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劥妃靈灇僽务㕂蚋ㅷ港漛盗椚灇瑕⠔「㕂㹻
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19 2.1%

400 45.0%

365 41.1%

99 11.1%
6 0.7%

剒넞㷖⾎
㣐⚁

㷖㡦㷖⡙

炞㡦㷖⡙

⽇㡦

Ⱖ➭

「霄罏㛇劥⥌䜂

「霄涸㛇劥⥌䜂㖈䎃륁ⴔ䋒儑爙25-44 㿨涸
⿬♸罏⽑✫㣐㢴侨暵ⵆ僽 25-34 㿨ㄤ 35-44
㿨涸⿬♸罏ⴔⵆ⽑䚪➃侨涸紨 39.5% ㄤ紨
39.1%կ鵯邍僈鵯♧䎃륁媯涸➃纈㼆侨㶶⻊/
⿡务䗱⻊⚰䎯霚낉邍梡ⴀ僈儑涸Ⱓ馰〳腊
僽霪곭㚖涸⚺銳⿬♸罏կ

絟㣐㢴侨⿬♸罏Ⱘ剣㷖㡦䧴炞㡦㷖⡙ⴔⵆ
⽑䚪➃侨涸紨 45% ㄤ紨 41.1% կ鵯邍僈㖈侨
㶶⻊/⿡务䗱⻊⚰䎯霚낉곭㚖넞瘝侅肫宐䎂
涸⿬♸罏⽑研⚺㼋㖑⡙կ⽇㡦㷖⡙涸䭯剣罏
⛲剣♧㹁侨ꆀ⽑紨 11.1%儑爙ⴀ넞㷖⾎
➃纈涸⿬♸կ

23 2.6%

347 39.5%

344 39.1%

129 14.7%
36 4.1%

䎃륁媯

⡛✵25㿨

25-34㿨

35-44㿨

45-54㿨

65㿨⟄♳

侨㶶⻊/⿡务䗱⻊⚰䎯霚낉곭㚖㖈务㕂エ䒸✫䎛岌涸⿬♸罏㽍Ⱖ僽䎃륁鳅鲽ㄤ「鵂넞瘝侅肫涸➃կ
⼕毫ㄤ灇瑕劼匬㖈侨㶶⻊/⿡务䗱⻊⚰䎯霚낉务䪏怵满ꅾ銳錭蒀罜넞㷖⾎涸⿬♸罏⛲⽑剣ꅾ銳㖑
⡙կ鵯❈絕卓剣⸔✵✫鍒⚰䎯霚낉ぐ⚡⿬♸倰涸暵䖄⚹劢勻涸灇瑕ㄤ佟瘻ⵖ㹁䲿⣘ꅾ銳⿬罌կ
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㣐㢴侨⿬♸罏勻荈灇瑕劼匬ծ⼕ꤎ紨⽑䚪
➃侨涸 55.9%կ鵯邍僈⼕毫ㄤ灇瑕劼匬㖈侨
㶶⻊/⿡务䗱⻊⚰䎯霚낉务䪏怵满呍䗱錭蒀կ
姼㢪CROㄤ蚋⟱/歍⸅倰⛲剣湱䔲侨ꆀ涸⿬
♸罏ⴔⵆ紨⽑䚪➃侨涸 18.9% ㄤ 16.6 %
〄䮦满ꅾ銳⡲欽կSMOծDCT 䪮助⣘䎾㉁⟄
⿺Ⱖ➭絆絉碫㘗涸⿬♸罏侨ꆀ鳅㼱⡎➠搬
Ⱘ剣ꅾ銳䚍կ

㖈Ⱆ尽碫㘗倰꬗Ⱖ➭碫㘗涸Ⱆ尽⽑✫剒㣐
嫱⢾紨 43.1%կ欰暟ⵖ蚋⟱⚌⽑ 36.7%
欰暟䪮助Ⱆ尽⽑ 18.9%կ鵯邍僈侨㶶⻊/⿡务
䗱⻊⚰䎯霚낉곭㚖エ䒸✫勻荈♶ず碫㘗涸Ⱆ
尽㽍Ⱖ僽欰暟ⵖ蚋⟱⚌կ

Ⱆ尽錞垷ⴔ䋒湱㼆㖲⺣500 ➃⟄♴涸Ⱆ尽
⽑ 36.5%10,000 ➃⟄副涸Ⱆ尽⽑ 19.1%կ
鵯邍僈侨㶶⻊/⿡务䗱⻊⚰䎯霚낉곭㚖エ䒸✫
勻荈♶ず錞垷涸Ⱆ尽➢务㼭㘗⟱⚌ⵌ㣐㘗
騗㕂Ⱆ尽կ

148 16.6%

497 55.9%

168 18.9%

39 4.4%
30 3.4%

7 0.8%

絆絉碫㘗

蚋⟱/歍⸅倰

灇瑕劼匬/⼕ꤎ

CRO

SMO
DCT�䪮助⣘䎾㉁
其他

鵯❈絕卓剣⸔✵✫鍒湱Ⱒ⿬♸倰涸暵
䖄⚹劢勻涸灇瑕ㄤ佟瘻ⵖ㹁䲿⣘ꅾ
銳⿬罌կ

143 36.5%

43 11.0%

65 16.6%

66 16.8%

75 19.1%Ⱆ尽錞垷

500➃⟄♴

500~1,000➃

1,000~5,000➃

5,000~10,000➃

10,000➃⟄♳

144 36.7%

74 18.9%

1 0.3%
4 1.0%

169 43.1%Ⱆ尽碫㘗

欰暟ⵖ蚋⟱⚌

欰暟䪮助Ⱆ぀

絈脅屛毫Ⱆ぀

氋蕐⟱⚌

Ⱖ➭
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靈灇⿬♸罏涸翟腊ⴔ䋒儑爙⚰䎯鵘蠒涸⿬♸
罏⽑✫剒㣐嫱⢾紨 59.9%կⰦ➭翟腊涸⿬♸
罏⛲剣♧㹁嫱⢾⺫䭍⼕㷖港叅ծITծ⼕㷖猰
㷖ծ侨研盗椚ծ絡雦瘝곭㚖կ鵯邍僈⚰䎯鵘蠒
僽侨㶶⻊/⿡务䗱⻊⚰䎯霚낉곭㚖务涸Ⱒꝶ翟
腊Ⱖ➭翟腊곭㚖涸⚁⚌➃プ⛲♶〳䧴緃կ

㖈Ⱆ尽ⰻ鿈涸翟⸉ⴔ䋒务絑椚⽑✫剒㣐嫱⢾
紨 32.4%稒ꥥⰦた涸僽䚪港紨⽑䚪➃侨涸
22.4%կCRC⚰䎯灇瑕⼸靈プㄤ넞㽻盗椚
➃プⶰ䚪鄪⿺⟄副涸嫱⢾湱㼆鳅⡛ⴔⵆ
紨⚹ 6.6%կ姼㢪㉁⸉ㄤⰦ➭翟⸉涸➃プ⛲
剣♧㹁嫱⢾կ鵯邍僈侨㶶⻊/⿡务䗱⻊⚰䎯霚
낉곭㚖涸⿬♸罏㖈♶ず翟⸉务ⴔ䋒䎛岌⺫䭍
盗椚ㄤꬋ盗椚㽻կ

鵯❈絕卓剣⸔✵✫鍒⚰䎯霚낉ぐ⚡⿬
♸倰㼆DCT涸擿䜪ㄤ〄㾝玐䏞⚹⚰
䎯霚낉遤⚌欰䙖⨴䐀〄㾝䲿⣘腊ꆀ♸
崞⸂կ

235 59.9%

54 13.8%

28 7.1%

26 6.6%

14 3.6%
13 3.3%

13 3.3%

4 1.0%

2 0.5% 2 0.5%

1 0.3%Ⱆ尽翟腊
⚰䎯鵘蠒
Ⱖ➭
⼕㷖港叅
IT
⼕㷖猰㷖
数据管理
统计
临床药理
药物警戒
采购
财务

86 21.9%

26 6.6%
17 4.3%
9 2.3%

88 22.4%

127 32.4%

13 3.3%
26 6.6%

Ⱆ尽翟⸉

CRA

CRC

Ⱖ➭

㉁⸉

䚪港

经理

软件工程师

高层管理人员(副
总裁及以上)
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絟㣐㢴侨「霄罏䨾㖈涸劼匬/⼕ꤎ僽♲歌⼕ꤎ
⽑研✫絟㣐㢴侨紨 94.8%կ㼱侨⿬♸罏䨾
㖈涸⼕ꤎ⚹♲⛩ㄤ✳歌⼕ꤎⴔⵆ紨⚹ 3.6%
ㄤ 0.8%կ♲⚋⼕ꤎㄤⰦ➭碫㘗涸⼕ꤎ涸嫱⢾
湱㼆鳅⡛ⴔⵆ紨⚹0.2%ㄤ 0.4%կ

