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ɮ˅ʽˇ˂ˈʴʹˋʹ ʆʶ˔˄ˇ˂ˇʴʾʰˌ ʇʴʶʾʰˌΣ 
ɼ˂ʽ˄ʽˁʷˌ ɾʶ˂ʷˍʶˌ ˁʰʽ 

ɲʶʵˇ˃ʷ˄ʰ ˍˇˎ ʃˊʰʴ˃ʰˍʽˁˇˏ ɼˈˋ˃ˇˎ

ɼ˗ˋˍʰˌ ɮʻʰ˄ʰˋʱˁʹˌ

ʆˇ˃ʷʰˌ ʁʽˁˇ˄ˇ˃ʽˁ˗˄ ˍʹˌ ʇʴʶʾʰˌΣ ɳʻ˄ʽˁʺ ʅ˔ˇ˂ʺ ɲʹ˃ˈˋʽʰˌ ʇʴʶʾʰˌ



2

ʆˇ ά̄ ˊˇʰʽ˗˄ʽˇ ˉˊˈʲ˂ʹ˃ʰέ̀ ˍʹ˄ ˎʴʶʾʰΥ
ɶ ʰˋˎ˃˃ʶˍˊʾʰ ˉˈˊ˖˄ ˁʰʽ ʰ˄ʰʴˁ˗˄

Åɶ ˁʰˍʰ˄ˇ˃ʺ ˍ˖˄ ˉˈˊ˖˄ ˋˍʹ˄ ˎʴʶʾʰ ʰˉˇˍʶ˂ʶʾ ˃ʽʰ 
ˋˏ˄ʻʶˍʹ ʵʽʰʵʽˁʰˋʾʰ ˁʰˍʱ ˍʹ˄ ˇˉˇʾʰ ˇʽ όˋˉʱ˄ʽˇʽύ 
ʵʽʰʻʷˋʽ˃ˇʽ ˉˈˊˇʽ ˔ˊʶʽʱʸʶˍʰʽ ˄ʰ ʰˉˇʵˇʻˇˏ˄ ʴʽʰ ˍʹ˄ 
ˎʽˇʻʷˍʹˋʹ ʶ˄ʰ˂˂ʰˁˍʽˁ˗˄ ʶˉʽ˂ˇʴ˗˄

Åɶ ˁʰˍʰ˄ˇ˃ʺ ˍ˖˄ ˉˈˊ˖˄ ʰˉˇˍʶ˂ʶʾ ˍˇ˄ ʲʰˋʽˁˈ ʵˇ˃ʽˁˈ ˂ʾʻˇ 
ˍʹˌ ˋˏʴ˔ˊˇ˄ʹˌ ˉˇ˂ʽˍʽˁʺˌ ˎʴʶʾʰˌ 

ïάŜǾƛŘŜƴŎŜ-ōŀǎŜŘ ƘŜŀƭǘƘ ǇƻƭƛŎȅέ

Åʅʺ˃ʶˊʰΣ ʹ ʵˊʰˋˍʹˊʽˈˍʹˍʰ ˍʹˌ ˁʰˍʰ˄ˇ˃ʺˌ ˍ˖˄ ˉˈˊ˖˄ 
ˋˍʹ˄ ˎʴʶʾʰ ʶʾ˄ʰʽ ˉʽˇ ʵˏˋˁˇ˂ʹ ʰˉˈ ˉˇˍʷ
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ɶ ʰˋˎ˃˃ʶˍˊʾʰ ˉˈˊ˖˄ ˁʰʽ ʰ˄ʰʴˁ˗˄ ˋʶ ˉ˂ʺˊʹ ʷˁˍʰˋʹΥ 
ʰˉˈ ˍʹ ˃ʾʰ ˉ˂ʶˎˊʱΣ ʹ ʵh ˉʱ˄ʹ ˎʴʶʾʰˌ ˋʶ plateau
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ɼʰʽ ʰˉˈ ˍʹ˄ ʱ˂˂ʹ ˉ˂ʶˎˊʱ:ʵʹ˃ˇʴˊʰ˒ʾʰ
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ɼʰʽ ʰˉˈ ˍʹ˄ ʱ˂˂ʹ ˉ˂ʶˎˊʱΥ ʸʺˍʹˋʹ 

