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CEN/TC 251 Health informatics: Business Plan 2019-2022 
 
EXECUTIVE SUMMARY 

 
Business Environment 
!"" #$%&'()*+ ,-#* - ,$(.)/-0"* #1-""*&2* )& .-)&'-)&)&2 -##*3'-0"* +'-&/-(/+ $, #-(* ,$( '1*)(
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=%-")'6 1*-"'1#-(*4

>& -& -''*.3' '$ .**' '1)+ #1-""*&2*7 "$#-"7 (*2)$&-" -&/ &-')$&-" )&)')-');*+ )& ?*-"'1 >&,$(.-')#+
@$( *?*-"'1A 1-;* 0**& ).3"*.*&'*/7 8)'1 ;-()*/ /*2(**+ $, +%##*++4 51)+ )+ )&*;)'-0"* -+ '1*
+)'*+ -(* -,,*#'*/ 06 /),,*(*&' "*;*"+ $, .-'%()'6 -&/ )++%*+ $, #-3-#)'67 0$'1 )& +'-,,)&2 -&/ )&
$'1*( (*+$%(#*+7 '1-' .*-& '1-' '1* 1*-"'1#-(* "-&/+#-3* )+ -& %&*;*& $&* -&/ '1* /*");*(6 $,
=%-")'6 #-(* ;-()*+ -##$(/)&2"64 51*(* )+ - 0*8)"/*()&2 &%.0*( $, )&)')-');*+7 .-&6 $;*("-33)&27
+$.* /);*(2)&2 -&/ $'1*(+ %&-8-(* $, '1* $'1*(7 "*-/)&2 '$ - #$&,%+*/7 %&+'-0"* -&/
%&3($/%#');* .-(B*' 3"-#* ,$( 1*-"'1 )&,$(.-')#+ -33")#-')$&+4 C-(-/$9)#-""67 &*8 /)2)'-"
'*#1&$"$2)*+ *&-0"* .-(;*""$%+ )&&$;-')$& )& 1*-"'1#-(*7 81*(*-+ -(2%-0"67 '1* .$(* +).3"*
-&/ .%&/-&* '-+B+ @-+ '1*6 -(* 8($&2"6 3*(#*);*/A #$&')&%* '$ ,(%+'(-'*7 -&/ %&/*(.)&* '1*
2-)&+ .-/*4

!& ).3$('-&' -&/ &*#*++-(6 3-(' $, '1* +$"%')$& (*"-'*+ '$ '1* &**/ ,$( )&'*($3*(-0)")'6 -&/
)&'*($3*(-0"* ).3"*.*&'-')$&+4 ?$8*;*(7 '1)+ -33($-#1 )+ &$' +%,,)#)*&'4 D%($3*-& *,,$('+ 1-;*
&*#*++-()"6 ,$#%+*/ $& #($++E0$(/*( -33")#-')$&+7 3($;)/)&2 2%)/*")&*+ -&/ )&)')-');*+ '1-'
3($.$'* 0*''*( #$""-0$(-')$& -&/ 2$$/ 3(-#')#* -#($++ .*.0*( +'-'*+4 F*8 3$")#)*+ -($%&/
'1* G)2)'-" H)&2"* I-(B*'7 ,$( *9-.3"*7 3($.$')&2 /)2)'-" '(-&+,$(.-')$& $, 1*-"'1 -&/ #-(*7 -(*
)&+)+')&2 '1-' 1*-"'1 /-'- -&/ /-'- .-&-2*.*&' -(* #(%#)-" 81*& )' #$.*+ '$ *.3$8*()&2
#)')<*&+ -&/ 0%)"/)&2 - 1*-"'1)*( +$#)*'6! 51* &*8 2$-" ,$( D%($3* )+ - /-'-E/();*& 1*-"'1#-(*
+6+'*.4

Benefits  
 
JDFK5J LMN ?*-"'1 >&,$(.-')#+ )+ #$..)''*/ '$ /*");*()&2 -&/ .-)&'-)&)&2 '1* 0*+' =%-")'6
+3*#),)#-')$&+ -&/ +'-&/-(/+ ,$( '1* D%($3*-& I*.0*( H'-'*+ -&/ ,$( '1* D%($3*-& J$..%&)'67
'1*(*06 0$$+')&2 D%($3*-& O&)$& -#')$& 8)'1)& '1* G)2)'-" H)&2"* I-(B*' -33")#-0"* '$ '1*
1*-"'1#-(* /$.-)&4 51* 3($/%#'+ JDFK5J LMN /*");*(+ (*/%#* '1* &$)+* )& '1* .-(B*' 3"-#* 06
3($;)/)&2 ).3$('-&' -(#1)'*#'%(*+7 ,(-.*8$(B+7 #$&#*3'+ -&/ '*(.+ '1-' *&-0"* #$&+)+'*&' -&/
#$1*(*&' ).3"*.*&'-')$&+4

P1)"+' JDFK5J LMN /$*+ /*;*"$3 +'-&/-(/+ 06 )'+*", 81*& (*=%)(*/7 )' 3(*,*(+ '$ 3($/%#*
+3*#),)#-')$&+ )& #$E$3*(-')$& 8)'1 $'1*( HGQ+ -' - 2"$0-" "*;*" -&/ '$ -/-3' $( -/$3'
)&'*(&-')$&-" +'-&/-(/+ ,$( ).3"*.*&'-')$& )& '1* D%($3*-& #$&'*9' -&/ R%()+/)#')$&4 51)+ '$$
1*"3+ '1* D%($3*-& .-(B*' 06 .-B)&2 )'+ 3($/%#'+ -##*++)0"* '$ - 2"$0-" #$&+%.*( 0-+*4 >' -"+$
3(*;*&'+ '1* /-&2*( $, +8-.3)&2 ,($. $'1*( 3$8*(,%" &-')$&+ 06 3($;)/)&2 - "*;*"7 $3*&
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#$&+*&+%+ 3"-6)&2 ,)*"/4 JDFK5J LMN (*#$2&)+*+ -&/ +%33$('+ +'-B*1$"/*( 8)+1*+ ,$( ,*8*(7 0%'
.$(* %&);*(+-" +'-&/-(/+ -33")#-0"* '1($%21$%' '1* 8$("/ 8)'1$%' #%(0)&2 )&&$;-')$&4

