
The 
process of 
the drafting 
of the  
guidelines



Material

22 participating countries
• substantial amount of information on the 

surveillance and control of vaccine 
preventable hepatitis in Europe 

• Used as basis for drafting proposals for 
EC guidelines



Methods

Analysis and reflection on the results 
• on several moments during the project
• with attention for the common 

denominator in the answers and 
opinions

• taking into account the reasons for 
diversity in surveillance and prevention 
measures according to the country’s 
situation.



Moments of analysis: 
by the partners

• 24-25/04/2003: reporting preliminary results
of the questionnaire, not yet enough response 
on the survey to analyse the results

• 24-25/11/2003: reporting complete data on 20 
participating countries. Limitations of the data 
are recognised. Draft guidelines are proposed

• 6-7/07/2004: drafted guidelines are again 
reviewed, with updated background data after 
the creation of the booklet with the results. 

• 6-7/10/2004: agreement of all partners on the 
proposals for the guidelines.

• February 2005: survey on the proposed 
guidelines for feedback from the participating
countries



Methods

Analysis and reflection on the results 
• on several moments during the project
• with attention for the common 

denominator in the answers and 
rationale of these answers  

• taking into account the reasons for 
diversity in surveillance and prevention 
measures according to the country’s 
situation.



Common denominators: 
example age categories

Countries hepatitis A hepatitis B
AT
BE   <1/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+
BG    0-1/1-3/4-7/8-14/15-19/20-29/30-39/40-49/50-59/60+      0-1/1-3/4-7/8-14/15-19/2-29/30-39/40-49/50-59/60+
CZ    0/1-4/5-9/10-14/15-19/20-24/25-34/35-44/45-54/55-64/65+      0/1-4/5-9/10-14/15-19/20-24/25-34/35-44/45-54/55-64/65+
EE    0-1/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+     <1/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+
DE   <1/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+     <1/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+
GR
HU     0/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+      0/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+
IL     0/1-4/5-9/10-14/15-44/45-64/65+      0/1-4/5-9/10-14/15-44/45-64/65+
IT     0-14/15-24/25-64/65+      0-14/15-24/25-64/65+
LV    <1/1-6/7-14/15-17/18-29/30-39/40-49/50-59/60+     <1/1-6/7-14/15-17/18-29/30-39/40-49/50-59/60+
LT    0-1/1-2/3-6/7-9/10-14/15-19/20-29/30-39/40-49/50-59/60+     0-1/1-2/3-6/7-9/10-14/15-19/20-29/30-39/40-49/50-59/60+
LU   <1/1-4/5-14/15-24/25-44/45-64/65+
MT    0-1/1-11/12-18/19-34/35-64/65+
NL    0-1/1-14/15-24/25-44/45-64/65+    0-1/1-14/15-24/25-44/45-64/65+
NO
PL    0/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+    0/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+
RO    <1/1-4/5-9/10-14/15+    <1/1-4/5-9/10-14/15+
SK    0/1-4/5-9/10-14/15-19/20-24/25-34/35-44/45-54/55-64/65+    0/1-4/5-9/10-14/15-19/20-24/25-34/35-44/45-54/55-64/65+
SL    0-1/1-11/12-18/19-34/35-64/65+    0-1/1-11/12-18/19-34/35-64/65+
UK    0/1-4/5-9/10-14/15-19/20-24/25-29/30-34/35-39/40-44/45-49/50-54/55-59/60-64/65+   <1/1-4/5-9/10-14/15-24/25-34/35-44/45-54/55-64/>=65
TR    0/1-4/5-9/10-14/15-24/25-44/45-64/65+    0/1-4/5-9/10-14/15-24/25-44/45-64/65+

No age categories used

  Different age categories used

   
   Uniform age categories used
   



common denominators: 
example age categories

25-44 65+45-6415-245-141-401 country

65+25-6415-240-14

24+15-240-14
1 country

60+50-5940-4930-3920-2915-1910-147-93-61-201 country

60+50-5940-4930-3918-2915-177-141-601 country

60+50-5940-4930-3920-2915-198-144-71-301 country

65+35-6419-3412-181-1104 countries

15+10-145-91-401 country

65+45-6415-4410-145-91-401 country

65+45-6425-4415-2410-145-91-401 country

65+55-6445-5435-4425-3420-2415-1910-145-91-402 countries

65+60-6455-5950-5445-4940-4435-3930-3425-2920-2415-1910-145-91-406 countries



Examples of decision making

• Special attention needed to be given to:
– countries that work with regional data (Belgium, 

Spain, Italy and UK). 
– Case definitions used in the respective countries, 

as well as recommended by EU, WHO and CDC



 W H O  (1 )  E C  (2 )  C D C  (3 )  
 
C lin ic a l  
d e s c r ip tio n /c r ite r ia  

 
A c u te  i l ln e s s  ty p ic a l ly  
in c lu d in g  a c u te  ja u n d ic e , 
d a rk  u r in e , a n o re x ia ,  
m a la i se ,  e x tre m e  fa tig u e ,  
a n d  r ig h t u p p e r  q u a d ra n t 
te n d e rn e s s . B io lo g ic a l s ig n s  
in c lu d e  in c re a s e d  u r in e  
u ro b ilo n o g e n  a n d  > 2 .5  t im e s  
th e  u p p e r  l im it  o f  s e r u m  
a la n in e  a m in o tra n s fe ra s e . 
N o te :   M o s t  in fe c tio n s  o c c u r  
in  e a r ly  c h ild h o o d . A  
v a r ia b le  p ro p o r tio n  o f  a d u lt  
in fe c tio n s  is  a s y m p to m a tic . 
 