European environment agency 2015 

(original data: IHME and WHO)
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ɼʰʽ ʰˉˈ ˍʹ˄ ʱ˂˂ʹ ˉ˂ʶˎˊʱΥ ˍʶ˔˄ˇ˂ˇʴʾʰ

De la Tore, 2017
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ʆʶ˔˄ˇ˂ˇʴʾʰ ˎʴʶʾʰˌ

Åʅʹ˃ʰ˄ˍʽˁʺ ˋˎ˃ʲˇ˂ʺ ˋˍʹ ʲʶ˂ˍʾ˖ˋʹ ˍˇˎ ʶˉʽˉʷʵˇˎ ˎʴʶʾʰˌ 
ˍˇˎ ˉ˂ʹʻˎˋ˃ˇˏ

ïɰʶ˂ˍʾ˖ˋʹ ˍ˖˄ ʰˉˇˍʶ˂ʶˋ˃ʱˍ˖˄ ˎʴʶʾʰˌΣ ʲʶ˂ˍʾ˖ˋʹ ˍˇˎ 
ˉˊˇˋʵˈˁʽ˃ˇˎ ʶˉʽʲʾ˖ˋʹˌ ˁʰʽ ˍʹˌ ˉˇʽˈˍʹˍʰˌ ʸ˖ʺˌ 
(Lichtenberg 2014)

Åʅʹ˃ʰ˄ˍʽˁʺ ʶˉʾʵˊʰˋʹ ˋˍʹ ʵʰˉʱ˄ʹ ˎʴʶʾʰˌ

ïɶ ʵʽʱ˔ˎˋʹ ˍʹˌ ˍʶ˔˄ˇ˂ˇʴʾʰˌ ʰˉˇˍʶ˂ʶʾ ʷ˄ʰ˄ ʰˉˈ ˍˇˎˌ 
ˁˎˊʽˈˍʶˊˇˎˌ ˉʰˊʱʴˇ˄ˍʶˌ ʰˏ˅ʹˋʹˌ ˍʹˌ ʵʰˉʱ˄ʹˌ ˎʴʶʾʰˌ
(˃ʰʸʾ ˃ʶ ˍʹ ʴʺˊʰ˄ˋʹ ˁʰʽ ˍʹ˄ ʶˉʽʵʹ˃ʽˇ˂ˇʴʽˁʺ ˃ʶˍʰʲˇ˂ʺύ
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ʆʶ˔˄ˇ˂ˇʴʾʰ ˎʴʶʾʰˌΥ ʶʾ˄ʰʽ ˍʰ ˉʱ˄ˍʰ 
άˁ ʰʽ˄ˇˍˇ˃ʾʰέΤ ʰ˄ʰʸʹˍ˗˄ˍʰˌ ˍʹ˄ ʰ˅ʾʰ

Åɶ ˎʽˇʻʷˍʹˋʹ ˁʰʽ ˔ˊʺˋʹ ˍʹˌ ˄ʷʰˌ ˍʶ˔˄ˇ˂ˇʴʾʰˌ ˋˍʹ˄ ˎʴʶʾʰ 
ʰˉˇˍʶ˂ʶʾ ˃ʽʰ ˁˇʽ˄˖˄ʽˁʺ ʰˉʰʾˍʹˋʹΦ ʂ˃˖ˌΣ ʹ ʰˋˎ˃˃ʶˍˊʾʰ 
ˉˈˊ˖˄κʰ˄ʰʴˁ˗˄ ʶʴʶʾˊʶʽ ˃ʶʾʸˇ˄ˍʰ ʶˊ˖ˍʺ˃ʰˍʰ ˈˉ˖ˌΥ

ïɳʾ˄ʰʽ ˈ˂ʶˌ ˇʽ ˄ʶˇʶʽˋʶˊ˔ˈ˃ʶ˄ʶˌ ˍʶ˔˄ˇ˂ˇʴʾʶˌ 
άˁ ʰʽ˄ˇˍˈ˃ʶˌέ;