JDFK5J LMN )+ 8*""E3"-#*/ -&/ *&-0"*/ '$ '-B* D%($3*-& :%)/*")&*+ ,$(8-(/ -&/ '$ ,$(.-")+*
'1*.7 "*-/)&2 '$ 2$$/ 3(-#')#* -&/ 3$8*(,%" ,(-.*8$(B+ '1-' +%33$(' +*.-&')# )&'*($3*(-0)")'6
-#($++ .*.0*( +'-'*+ -&/ 0*6$&/4 S%('1*(.$(*7 JDFK5J LMN )+ 0$'1 +*&+)');* '$7 -&/ -8-(* $,
D%($3*-& )&)')-');*+7 /)(*#');*+ -&/ .-&/-'*+ -&/ )+ #$..)''*/ '$ 3($;)/)&2 +%0+'-&')-" )&3%'+
,$( '1* 3%(3$+*+ $, (*2%"-')$& -&/ 3"-',$(.+ ,$( (*+*-(#1 '$ 0%)"/ %3$&4

51)+ T%+)&*++ #-+* 1)21")21'+ '1* >&'*(&-')$&-" C-')*&' H%..-(6 @>CHA 8$(B7 81)#1 )+ '1* #%((*&'
*9-.3"* $, !"#$%!&'()* $%'3%'U JDF >CH #$&'()0%'*+ '$ -"" $, '1* -0$;* 0*&*,)'+7 )4*47

! V*/%#*+ '1* &$)+* $, .%"')3"* )&)')-');*+ 06 3($;)/)&2 -& $3*&7 *9'*&+)0"* ,(-.*8$(B
-&/ #$(* /-'-+*' '1-' 3*(.)'+ .%"')3"* ).3"*.*&'-')$&+ '$ #$&,$(. )& - #$&+)+'*&' 8-64

! >' 1-+ 8$(B*/ #"$+*"6 8)'1 DO 3($R*#'+7 3-(')#)3-')&2 )& -+ .-&6 -+ 3$++)0"*4 >&
3-(')#%"-( )' 1-+ 3-('&*(*/ 8)'1 ?WX '1($%21$%'7 *,,*#');*"6 3($;)/)&2 Y 1)21 =%-")'6
+3*#),)#-')$&+ )& R%+' '8$ 6*-(+4 51* +1-(*/ ;)+)$& -&/ 3()&#)3"*+ 0*'8**& '1* '8$ HGQ+
.*-& '1-' '1* R$)&' $%'3%'+ -(* ).3"*.*&'-0"* -&/ 2"$0-" )& '1*)( -33")#-')$&4

! >' 1-+ '-B*& '1* *?F 2%)/*")&*+ $& 3-')*&' +%..-()*+ -&/ 1-+ ,$(.-")+*/ '1*.7
3($/%#)&2 -& )&'*(&-')$&-" +'-&/-(/ @3(DFNXLZ[A -&/ - 5*#1&)#-" H3*#),)#-')$&
@3(5HNXL\\A '1-' 3($;)/*+ 2%)/-&#* -+ '$ 1$8 )' #-& 0* ).3"*.*&'*/ 8)'1)& '1*
D%($3*-& #$&'*9'4 S%('1*(.$(*7 )'+ /*;*"$3.*&' 3(*/)#'*/ -&/ +%33$('+ '1* &*8
3$")#6 $& /-'- /();*& -(#1)'*#'%(* @+** :GCV -&/ >CH V*3$('A $, '1* G)2)'-" ?*-"'1
-2*&/- -&/ 3($;)/*+ - +'-(')&2 3$)&' ,$( '1* D%($3*-& D?V D9#1-&2* S$(.-'4

 
Priorities  
 

N4 JDFK 5JLMN 8)"" ,$#%+ $& DO (*=%)(*.*&'+ -+ )'+ .-)& 3()$()'64 S)2%(* N )""%+'(-'*+ '1(**
0($-/ DO +'(-'*2)# -(*-+ '1-' '1* 5J 8)"" 3()$()')+*4 51* *9)+')&2 3($2(-..* $, 8$(B
-"(*-/6 #$&'()0%'*+ 8)'1 8$(B $& 3-')*&' +%..-()*+ -&/ '1* DO +3$&+$(*/ +*()*+ $,
+'-&/-(/+ $& '1* >/*&'),)#-')$& $, I*/)#)&-" C($/%#'+ @>GICA7 -+ 8*"" -+ H6+'*.+ $,
#$&#*3'+ ,$( #$&')&%)'6 $, #-(*7 H*(;)#* -(#1)'*#'%(*+ -&/ ,(-.*8$(B+4 P$(B -++$#)-'*/
8)'1 DO 3($R*#'+ +%#1 -+ *H'-&/-(/+7 5()"")%. >> -&/ Q3*&I*/)#)&* 8)"" -"+$ 0* 0%)"' $&4
F*8 8$(B #$&+)/*()&2 2%)/*")&*+ $& 3-')*&' (*2)+'()*+ -&/ (*,*(*&#* &*'8$(B+ @DVF+A -+
8*"" -+ !33+7 /*;)#*+ -&/ +*&+$(+ 8)"" 0* '-(2*'*/ '$ *.3$8*( 3*(+$&E#*&'(*/ #-(*4