呏研鵯❈侨研侨㶶⻊/⿡务䗱⻊⚰䎯霚낉곭㚖㖈务㕂⚺銳エ䒸✫♲歌⼕ꤎ涸「霄罏Ⱖ务絟㣐
㢴侨勻荈鵯碫⼕ꤎկぐ㖑涸⿬♸罏ⴔ䋒䎛岌⡎♧❈㖑⼓涸⿬♸罏嫱⢾湱㼆鳅넞꨽銳刿㢴Ⱒ岤կ
鵯❈絕卓剣⸔✵✫鍒湱Ⱒ⿬♸倰涸暵䖄⚹劢勻涸灇瑕ㄤ佟瘻ⵖ㹁䲿⣘ꅾ銳⿬罌կ

劼匬/⼕ꤎ⡙縨ⴔ䋒儑爙鴨㸌⽑✫剒㣐嫱⢾
紨⚹ 9.3%Ⱖ妃僽랱륫寐ㄤし卌ⴔⵆ⚹
7.8%կⰦ➭㖑⼓涸嫱⢾⛲剣䨾♶ず⺫䭍寐蔼ծ
寐銯ծ副嵳ծ꣹銯ծ廩⻌瘝կ鵯邍僈侨㶶⻊/
⿡务䗱⻊⚰䎯霚낉㖈务㕂ぐ㖑鿪剣♧㹁玐䏞涸
ⴔ䋒⡎剣♧❈㖑⼓涸⿬♸罏嫱⢾湱㼆鳅넞
〳腊꨽銳刿㢴Ⱒ岤կ

472 95.0%

18 3.6%

1 0.2%

4 0.8% 2 0.4%劼匬/⼕ꤎ

♲歌

♲⛩

♲⚋

✳歌

Ⱖ➭
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靈灇⿬♸罏涸翟⸉ⴔ䋒儑爙劼匬盗椚➃プ
ㄤ灇瑕➃プ⽑✫剒㣐嫱⢾ⴔⵆ紨⚹ 46.1%
ㄤ 42.4%կ⠡椚㨼プ⠔涸䧭プ⽑✫湱㼆鳅㼭涸
嫱⢾紨⚹ 9.9%կⰦ➭翟⸉涸⿬♸罏⽑✫
1.6%կ鵯邍僈侨㶶⻊/⿡务䗱⻊⚰䎯霚낉곭㚖
エ䒸✫劼匬盗椚➃プㄤ灇瑕➃プ涸䎛岌⿬♸կ

⠡椚㨼プ⠔涸䧭プ⛲㖈♧㹁玐䏞副⿬♸鵯剣⸔✵✫鍒湱Ⱒ⿬♸倰涸暵䖄⚹劢勻涸灇瑕ㄤ佟瘻
ⵖ㹁䲿⣘ꅾ銳⿬罌կDCT 곭㚖巑渷✫♶ず碫㘗涸⚁⚌➃プ⺫䭍盗椚ㄤ灇瑕倰꬗涸➃プկ鵯猫㢴
呋䚍剣⸔✵䲀⸓ DCT 涸〄㾝ず傞꨽銳Ⱒ岤㥵⡦刿㥩㖑侮ざ♶ず翟⸉涸餴彂ㄤ⚁⚌濼霋⟄㹊梡
刿剣佪涸ざ⡲ㄤ⴯倝կ

229 46.1%

49 9.9%

211 42.5%

8 1.6%
翟⸉

劼匬盗椚➃プ

⠡椚㨼プ⠔

灇瑕➃プ

Ⱖ➭➃プ
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⚌歲㹊騨

꡼곿
䝠涸絆絉僽や㖈⚰䎯霚낉⚥⢪欽✫
DCT�湱Ⱒ涸侨㶶⻊/⿡⚥䗱⻊䪮助䧴
垷䒭(➢ 2013�䎃-梡㖈)

絆絉ꅷ欽 DCT ⯋稇,➠꨽銳鵳♧姿涸䲀
䎛ㄤ兜⿺ず傞꨽銳湱Ⱒ佟瘻ㄤ㛆雲,⟄
⤛鵳侨㶶⻊/⿡务䗱⻊⚰䎯霚낉涸〄㾝կ

ⴔ區儑爙「霄罏䨾㖈絆絉僽岁⢪欽 DCT ⯋稇涸
䞔ⲃ〫剣㼱侨⽑䚪侨涸 28.8% 鷥䭊⢪欽
DCT ⯋稇կ鵯导僥✫➢ 2013 䎃䒓映侨㶶⻊/
⿡务䗱⻊⚰䎯霚낉㖈务㕂➠㢅✵〄㾝ⴲ劍剣
悶⸂鵳♧姿㟞Ɤկ湱㼆✵灇瑕劼匬ㄤ歍⸅倰
CRO 㖈鵯倰꬗僽饥㖈⵸畮剣馄鵂 52.4% ⢪欽
桧կ

256 28.8%

633 71.2%

靈灇⿬♸罏䨾㖈
絆絉僽岁⢪欽

DCT⯋稇

96 19.3%

401 80.7%

灇瑕劼匬

僽

岁

33 22.3%

115 77.7%

歍⸅倰

80 47.6%

88 52.4%

CRO

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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靈灇⿬♸罏絆絉涸 DCT ⯋稇䎾欽䞔ⲃ

灇瑕劼匬

꡼곿
絆絉㖈⚰䎯霚낉⚥⢪欽✫DCT湱Ⱒ
涸侨㶶⻊/⿡⚥䗱⻊䪮助䧴垷䒭霼
鷥䭊⢪欽涸⯋稇

DCT⯋稇䎾欽䞔ⲃ儑爙, 歏 㶩 ⚰ 䎯 霉 ⠮ 絕 卓
(eCOA) ծ 鵴玐港叅ծ歏㶩氻⾎ծ歏㶩⨴䐀雵䔶
侨研꧋䧭ծ歏㶩佅➰ㄤ 歏 㶩 濼 䞔 ず 䠑
(eConsent) 僽⡙㾀⵸⴩ⴔⵆ㖈⿬♸罏湡⵸涸
霚낉务⢪欽嫱⢾➝✵♲ⴔ⛓♧ⵌ⼱侨♶瘝կⴔⵆ
⽑ 16.7%ծ14.4%ծ12.1%ծ11.2% ㄤ 9.8% կ罜
齡❈湡⵸⢪欽桧鳅⡛涸⯋稇僽蚋暟綘湧⟄⿺鵴玐
港䱽곫险盗椚涸鷅彷瀦䪮助ծ鵴玐⼕毫ծ䔲㖑霄
錠ㄤ獴⸓⼕毫⟄⿺㾀㹻⼕毫撑䫡կ

㽴盗鵯❈侨㶶〳腊䎇♶去邍侮⚡⚰䎯灇〄䋑㖞
⡎➠搬〳⟄岤䠑ⵌ灇瑕劼匬务剣♲ⴔ⛓✳涸靈
灇⿬♸罏䊺絑䎾欽✫ DCT 䪮助ㄤ垷䒭⺫䭍歏
㶩氻⾎ծ歏㶩⨴䐀雵䔶侨研꧋䧭ծ歏㶩⚰䎯霉⠮
絕卓(eCOA)ծ鵴玐港叅ծ歏㶩佅➰ㄤ歏㶩濼䞔ず
䠑 (eConsent)կ

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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歍⸅倰

