Understanding Health Technology Assessment:
A Guide for Patients
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What is Health Technology Assessment?
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COST QALYs
Treatment A €1,500 3.6
Treatment B €1,000 1
Incremental costs
ICER = Increment (of A over B) €500 2.6
Incremental QALYs
ICER of treatment A (€500 / 2.6 QALYs) = €192.31 per QALY
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Involvement of Patient Organisations in the HTA Process
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How is the Value of Cancer Treatments Measured?
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<.&:3)8M0'3-8N"$3()13)11'5.10j17%: T(). 11377%#)' .1 |=%&V'5&EH#3&".&21%=!'5.1'06'3-!
2$.)1()*?! |

65.&.13&. N5%V.G.&F53--.)*.21322%7(3". 11V(5!.2'(:3'()*13) 11&.$%& () *I'5.17%2'1%6=!
73)7.81'&.3)2 ;@@

¥ X3)8!73)7.&!$3'(.)'2!53G.! non-cancer comorbidities!3)1!&.7.(G.!:#-'($-.!
. 1(73'(%)2 !
¥ >38.) 1.'5%12 1=0&.3:) 2!3&.!G3&(3TH.



1%&! 3:$-/ 1()12%:.1732.2173)7.&! '&.3:.)2! 3&.1#2.11=%8%2$('3-1()$3'(.)'2!3)1!
'5.&.=%&.173)!T.1$3(1!=%&!'5&%#Bferent budgets;!

¥ 65.1=()3)70*1%=1()$3'(.)'173&.MT32.11%)!1382!%=15%2$('3-12'38

¥ <-06T3-15062$('3- I T#1*!!

¥ 911(3%)%2(2R..-3'. 11*&6#$21282' V5.  &.ITH#1*.'1(213--%73". 11=%&!
5962$('3-(23'(%)17%2'2!T32.11%)!317-322(=(73'(%)!%=1$3'(.)'2!()!1(==.&.)"11(2.32.!
73" +0p&(.2)

0)19%'5.&1732.2°8.3.)'2  13&.1#2.11()15%2$('3-1%#'$3'(.)'11.$3&':.)'2!3) 1!
&.(TH#&2.112.$383'.-8 2

X.32#&()*15.3-'5 B.-3".1!H#3-('81%<k !

9218%#!1-.3&).11()1'5.1:9%1#-. M5.&.1(2)%!2()*-.A 12'3)13&11V38!'0%!:.32#&.14PKRLA |
3)1 12%!H#.2'(%))3(&.2!13&.1#2.11"%!322.22!'5.1$3'(.)'2b!physical, psychological,
social and emotional function?F_3:$-.21%=!H#.2'(%)2!() 7-#1.1!()!4PKRL!
H#.2'(%))3(&.2!3&.125%V) ()] (#&.! QAFH#&YKB-EE(:.)2%)IIFK  BcN!(2!13)!._3:$-.!
%-=I3Jeneric!4PKRL!H#.2'(%))3(&. 2165.&.13&.!13-2%!"V%tancer-specific!
H#.2'(%))3(&.2!'53'13&.1V(1.-81#2.1;! |

¥ 65.! F#8%$.3)IR&*3)(23'(%)E%&!P.2.3&75!3)116&.3".)'1%=1A3)7.&IK#3-('8!%=!

L(=.IK#.2'(%))3(&.!1A%&.!D[.EORTC QLQ-C30NP
¥ 65. #)7'(%)3-1922.22:.)'1%=1A3)7.&!65.&3$8 .).&3-J FACT-GNPP

EORTCQLQ-C30 EQ-5D

» Do you have any trouble doing » |am forced to spend time in * Problems in walking about?
strenuous activities? bed because of my physical » Problems doing my usual
*  Were you limited in doing condition activities?
either your work or other daily » | have trouble meeting the » Level of pain or discomfort
activities? needs of my family » Level of anxiety or depression
» Has your physical condition or » |am able to do work (including
medical treatment interfered work at home)
with your family life? | feel close to my friends
» Did you feel tense, irritable, » | get emotional support from my
worried, depressed? family
*  How would you rate your » | worry that my condition will
overall quality of life during the get worse
past week?
ONot at all O A little I Quite a bit O Not at all O A little O Quite a bit O None O Slightly CI Moderate
OVery much O Very much 0O Severe [ Extreme I