S)2%(* N] "# $%&'%()* +,& -.).%'/ 0&'12+,&3'%.,1 .1 4&,2256,&7(& 8('/%9:'&(; (8('/%9 <=>?
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L4 51* JDF >CH 8$(B 1-+ +1$8& 1$8 3($/%#');* 3-(')#)3-')$& #-& 0* '$ 3($/%#)&2 %+*,%"
-&/ %+-0"* +'-&/-(/+4 H%#1 R$)&*/E%3 *&2-2*.*&' 8)"" #$&')&%* '$ 0* 3()$()')+*/4
51*(* -(* +')"" -(*-+ $, -2)"* +'-&/-(/)+-')$&7 1$8*;*(7 81)#1 1-;* '$ 0* -//(*++*/7
3-(')#%"-("6 1$8 +'-&/-(/+ #-& 0* %3/-'*/ -&/ 1-(.$&)+*/ )& '1* ")21' $, &*8
(*=%)(*.*&'+ +$ -+ '$ .-)&'-)& (*"*;-&#* 6*' .)&).)+* '1* 0%(/*& $, #1-&2*4 51)+
&*#*++)'-'*+ ,)&/)&2 .*-&)&2,%" 8-6+ $, 3($;)/)&2 $&E2$)&2 ,**/0-#B ,($.
).3"*.*&'-')$&+4

 
1 BUSINESS ENVIRONMENT OF CEN/TC 251  
 
1.1 Background to the topic  
8('/%9 .1+,&3'%.:2 )+ )&,$(.-')$& *&2)&**()&2 -33")*/ '$ '1* /$.-)& $, 9('/%94 51* /*,)&)')$& $,
+,-./01) )+ '-B*& ,($. '1* P$("/ ?*-"'1 234.567.0685)* /*#"-(-')$& $, N[Y\4 >' )+ -& )&#"%+);* $&*
-&/ +%(3()+)&2"6 (*"*;-&' '$ 089.:)* &**/+7 #$;*()&2 .$(* '1-& '1* -""*;)-')$& $, )"" 1*-"'17 0%'
-33")*+ -"+$ '$ .*&'-" 1*-"'17 +$#)-" 1*-"'1 -&/ '$ 8*""E0*)&2U )' ).3")#)'"6 #$;*(+ 2*&$.)#+7
3(*#)+)$& .*/)#)&* -&/ #%"'%(-"K+3)()'%-" .-''*(+U )' )+ 1$")+')#4 51* #$.3(*1*&+);* +#$3* -"+$
(*#$2&)<*+ '1-' /)+*-+* /$*+ &$' (*+3*#' 0$(/*(+ -&/ '1-' +$"%')$&+7 '1*(*,$(*7 .%+' $;*(#$.*
-&6 0-(()*( -''*.3')&2 '$ (*+'()#' '1* /*");*(6 $, &*#*++-(6 #-(*4

D++*&')-""67 ?*-"'1 >&,$(.-')#+ )+ #$&#*(&*/ 8)'1 '1* =%-")'6 $, 1*-"'1#-(* /-'-7 -&/ '1*
3($#*++*+ -&/ /)2)'-" '*#1&$"$2)*+ '1-' '(-&+,$(. '1-' /-'-7 '$ *&1-&#* '1* =%-")'6 $, 1*-"'1#-(*
/*");*(6 ,$( '1* 0*&*,)' $, '1* )&/);)/%-" -&/ $, +$#)*'6 -+ - 81$"*4 +,-./01 ;5<83=.06>*) 1-+
.-&6 +6&$&6.+K,"-;$%(+ 0%' )& D%($3*7 +-,-./01) )+ 3($0-0"6 '1* .$+' ,(*=%*&'"6 %+*/ 8)'1
+?6460./ ,-./01) $( ;-()-&'+ $, '1* +-.* 0*#$.)&2 3$3%"-( -' '1)+ ').*4

G)2)'-" ?*-"'1 -' "*-+' (*#$2&)<*+ '1-' /)2)'-" '*#1&$"$2)*+ -(* (-3)/"6 #$&;*(2)&2 8)'1 1*-"'1 -&/
1*-"'1#-(*7 8)'1 *;*(6/-6 ");)&27 -&/ +$#)*'6 -' "-(2* '$ *&1-&#* '1* =%-")'6 $, 1*-"'1#-(*
/*");*(64 %1- 0-3= 6* ./*8 65>/@*6A- .59 -<<6>6-50 65 01.0 +65<83=.0685)B +>8==@56>.0685) .59
+>8=C@0.0685./) 0->158/846-* .3- .// >85*69-3-9 08 D- .5 6503)&+)# 3-(' $, '1* )&'*(#$&&*#'*/
*#$E+6+'*.7 -"$&2 8)'1 1-(/8-(* -&/ +$,'8-(* +$"%')$&+7 -&/ +*(;)#*+4