灇瑕劼匬

歍⸅倰靈灇⿬♸罏㖈 DCT 务剒䎛岌⢪欽涸⯋稇
僽歏㶩⚰䎯霉⠮絕卓 (eCOA)⽑ 19.5%Ⱖ妃
僽鵴玐港叅13.6%ㄤ DTP11.9%կ歏
㶩濼䞔ず䠑(eConsent)10.2%ծ歏㶩氻⾎ծ
歏㶩⨴䐀雵䔶侨研꧋䧭10.2%) ㄤ歏㶩佅➰
6.8%⛲䖤ⵌ✫䎛岌䎾欽կ湱嫱⛓♴蚋暟
綘湧ծ鵴玐港䱽곫险盗椚涸鷅彷瀦䪮助ㄤ䔲㖑
霄錠ㄤ獴⸓⼕毫涸⢪欽桧湱㼆鳅⡛ぐ荈⽑✫
1.7%կ

罜ⴔ區儑爙 CROs 靈灇⿬♸罏㽠DCT䪮助♸垷
䒭涸䎾欽务㼆 eCOA ծ鵴玐港叅ծ歏㶩佅➰ծ
歏㶩濼䞔ず䠑(eConsent) 剒⚹擿䜪⢪欽桧馄
鵂♧⼱կ

꡼곿
絆絉㖈⚰䎯霚낉⚥⢪欽✫DCT湱Ⱒ
涸侨㶶⻊/⿡⚥䗱⻊䪮助䧴垷䒭霼
鷥䭊⢪欽涸⯋稇

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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ⴔ區儑爙⠛絡⚰䎯霚낉➠搬⽑研⚺㼋㖑⡙⡎侨㶶⻊/⿡务䗱⻊⚰䎯霚낉涸馋娴姻㖈鷶
幯㟞Ɤ52.3%կ模Ⰼ⿡务䗱⻊⚰䎯霚낉赡搬⽑嫱湱㼆鳅⡛⡎䎾欽幊ざ垷䒭㖈霚낉
务䊺絑䒓映䖤ⵌ✫䎛岌䎾欽絩絯⚹⠛絡ㄤ侨㶶⻊/⿡务䗱⻊⚰䎯霚낉䲿⣘✫♧猫剣佪
涸絕ざ倰䒭կ

靈灇⿬♸罏䨾㖈絆絉㖈⚰䎯霚낉垷䒭副涸鷥䭊
儑爙⠛絡⚰䎯霚낉➠搬僽⚺銳涸霚낉垷䒭
⽑䚪侨涸 47.6%կ湱嫱⛓♴模Ⰼ⿡务䗱⻊⚰
䎯霚낉〫⽑✫ 19.9%罜幊ざ垷䒭涸⢪欽嫱⢾
湱㼆鳅넞紨⚹32.4%կ

꡼곿
餥Ⱆ぀䔲⵸⚰䎯霚낉⚥⢪欽⟄♴
垷䒭涸霚낉嫱⢾:�䚪⸈饰勻㼜僽
100%

19.9 19.9%

32.4 32.4%

47.6 47.6%

模Ⰼ⿡⚥䗱⻊⚰䎯霚낉

幊ざ垷䒭

⠛絡⚰䎯霚낉

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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꡼곿
䝠涸絆絉僽や⠔㖈劢勻3�䎃ⰻ㼜
DCT�⯋稇侮ざⵌ䝠涸劢勻고湡⚥
(2024-2026)?

㼜 DCT ⯋稇侮ざⵌ劢勻고湡务涸䠑䡦㖈务㕂DCT곭㚖㶸㖈♧㹁涸确程䚍ㄤ獤匧涸䙖䏞կ
♶烁㹁㔔稇鸑䌢꨽銳䲿⣘刿㢴涸⥌䜂ծ侅肫ㄤ㛆雲ず傞獤匧鍒Ɀ岁錞ㄤざ錞䚍꡼곿
䔂靈侨研㸝Ⰼㄤꥧ猙䎇䲿⣘佅䭯⟄䌐⸔絆絉⯘剪䪮助㢕勇䚍ㄤ䧭劥꡼곿կ姼㢪䒊
用遤⚌叻ⲥㄤⴔ❧剒⢕㹊騨⛲〳⟄Ⲹ鲽♶烁㹁䚍կⴔ區儑爙CRO 㼆劢勻⢪欽 DCT ⯋
稇涸䠑䡦湱㼆鳅넞〳腊⠔僽劢勻䲀⸓侨㶶⻊/⿡务䗱⻊⚰䎯霚낉涸〄㾝곭㣢繙կ

Ⱒ✵㼜 DCT ⯋稇侮ざⵌ劢勻고湡务靈灇⿬♸
罏㼆劢勻♲䎃ⰻ涸⢪欽〄㾝涸곫崵絟㣐㢴侨僽
♶烁㹁涸59.6%կ剣 35.2% 雩⚹僽〳⟄侮
ざDCT⯋稇ⵌ劢勻고湡务➑剣5.2%涸⿬♸罏
岁㹁կ鵯儑爙✫㖈 DCT 곭㚖㶸㖈♧㹁嫱⢾涸♶
烁㹁㔔稇僽⧩䖤确程涸կ➢絆絉碫㘗涸錭䏞
勻溏灇瑕劼匬务剣 24.9% 涸⿬♸罏곫崵〳⟄
侮 ざ DCT ⯋ 稇 ⵌ 劢 勻 고 湡 务  歍 ⸅ 倰
33.1%罜CRO57.1%կ

313 35.2%

46 5.2%

530 59.6%

靈灇⿬♸罏䨾㖈
絆絉僽や⠔㖈劢勻
⢪欽DCT⯋稇

124 24.9%

28 5.6%

345 69.4%

灇瑕劼匬

僽
や
♶烁㹁

49 33.1%

11 7.4%

88 59.5%

歍⸅倰
96 57.1%

2 1.2%

70 41.7%

CRO

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ



17

㼆歍⸅倰ㄤCRO涸⠏⸷

꡼곿
♸吗絡⚰䎯霚낉湱嫱歍⸅罏/�CRO�
鵳遤DCT�(⺫䭍幊ざDCT)涸悶㖈㥩
㢅僽➊⛎DCT�㼆灇瑕劼匬/⼕ꤎ涸
悶㖈㥩㢅僽➊⛎;�DCT�㼆「霚罏ծ䝖
罏涸悶㖈㥩㢅僽➊⛎;�霼㼜⵸♲ぜ
1=剒㣐⠏⸷ծ2=痦✳㣐⠏⸷ծ3=
痦♲㣐⠏⸷悶㖈⠏⸷䱗ぜ

♸⠛絡⚰䎯霚낉湱嫱⚌歲㼆 DCT 涸劍䖉㼆✵歍⸅倰/CRO 勻霹剒곭⯓涸⠏娴➠搬꧋务
㖈꣭⡛霚낉䧭劥կⰦ➭ぐ고⠏娴湱䊵♶㣐⺫䭍䘯鸟佐꧋侨研ծ刿㥩涸侨研盗椚ծ刿
䘯涸䬸⹫「霚罏ծ刿㥩涸「霚罏⣜➢䚍ㄤ䲿넞侨研盗椚♸餘ꆀ瘝կ

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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㼆灇瑕劼匬ծ⼕ꤎ涸⠏⸷

㼆「霚罏ծ䝖罏涸⠏⸷

㼆劼匬♸⼕ꤎ涸⠏娴곭⯓涸僽腊㢿⿺傞㼆「霚罏鵳遤鵴玐濼䞔ず䠑刿㥩涸⥂䫡「霚罏
勉ⵄ♸㸝ⰌծⲸ鲽CRA/⚰䎯灇瑕罏涸梡㖞港叅♸餏䬐կ

㼆「霚罏剒㣐涸㥩㢅僽蒜溁鸑⹷涸傞ꢂ⽑✫嫱⴩ 20.1%〳⟄鸑鵂緸絞ծ䎾欽玐䎸
騈驶灇瑕鵳䏞곫紨ㄤ刿抳崞涸倰䒭⿬♸霚낉䲿넞⤑ⵄ䏞♸莞鷓䏞կ

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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靈灇⿬♸罏鄄꡼⿺➭⟌雩⚹ DCT 涸ㆭ❈悶㖈㔮ꦼ剒Ⱘ䮋䧶䚍կ㽴盗「霄罏务㶸㖈ぐ猫
䠑錛⡎尵剣僈烁涸⚺銳䮋䧶

