l th  Se rv i ces  (AGENAS) ,  wh i l e
pha rmaceut i ca l s  a re  a ssessed  by  the  I t a l i an  Med i c i ne  Agency  (A IFA ) .  I n  f ac t ,  A IFA  i s  t he  same
body  respons i b l e  fo r  g ran t i ng  the  market i ng  au tho r i s a t i on .   
Fu r the rmore ,  hea l th  se rv i ces  a re  o rgan i sed  and  de l i ve red  a t  a  r eg i ona l  l e ve l ,  wh i l s t  t he
M in i s t r y  o f  Hea l th  ou t l i nes  the  fundamenta l  p r i n c i p l e s  and  d i s t r i bu tes  funds  to  the  reg i ons
acco rd i ng  to  the  p r i o r i t i e s  se t  a t  the  Nat i ona l  l e ve l .   
A l t hough  A IFA  conduc ts  a  pa r t i a l  a s sessment  o f  new  med i c i nes ,  i t  does  no t  p roduce  o r  pub l i sh
a  f i na l  r epo r t .  The re fo re ,  t he re  i s  no  oppor tun i t y  fo r  pa t i en t  o rgan i sa t i ons  to  co l l abo ra te  i n
the  p rocess  o f  Hea l th  Techno logy  Assessments  a t  the  na t i ona l  l e ve l  i n  I t a l y ,  and  the  dec i s i ons
on  p r i c i ng  and  re imbursement  i n  I t a l y  cu r ren t l y  l a ck  t r anspa rency .  

N E T H E R L A N D S

The  Zorg i ns t i t uu t  Neder l and  (Z INL )  i s  r e spons i b l e  fo r  the  Hea l th  Techno logy  Assessment  and
re imbursement  eva l ua t i on  i n  the  Nethe r l ands .  The  f i na l  dec i s i on  i s  t aken  by  the  M in i s t r y  o f
Hea l th  (VWS)  based  on  the  adv i ce  p rov i ded  by  Z INL .  The  sys tem o f  p r i ce  and  re imbursement
i s  s im i l a r  t o  the  one  i n  Germany .  T rea tments  d i s t r i bu ted  ou t -o f -hosp i t a l  ( i . e .  pu rchased  i n  a
pha rmacy )  a re  au tomat i ca l l y  approved  and  c l u s te red  w i th  ex i s t i ng  p roduc ts .  Eve ry  c l u s te r  has
a  max imum amount  o f  r e imbursement  se t  and  the  pa t i en t  need  to  pay  any  add i t i ona l  amount
out  o f  pocket  ( known  as  ou t -o f -pocket  payments ) .  The re  a re  a l so  spec i a l  c l u s te r s  fo r
t rea tments  tha t  show  pecu l i a r i t i e s  i n  such  i n s tances ,  t he  pha rmaceut i ca l  company  i s  r equ i r ed
to  p rov i de  fu r the r  documenta t i on  and  negot i a t i ons  a re  s ta r ted .  
A l l  c ance r  t rea tments  f a l l  i n to  a  sepa ra te  ca tegory  -  t he  i n -hosp i t a l  d i s t r i bu ted  p roduc ts .  I n
p r i n c i p l e ,  a l l  hosp i t a l  p roduc ts  go  i n to  the  re imbursement  sys tem au tomat i ca l l y .  On l y  a  sma l l
number  o f  t r ea tments  a re  se l ec ted  fo r  f u r the r  i n ves t i ga t i on  and  the i r  r e imbursement  s topped
befo re  a  dec i s i on  has  been  made .  

I n  p r i n c i p l e ,  a l l  p resc r i p t i on  med i c i nes ,  w i th  an  except i on  o f  ove r - the-counte r  and  the  so -
ca l l ed  l i f e s ty l e  med i c i nes  (we igh t  l o s s ;  smok ing  cessa t i on ;  e t c )  a re  r e imbursed  i n  Germany ,
bu t  a t  d i f f e ren t  r a tes .  Th i s  l e ads  to  one  o f  the  f as tes t ,  i f  no t  the  f as tes t ,  a ccess  to
i nnova t i ve  t rea tment  and  ca re  fo r  pa t i en t s  i n  the  Eu ropean  Un ion .  Eve ry  pha rmaceut i ca l
p roduc t  cen t ra l l y  au tho r i sed  by  the  Eu ropean  Med i c i nes  Agency ,  i s  u sua l l y  immed i a te l y
ava i l ab l e  on  the  German  market  and  then  re imbursed  –  bu t  no t  necessa r i l y  f u l l y  –  acco rd i ng
to  a  ca tegor i s a t i on  i n  Re fe rence  P r i ce  Groups  wh i ch  have  a  max imum pr i ce  se t .     
I n  pa ra l l e l ,  t he  Hea l th  Techno logy  Assessment  p rocess  i s  s t a r ted  a t  the  G-BA ,  t he  ma in
dec i s i on -mak ing  body  fo r  hea l thca re  p ro fess i ona l s ,  hosp i t a l s  and  hea l th  i n su rances .   
I f  some  t rea tments  show  cha rac te r i s t i c s  wh i ch  a re ,  f o r  examp le ,  a  g rea te r  added  va l ue  i n
compar i son  to  the  ex i s t i ng  go l d  s tanda rd  t rea tment  fo r  the  d i sease ,  o r  no t  a t  a l l ,  o r  f o r  a
number  o f  o the r  r easons ,  negot i a t i ons  on  med i c i nes ’ p r i ce  and  re imbursement  w i l l  u sua l l y
s ta r t  w i th i n  th ree  months .   
Pa t i en t s  a re  i n vo l ved  a t  a l l  l e ve l s  o f  the  Hea l th  Techno logy  Assessment  p rocess  and  pa t i en t
rep resenta t i ves  t ake  pa r t  i n  a l l  t he  sub-g roups  (pha rmaceut i ca l s ;  dev i ces ;  e t c )  a s  pe rmanent
members  o r  a s  top i c - re l a ted  members .  Th i s ,  f o r  examp le ,  l e ads  to  Germany  hav i ng  93 .0%
ava i l ab i l i t y  o f  the  to ta l  number  o f  cen t ra l l y  au tho r i sed  Orphan  Med i c i na l  P roduc ts .  A l so ,  a s  o f
Februa ry  2018 ,  ou t  o f  more  than  160  pha rmaceut i ca l  p roduc ts  tha t  went  i n to  p r i ce
negot i a t i ons ,  on l y  27  had  to  be  sub j ec t  to  a  spec i a l  a rb i t r a t i on  boa rd .  