G)2)'-" ?*-"'1 )+ - .%"')E/)+#)3")&-(6 /$.-)& @#$;*()&2 #")&)#-" B&$8"*/2*7 #$.3%'*( +#)*&#*7
+$#)-" +#)*&#*+7 *#$&$.)#+7 .-&-2*.*&'7 3%0")# 1*-"'17 3$")#67 '$ &-.* 0%' - ,*8A4
J$&+*=%*&'"67 )' )&;$";*+ .-&6 +'-B*1$"/*(+ '1-' #-& 0* 2($%3*/ )&'$ ,$%( /)+')&#' 3*(+3*#');*+7
-+ )+ +1$8& )& ,)2%(* L4 51*+* ,$%( 3*(+3*#');*+ $& G)2)'-" ?*-"'1 -+3)(* '$ $,,+*' '1* $;*("6
'*#1&)#-" #$&&$'-')$& $, '1* '*(.7 06 )&'($/%#)&2 '1* )&/);)/%-" -&/ +$#)*'-" ;-"%* '1-' G)2)'-"
?*-"'1 )+ *93*#'*/ '$ /*");*(4 5(%+' )& '1* -##%(-#6 $, 1*-"'1 /-'- -&/ )'+ /6&-.)# ,"$8 0*'8**&
3-(')#)3-&'+ )+ #*&'(-" '$ '1* +%##*++,%" )&'*(-#')$& $, '1*+* ,$%( +'-B*1$"/*( 2($%3+4
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S)2%(* L] C*(+3*#');*+ $& G)2)'-" ?*-"'1 E '1* !H'-&/-(/+ J$.3-++N

51* D%($3*-& O&)$& )+ #1-&2)&2 )'+ -33($-#17 -&/ '*(.)&$"$267 .$;)&2 '$8-(/+ G)2)'-" ?*-"'1
,($. *?*-"'14 >'+ &*8 ;)+)$& )+ - D%($3*E8)/* *#$+6+'*. ,$( /-'-E/();*& 1*-"'1#-(*4 51* #$(*
;-"%*+ $, '(%+' -&/ ,"$8 $, 1*-"'1 /-'- -(* ,%&/-.*&'-" '$ '1)+ ;)+)$&4

 
1.2 Description of the Business Environment  
  
51* 1*-"'1 )&,$(.-')#+ +*#'$( )+ .-/* %3 $, - &%.0*( $, ;*(6 "-(2* +$,'8-(* 3($/%#*(+7 8)'1 -
2(*-' .-&6 +.-"" -&/ .*/)%. *&'*(3()+*+ $3*(-')&2 3().-()"6 *)'1*( )& /$.-)& &)#1*+ $( )&
2*$2(-31)# -(*-+4 51)+ /)+3-(-'* 2"$0-" .-(B*' )+ (*,"*#'*/ 8)'1)& '1* JDF .*.0*( +'-'*+ -&/
3(*+*&'+ - #1-""*&2*4 >' +'),"*+ '1* ,(** ,"$8 $, B&$8"*/2* $, -&/ *93*()*&#* )& '1* 1*-"'1
)&,$(.-')#+ )&/%+'(67 '1%+ 3(*+*&')&2 1*-"'1 #-(* $(2-&)<-')$&+ 8)'1 .$%&')&2 #$+'+ -&/ 1*-"'1
)&,$(.-')#+ ;*&/$(+ 8)'1 ").)'*/ 3$'*&')-" ,$( 2($8'14

>HQK5J LNM 1-+ -/$3'*/ .-&6 JDFK5J LMN +'-&/-(/+7 .-B)&2 '1* D%($3*-& )&3%' 0$'1 -
;-"%-0"* #$&'()0%')$& -&/ ,-#)")'-')&2 '1* %3'-B* $, +$"%')$&+ '1-' -(* (*"*;-&' ,$( D%($3*4
P1*(* 3$++)0"* '1* ^)*&&- !2(**.*&'L 3($#*++ )+ %+*/ '$ *&+%(* '1-'7 ,$( *-#1 +%0R*#' .-''*(
-(*-7 $&"6 $&* +'-&/-(/ )+ -33($;*/ 06 >HQ -&/ JDF7 -&/ )+ -/$3'*/ 8$("/8)/*4 51)+ 2$-" )+
+$%21' -' '1* (*=%*+' $, '1* *&/E%+*( $(2-&)+-')$&+ -&/ 3(*+*&'+ - &%.0*( $, #1-""*&2*+ 81*(*
(*2)$&-" $( )&,$(.-" _+'-&/-(/+_ *9)+' -&/ #$&,")#'4

JDFK5J LMN 3"-6+ -& -#');* ($"* -+ $&* $, '1* #%((*&'"6 *)21' .*.0*(+ $, '1* `$)&' >&)')-');* $&
HGQ :"$0-" ?*-"'1 >&,$(.-')#+ H'-&/-(/)<-')$&4 51* $0R*#');* $, '1* `$)&' >&)')-');* )+ '$ -#1)*;*
- 1-(.$&)<*/ +*' $, 1*-"'1 )&,$(.-')#+ +'-&/-(/+ -#($++ 2"$0-""6 (*#$2&)<*/ '$3)#+4 ?*-"'1
)&,$(.-')#+ )+ -' '1* )&'*(+*#')$& $, )&,$(.-')$& +#)*&#*7 #$.3%'*( +#)*&#*7 .-&-2*.*&' -&/
#-(* 3($,*++)$&+ -&/ +*(;)#*+4 >' /*-"+ 8)'1 '1* (*+$%(#*+7 /*;)#*+7 -&/ .*'1$/+ (*=%)(*/ '$
$3').)+* '1* -#=%)+)')$&7 +'$(-2*7 (*'()*;-"7 -&/ %+* $, )&,$(.-')$& )& 1*-"'1 #-(*4 ?*-"'1
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)&,$(.-')#+ '$$"+ )&#"%/* &$' $&"6 -"2$()'1.+7 #$.3%'*(+ -&/ '*#1&$"$267 0%' -"+$ #$&#*3'
+6+'*.+7 #")&)#-" 2%)/*")&*+7 .*'()#+7 ,$(.-" .*/)#-" '*(.)&$"$2)*+7 -+ 8*"" -+ #")&)#-" -&/
2*&$.)# /-'- (*3(*+*&'-')$&+ -&/ -&-"6')#+ (*"-'*/ '$ 0)2 /-'-4
 