Abbreviations: FRP6AIKLA BD[;! F#&%$.3)!R&*3)(23'(%)!=%&IP.2.3&75!3)1!6&.3".)1%=IA3)7.&!
K#3-('81%=IL(=.IK#.2'(%))3(&.1A%&.|B[FKEC; IF#&IKB-E(.)2 (©6)al]9A6 K;! [#)7'(%)3-!
922.22:.)1%=1A3)7.8&165.8&3$8 [.).&3- 2

Z!



A%:T().11322.22:.)1%=!3!11  (3*)%2(7!3)1!' &.3".)"1 !

65.&.1(2!13*&%V()*!()'.&.2" ()!I'5.!1=(.-11%=ppersonalised medicine!()!73)7.&!
'&.3".)'M$&.G.) (%)M1(3*)%2(2!3)1!$&%*)%2(22 %> .&2%)3-(2.1!:.1(7().! ()G%-GR
1%7'%&2!-.38F 13T%#'13!$.&2%)b2!*.).'(7":3, #3$!3)115%V!'5.(&!'#:%#&!* &% V2! ()!
%&1.&!'"wlistomise treatment!3)1!(:$&%G.!'5.(&!2#&G(G3-1%#'7%: 2®

Targeted cancer therapy!(2!3)!._3:$-.1%=! 3!$.&2%)3-(2.1!:.1(7(). ~V5(75#'(-(2.!
1&#*21%&12#T2'3)7.2I'53'1T-%7,!'5.1*&%V'5!3) 112$&.311%=!17BRIT8!()".&=.&()*IV('5!
2$.7(=(7":%-.7#-.21()G%-G. 11()'#: %#&!*&%\/'513) 11$&%*&. 22 (U)?5%#*5!'3&*." 1!
'5.&3%8!3--%V21*& .3 &!'#:%#&12$.7(=(7('8!3) 11-.221'0%_(7('8"N'3&*.".113*)'213&.!
'8$(73--81%)-8!.==.7'(G.!()!$3'(.)'2!V('5!%).1%&!'"V%!73)7.&!'8$. 2%

6&.3".)'IV('5!3!'3&*.".1!'5.83$8!1.$.)121%)!=() 1()*1%#'V/5.'5.&!'5.1'#:%#&1532)!
2$.7(=(71'3&*."2!T8!".2'()*I13! '#:%#8&123:$-. ?165.&.=%&.N'3&*.".1I'5.&3$8()G%-G.25.!
7%1.G.-%:.)1% =13I"213)1!13I'&.3".)"  ANM(5!I'5.17%1.G.-%%$:)'"1:3,0*  (1$%22(T-.!
'%11.=().!'5.1"3&*. 1$%$H#-3'(%)!1=%&!'5.1'&.3".) :%&.1$&.7(2.-8? P165(2!(28B)!(:$%&'3)'
2' $1=068169132!'5.17%)7.$'1%=""5.1#):.1:.1(73-1)..1! (217-.3&.&!3)1!'5.1'&:3)2-3'(%)!
06=18.2#-'21=8%:17-()(73-1'&(3-2!"%!7-()(73-1$&37'(7.1(2!1%().1?

4%V.G.&MN'3&*.".1'5.&3%(.2!&.H#(&.!I'5.! joint assessment of a diagnostic and a
treatment?!65.1)#:T.&!%=17%:T().1!'.2'()*13)1I'&.3".)’ 12'&3' *(.2173) MN'5.&.=%&"
32(-81()7&.32.1'%!3!-.G.-IV5.&.1'5.1& . 2#-'1%=1'5.13)3-82(2! T.7%:.2! 1 (==(7#-""'%!
#)1.&2'3)113)117%::#)(73".1'%!31:()(2'&3'(G.13)117-()(73-11.7(2(%)!:3,.&27? DIl



Why do Some Countries Reimburse a Cancer Treatment
and Others do not?