ïɳʾ˄ʰʽ ˈ˂ʶˌ ˇʽ ˍʶ˔˄ˇ˂ˇʴʾʶˌ ˎʴʶʾʰˌ άǾŀƭǳŜ ŦƻǊ ƳƻƴŜȅέΤ

ÅHTA: άŀ ƳǳƭǘƛŘƛǎŎƛǇƭƛƴŀǊȅ ǇǊƻŎŜǎǎ ǘƘŀǘ ǎǳƳƳŀǊƛǎŜǎ ƛƴŦƻǊƳŀǘƛƻƴ 
about the medical, social, economic and ethical issues related to 
the use of a health technology in a systematic, transparent, 
unbiased, robust manner... ... HTA must always be firmly rooted in 

ǊŜǎŜŀǊŎƘ ŀƴŘ ǘƘŜ ǎŎƛŜƴǘƛŦƛŎ ƳŜǘƘƻŘέ (EUnetHTA2018).
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ɶ ɮʆʇ ˖ˌ ˉˎ˅ʾʵʰ ˍʹˌ ˉˇ˂ʽˍʽˁʺˌ ˎʴʶʾʰˌ

Åɶ ά˃ ʶˍʱ˒ˊʰˋʹέ̱ ˇˎ ˉˊˇʲ˂ʺ˃ʰˍˇˌ ˍʹˌ ʰ˄ʰʸʺˍʹˋʹˌ ˍʹˌ 
ʰˉˇʵˇˍʽˁˈˍʹˍʰˌ ˋˍʹ˄ ˁʰˍʰ˄ˇ˃ʺ ˋʶ ˈˊˇˎˌ ˊˎʻ˃ʽˋˍʽˁ˗˄ 
ˉʰˊʶ˃ʲʱˋʶ˖˄ όˉˇ˂ʽˍʽˁʺˌ ˎʴʶʾʰˌύ ˎˉˈ ˍˇ ˉ˂ʰʾˋʽˇ ˍʹˌ 
ʰˋ˒ʱ˂ʽˋʹˌ όˍˊʾˍˇˌ ˉ˂ʹˊ˖ˍʺˌύ ʴʾ˄ʶˍʰʽ ˋʶ ˍˊʶʽˌ 
ʵʽʰˋˍʱˋʶʽˌ ʰˉˇ˒ʱˋʶ˖˄

ïɮˉˇ˒ʱˋʶʽˌ ʰˉˇʸʹ˃ʾ˖ˋʹˌ όˍʽ ˁʰ˂ˏˉˍʶˍʰʽΤ)

ïɮˉˇ˒ʱˋʶʽˌ ˍʽ˃ˇ˂ˈʴʹˋʹˌ όˉˈˋˇ ˁʱ˄ʶʽΤ)

ïɮˉˇ˒ʱˋʶʽˌ ʷ˄ˍʰ˅ʹˌ ˍʹˌ ˍʶ˔˄ˇ˂ˇʴʾʰˌ ˎˉˈ ʰ˅ʽˇ˂ˈʴʹˋʹ ˋʶ 
ˋˎʴˁʶˁˊʽ˃ʷ˄ʹ ʻʷˋʹ ˋˍʹ ʻʶˊʰˉʶˎˍʽˁʺ ʵʽʰʵʽˁʰˋʾʰ 
όˁ˂ʽ˄ʽˁʱκʻʶˊʰˉʶˎˍʽˁʱ ˉˊ˖ˍˈˁˇ˂˂ʰύ όʴʽʰ ˉˇʽˇˏˌ ˁʰʽ ˉˈˍʶΤ)
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ɮ˅ʽˇ˂ˈʴʹˋʹ ʆʶ˔˄ˇ˂ˇʴʾʰˌ ʇʴʶʾʰˌ ʵʽʶʻ˄˗ˌΥ 
˃ʽʰ ˃ʰˁˊʱ ʽˋˍˇˊʾʰ
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Health Technology Assessment:
˃ʽʰ ʵʽʰʵʽˁʰˋʾʰ ˃ʶ ˋʰ˒ʷˌ ˉʶˊʽʶ˔ˈ˃ʶ˄ˇ