 
In  s y m p to m a tic  c a se s  
c lin ic a l  p ic tu re  
c o m p a tib le  w i th  h e p a ti t is ,  
e .g . d is c re te  o n s e t o f  
s y m p to m s  a n d  ja u n d ic e  
o r  e le v a te d  s e ru m  
a m in o tr a n s fe r a se  le v e ls .  
 

 
A n  a c u te  i l ln e s s  w i th  
d is c re te  o n s e t o f  
s y m p to m s  ( e .g . fa tig u e , 
a b d o m in a l  p a in , lo s s  o f  
a p p e ti te ,  in te r m itte n t 
n a u s e a , v o m itin g ) ,  a n d  
ja u n d in c e  o r  e le v a te d  
s e ru m  a m in o tra n s fe ra s e  
le v e ls  
 

 
L a b o ra to ry  c r i te r ia  fo r  
d ia g n o s is  

 
Ig M  a n ti -H A V  p o s it iv e  
 

 
Ig M  a n tib o d y  to  h e p a ti t i s  
A  v iru s  (a n t i -H A V )  
p o s i t iv e .  
o r  d e te c tio n  o f  a n tig e n  in  
s to o l.  
o r  d e te c tio n  o f  n u c le ic  
a c id  in  s e ru m . 
 

 
Ig M  a n tib o d y  to  h e p a ti t i s  
A  v iru s  (a n ti -H A V )  
p o s it iv e  

 
C a s e  c la s s i f ic a tio n  

 
S u s p e c te d :  A  c a s e  th a t  is  
c o m p a tib le  w i th  th e  c lin ic a l  
d e s c r ip tio n .  
P r o b a b le :  N o t a p p lic a b le . 
C o n f ir m e d :  A  s u s p e c te d  
c a s e  th a t  i s  la b o ra to ry  
c o n fir m e d  o r  a  c a se  
c o m p a tib le  w i th  th e  c lin ic a l  
d e s c r ip tio n ,  in  a  p e r s o n  w h o  
h a s  a n  e p id e m io lo g ic a l l in k  
w ith  a  la b o ra to ry -c o n fir m e d  
c a s e  o f  h e p a ti t i s  A  ( i .e .  
h o u s e h o ld  o r  s e x u a l  c o n ta c t 
w ith  a n  in fe c te d  p e rs o n  
d u r in g  th e  1 5 -5 0  d a y s  b e fo re  
th e  o n se t o f  s y m p to m s) . 
 

 
P o s s ib le :  N o t a p p lic a b le  
P r o b a b le :  A  c a s e  th a t  
m e e ts  th e  c l in ic a l  c a s e  
d e fin i t io n  a n d  h a s  a  
e p id e m io lo g ic a l l in k  
C o n f ir m e d :  A  c a s e  th a t  
m e e ts  th e  c l in ic a l  c a s e  
d e fin i t io n  a n d  is  
la b o ra to ry  c o n f ir m e d . 
 

 
C o n f ir m e d :   a  c a s e  th a t  
m e e ts  th e  c lin ic a l  c a s e  
d e f in i t io n  a n d  is  
la b o ra to ry  c o n f ir m e d  o r  a  
c a s e  th a t  m e e ts  th e  
c l in ic a l  c a s e  d e f in i t io n  
a n d  o c c u rs  in  a  p e r so n  
w h o  h a s  a n  
e p id e m io lo g ic  l in k  w i th  a  
p e r s o n  w h o  h a s  
la b o ra to ry -c o n fir m e d  
h e p a ti t is  A  ( i .e . ,  
h o u s e h o ld  o r  s e x u a l 
c o n ta c t w ith  a n  in fe c te d  
p e rs o n  d u r in g  th e  1 5 -5 0  
d a y s  b e fo re  th e  o n s e t o f  
s y m p to m s ) .    

 

Diversity: example Case definitions



Case definitions
• Comparing different international standards:

– major differences in clinical description, 
– in laboratory criteria 
– case classification for acute viral hepatitis. 

• During the discussions it was remarked that clinicians 
report the cases and they do not necessarily know all 
the details of the specific case definitions. 

• There was an agreement to adopt the EC case 
definitions. The only modification that will be proposed 
is that lab criteria for a confirmed acute hepatitis B case 
should not include DNA testing. HBV DNA is not specific 
for acute hepatitis; it is also present in case of a chronic 
infection.



Diversity: example universal 
vaccination against hepatitis B

4

3

Only neonatal programme

Only infant programme

Only children/adolescents programme

Combination newborn or 
infant/adolescent programme
Only risk groups

Starting at age

3

3

9

Number of countries



• Draft guidelines will be subject of 
discussion in the respective workshops 
this afternoon
– Taking into consideration your electronic 

feedback 
• Based on your input during the 

workshop, draft guidelines will be 
finaised to become proposals to the EC.
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