65.127(.)'(=(71322.22:.)1%= 13G3(-3T-.113'31:38!T.12(:(-3&!V/5.&.G.&!'5.1469!(2!
#)1.8'3, .)?14 %V.G.&"5.1V381()IV5(75!131'8.3%.)  1(213$$&3(2.1!:38! vary from
country to country®@"@21318 2#-'"N1(==.&.)"11.7(2(%)2!3&31. 7%)7.&)()* V5(75!
' 75)%-9%*(.2125%#-11T.1$8&%G (1.1M-.31()*'%! G3€6R!()'&.3".)'1377.22 2@
65.&.2%8&.M.G.)I(=131).V1:.1(7()./(2!3$$8%G. 1! T8!I'5.] F#&%$.3)!X.1(7().219*.)78" |
'5(211%.21)%"1:.3)I'53'1(IV(--1T.13G3 (-3T-.I'0%6!3--1$3'(.)'2137&%25.IF0132 1()1(G(1#3-!
1.7(2(%)2!=%8&!.375!X.:T.&!"3"12'(--11 .$.)11%)! '5.1G.&1(7'2!%$38.822

65(2!73)!73#2.11(==.&.)7.2!(); !

¥ Reimbursement decisions:!]%&!. 3:$-MNfOAFA'5.1469!T%18!()!F)*-3) 1N
53G.l._")1.1'5.(&!'5&.25%-1!=%&!1&#*2!13(:.1!13".)11%=!-(=.173&.!"%6B7(-('3".!
73)7.&11&#*1377.221'%1$3'(.)'2!()!'5.1f4" /1

¥ The time it takes for new oncology drugs to reach patients:!]%&!. 3:$-.M
0'<.&:3)8M1 &#*2!13&.1#2#3--8!3G3(-3T-.!1=%&!&.(:T#&2.:.)'132!12%%)!32!
:3&,."()*13#'5%&(23'(%)!(2!*&3)'.1?10)!:%2"1%'5.&! 7%#)'&(.2N $&(7()*!13) 1!
&.(:T#&2.:.)').*%'(3'(%)2!'3,.1$-37.13=".&!":3&,."()*!3#'5%&(23'(%)!3) 1I'5(2!
73)!'3,.1318.3&!%8&!-%)*.&2®

F==%&'2!Warmonise HTA!3'I'G.IF#&%%$.3)!-.G.-13&.1%)*%()*?!Ph3)#3&8!/[@YN'5.!
F#&%%$.3)1A%::(22(%)!$#1=%8&V3& 1188 %$%23%&!X. T.&!" '3'.21'%IV%&,'%*.'5.& 8
65.!G(2(%)!%=!"5.1$&%%$%23-!()7-#dre HTAs done, for less"V5(-2':3,)*!IT.".&!
1.7(2(%)2M:3,()M1T#2().22!.32(.&1=%&! () 1#2'&8MNT.". &1 ()=%&: ()*1$3'(.)'2713) 1!
#-'(:3".-81%."()*1$3'(.)'2!1=32".&1377.22!'%!).V!:.1(7(). 21T81.)2# &()*.==(7(.)'#2.!
06=18.206#&7.2!13)112'&.)*'5.) )*I'5.|H#3-('81%=1469!37&%22!'5.|FO2

65.1$8%$%23-13(:21'%!311&.2213)# T.&1%=1$8%T-.:21\/5(7B8))%'I T 1 2#==(7(.) -8!
206-G.1!'5&%6#FB%)' ()#.11$8%]. 7H 32.11G%-#)'3&8!7%%$.83'(%)1%6)88665.2.138.!
(21T~ %V

¥ Impeded and distorted market access@!

o! 65.11(==.&.)7.2!1 ()1)3'(%)3-1$&%7.22.2!3)1!:.'5%1%-%*(.2!%=!469!
T%1(.273)!-.311"%!1(==.&.)7.2!()!'5%V!.G(1.) 7.1(2!7%)2(1.&.1()!
322.22:.)'2?165(2! 73)!7%)'&(T#'.I'%!1.-382!3)1!().H#3-('(.2!()!
3G3(-3T('(.2!%=!())%G3'(G.".1(7().!