1.3 Quantitative Indicators of the Business Environment  
!##$(/)&2 '$ H'-')+')#+ IVJ7 '1* :"$0-" G)2)'-" ?*-"'1 I-(B*' )+ -##$%&'*/ ,$( aN\L4Zb 0)"")$& )&
LcNX -&/ )+ *93*#'*/ '$ (*-#1 aZZM4bZ 0)"")$& 06 LcLZ4 :($8)&2 &%.0*( $, 2$;*(&.*&'
+#1*.*+7 '1* =%)#B ).3($;*.*&' $, 1*-"'1#-(* >5 )&,(-+'(%#'%(*7 )&#(*-+)&2 $##%((*&#* $,
#-(/)$;-+#%"-( /)+$(/*( -&/ -2)&2 3$3%"-')$& -#($++ '1* 8$("/ -(* +$.* $, '1* B*6 ,-#'$(+
,%*"")&2 '1* .-(B*' 2($8'14 >&#(*-+)&2 -/$3')$& $, #"$%/E0-+*/ +6+'*.+ 8)"" 0* - B*6 '(*&/ ,$(
.-(B*' 2($8'14 C*&*'(-')$& $, +.-('31$&*+ )& '1* 1*-"'1 #-(* +*#'$( -&/ )&#(*-+* )& /*.-&/
,$( .$0)"* -33+ 3($;)/*+ -.3"* $, $33$('%&)')*+ ,$( '1* .-(B*' 2($8'14b

! (*#*&' )&,$2(-31)# ,$( G)2)'-" ?*-"'1 -&/ J-(*Y &$'*+ '1-' DO #)')<*&+ *93*#']
! 5$ -##*++ '1*)( $8& 1*-"'1 /-'- @[cd -2(**A
! 5$ +1-(* '1*)( 1*-"'1 /-'- @\cd -2(**A
! 5$ 3($;)/* ,**/0-#B $& =%-")'6 $, '(*-'.*&'+ @\cd -2(**A

I*-&81)"*7 1*-"'1#-(* 3($,*++)$&-"+ @/$#'$(+ -&/ &%(+*+ -")B*A 0*.$-& '1* -.$%&' $, ').*
'1*6 +3*&/ /$)&2 -/.)&)+'(-');* 8$(B F08 +-')+,6 '1* *:*0-=GH H'%/)*+ +1$8 '1-' 316+)#)-&+
+3*&/ -($%&/ bMd $, '1*)( ').* /$#%.*&')&2 3-')*&' /-'- -&/ '1* )&'($/%#')$& $, - +'(%#'%(*/
-&/ +'-&/-(/)<*/ D"*#'($&)# ?*-"'1 V*#$(/ H6+'*. )+ *93*#'*/ '$ "*-/ '$ .$(* ').*
/$#%.*&')&2 -&/ "*++ ').* ,$( 3-')*&' #-(* M4 H*;*(-" #$%&'()*+ -(* +3*&/)&2 #$&+)/*(-0"*
-.$%&'+ $, ').* -&/ .$&*6 $& 3($2(-.+ '$ (*/%#* '1)+ -/.)&)+'(-');* 0%(/*&4
 
2 BENEFITS EXPECTED FROM THE WORK OF CEN/TC 251  
 
JDFK5J LMN $,,*(+ - %&)=%* #1-&&*" '$ 3($/%#* +'-&/-(/+ 81)#1 +%33$(' '1* DO 3$")#)*+ )& '1*
1*-"'1 )&,$(.-')#+ -(*-4 S%('1*(.$(*7 JDFK5J LMN 2);*+ D%($3* - %&)'*/ ;$)#* '$ '-"B '$ $'1*(
HGQ+ -&/ ,$(-4 DF >HQ NbZcZ7 D?V J$..%&)#-')$& !(#1)'*#'%(* -&/ DF >HQ Nb[Yc7 H6+'*. $,
J$&#*3'+ ,$( J$&')&%)'6 $, J-(* 1-;* &$8 0$'1 0**& 3%0")+1*/ -+ ,$(.-" )&'*(&-')$&-"
+'-&/-(/+4

!+ JDF >CH 1-+ +1$8&7 JDFK5J LMN #-& -"+$ ,$(.-")+* DO 2%)/*")&*+ '%(&)&2 '1*. )&'$
)&'*(&-')$&-" +'-&/-(/+ 81)"+' (*'-)&)&2 ,-)'1 8)'1 D%($3*-& (*=%)(*.*&'+4 Q'1*( 2%)/*")&*+
,($. (*+*-(#1 3($R*#'+ )& ?LcLc -&/ `$)&' !#')$&+7 +%#1 -+ '1* C!VDF5 2%)/*")&*+ $& 3-')*&'
(*2)+'()*+ .-6 0* +%)'-0"* #-&/)/-'*+ '$ +'-&/-(/)+*4

JDF >CH 1-+ .-/* - +'-(' '$8-(/+ )&#(*-+*/ +'-&/-(/+ /*;*"$3.*&' 3($/%#');)'6 -&/ - .$(*
-2)"* 8-6 $, 8$(B)&2 8)'1)& JDFK5J LMN4 JDFK5J LMN +**B+ '$ 0%)"/ .$(* 3-('&*(+1)3+ -&/
(*.-)& (*"*;-&' '$ DO 3$")#6 -&/ -2(**.*&'+7 +'(*&2'1*&)&2 '1* G)2)'-" H)&2"* I-(B*' 06
0%)"/)&2 $& *9)+')&2 8$(B7 -&/ ), &*#*++-(6 3($/%#)&2 &*8 8$(B '$ .**' *.*(2*&' -&/ *.*(2)&2
(*=%)(*.*&'+4
 