꡼곿
霼⢪欽0-10霉ⴔ0ⴔ尵剣䮋䧶
10ⴔꬋ䌢䮋䧶

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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꡼곿
䚪⡤勻霹䝠僽や雩⚹湡⵸〳欽涸
⚰䎯䪮助鍒Ɀ倰呩駈⟄忘駈䝠䧭⸆
䪄遤DCTに

Ⱒ✵⚰䎯䪮助鍒Ɀ倰呩僽岁駈㢿忘駈꨽宠涸
溏岁24.9% 涸靈灇⿬♸罏雩⚹忘駈꨽宠
罜 19.7% 雩⚹♶忘駈꨽宠կ姼㢪剣 49.9%
涸⿬♸罏♶烁㹁僽岁忘駈꨽宠5.5% 涸➃邍
爙♶鷓欽կ

➢絆絉碫㘗涸錭䏞勻溏灇瑕劼匬务剣
20.9% 涸⿬♸罏雩⚹忘駈꨽宠歍⸅倰务剣
25% 雩⚹忘駈罜 CRO 务剣 31% 雩⚹忘駈կ
湱嫱⛓♴歍⸅倰务剣 29.1% 雩⚹♶忘駈
罜灇瑕劼匬务剣 17.1% 雩⚹♶忘駈կ姼㢪
剣♶烁㹁㔔稇涸嫱⢾㖈ぐ絆絉碫㘗务鿪湱㼆
鳅넞կ

呏研鵯❈侨研剣湱䔲㣐嫱⢾涸⿬♸罏㼆䔲
⵸涸⚰䎯䪮助鍒Ɀ倰呩僽岁駈㢿忘駈꨽宠䭯
剣♶烁㹁䙖䏞կ鵯〳腊导僥✫⿬♸倰涸緃⛘
尲鸑,緃⛘痗ざ倰呩涸〳遤乼⡲կꤑ姼⛓㢪,絆
絉〳腊♶烁㹁僽岁腊㢿剣佪㖑㹊倶ㄤ盗椚鵯
❈䪮助ծ㥵⡦烁⥂侨研涸㸝Ⰼ䚍ㄤꥧ猙䚍ծ
僽岁腊㢿蜦䖤駈㢿涸䪮助佅䭯⟄䎾㼆〳腊
ⴀ梡涸꡼곿կ絆絉僽岁腊㢿餏䬐鵯❈餩欽
⟄⿺㥵⡦剣佪㖑ꂁ縨餴彂ծ㥵⡦烁⥂➭⟌鷥
䭊涸鍒Ɀ倰呩♸Ⱖ➭禹絡ㄤ霃㢊Ⱟ㺂ㄤ烁⥂
䝖罏䡦䠑⢪欽鵯❈䪮助ծ鿪僽♧❈〳腊ⴀ梡
涸♶烁㹁㔔稇կ

37 25.0%

43 29.1%
7 4.7%

61 41.2%

歍⸅倰

52 31.0%

36 21.4%

7 4.2%

73 43.5%

CRO

221 24.9%

175 19.7%

49 5.5%

444 49.9%

靈灇⿬♸罏㼆⚰䎯
䪮助鍒Ɀ倰呩僽や
駈㢿忘駈꨽宠

104 20.9%

85 17.1%

29 5.8%

279 56.1%

灇瑕劼匬

僽

や

♶鷓欽

不确定

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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呏研靈灇絕卓Ⱒ✵♶ず霚낉碫㘗僽岁鷓ざꅷ
欽 DCT 涸溏岁㶸㖈♧㹁涸ⴔ娂կPhase IV/PMS
霚낉碫㘗务剣 25.9% 涸⿬♸罏雩⚹鷓ざꅷ欽
DCT罜㖈RWS霚낉碫㘗务鷓ざDCT涸溏岁
⽑ 15.3%կPhase III 霚낉碫㘗⛲剣湱䔲嫱⢾涸
⿬♸罏16.2%雩⚹鷓ざꅷ欽 DCTկ湱嫱⛓
♴, 灇瑕罏〄饰霚낉(IIT)ծPhase II ㄤPhase I 霚
낉碫㘗务鷓ざ DCT 涸溏岁湱㼆鳅⡛ⴔⵆ⽑
14%ծ10.5% ㄤ 7.8%կ姼㢪剣 9.7% 涸⿬♸
罏邍爙♶烁㹁僽岁鷓ざꅷ欽 DCT罜 0.7% 涸
➃邍爙♶鷓欽✵➭⟌涸霚낉碫㘗կ

꡼곿
呏研䝠⿬♸고湡涸絑낉DCT霚낉
⚺銳㖈ㆭ♧碫㘗涸霚낉⚥䒓㾝

呏研鵯❈侨研〳⟄溏ⴀ♶ず霚낉碫㘗㼆✵ DCT 涸鷓欽䚍㶸㖈鳅㣐䊵䒗կPhase
IV/PMS 霚낉碫㘗ㄤ RWS 霚낉碫㘗湱㼆刿㢴➃雩⚹鷓ざꅷ欽 DCT罜 Phase I 霚낉碫㘗
涸雩〳䏞湱㼆鳅⡛կ♶烁㹁䚍涸嫱⢾⛲鳅넞鵯〳腊导僥✫㼆✵ DCT 㖈♶ず霚낉碫㘗
务䎾欽涸㢕勇䚍ㄤ尊⻊䚍կ

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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呏研靈灇絕卓DCT 㖈♶ず屛毫곭㚖涸䎾欽
ⴔ䋒䞔ⲃ㶸㖈僈儑涸䊵䒗կ胅泿㷖곭㚖僽
DCT 䎾欽剒䎛岌涸곭㚖⽑ 11.8%կⰦ妃僽
䗱過盗/去靧곭㚖10%ㄤ务卛牟絑禹絡
礵牟氻㷖ㄤ牟絑氻㷖곭㚖7.7%կ

灇瑕劼匬

鵘欽鵂DCT涸屛毫곭㚖ⴔ䋒䞔ⲃ

꡼곿
ㆭ❈屛毫곭㚖涸⚰䎯霚낉고湡ꅷ欽
DCT�剒㢴?

㖈♧❈곭㚖㥵㦀❡猰1.8%ㄤ聝聘낧냚氬
氻1.9%DCT 涸䎾欽湱㼆鳅⡛կ㖈Ⱖ➭곭
㚖㥵淼肌氻㷖ծ過巊㷖ծ⯝氋㷖ծ⠛群氻瘝
DCT 涸䎾欽ⴔ䋒湱㼆㖲⺣ぐ⽑嫱⢾㖈 4% ⵌ
6%⛓ꢂկ

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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灇瑕劼匬ծ歍⸅倰♸ CRO 涸靈灇⿬♸罏⛲鿪雩
⚹ծず䠑胅泿㷖ծ䗱過盗/去靧ㄤ务卛牟絑禹絡
礵牟氻㷖ㄤ牟絑氻㷖),鵯♲⚡屛毫곭㚖鵘欽
DCT⯋稇剒⚹兜麑.

CRO

歍⸅倰

꡼곿
ㆭ❈屛毫곭㚖涸⚰䎯霚낉고湡ꅷ欽
DCT�剒㢴?