¥ Duplication of work for national HTA bodies@!

o! A-()(73-1322.22:.)'2!1%=1'5.123:.1"75)%-%*(.2  1J:.1(7().2N!3&.!T.()*!
322.22.11()!$3&3--.-1%&!V('5()!1312(:(-3&!"(:. 1=&.IT 8!469!T%1(.2!()!
1(==.& )X T.&!" '3.2M&.2#-'()*1()! 1#$-(73'(%)!%=V%&)Y1!().==(7(.)"
#2.1%=18&.2%#&A.
|

¥ Unsustainability of HTA cooperation@!

@)



0! 65.17#8&&.)10)(%) E.G.-17%%$.83'(%)!%)1469!(2!$8&%EV32.1?!65(2!
1.3)21(21=#)10*1(2125%&' E&: 13)11)..12'0!T.12.7#&.1!3)1!
&.).%% '(3".11()!.G.&8!=()3)7(3-1787-.2165.8.1(2!) %! *#3&3)"..|=%&!'5.!
7%)'0#3'(%)%=137'(G('(.2!0)'5-%)* E&: !

OI5.I"$ . T.&U[@\  IF#&Y%$.3)IA3)7.&IA%)*&.22NFASAIS&.2.) . 1!'5.1$3$.&!

D=1 EHEYS$.1%=Ic(2$3&(BRV5(75!()7-#1.11&.7%::.)13'(%)  21%)!'5.1$&(%&('(.2!=%&!
37'(%)1'%!'37,-.1().H#3- ((.21()! 73)7.&!73&.1() F#8%%. B965.1$8%$%2.1!1$%-(78!
&.7%::.)13'(%)2!()7-#1.; |

A3)7.817%)'&%t!

A3)7.818.%(2'&(.2!

X#-'(1(27($-()3&8!".3:2!

A3)7.8!5.3-'5!-(.&378!
"7&..)()*13)1!.3&-8!1(3%)%2(2 !
977.221'%!%%$'(:3-1738&.
A3)7.&12#8&G(G%&25($!3)11$3'(.)1&.53T(-('3'(%)!

@/



Clinical Trials

fVI'&.3".)'21=%&!1$3'(.)'2!V('5!73)7.&!3)11%'5.&!1(2.32.2!53G.1"%! T.!'5%&%#*5-8!

' 2'.11'%11." . &:().1(=1'5.813&.123=.13)11.==.7(G.?!X.1(73-1&.2.3&7512'#1(.2! () GY%-G()*!
$.%%$-.13&.173--.117-()(73-"'&(3-Xlinical trials are used to find out if the new
medicine is beneficial compared to the standard of care?

Randomised controlled trials!3&.!'5.1(1.3-1V38!'%!#)1.&2'3)1!'5.1.==(7378!3)1!
23=."81%=!).VN())%G3'(G.!"&.3".)'1&.%(:.)2?!>3'(.)'2!3&.127&..).1 I'0p12..1(=!'5.8!
H#3-(=81=%&!'5.!'&(3-?!A&(".&(3173)!() 7-#1.1:3)8I'5()*2!-(,.13* A2, AI5.3-'517%)1('(%)"
V5.'5.&!'5.8!3&.!1$&.%)3)"13)115%V!7-%2.!'5.8!-(G.!"%!'5.I'&(3-12(".?!65.1$3'(.)'2!3&.!

'5.) 1&3)1%:-81322(*).11'%!&.7.(G.!'5.1).V!:.1(7().1'5.I'&.3".)' 13&:N19%&!3!7%)'&%-!
2.1(7().1J'5.17%)'&%-13&:N 1J NP165.1$3'(.)'2!13&.1=%--%V. L I#$"NV('5!1%#'7%:.2!
T.(*1:.32#&.113'12$.7(=(7"'(:.2?19)811(==.&.)7.]  ()1&.2$%)2.1T.'V..)I'5.1*&%#$2!(2!
322.22.1! statistically?