3 PARTICIPATION IN CEN/TC 251 
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!"" '1* JDF &-')$&-" .*.0*( 0$/)*+ @FIT+A -(* *&')'"*/ '$ &$.)&-'* /*"*2-'*+ '$ JDF
5*#1&)#-" J$..)''**+ -&/ *93*('+ '$ P$(B)&2 :($%3+7 *&+%()&2 - 0-"-&#* $, -"" )&'*(*+'*/
3-(')*+4 C-(')#)3-')$& -+ $0+*(;*(+ $, (*#$2&)<*/ D%($3*-& $( )&'*(&-')$&-" $(2-&)<-')$&+ )+ -"+$
3$++)0"* %&/*( #*('-)& #$&/)')$&+4 5$ 3-(')#)3-'* )& '1* -#');)')*+ $, '1)+ JDFK5J7 '1* *93*('+
&**/ '$ #$&'-#' '1* &-')$&-" +'-&/-(/+ $(2-&)<-')$& )& '1*)( #$%&'()*+4

JDFK5J LMN )+ -#');*"6 *&2-2*/ 8)'1 .-&6 $'1*( +'-&/-(/+ /*;*"$3.*&' $(2-&)+-')$&+ @,$(.-""6
-+ 3-(' $, '1* `$)&' >&)')-');* J$%&#)" @`>JA )& 81)#1 '1* .-)& 2"$0-" ?*-"'1 >&,$(.-')#+ I?2)*
3-(')#)3-'*7 *424 >HQK5J LNM7 ?WX7 >?D7 HFQIDG7 G>JQI -&/ :HN '$ &-.* 0%' ZA4 P)'1)& D%($3*7
#"$+* #$""-0$(-')$& 1-+ 0**& *+'-0")+1*/ 8)'1 ,JK)* D%($3*-& Q,,)#* -&/ >?D D%($3*4 >' -"+$
")-)+*+ 8)'1 #$&+$(')- -&/ ,$(- '$ #$$(/)&-'* )'+ 8$(B 8)'1 $'1*( $(2-&)+-')$&+ '1-' 1-;* +).)"-(
2$-"+4

JDFK5J LMN .*.0*(+ -(* ,($. .*.0*( +'-'*+ +'-&/-(/+ $(2-&)+-')$&+ -&/ -//)')$&-""6 )&#"%/*
(*3(*+*&'-');*+ ,($. - &%.0*( $, (*"-'*/ $(2-&)+-')$&+4 JDFK5J LMN 1-+ *+'-0")+1*/ 8$(B)&2
(*"-')$&+1)3+ 8)'1]

N4 JDFDWDJ '1($%21 - `$)&' 5*#1&)#-" J$..)''** $& I*/)#-" G*;)#*+ @JDFKJWJ `5J bA
L4 D%($3*-& 5(-/* !++$#)-')$& (*3(*+*&')&2 '1* .*/)#-" ).-2)&27 (-/)$'1*(-367 1*-"'1 >J5

-&/ *"*#'($.*/)#-" )&/%+'()*+ @JQJ>VA
b4 D%($3*-& J$..)++)$& -&/ )'+ -++$#)-'*/ (*+*-(#1 -&/ /*3"$6.*&' 3($R*#'+4

>' )+ *;)/*&'7 1$8*;*(7 '1-' $&"6 - +.-"" &%.0*( $, #$..*(#)-" $(2-&)<-')$&+ -&/ &$' - ;*(6
"-(2* &%.0*( $, %+*( $(2-&)<-')$&+ -(* #%((*&'"6 *&2-2*/ )& '1* 8$(B4 51)+7 -&/ '1* +.-""
&%.0*( $, FIT+ -#');*"6 3-(')#)3-')&27 1-+ 0**& )/*&'),)*/ -+ - 8*-B&*++ $, '1* 5J4

 
4 OBJECTIVES AND STRATEGIES FOR THEIR ACHIEVEMENT  
 
4.1 Defined objectives of CEN/TC 251  
 
JDFK5J LMN)* ,)(+' $0R*#');* )+ '$ 0* (*#$2&)+*/ -&/ -#B&$8"*/2*/ -+ '1* B*6 #$$(/)&-')&2
?*-"'1 >&,$(.-')#+ +'-&/-(/+ $(2-&)+-')$& 8)'1)& D%($3*4

! >' 8)"" ,$#%+ $& '1* 1*-"'1#-(* /$.-)& (*=%)(*.*&'+ $, '1* D%($3*-& J$..%&)'6 -&/
'1* G)2)'-" H)&2"* I-(B*' -&/ +**B '$ .-B* '1*. 2"$0-""6 -33")#-0"*

! >' 8)"" ,$(.-")+* DO 2*&*(-'*/ 2%)/*")&*+7 #(*-'* %+*,%" -&/ %+-0"* ,(-.*8$(B+ '$
*+'-0")+1 "*-/)&2 3(-#')#*

! >' 8)"" /*");*( (*"*;-&' +'-&/-(/+ ,$( (*2%"-')$& -&/ (*+*-(#1 '1($%21 3-(')#)3-')$& )& DO
3($R*#'+ -&/ )&)')-');*+

JDFK5J &'()* +*#$&/7 (*"-'*/ $0R*#');* )+ '$ 0*#$.* - .$(* -2)"* HGQ7 ,)&/)&2 0*''*( 8-6+ '$
*&2-2* /),,*(*&' +'-B*1$"/*( 2($%3+7 *93*/)'* 3($#*++*+ -&/ *+'-0")+1 (*"*;-&' ,**/0-#B
.*#1-&)+.+4
 
4.2 Identified strategies to achieve CEN/TC 251's defined objectives  
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CEN/TC 251 has an excellent record for participation in EU projects (its members individually or 
as CEN/TC 251 were involved in all of the recent EU initiatives rom Antilope to Trillium II). To 
meet its objectives, this participation must continue and the depth of that participation must be 
strengthened in order to resource its work. 
 