R O M A N I A

Roman i a  to  da te  has  ve ry  l im i ted  exper i ence  i n  Hea l th  Techno logy  Assessment .  The  f i r s t
spec i f i c  Hea l th  Techno logy  Assessment  un i t  a s  pa r t  o f  the  M in i s t r y  o f  Hea l th  was  es tab l i shed
on l y  i n  2013 .  I t  was  then  i n teg ra ted  i n to  the  Nat i ona l  Hea l th  Techno logy  Assessment
agency /body  ca l l ed  Nat i ona l  Agency  o f  Med i c i nes  and  Med i ca l  Dev i ces  (NAMMD)  i n  2014 .  A t
p resent ,  i t s  a c t i v i t y  i s  l im i ted  to  the  s co r i ng  o f  Hea l th  Techno logy  Assessment  subm i ss i ons
f rom pha rmaceut i ca l  manufac tu re r s .  Acco rd i ng  to  th i s  eva l ua t i on ,  t he  t rea tment  i s  t hen
i nc l uded  i n  the  re imbursement  fo rmu l a ry ,  o r  no t  r e imbursed  a t  a l l .  

However ,  l ega l  f r ameworks  fo r  the  who l e  p rocess  a re  s t i l l  i n comp le te  and  l a ck i ng  c l a r i t y .  No
pub l i c  i n s t i t u t i on ,  so  f a r ,    has  had  the  capac i t y  to  under take  r i go rous  eva l ua t i on  o f  new
pharmaceut i ca l  p roduc ts  o r  to  under take  de  novo  Hea l th  Techno logy  Assessment .  As  i t  s t ands
a t  the  moment ,  pa t i en t  i n vo l vement  i s  l a ck i ng  comp le te l y  i n  th i s  p rocess  i n  Roman i a .  

S W E D E N

The  Hea l th  Techno logy  Assessment  agency /body  i n  Sweden  i s  t he  S ta tens  Be redn ing  fö r
Med i c i n sk  och  Soc i a l  U tvä rde r i ng  (SBU) .  I t  i s  a  f u l l y  ope ra t i ve  agency  tha t  conduc ts  a  f u l l
a s sessment  p rocess  and  p rov i des  r ecommendat i ons  to  the  u l t imate  dec i s i on -maker  -  t he
Swed i sh  Denta l  &  Pha rmaceut i ca l  Benef i t s  Agency  (TLV) .  TLV  a l so  r ece i ves  adv i ce  f rom a
boa rd  cons i s t i ng  o f  r ep resenta t i ves  o f  the  18  c i t y  counc i l s .    S i n ce  the  county  counc i l s  a re
respons i b l e  fo r  the  l o ca l  hea l thca re  budgets  and  recommend  the  med i c i nes  on  l o ca l
fo rmu l a r i e s ,  e ventua l l y  Hea l th  Techno logy  Assessment  i s  a l so  made  a t  a  ve ry  l o ca l  l e ve l .   

Bo th  TLV  and  SBU  have  pa t i en t  r ep resenta t i ves  i n  the i r  boa rd  and  the re fo re  end-use r ’s
pe rspec t i ve  on  hea l th  t echno log i e s  i s  h i gh l y  cons i de red  i n  the  p rocess .     
Sweden  has  a  h i ghe r  pe r  cap i t a  spend ing  on  hea l thca re  than  the  ave rage  o f  the  OECD
count r i e s  and  Hea l th  Techno logy  Assessment  i s  seen  no t  a s  a  mere  appra i sa l  p rocess  fo r
cent ra l l y  au tho r i sed  p roduc ts ,  bu t  a s  a  too l  t o  se t  p r i o r i t i e s  and  acco rd i ng l y ,  r ed i s t r i bu te
fund ing  i n  a  more  cos t -e f fec t i ve  way .    

This information was collected from various experts and ECPC

members experiences, via interviews in 2018.  

 

If you would like to comment or contribute to this list, please visit

ecpc.com/edu/HTA to find out more or contact us at info@ecpc.org

I f  t he  t rea tment  shows  no  the rapeut i c  added  va l ue ,  t he  dec i s i on  w i l l  be  made  no t  to
re imburse  the  t rea tment .  I f  t he  t rea tment  shows  a  the rapeut i c  added  va l ue ,  bu t  no  cos t -
e f fec t i veness  (based  a l so  on  pa t i en t - cent red  endpo in t s )  t he  p roduc t  w i l l  no t  en te r  the
sys tem un l e ss  a  be t te r  p r i ce  has  been  negot i a ted .   
Pa t i en t s  a re  i n v i t ed  to  p rov i de  the i r  v i ew  on  the  pos i t i on  and  the  va l ue  o f  the  p roduc t ,  and
a l l  s t akeho lde r s  a re  r equ i r ed  to  j udge  the  assessment  r epor t  i n  wr i t i ng  when  conduc t i ng
Hea l th  Techno logy  Assessment .  