Screened patients

Randomisation

Controlarm
(8&%,/%5/)&5+%8&). +,&
I 95":'/+$)comparison
%;%",$&),+-+/'0",+

Treatment arm
"'H#S %&)&*+),+-).+/'0',+1
I 2%9afe
I 3%%$9ide effects
I <%, %6%$%+no treatment

I 4"5#% )better than current
medicine
I 3+67%$)7%&'+f&dl better

>3'(.)1&%-.2!()!7-()(73-"'&(3-2

A-()(73-1'&(3-213&.1'5.1:9%2'1(:$%&'3) '%6%-21%=1&.2.3&75! ()| =(*F78) 7.&?!FA>A!
2'8%)*-8IT.-(.G 21()'5.17%)7.$'1%=1$3'(.)'21321 7%ER..2.3&75.&2":.3) )*1$-37()*!'5.!
$3'(.)'13'1'5.17.)'&.1J&3'5.&!'53)12$.7'3'%&N1%6=127(.) (=(71&.2.3& 757!
>&9%%.&124#$$%&1%6=1"5.1$3'()'18%-.1()G%-G.2IV%&,'%!:3,.124#&.'53'1$3'(. ) 2;

@D



0)1.&2'3)115%V!7-()(73-"'&(3-2!V%E,,
0)1.&2'3)11'5.1(:$37'1%=!17-()(73-I'&(3-21%)!=#&'5.&1&.2.3&175
0)1.&2'3)11'5.1(:$37'1%=17-()(73-'&(3-21%)!73)7.&'&.3".)" !

9&.13T-. I'%1$8%G(1.1()=%&:3'(%)%)! $.82%)3-1&(2,213"375.11'%!'&(3-!
$3&'(7($3'(%)

0'1(2!137,)%V-.1*.11'53"'5.1$3'(.)'2b!7%)'&(T# (%)'%!1(27%G.&8M1.G.-%$:.)'13)1!
G3-#3'(%)1%=":.1(7().1.)&(75.2"'5.IH#3-('81%=!"5.1.G(1.)7.13) 11%%$()(%)!3G3(-3T-.?!
>3'(.)'2"'5.8.2%&.!53G.131:%&3-1&(*5'1%IT.1()G%-G.1!()!'5.1V38!7-()(73-I'&(3-2!3&..!
1.G.-%$.17:3)3*.113)11.G3-#3'.1? !

F#8%$.3)!1>3'(.)'2b!9731 .:81JF0>960N!532!1.G.-%$.1! *#(13)7. 1=%&!7%G.&()*1$3'(.)"
0G%-G...)'|(); @¥

¥ >53&:37.#(73-10)1#2'&8E.11:.1(7().2!&.2.3& 75!3)1!1.G.-%%$:.)'"1JPIcN !
¥ F5(7217%:(".2 |

¥ P.*#-3'%&8!3#5%&('(12

¥ 469 !

B53'11%!7-()(73-1&(3-2! .32#&.C!

65.19%#'7%:.21:.32#&.11()17-()(73-'&(3-2!3&.173--.1! endpoints?!91#2.=#-1'&.3".)'1(2!
*).&3--817%)2(1.&.11"%!T.19%).I'53'(:$&%G.2!'5.1H#3-('813)1i%&!() 7&32.2!'5.1- ) *'5!
%=1$3'(.)'2b!-(G.2?165.8&.=%& N 7-()(73-'&(3-21%=173)7.&'&.3".)'2!)..11'%!:.32#&.1'5.!
survival, quality of life and safety!%=!"5.1$3&'(7($3)'2EB75!7-()(73-!'&(3-1#2#3--8!532!
3lprimary endpointMV5(75!:.32#&.21(='5.I'5.&3$8! T.()*12'#1( .1!73)!T.17%)2(1.&.1!
312#77.2229)!._3:$-.1%=13)1.)1$%() IV%#-1IT.1=(G. B.3&!I2#&G(GB-?

A53--)*. 210! 32#&()*!'5.1G3-#.1%=173)7.&1:.1(7().2 !

