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WHY? 
- CAP, a uthor is e d  in  2009 for  the  tre a tme nt of  

ma jor  d e p re s s ive  e p is od e s  in  a d ults  
- Ris k of  live r  in jury known from the  s ta r t 
- Wa rning  in  the  SPC  – live r  func tion 

monitor ing  b e fore  the  tre a tme nt, a fte r  3, 6, 
12 a nd  24 we e ks  a nd  the re a fte r  whe n 
c lin ic a lly ne e d e d  

 
– DHPC in  Oc tob e r  2012 
– DHPC in  Se p te mb e r  2013 
– a RMM in Nove mb e r  2014 (Phys ic ia n’s  g uid e  

to  p re s c r ib ing, inc lud ing  a  live r  monitor ing  
s che me, a nd  the  Pa tie nt’s  Bookle t) 
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HOW? 
 

• Pre s c r ip tion Ce ntre  of  EHIF - a ll a gome la tine    
p re s c r ip tions  of  ne w us e rs   
d ur ing  01.01.2012-31.05.2016 

Ne w us e rs  - p a tie nts  who ha d  not b e e n 
p re s c r ib e d  a gome la tine  d ur ing  2011 
 

Only p urcha s e d  p re s c r ip tions  we re  inc lud e d  
 

Pa tie nts  without he a lth  ins ura nc e  we re  
e xc lud e d  (non-ins ure d  p a tie nts  a re  cha rge d   
for  te s ts ) 
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HOW? 
• EHIF Informa tion Sys te m - a ll live r  func tion te s ts  

of  the s e  p a tie nts  
The  c od e  fie ld  c onta ins  AST, ALT, p lus  ALP, 
LDH, CPK, GGT, CPK-Mb a , Alp ha -a myla s e  
 

Cons e q ue ntly the  re s ult ma y b e  s lig htly more  
p os itive  of  the  a c tua l s itua tion  
 
Whe the r  te s ts  we re  p e rforme d  in itia ting  a nd  
d ur ing  tre a tme nt: 

• c omp a re d  the  te s t d a te  with  p e r iod  of  15 d a ys  or  
30 d a ys  b e fore  firs t p urcha s e ; 

• c omp a re d  the  te s t d a te  with  p e r iod  of  +/-15 d a ys  
or  +/-30 d a ys  from e a ch p urcha s e ; 
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WHAT? 
 

• 5 630 ne w us e rs  s ta r te d  with  a gome la tine  (17 377 
p re s c r ip tions ) 

• Ma inly p re s c r ib e d  by p s ychia tr is ts  (55%) a nd  by 
GP’s  (39%) 

• Mos t c ommonly p re s c r ib e d  for  d e p re s s ion (31%), 
a nxie ty d is ord e rs  (21%) a nd  re c urre nt d e p re s s ive  
d is ord e rs  (17%) 

• Pa tie nts  a ge  ra nge  - 4-96 ye a rs  (! Ind ic a te d  18-75 
ye a rs ) 
– 0.6% (35 ) we re  child re n a nd  a d ole s c e nt <18 

ye a rs  
– 6.4% (363 ) we re  ≥75 ye a rs  
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WHAT? 
 

• An ave ra ge  of  3,1 p re s c r ip tions  p e r  
p a tie nt a nd  1,3 p a cka ge s  p e r  p re s c r ip tion  
- ave ra ge  of  4 months  tre a tme nt  
(me d ia n 2 months ) 
 

• During  the  s tud y p e r iod  the  p a tie nts  ha d  
b e e n te s te d  19 026 time s , a n  ave ra ge  3.8 
te s ts  p e r  p a tie nt 
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WHAT? 
• Monitor ing  of  LF a t the  in itia tion of  tre a tme nt 

– In  17% (984) the  te s t wa s  p e rforme d  15 d a ys  
b e fore  s ta r ting  the  tre a tme nt, 

• 23% in  child re n  a nd  a dole s c e nt 
• 12% in  e lde rly (≥75 ye a rs ). 