Åɼˇʽ˄ʺ ˉʶˉˇʾʻʹˋʹΥ ˁʰˍʱ ˍʹ˄ ʰ˅ʽˇ˂ˈʴʹˋʹ ˃ʽʰˌ ˍʶ˔˄ˇ˂ˇʴʾʰˌ 
˔ˊʶʽʱʸʶˍʰʽ ˇ ˋˎ˄ˎˉˇ˂ˇʴʽˋ˃ˈˌ ˃ʽʰˌ ˋʶʽˊʱˌ ʵʶʵˇ˃ʷ˄˖˄Υ
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ɮ˄ʰʸʹˍ˗˄ˍʰˌ ˍʽˌ ʶˁˍʽ˃ʺˋʶʽˌ 
ʰˉˇˍʶ˂ʶˋ˃ʰˍʽˁˈˍʹˍʰˌ ˋˍˇ ˉ˂ʰʾˋʽˇ ˍʹˌ ɮʆʇ

Åʁʽˁˇ˄ˇ˃ʽˁʺ ʰ˅ʽˇ˂ˈʴʹˋʹΥ ˃ʽʰ ˉʰˊʱʴ˖ʴʹ ˉˊˇˋʷʴʴʽˋʹ

Åʅˍʹ˄ ˍˎˉʽˁʺ ˉˊˇˋʷʴʴʽˋʹ ˍʹˌ ʶ˒ʰˊ˃ˇʴʺˌ ˍʹˌ cost-
effectiveness analysisΣ ˍʰ ʲʰˋʽˁʱ ʵʶʵˇ˃ʷ˄ʰ 
ʰˉˇˍʶ˂ʶˋ˃ʰˍʽˁˈˍʹˍʰˌ ˋˎ˄ʺʻ˖ˌ ˉˊˇˁˏˉˍˇˎ˄ ʰˉˈ ˃ʽʰ 
RCT

Åʆˇ ˉʶˊʽʲʱ˂˂ˇ˄ ˃ʽʰˌ RCT ʁ ʾ˄ʰʽ ʰˎˋˍʹˊʱ ʶ˂ʶʴ˔ˈ˃ʶ˄ˇΣ ˃ʶ 
ˈΣˍʽ ʰˎˍˈ ˃ˉˇˊʶʾ ˄ʰ ˋˎ˄ʶˉʱʴʶˍʰʽ
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ɮ˄ʰʸʹˍ˗˄ˍʰˌ ˍʽˌ ʶˁˍʽ˃ʺˋʶʽˌ 
ʰˉˇˍʶ˂ʶˋ˃ʰˍʽˁˈˍʹˍʰˌ ˋˍˇ ˉ˂ʰʾˋʽˇ ˍʹˌ ɮʆʇ

Åʅˍˇ ˋˏʴ˔ˊˇ˄ˇ ˉʶˊʽʲʱ˂˂ˇ˄Υ ʲʰˋʽˁˈ ʶˉʾʵʽˁˇ ʹ ˔ˊʺˋʹ 
ʵʶʵˇ˃ʷ˄˖˄ ˍˇˎ ζˉˊʰʴ˃ʰˍʽˁˇˏ ˁˈˋ˃ˇˎη

ïɲʹ˂ʰʵʺΣ ʵʶʵˇ˃ʷ˄˖˄ ˉˇˎ ʶˉʹˊʶʱʸˇ˄ˍʰʽ ʰˉˈ ˍʹ˄ ʱˋˁʹˋʹ 
ˍʹˌ ˁ˂ʽ˄ʽˁʺˌ ˉˊʰˁˍʽˁʺˌ
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RWDˋˍʹ˄ ɮʆʇΥ ʴʶ˄ʽˁ˗ˌ ʶˉʽʻˎ˃ʹˍʱΣ ʰ˂˂ʱ 
ˉˈˋˇ ˔ˊʹˋʽ˃ˇˉˇʽˇˏ˃ʶ˄ʰΤ
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ʋˊʺˋʹ RWD ̀ ˍʹ˄ ɮʆʇΥ ˇ ˔ˊˈ˄ˇˌ ˖ˌ 
ʲʰˋʽˁʺ ˋˎ˄ʽˋˍ˗ˋʰ ˍʹˌ ʵʽʰʵʽˁʰˋʾʰˌ