A%--.7'()*.G(1.)7.I'%!1.:9%)2'&3".1'5.1.==.7'(G.).22!%=173)7.&!'&.3"..)'2!(21%=".)!
1(==(7#-"2165(2!:.3)2!'53'.G3-#3'()*I'5.1G3-#.I'53").VI73)7.&!:.1(7().2!$8%G(1.13) 1!
:3,0*11.7(2(%)2!3T%#'1IV5.'5.&'%!&. ( TH#&2.1'5.:173)IT.1 753--.)*()*?165.1&.32%)2!
=06&1'5(2!38..;

¥ Patient numbers!

o! R=")173)7.&!"&(3-2173)!%)-8!&.7&3!2:3--)#:T.&!%=1$3'(.)'2?! 65(2!
:3,.21(11(==(7#-"1%!#2.12'3'(2'(72!3)1!'5.8&.=%&.!53&1!'%! 1 &3V!
T%)7-#2(%)213T%# 15%¥%=.7'(G.I'5.)).VI'&.3".)1(2 |

¥ Standard treatment!

o! "3)13&1!'&.3".)"1(21%=")1#2.11()!'5.17%)'&%-! *&%#$?!4%V.G.&"'&(3-2!
73)1&#)1=%&!8.3&2!3)5.12'3)13&1!'&.3":  .)':38!'5.&.=%&.1)%"T. !
&.-.G3)'IT8I'5.! '(:.1%=1469 !

¥ Third line therapy!

@Q



0)'5(&11-().19%8&18.27#.173)7.&!'5.&3$8"'5.8.13&.1%6=")1)%!'&.3"..)'1%$'(%) 2!'%!2.&5 .
3213)13$$8%6$&(3'.17%:$3&3'%&

02.1%=12#88%*3 W7 %:.2! ()!I7-()(73-I'&(342

R).1%=I'5.1:%2"7%::%)-8!#2.11$&(:3&8!.)1$%()'2!()! 7-() (73-I'&(3-2!(2! overall
survival?!4%V.G.&MN=%&12%:.173)7.&2M('173)!'3,.131-%)*!"(:.1 T.=%&.!'5.&.1(2!3)8!
2#&G(G3-113'313G3(-3T-.?!14.3-'573&.1282".:21V(--1)..11'%!2..1'5(2!13'3! T.=%&.!'5.8!73)!
:3,.1311.7  (2(%)'%!&.(:T#&2.I'5.1:.1(7().!13)1!I'5(2!73)!'5.&.=%&.! delay patient
access!'%!T.).=(7(3-1'&.3".)'2? !

0%&1.&!"%!2$.. 11#$!1377.22"'%!).VI73)7.&":.1(7().2"!  3!surrogate endpoint!73)!T.!
#2.11321312#T2'(‘#'.1=%&!3!7-()(73-1.)1$%()"13)1!'5.8!3&.1%=")1#2.1!()!7 3)7.&!7-()(73-!
'&(3-2!T.73#2.I'5.1&.2#-"'2173)!T.1:.32#&.1:#7512%%).&!'53)1%'5.&!.) 1$%() 2" 2# 75!
3212#&G(G3-?

F_3:$-.2106=12#&8%*3".1.)1$%()'2!=%&%G.&3--12#&G(G3-1()7-#1.;

¥ Disease-free survival!
o! 65(2!(2!'5.1-)*51%=!"(:.IT."V..)I'5.12'3&"1%=I'&.3".)"! 3)1I'#:%#&!
&. 7T#&&.)7.1%&!1.3'5!=&%:!3)8!73#2.
¥ Progression-free survival!
o! 65(2!(2!'5.1-)*'51%=!"(:.IT."V..)12'3&'()*!'&.3":.)"13) 113!:.32#&3T-.!
V%&2.)()*1%=!'5.11(2.32.1%4&!1.3'5!=&%:!3)8!73#2!

65.1#2.106=12#&&%*3" . 1%#7%:.2153imitationsN:3,()*  1(11(==(P4=%&1469!'0%6!322.22!
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