– Exte nd ing  the  p e r iod  to  30 d a ys  b e fore  tre a tme nt 
in  23% (1 267) of  p a tie nts  the  te s t wa s  p e rforme d , 

• 23% in  child re n  a nd  a dole s c e nt 
• 17% in  e lde rly (≥75 ye a rs ). 

– 54% of  the  c a s e s  the  te s ts  we re  ord ina te d  by 
ge ne ra l p ra c titione r, 35% by p s yc hia tr is t. 
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WHAT? 
• Monitor ing  of  LF dur ing  the  tre a tme nt: 

– In  37% (2 094) of  p a tie nts  a t le a s t one  te s t wa s  
p e rforme d  d ur ing  tre a tme nt in  +/- 15 d a ys  of  
p re s c r ip tion p urc ha s e. 

– Exte nd ing  the  p e r iod  to  +/- 30 d a ys  - in  45% (2 560) 
of  p a tie nts  a t le a s t one  te s t wa s  p e rforme d  d ur ing  
tre a tme nt. 

– 1 029 (18%) p a tie nts  re c e ive d  a gome la tine  a t le a s t 
for  6 months , 

• In  66% (684) a t le a s t one  te s t wa s  p e rforme d  dur ing  
tre a tme nt 

• In  4% (42) te s ts  we re  pe rforme d  a c c ord ing  to  the  
live r  monitor ing  s c he me  
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SO? 
As  re ga rd s  s tud y re s ults : 
 
• Ad he re nc e  to  the  live r  monitor ing  s c he me  

is  p oor.  
 

• Fur the r  re g ula tory a c tion / c ommunic a tion 
is  e s s e ntia l 
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SO? 
As  re ga rd s  s tud y me thod s  - CONS 
 
 
- d a ta  it is  not a lwa ys  ma rke r  s p e c ific  (b illing  d a ta  

is  b a s e d  on he a lth  c a re  s e rvic e s  - ma ny ma rke rs  
ma y b e  c od e d  in  one  c od e  fie ld ) 
 

- it is  not p os s ib le  to  inq uire  te s t re s ults   
 

- d e fin ing  the  fe a s ib ility of  s tud y cha ra c te r is tic s  
with  EHIF is  cha lle ng ing  
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SO? 
As  re ga rd s  s tud y me thod s  – PROS 
 

EHIF d a ta b a s e  c onta ins  d a ta  of  p re s c r ip tions  a nd  
re imburs e d  Hc a re  s e rvic e s  (us ing  p a tie nt’s  ID-c od e  
la b  te s ts , p roc e d ure s , d ia g nos is  c a n b e  linke d ) 

 

EHIF d a ta  c a n b e  us e d  to  inve s tiga te   
• wha t me d ic ine s  a re  us e d  toge the r  
• wha t te s ts /p roc e d ure s  a re  d one  

p r ior /d ur ing /a fte r  T 
• in  which ind ic a tion a nd  p op ula tion the  me d ic ine  

is  us e d  (c ontra ind ic a tion, off-la b e l us e ) 
• a re  p re s c r ib ing  a nd  d is p e ns ing  re s tr ic tions  

fo llowe d  (limite d  a mount of  me d ic ine  p e r  
p re s c r ip tion, d is p e ns ing  time ) 
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SO? 
As  re ga rd s  s tud y me thod s  – whe n c a n b e  us e d ?  
 
Exa mp le s  of  fu ture  inve s tiga tions  ma y b e : 
• Va lp roa te  us e  a nd  s witching  to  a n  a lte rna tive  

tre a tme nt whe n p a tie nt b e c ome s  p re g na nt 
• Comb ine d  us e  of  me d ic ine s  a ffe c ting  the  RAS - 

us e  of  a lis kire n , AKE inhib itors  a nd  ARBs  (tre nd s  
ove r  time ) 

• Is otre tinoin  a nd  me d ic a lly s up e rvis e d  p re g na ncy 
te s ting  p r ior  tre a tme nt /b e fore  eve ry 
p re s c r ip tion, le ng th  of  the  p re s c r ip tion (1 month) 
in  fe r tile  wome n 
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Thank you! 

Any que s tions  ?  
pha rma c ovig@ra vimia me t.e e   

 

mailto:pharmacovig@ravimiamet.ee
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