Source:  MachinC. EFPIA, 2018
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ʋˊʺˋʹ RWD ̀ ˍʹ˄ ɮʆʇΥ ˇ ˔ˊˈ˄ˇˌ ˖ˌ 
ʲʰˋʽˁʺ ˋˎ˄ʽˋˍ˗ˋʰ ˍʹˌ ʵʽʰʵʽˁʰˋʾʰˌ

EUnetHTA2018
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ʃʶˊʰʽˍʷˊ˖ ʸʹˍʺ˃ʰˍʰ ˉˇˎ ˉʶˊʽˇˊʾʸˇˎ˄ ˍʹ 
˔ˊʺˋʹ ˍ˖˄ RWE ̀ ˍʹ˄ ɮʆʇ

Åɵʹˍʺ˃ʰˍʰ ˇˊʽˋ˃˗˄

Åɵʹˍʺ˃ʰˍʰ ˍʹˌ ʾʵʽʰˌ ˍʹˌ ʰˉˈ˒ʰˋʹˌ όˉˇˎ ʰˁˊʽʲ˗ˌ 
˔ˊʶʽʰʸˈ˃ʰˋˍʶ ˍʰ ʵʶʵˇ˃ʷ˄ʰΤύ 

Åɶ ʶʴʴʶ˄ʺˌ ʵˎˋˉʽˋˍʾʰ ˁʰʽ ʹ ʶˉʽˁˊʱˍʹˋʹ ˍˇˎ 
ˉʰˊʰʵʶʾʴ˃ʰˍˇˌ ˍʹˌ RCT ̟ ˌ ˔ˊˎˋˈˌ ˁʰ˄ˈ˄ʰˌ

Åɶ ˋˎ˄ʷˉʶʽʰ ˋˍʹ ˋˎ˂˂ˇʴʺ ˍ˖˄ ʵʶʵˇ˃ʷ˄˖˄ 

Åɶ ˋˏ˄ʵʶˋʹ ˍ˖˄ ˉʹʴ˗˄ ˍ˖˄ ʵʶʵˇ˃ʷ˄˖˄ ˁʰʽ ʹ ʷ˄ˍʰ˅ʺ ˍˇˎˌ 
ˋˍˇ ˋˏˋˍʹ˃ʰ ˋˎ˂˂ˇʴʺˌ
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ʃʰˊʱ ˍʽˌ ʰˉʶʽ˂ʷˌΣ ˋʹ˃ʰ˄ˍʽˁʷˌ ʶˎˁʰʽˊʾʶˌ 
ʴʽʰ ˍʰ RWD:

Åʅˎ˃˒˖˄ʾʶˌ ʶˉʽ˃ʶˊʽˋ˃ˇˏ ˍˇˎ ˁʽ˄ʵˏ˄ˇˎ ˁʰʽ ʹ ʰ˄ʱʴˁʹ ʴʽʰ 
ˏˉʰˊ˅ʹ ʵʶʵˇ˃ʷ˄˖˄ ˉˊʰʴ˃ʰˍʽˁˇˏ ˁˈˋ˃ˇˎ
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ʃʰˊʱ ˍʽˌ ʰˉʶʽ˂ʷˌΣ ˋʹ˃ʰ˄ˍʽˁʷˌ ʶˎˁʰʽˊʾʶˌ 
ʴʽʰ ˍʰ RWD:

Åɶ ʴʶ˄ʽˁˈˍʶˊʹ ˍʱˋʹ ˋˍˇ ˉ˂ʰʾˋʽˇ ˍʹˌ ɮʆʇ ʴʽʰ 
ʶˉʰ˄ʶˁˍʾ˃ʹˋʹ ˍ˖˄ ˍʶ˔˄ˇ˂ˇʴʽ˗˄ ˃ʶˍʱ ˍʹ˄ ˁˎˁ˂ˇ˒ˇˊʾʰ 
ˍˇˎˌ