鵯❈侨研邍僈DCT 㖈♶ず屛毫곭㚖涸䎾欽ⴔ䋒Ⱘ剣㢴呋䚍⚂「ⵌ暵㹁곭㚖涸꨽宠ㄤ暵挿涸䕧
ㆇկ胅泿㷖ծ䗱過盗/去靧곭㚖ㄤ务卛牟絑禹絡곭㚖㖈 DCT 涸䎾欽务㢅✵곭⯓㖑⡙罜Ⱖ➭곭㚖
⛲鷶幯ꅷ欽DCT⡲⚹⚰䎯霚낉涸♧猫倰岁կ

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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551 61.8%

311 34.9%

30 3.4%

幊ざ㘗 DCT�僽や⠔
銻渷刿㢴氬氻

272 53.2%

30 5.9%

209 40.9%

灇瑕劼匬

⠔

♶⠔

♶烁㹁

呏研靈灇絕卓幊ざ㘗 DCT 㖈的㣐氬氻銻
渷薴㔵倰꬗蜦䖤✫鳅넞涸雩〳կ䚪⡤罜鎊
剣 62% 涸⿬♸罏雩⚹幊ざ㘗 DCT ⠔銻渷刿
㢴氬氻兜麑溏㥩幊ざ㘗 DCT 㖈的㾝Ⱖ䎾
欽薴㔵倰꬗涸悶⸂կ

䔲➢♶ず絆絉碫㘗涸錭䏞勻溏ⴔ侔ⵌ灇瑕
劼匬ծ歍⸅倰ㄤ CRO 㖲邍梡ⴀ✫鳅넞涸雩
〳䏞Ⱖ务 CRO 涸雩〳䏞剒넞鴪ⵌ
72.6%կ鵯〳腊导僥ⴀ CRO 㖈䲀⸓幊ざ㘗
DCT 涸䎾欽倰꬗〄䮦✫獤匧⡲欽կ

꡼곿
䝠雩⚹幊ざ㘗DCT�⠔銻渷刿㢴
氬氻に

幊ざ㘗 DCT 鄄雩⚹剣悶⸂銻渷刿
㢴氬氻鵯♧溏岁䖤ⵌ✫⿬♸罏涸
䎛岌雩〳կ♶➑䚪⡤雩〳䏞넞罜
⚂ぐ絆絉碫㘗ⴔ侔ⵌ灇瑕劼匬ծ
歍⸅倰ㄤ CRO鿪邍梡ⴀ鳅넞涸雩
〳䏞鵯䠑㄂满幊ざ㘗 DCT 㖈♶
ず氬氻ㄤ屛毫곭㚖务涸㹊꣢佪渤〳
鵳♧姿的㾝, 絩絯灇瑕ㄤ霉⠮⟄
烁⥂Ⱖ剣佪䚍ㄤ㸝Ⰼ䚍կ

106 71.6%

37 25.0%

5 3.4%

歍⸅倰

127 72.6%

43 24.6%

5 2.9%

CRO

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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䪮助꡼곿
03
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䪮助꡼곿

呏研靈叅絕卓靈灇⿬♸罏㖈歏㶩⻊濼䞔ず䠑
(eConsent)ㄤ歏㶩佅➰(ePay)䪮助鍒Ɀ倰呩涸
ぐ⚡倰꬗鿪雩⚹㶸㖈佖鵳涸瑟ꢂկ

歏㶩⻊濼䞔ず䠑eConsentⴔ䋒䞔ⲃ

歏㶩佅➰ⴔ䋒䞔ⲃ

꡼곿
㖈DCT�⚥⢪欽⟄♴䪮助鍒Ɀ倰呩涸
劢忘駈꨽宠僽➊⛎霼⢪欽0-10涸
瘝紩模Ⰼ♶꨽銳佖鵳ㄤꬋ䌢
꨽銳佖鵳

DCT 务⢪欽歏㶩⻊濼䞔ず䠑(eConsent)ㄤ歏㶩佅➰(ePay)䪮助鍒Ɀ倰呩涸劢忘駈꨽宠鿪鳅⚹僈儑
eConsent ꨽銳⸈䔂䪮助佖鵳ծ緸絞㸝Ⰼ䲃倶⟄⿺烁⥂痗ざ FDA 岁錞⟄䲿넞Ⱖ餘ꆀㄤ〳遤䚍կ
罜 ePay ⴭ꨽銳⸈䔂佖鵳⟄䲿넞Ⱖ䱹「䏞ծ⥌⟣䏞ծ㸝Ⰼ䚍ծ⣘䎾Ꝇ銻渷ㄤ䧭劥佪渤կ

歏㶩⻊濼䞔ず䠑(eConsent)涸䎂㖲霉ⴔ鿪䱹鵛
5邍爙兜麑雩⚹꨽銳佖鵳կ鵴玐濼䞔盗椚崨
玐(4.81),䨾剣䎃륁媯涸「霚罏/䝖罏僒✵⢪欽
(4.79),珘㹁〳ꬑ涸緸絞鸑⥌䪮助ㄤ侨研㸝Ⰼ䪮
助(4.75),「霚罏/䝖罏⢪欽涸⥌⟣(4.81),痗ざ
FDA 21 CFR Part11 岁錞涸皊ぜ䲿⣘剣ⵄ✵霚
낉倰呩涸⸆腊䎂〵(4.83)կ

ず呋涸歏㶩佅➰ePay涸䎂㖲霉ⴔ⛲鿪䱹
鵛 5兜麑雩⚹꨽銳佖鵳կ灇瑕劼匬㼆姼涸䱹
「䏞(5.23),「霚罏/䝖罏㼆⢪欽涸⥌⟣(5.13),珘
㹁〳ꬑ涸霃㢊ㄤ侨研㸝Ⰼ䪮助(5.14),⣘䎾㉁涸
Ⰼ椕銻渷腊⸂(5.15),⢪欽䧭劥(5.21)կ

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ
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呏研靈叅絕卓靈灇⿬♸罏㖈鵴玐港叅䪮助 ㄤ
鵴玐⼕毫䪮助鍒Ɀ倰呩涸ぐ⚡倰꬗鿪雩⚹㶸㖈
佖鵳涸瑟ꢂկ

港盗劼匬㼆鵴玐港叅銳宠(5.38),歍⸅倰/CRO
SOP ⡤禹涸䒊霃♸模㊤䏞(5.38),〳的㾝涸叻ⲥ
䎂〵(5.30),〳ꬑ涸 Wi-Fi ㄤ侨研㸝Ⰼ䚍(5.35),⣘
䎾㉁涸Ⰼ椕駈鶺ծ⚁⚌礵牟ծ㛆雲ㄤ㈒た佅䭯
(5.25) 瘝瘝涸䎂㖲霉ⴔ鿪䱹鵛 5邍爙兜麑雩⚹
꨽銳佖鵳կ

鵴玐港叅ⴔ䋒䞔ⲃ

鵴玐⼕毫ⴔ䋒䞔ⲃ

鵴玐港叅꨽銳⸈䔂佖鵳⟄䲿넞港盗ざ錞䚍ծ䪮助〳遤䚍ծ侨研㸝Ⰼ䚍䎇的㾝⣘䎾㉁涸Ⰼ椕銻渷ㄤ
⚁⚌佅䭯⟄䲿넞 DCT 务鵴玐港叅涸餘ꆀㄤ〳遤䚍կ鵴玐⼕毫ⴭ꨽銳⸈䔂佖鵳⟄䲿넞歲꬗⸆腊ㄤ
僒欽䚍ծ꣭⡛⢪欽䧭劥ծ䲀䎛叻ⲥ䎂〵ծ㼜倰岁輑Ⰶ霚낉霃雦ծ䲿⣘刿넞餘ꆀ涸✽⸓禹絡, ⸈䔂
鵶鸑䚍ㄤ䲿⣘㛆雲⟄䲿넞DCT务鵴玐⼕毫涸佪腊ㄤ〳遤䚍կ

㖈鵴玐⼕毫ⴔ䋒䞔ⲃ务꬗ぢ䨾剣湱Ⱒ罏涸歲
꬗⸆腊ㄤ僒欽䚍(5.36) ծ⢪欽䧭劥(5.31) ծ〳的
㾝涸叻ⲥ䎂〵(5.37) ծ㼜倰岁紵Ⰶ霚낉霃雦꣌媯
(5.35)⟄⿺⚹䨾剣湱Ⱒ罏䲿⣘넞餘ꆀ涸✽⸓禹絡ծ
鵶鸑䚍ㄤ㛆雲 (5.34)涸䎂㖲霉ⴔ鿪䱹鵛 5邍爙
兜麑雩⚹꨽銳佖鵳կ
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呏研靈叅絕卓靈灇⿬♸罏㼆 DCT 务⢪欽歏㶩
⚰䎯霉⠮絕卓(eCOA) ㄤ〳瑬䨥霃㢊/⠛䠭㐼鍒
Ɀ倰呩涸劢忘駈꨽宠僈儑ぐ⚡倰꬗鿪雩⚹㶸
㖈佖鵳涸瑟ꢂկ