Its work should commend itself to the eHealth Network and ensure that policy-makers, as an 
important stakeholder, consider and recognise its technical expertise in working collaborations.  
For example, confidence to the market regarding acceptance and adoption of global standards 
could be strengthened when the eHDSI deployment project for patient summaries would be 
formally linked to the CEN IPS and HL7 IPS to ensure a harmonised outcome. Meanwhile, 
healthcare providers and professionals put considerable effort into the internal restructuring of 
their EHR systems to enable the exchange of meaningful patient summaries, both nationally and 
cross-border. These efforts are much better spent when harmonised IPS specifications are used 
throughout Europe and when they are aligned with the US and global EHR market.  
 
The breadth of work under the banner of Digital Health means that CEN TC/251 must encourage 
active engagement with industry, researchers and academic stakeholders and find ways to give 
them more opportunity to be involved.  Finding new ways to reach out to consumer/clinical/citizen 
groups will also be a priority. 

 
 
4.3 Environmental aspects  
51* +'-&/-(/+ 3($/%#'+ $, JDFK5J LMN 1-;* &$ /)(*#' ).3-#' $& *&;)($&.*&'-" +%+'-)&-0)")'6
.-''*(+4 ?$8*;*(7 )' 8$%"/ 0* 3$++)0"* '$ ).3"6 )&/)(*#' ).3-#' 06 (*/%#')$& $, .-'*()-"+ %+-2*
81*(* '1* +'-&/-(/+ -(* /*3"$6*/ *424 )& '*"*.*/)#)&*7 1$.* 0-+*/ #-(*7 0*''*( 3%0")# 1*-"'1U
).3($;*/ #$&')&%)'6 $, #-(*U 2(*-'*( *,,)#)*&#6 -&/ *,,*#');*&*++ .*-+%(*+7 )&/)#-'$(+ *'#4

51* 8$(B)&2 3(-#')#* $, JDFK5J LMN7 3-(')#%"-("6 -' '1* '-+BE2($%3 "*;*"7 1-+ 0**& '$ (*/%#* )&
(*#*&' 6*-(+ '1* &*2-');* *&;)($&.*&'-" +%+'-)&-0)")'6 ).3-#' $, )'+ +'-&/-(/+ 3($/%#')$&
-#');)'6 06 )&#(*-+)&2 '1* %+* $, '*"*31$&* -&/ 8*0 #$&,*(*&#)&2 '*#1&$"$2)*+ '$ 1$"/ .**')&2+4
51)+ )+ - '(*&/ 8* *93*#' '$ #$&')&%* ,$( 0$'1 *&;)($&.*&'-" -&/ *#$&$.)# (*-+$&+4

51* (*#$2&)')$& '1-' $%( 8$(B )+ 3-(' $, - 8)/*( *#$E+6+'*. .*-&+ '1-' *&;)($&.*&'-" -+3*#'+
1-;* ).3")#-')$&+ ,$( +$#)*'-" -+3*#'+ -&/ ;)#* ;*(+-4 G)2)'-" ?*-"'1 (*,"*#'+ '1* #$&;*(2*&#* $,
'*#1&$"$26 8)'1 '1* 1*-"'1#-(* /$.-)& -&/ '1* (*E*.31-+)+ %3$& 3*(+$&E#*&'()# -&/ 3%0")#
1*-"'1 1-+ ).3")#-')$&+ -+ '$ 81*'1*( '*#1&$"$26 *.3$8*(+ $( /*E1%.-&)+*+4 JDFK5J LMN
&**/+ '$ 0* +*&+)');* -0$%' '1*+* ).3-#'+7 +'();)&2 ,$( 0*&*,)#)-"7 +%+'-)&-0"* $%'#$.*+4

 
5 FACTORS AFFECTING COMPLETION AND IMPLEMENTATION OF THE 
CEN/TC 251 WORK PROGRAMME  
 
H3*#),)# ,-#'$(+ '1-' #$%"/ &*2-');*"6 ).3-#' '1* #$.3"*')$& $( 0%+)&*++ #$..%&)'6 -##*3'-&#*
-&/ %+* $, '1* JDF #$..)''**_+ +'-&/-(/+ )&#"%/* @)& 3()$()')+*/ $(/*(A]

N4 C$")#6E=.L-3*) %&#*('-)&'6 -&/ '1*)( "-#B $, %&/*(+'-&/)&2 #$&#*(&)&2 1$8 0*+' '$ %+*
JDFK5J LMN '$ +%33$(' D%($3*-& $0R*#');*+ 8)'1)& '1* )&'*(&-')$&-" .-(B*'4 51* JDF
>CH 8$(B 1-+ 1*"3*/ '$ *93"-)& $%( ($"* -&/ 3($/%#'+7 0%' */%#-')$&-" .-'*()-" '1-'
3%0")+1*+ 0*&*,)'+ )+ %(2*&'"6 &**/*/4
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L4 !##*3'-&#*7 -/$3')$& -&/ (*#$2&)')$& $, '1* JDF >CH -&/ ?WX >CH +'-&/-(/+ +*' -+ - B*67
#$.3"*.*&'-(6 )&)')-');* 06 *?GH> -&/ '1* *?*-"'1 F*'8$(B4 I%"')3"* 3($R*#'+ )&
(*"-'*/ -(*-+ (*=%)(* /)(*#')$& '$ .-)&'-)& #$&,)/*&#* -&/ '$ ,$+'*( +%+'-)&-0"*
+$"%')$&+7 $( ()+B '1* "$++ $, #(*/)0)")'64