㖈歏㶩⚰䎯絕卓ⴔ䋒䎂㖲霉ⴔ务涸「霚罏ㄤ⚰
䎯䊨⡲➃プ⛓ꢂ㼆侨研佐꧋涸幡兠✫鍒(5.50)ծ
靈叅꡼⽷霃縨涸낉霆(5.39) ծ䨾剣䎃륁媯涸「
霚罏/䝖罏僒✵⢪欽(5.45) ծ㞅ⱗ模侮䏞涸⣜➢
䚍(5.50) ծ䎂〵/鲱⟝涸ⲥ㢊䞔ⲃ(5.56)瘝瘝涸䎂
㖲霉ⴔ鿪䱹鵛5邍爙兜麑雩⚹꨽銳佖鵳կ

歏㶩⚰䎯霉⠮絕卓ⴔ䋒䞔ⲃ eCOA

〳瑬䨥霃㢊/⠛䠭㐼ⴔ䋒䞔ⲃ

⚹忘駈 DCT 务⢪欽歏㶩⚰䎯絕卓鍒Ɀ倰呩涸꨽宠䎾罌贊佖鵳侨研佐꧋涸幡兠䏞ծ낉霆涸ⲥ烁䚍ծ
欽䨪对㥩䚍ծ㞅ⱗ模侮䏞ㄤ䎂〵/鲱⟝涸ⲥ㢊䞔ⲃ⟄䲿넞餘ꆀㄤ〳遤䚍կ罜㼆✵䲿넞〳瑬䨥霃㢊
/⠛䠭㐼鍒Ɀ倰呩涸餘ꆀㄤ〳遤䚍䎾罌贊佖鵳歲꬗涸欽䨪对㥩䚍ծ䲿⣘刿䔂涸䪮助佅䭯ծ㟞䔂侨
研涸ⲥ烁䚍ㄤ〳ꬑ䚍ծ䲿넞緸絞ㄤ侨研涸㸝Ⰼ䚍⟄⿺烁⥂湱䎾涸餴餘霆⛼կ⟄忘駈 DCT 涸꨽宠կ

罜㖈〳瑬䨥霃㢊/⠛䠭㐼䎂㖲霉ⴔ涸歲꬗皍僒⢪
欽♶⠔㟞⸈䝖罏涸鵂㢴餏䬐 5.35ծ霃㢊〄欰
佦ꥻ剣䪮助佅䭯㔙ꢭ 5.22ծⲥ烁䚍ㄤ〳ꬑ䚍
「霚罏侅肫♸侨研ꅷ꧋礵ⲥ5.33ծ〳ꬑ涸
緸絞ㄤ侨研㸝Ⰼ䚍 5.26ծⰨ㢊餴餘霆⛼㥵⼕
毫㐼唒岤ⱃ霆5.50 ⛲鿪䱹鵛 5邍爙兜麑雩
⚹꨽銳佖鵳կ
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靈灇⿬♸罏鄄꡼⿺➭⟌雩⚹鵂⿡ 12 ⚡剢务
ꅷ欽剒㢴涸 DCT ⯋稇务剒雮➭⟌忘䠑涸3
⚡⯋稇僽eCOA;鵴玐港叅♸歏㶩氻⾎,歏㶩⨴
䐀雵䔶侨研꧋䧭կ忘䠑涸⾲㔔僽〳⸈䘯鵳䏞
26.9%䲿넞鵘蠒佪桧25.4%; 蒜紨
䧭劥25.3%ㄤ䲿넞侨研餘ꆀ22.2%

넞ꅷ欽桧胜た涸⾲㔔

꡼곿
餥絆絉㖈鵂⿡12�⚡剢⚥ꅷ欽涸DCT�
⯋稇⚥剒雮䝠忘䠑涸3�⚡⯋稇僽

靈灇⿬♸罏㼆荈䊹絆絉ꅷ欽DCT涸忘䠑䞔ⲃ
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呏研靈灇絕卓歏㶩⚰䎯
霉⠮絕卓 eCOA18.7%
僽靈灇⿬♸罏䨾㖈絆絉䧭
⸆涸鄄雵䔶⚹剒넞嫱⢾䊺
䒓〄䧴䫏Ⰶ⢪欽涸 DCT
⯋稇կ鵴玐港叅禹絡ㄤ盗
椚崨玐15.8%ծ歏㶩
氻⾎歏㶩⨴䐀雵䔶侨研
꧋䧭10.9%䱗痦✳ㄤ
痦♲կ

㖈劢勻 1~3 䎃ⰻ⚌歲⚺
銳⠔䫏Ⰶ涸 DCT ⯋稇僽
♧荝涸嫱⴩⵸♲⚹歏㶩
⚰䎯 霉 ⠮ 絕卓 eCOA
(12.4%)ծ鵴玐港叅禹絡
ㄤ盗椚崨玐12.4%ծ
歏㶩氻⾎歏㶩⨴䐀雵䔶
侨研꧋䧭10.1%

灇瑕劼匬梡朐♸劢勻 1~3
䎃⛲⠔满ꅾ✵䫏Ⰶ刿㢴餴
ꆄ㖈鵯♲⚡⯋稇կ

䊺䒓〄䧴䊺䫏Ⰶ⢪欽ㄤ劢勻1-3䎃雦ⴢ䒓〄ㄤ䫏Ⰶ涸DCT䞔ⲃ

灇瑕劼匬

꡼곿
餥絆絉䊺絑䒓〄䧴罏䫏Ⰶ⢪欽涸
DCT湱Ⱒ涸禹絡ㄤ垷䒭剣ㆭ❈?;�餥
絆絉雦够劢勻1-3䎃ⰻ㼜銳倝䒓〄ㄤ
䫏Ⰶ⢪欽涸DCT湱Ⱒ涸禹絡ㄤ垷䒭
剣ㆭ❈

歍⸅倰
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㼆✵CRO涸梡朐 歏㶩⚰
䎯霉⠮絕卓 eCOAծ鵴玐
港叅禹絡ㄤ盗椚崨玐ㄤ歏
㶩佅➰鵯♲⚡⯋稇涸⢪欽
桧僽馄鵂♧⼱涸ぐ荈⽑
✫ 20.6% ծ 18.1% ㄤ
11.7% 涸嫱⴩կ罜㖈劢勻
1~3 䎃⠔䫏Ⰶ♲ⴔ✳涸嫱
⴩ 㖈 歏㶩⚰䎯 霉 ⠮ 絕卓
eCOA (13.7%)鵴玐港叅
禹 絡 ㄤ 盗 椚 崨 玐
12.8%ծⰦ➭ (9.8%)ծ
歏㶩氻⾎歏㶩⨴䐀雵䔶
侨研꧋䧭9.4%ծ歏㶩
佅➰禹絡ㄤ歏㶩⼕毫♸歏
㶩侨研ꅷ꧋ EDC 涸㼆䱹⚡
⽑✫(8.5%ㄤ〳瑬䨥霃
㢊 ծ ⠛ 䠭 㐼 侨 研 佐 ꧋
7%կ

䊺䒓〄䧴䊺䫏Ⰶ⢪欽ㄤ劢勻1-3䎃雦ⴢ䒓〄ㄤ䫏Ⰶ涸DCT䞔ⲃ

灇瑕劼匬

歍⸅倰

呏研靈灇絕卓歍⸅倰湡⵸⢪欽剒㢴涸♲⚡
DCT ⯋稇僽⽑✫㼜鵛 50% 嫱⴩կ 歏㶩⚰䎯霉
⠮絕卓 eCOA (22%)鵴玐港叅禹絡ㄤ盗椚崨玐
15%ծ湬鴪「霚罏涸ꂁ鷐DTP (12%)կ

㖈劢勻 1~3 䎃ⰻ歍⸅倰⠔䫏Ⰶ刿㢴㖈鵴玐港
叅禹絡ㄤ盗椚崨玐13.5%ծ 歏㶩⚰䎯霉⠮
絕卓 eCOA(12.6%)ծ歏㶩氻⾎歏㶩⨴䐀雵䔶
侨研꧋䧭9.9%ծ歏㶩佅➰禹絡ㄤ歏㶩⼕毫
♸歏㶩侨研ꅷ꧋ EDC 涸㼆䱹⚡⽑✫(8.5% )涸嫱
⴩կ
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靈灇䨾㖈絆絉䱹♴勻♧䎃ꅽ剣馄鵂♧⼱涸⿬♸
罏㼆絆絉僽岁⠔䫏餴㖈侨㶶⻊鲮㘗ㄤ倝Ⱓ䪮助
䫵满♶烁㹁涸䗱䙖(55.7%嫱⴩)鵯⛲雽ㄤ靈灇
佐꧋✵Ⱆ尽翟⸉涸넞㽻盗椚➃プ〫⽑✫㼱
侨剣Ⱒ6.6%կ

CROs 㼆劢勻 12 ⚡剢ⰻ䫏餴侨㶶⻊鲮㘗ㄤ倝Ⱓ
䪮助㹊倶鲮㘗涸䠑䡦剒㣐⽑✫ 54.2% 涸嫱⢾կ

꡼곿
⡹⠔㖈劢勻12�⚡剢ⰻ䫏餴侨㶶⻊鲮
㘗ㄤ倝Ⱓ䪮助に

264 29.7%

130 14.6%

495 55.7%

劢勻 12�⚡剢䫏餴
侨㶶⻊鲮㘗ㄤ倝Ⱓ
䪮助涸䞔ⲃ

93 18.7%

86 17.3%

318 64.0%

灇瑕劼匬

⠔

♶⠔

♶烁㹁

35 23.6%

34 23.0%

79 53.4%

歍⸅倰

91 54.5%

5 3.0%

71 42.5%

CRO
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呏研靈叅絕卓 36.2% 涸靈灇⿬♸罏雩⚹䔲⵸
涸絑崸朐ⲃծꆄ輑⸓虹ㄤ鸑餗芲胆⠔䕧ㆇ絆絉
㼆侨㶶⻊鲮㘗涸䫏餴鷥䭊կ鵯㖈〳錜㻋絕卓䨾
꨽涸傞ꢂ薴㔵ⰻ䲿ⴀ✫䮋䧶կ

꡼곿
䝠雩⚹䔲⵸涸絑崸朐ⲃծꆄ輑⸓虹
ㄤ鸑餗芲胆⠔䕧ㆇ䝠㼆侨㶶⻊鲮㘗
涸䫏餴に

332 36.9%

142 15.8%

425 47.3%
侨㶶⻊鲮㘗䫏餴
僽や「䕧ㆇ

158 31.8%

60 12.1%

279 56.1%

灇瑕劼匬

⠔

♶⠔

♶烁㹁

55 37.2%

35 23.6%

58 39.2%

歍⸅倰 76 45.2%

30 17.9%

62 36.9%

CRO
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岁錞罌ꆀ
04
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岁錞罌ꆀ

鵳♧姿ⴔ區儑爙灇瑕劼匬务剣 16.7% 涸➃雩⚹梡剣
岁錞忘駈DCT涸㹊倶⡎⛲剣 32.8% 涸➃邍爙♶忘駈
〥剣 50.5% 涸➃♶烁㹁կ歍⸅倰倰꬗8.8% 涸➃雩
⚹梡剣岁錞忘駈⡎剣 65.5% 涸➃雩⚹♶忘駈25.7%
涸➃♶烁㹁կCRO 务13.1% 涸➃雩⚹梡剣岁錞忘駈
⡎剣45.2%涸➃雩⚹♶忘駈41.7%涸➃♶烁㹁կ

꡼곿
䝠雩⚹⚥㕂梡剣涸⚰䎯霚낉湱Ⱒ岁錞僽
や腊忘駈DCTぐ梠蒜㹊倶絈蒜涸䭷㼋

➢靈叅絕卓勻溏剣䖎㢴靈灇
⿬♸罏雩⚹梡剣岁錞♶駈⟄忘
駈 DCT 涸㹊倶꨽宠կ鵯邍僈剣
䖉佖鵳ㄤ靈侮梡剣岁錞⟄鷓䎾
侨㶶⻊ㄤ⿡务䗱⻊⚰䎯霚낉涸
〄㾝馋娴կ姼㢪剣湱䔲侨ꆀ
涸⿬♸罏邍爙♶烁㹁鵯〳腊
邍僈➭⟌꨽銳刿㢴涸䭷㼋ㄤ岁
錞僈烁䚍 կ 湱Ⱒ佟䏎劼匬ㄤ港
盗劼匬䎾㹎叅梡剣岁錞⟄烁
⥂Ⱖ♸ DCT 涸剒⢕㹊騨湱♧荝
կ姼㢪䲿⣘刿㢴涸侅肫ㄤ䭷
㼋剣⸔✵刿㥩㖑椚鍒岁錞ㄤざ
錞䚍銳宠勻⤛鵳 DCT 涸〄㾝ㄤ
㹊倶կ

呏研靈叅絕卓剣湱䔲㢴涸靈灇⿬♸罏邍爙梡剣岁錞♶
忘駈 DCT 涸㹊倶Ⱖ务 39.9% 涸➃鷥䭊岁⽑嫱
鳅㣐կ♸⛓湱嫱〫剣 15.9% 涸➃鷥䭊僽罜剣
44.2%涸➃邍爙♶烁㹁կ

141 15.9%

355 39.9%

393 44.2%
梡剣岁錞僽や忘駈
DCT�㹊倶

83 16.7%

163 32.8%

251 50.5%

灇瑕劼匬

僽

や

♶烁㹁13 8.8%

97 65.5%

38 25.7%

歍⸅倰

22 13.1%

76 45.2%

70 41.7%

CRO
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呏研靈叅絕卓剣㣐㢴侨涸靈灇⿬♸罏邍爙➭
⟌㖈岁錞模㊤た䩞⠔䒓映䒓㾝 DCT⽑嫱⚹
51.9%կ〫剣 17.7% 涸➃鷥䭊岁罜剣
30.5%涸➃邍爙♶烁㹁կ
鵳♧姿ⴔ區儑爙灇瑕劼匬务剣56.7%涸➃㖈
岁錞模㊤た䩞⠔䒓㾝DCT罜〫剣 10.5% 涸➃
鷥䭊岁〥剣 32.8% 涸➃邍爙♶烁㹁կ
歍⸅倰倰꬗52.0% 涸➃㖈瘝岁錞模㊤た䩞䒓
㾝 DCT23.6% 涸➃鷥䭊岁24.3% 涸➃
邍爙♶烁㹁կCRO 务39.3% 涸➃㖈瘝岁
錞模㊤た䩞䒓㾝DCT33.3% 涸➃鷥䭊岁
27.4%涸➃邍爙♶烁㹁կ

꡼곿
䝠雩⚹僽や䎾霪㖈岁錞ㄤ䭷⽂駈㢿
模㊤涸䞔ⲃ♴ⱄ䲀遤䒓㾝DCT�

靈叅絕卓儑爙靈灇⿬♸罏䎾㺙ⴗⰢ岤岁錞涸
尊⻊䎇烁⥂➭⟌涸㹊騨痗ざ剒倝涸岁錞銳宠կ
鵯导僥✫岁錞模㊤㼆 DCT 涸獤匧䕧ㆇկ搬罜
➠剣♧鿈ⴔ➃鷥䭊♶烁㹁鵯〳腊僽歋✵
岁錞鵮㖈䄻倝涸꣌媯䧴緃⛘駈㢿涸⥌䜂կ姼㢪
17.7% 涸➃鷥䭊岁鵯〳腊僽歋✵岁錞♶
鷓欽✵➭⟌涸Ⱘ⡤䞔ⲃ䧴Ⱖ➭㔔稇կ