b4 D93*(' (*+$%(#*+ -(* &$' +%,,)#)*&'"6 -;-)"-0"* /%* '$ "-#B $, +'-B*1$"/*( +%33$(' E 51)+
)+ - 0($-/*( ;*(+)$& $, ,-#'$( N -0$;*4 ?$8*;*(7 -+ '1)+ -(*- )+ .%"')E/)+#)3")&-(6 8)'1
.-&6 0*&*,)#)-()*+7 '1* (-&2* $, +'-B*1$"/*(+ 0*#$.*+ /),,)#%"' '$ )&#"%/*4 51*(* -(* -
;-()*'6 $, (*-+$&+ ,$( '1)+] #$.3*')')$& ,($. $'1*( HGQ+U '1* "-#B $, )&;$";*.*&' $,
#$.3*'*&#6 #*&'(*+ )& '1* .$(* +'(-'*2)# -+3*#'+ $, +'-&/-(/)<-')$&U %&#"*-( +%33$('
,($. '1* DO -+ '$ 1$8 +'-&/-(/)<-')$& )& *?*-"'1 +1$%"/ 0* (*+$%(#*/U '1* /),,)#%"'6 $,
3($;)&2 ;-"%* 3($3$+)')$&+ )& '1* -0+*&#* $, +%)'-0"* ,**/0-#B .*#1-&)+.+4 >&+%,,)#)*&'
,)&-&#)-" 3()$()')<-')$& -&/ (*+$%(#)&2 ,$( +*#(*'-()-' -&/ *93*('+) )&;$";*.*&'
@3-(')#%"-("6 H.-"" I*/)%. D&'*(3()+*+7 81$ ,)&/ )&;$";*.*&' 3%&)');*A4 H3*#),)#
*93*(')+* ,$( - 3($R*#' )+ "-#B)&27 81)#1 #$%"/ -,,*#' '1* C38M->0)* /*;*"$3.*&' -+ 8*"" -+
'1* #(*/)0)")'6 $, '1* (*+%"')&2 +'-&/-(/ )& '1* 0%+)&*++ #$..%&)'64

Y4 H1$('-2* $, ,%&/)&2 ,$( 3-(')#)3-')$& $& -& )&'*(&-')$&-" 0-+)+ -&/ -' '1* (*2)$&-" "*;*"
8)"" /-.-2* 0$'1 )&,"%*&#* -&/ $%'3%' -&/ (*/%#* DO "*-/+ )& '1)+ ,-+'E.$;)&2 /$.-)&4
:);*& '1* 3$'*&')-" $, '1* a0)"")$& .-(B*' 3"-#* -&/ )'+ ).3$('-&#* ,$( D%($3*7 #)'*/ )&
'1* +e%-&')'-');* )&/)#-'$(+) +*#')$& $, '1)+ 0%+)&*++ 3"-& 7 '1* +%.+ )&;*+'*/ )&
+'-&/-(/)+-')$& -#');)')*+ -(* 2($++"6 )&+%,,)#)*&' ,$( '1* +#-"* $, '1* '-+B4

M4 51* "-#B $, B&$8"*/2* -0$%' 1$8 +'-&/-(/+ -(* %+*/7 81*(* '1*6 -(* %+*/7 -&/ '1*)(
).3-#' -&/ ;-"%* -#($++ D%($3*4 >' 8$%"/ 0* 0*&*,)#)-" '$ 1-;* -& -##%(-'* $;*(;)*8 $,
81-' +'-&/-(/+ @$(2-&)<-')$&+ )&A '1* .*.0*( +'-'*+ -(* (*-""6 %+)&24 H'-&/-(/+ .%+'
&$' 0* R%/2*/ R%+' -+ HGQ $%'3%'+ 0%' 3$+)')$&*/ )& - ,(-.*8$(B ,$( -++*++)&2 "$&2*(E
'*(. $%'#$.*+4

F*;*('1*"*++7 )' )+ ).3$('-&' '$ *.31-+)<*7 '1-' JDFK5J LMN7 '1($%21 )'+ %&)=%* 3$+)')$&7
)&,"%*&#* -&/ #$&'()0%')$&7 )+ )/*-""6 3"-#*/ '$ /*");*(7 +$#)-")+* -&/ .-)&'-)& - D%($3*-&
(*+3$&+* '$ )&'*(&-')$&-" ?*-"'1 >&,$(.-')#+ +'-&/-(/+4 JDFK5J LMN -"(*-/6 /$*+ '1)+U )' )+ -
,$#-" 3$)&' ,$( #$""-0$(-')$& -&/ "*-/*(+1)3 )& /*");*()&2 (*"*;-&' 1*-"'1 )&,$(.-')#+ +'-&/-(/+
-&/ +3*#),)#-')$&+ ,$( D%($3* -&/ )'+ .*.0*( +'-'*+4 T%' )' #-& /$ 0*''*(4
 
 

1  eStandards Roadmap for collaborative and sustainable standards development: 
www.estandards-project.eu  

2  Vienna Agreement process: www.iso.org/va  
3  Digital Health Market Size, Share, Report, Analysis, Trends & Forecast to 2026 ! Reuters, Wed Apr 18, 

2018  
4  ec.europa.eu/digital-single-market/en/news/infographic-digital-health-and-care-eu  
5  Time Spent on Dedicated Patient Care and Documentation Tasks Before and After the Introduction of a 

Structured and Standardized Electronic Health Record: www.ncbi.nlm.nih.gov/pubmed/29342479  

                                                 