姼㢪, CDE剒鵛〄䋒Ⱒ✵:
շ⟄䝖罏⚹务䗱涸蚋暟⚰䎯霚낉霃雦䪮助䭷㼋
⾲ⴭ霚遤ոշ⟄䝖罏⚹务䗱涸蚋暟⚰䎯霚
낉㹊倶䪮助䭷㼋⾲ⴭ霚遤ոշ⟄䝖罏⚹务
䗱涸蚋暟蜦渤-굥ꤗ霉⠮䪮助䭷㼋⾲ⴭ霚遤ո
鵯❈䭷㼋⾲ⴭ僽㖈靈叅侨研佐꧋劍⽰㼜絕勲傞
〄䋒涸,⚹✫烁⥂刿㢴涸Ⱒ岤䗳곢獤匧䲀䎛կ
鵯㼜剣⸔✵蜦䖤䨾꨽涸䗳銳〳錛䚍ㄤ⿬♸䏞կ

282 56.7%
52 10.5%

163 32.8%

灇瑕劼匬

僽

や

♶烁㹁

461 51.9%

157 17.7%

271 30.5%

僽や㖈岁錞㸤㊤た
䒓㾝 DCT

77 52.0%35 23.6%

36 24.3%

歍⸅倰

66 39.3%

56 33.3%

46 27.4%

CRO
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꡼곿
䝠雩⚹僽や〳⟄㖈䊨⚌歲鵳遤DCT
涸䱲程ㄤ㽂霚♶倗獤稡絑낉涸鵂
玐䲀⸓岁錞ㄤ䭷⽂涸䒊霃♸模㊤

靈叅絕卓邍僈㖈DCT㹊倶涸鵂玐
务㢴侨靈灇⿬♸罏鷥䭊✫⯓䒓㾝
DCT搬た㖈⛓たⱄ模㊤岁錞կ鵯
导僥✫➭⟌㼆DCT涸獤匧䙖䏞䡦
䠑⯓遤⸓饰勻ず傞⛲邍僈✫➭⟌
㼆岁錞模㊤涸꨽宠կ 港盗劼匬ㄤ佟
䏎䎾絩絯佅䭯DCT涸㹊倶䎇⸖⸂
♸遤⚌ざ⡲⟄㖈岁錞ⵖ㹁鵂玐务
刿㥩㖑椚鍒⚌⸉꨽宠կ〫剣匧㼱侨
➃鷥䭊㖈岁錞模㊤たⱄ鵳遤 DCT
鵯〳腊歋✵岁錞㼆➭⟌涸⚌⸉❡欰
✫ꣳⵖկ姼㢪靈灇⿬♸罏䎾獤匧
⿬♸岁錞涸ⵖ㹁ㄤ模㊤鵂玐⟄烁
⥂岁錞腊㢿忘駈㹊꣢꨽宠ず傞⛲
⚹DCT涸〄㾝⴯鸣刿㥩涸梠㞯կ

呏研靈叅絕卓 剣 65.9% 涸靈灇⿬♸罏ꅷ》✫
⯓䒓㾝 DCT たⱄ模㊤岁錞涸곡䎸〫剣 3.3% 涸
➃鷥䭊岁罜剣 30.8% 涸➃邍爙♶烁㹁
կ鵳♧姿ⴔ區儑爙灇瑕劼匬务剣 59.4% 涸➃ꅷ
》✫⯓䒓㾝 DCT た模㊤岁錞涸곡䎸〫剣 3.0%
涸➃鷥䭊岁罜剣 37.6% 涸➃邍爙♶烁㹁
կ歍⸅倰倰꬗76.4% 涸➃ꅷ》✫⯓䒓㾝DCT
たⱄ模㊤岁錞涸곡䎸5.4% 涸➃鷥䭊岁
18.2%涸➃邍爙♶烁㹁կCRO 务76.2% 涸
➃ꅷ》✫⯓䒓㾝DCTたⱄ模㊤岁錞鵯♧곡䎸〫
剣 3.0% 涸➃鷥䭊岁20.8% 涸➃邍爙♶
烁㹁կ

586 65.9%

29 3.3%

274 30.8%

僽や⯓䒓㾝 DCT�た
㸤㊤岁錞

295 59.4%15 3.0%

187 37.6%

灇瑕劼匬

僽

や

♶烁㹁

113 76.4%

8 5.4%

27 18.2%

歍⸅倰

128 76.2%

5 3.0%

35 20.8%

CRO
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㼆✵港盗劼匬劢勻ⵖ㹁岁錞䭷⽂ㄤ㹊倶絈ⴭ
「霄罏剒劍劅涸梠蒜僽歏㶩濼䞔ず䠑
(eConsent)⽑ 69.1%կⰦ妃僽歏㶩⚰䎯霉⠮
絕卓 (eCOA) / 歏㶩䝖罏荈䫣絕卓 (ePro) / 歏㶩
傈雵 (eDiary) ㄤ鵴玐港叅ⴔⵆ⽑ 63.9% ㄤ
65.2%կ
湱鳅⛓♴Ⱖ➭♧❈梠蒜㥵歏㶩佅➰ծ䔲㖑
霄錠ㄤ獴⸓⼕毫瘝꨽宠湱㼆鳅⡛կⰦ务"Ⱖ
➭"ㄤ"♶鷓欽"梠蒜涸꨽宠ꬋ䌢⡛ⴔⵆ➑⚹
0.2%ㄤ 5.3%կ

港盗劼匬劢勻ⵖ㹁DCT梠蒜ⴔ䋒䞔ⲃ

꡼곿
歋✵DCT�涸港盗梠㞯㔔㕂㹻/㖑⼓罜
䒗䎇⚂♶倗」⻊䝠䋞劅港盗劼
匬劢勻ⵖ㹁DCT�ㆭ⚡梠蒜涸岁錞䭷
⽂ㄤ㹊倶絈ⴭ

港盗劼匬䎾⠏⯓罌贊ⵖ㹁Ⱒ✵歏㶩濼䞔ず䠑 (eConsent)ծ歏㶩⚰䎯霉⠮絕卓 (eCOA)ծ歏㶩䝖罏荈
䫣絕卓 (ePro)ծ歏㶩傈雵 (eDiary) ㄤ鵴玐港叅涸岁錞䭷⽂ㄤ㹊倶絈ⴭ㔔⚹鵯❈곭㚖涸꨽宠剒⚹
鶖ⴗկず傞港盗劼匬鵮꨽銳㺙ⴗⰢ岤岁錞梠㞯涸尊⻊⟄烁⥂Ⱖ岁錞⥂䭯♸䪮助鵳姿ㄤ遤⚌꨽
宠涸ず姿կ

侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉遤⚌〄㾝梡朐靈灇ⴔ區䫣デ



39

⚌歲㾝劅
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侨㶶⻊/⿡⚥䗱⻊⚰䎯霚낉:
岁錞㸤㊤♸⚌歲㾝劅

遤⚌エ䒸⸂

侨㶶⻊/⿡务䗱⻊⚰䎯霚낉곭㚖㖈务㕂邍梡ⴀ
䔂㣐涸エ䒸⸂㽍Ⱖ僽㼆䎃鲽ㄤ「鵂넞瘝侅
肫涸➃纈넞㷖⾎⿬♸罏⽑研儑衼⟧괄⚹
劢勻涸遤⚌〄㾝♸⴯倝ծ佟瘻灇瑕♸ⵖ㹁䲿
⣘✫䎛岌涸➃䩞佅䭯կDCT 㖈⚰䎯霚낉遤⚌
涸〄㾝灇瑕劼匬涸雩濼ㄤ䱹「玐䏞荛Ⱒꅾ
銳蚋⟱/歍⸅倰僽ⰢꝶⱿ瘻罏⚰䎯灇瑕絆
絉CRO剒Ⱘ崞⸂ㄤ确程礵牟կ♲歌⼕ꤎ僽
DCT 涸⚺銳⿬♸罏⡎Ⱖ➭㖑⼓涸⼕毫劼匬
⛲꨽䖤ⵌ刿㢴佅䭯꨽銳刿䎛岌涸䲀䎛⟄烁
⥂䎂邂〄㾝կ⠡椚㨼プ⠔涸넞⿬♸䏞⚹霪곭
㚖⠡椚꡼곿䲿⣘✫Ⱒꝶ錛鍒烁⥂霚낉ざ錞
䚍ㄤ⠡椚〳遤䚍կ

㹊騨ㄤ馋娴

Ⱒꝶ DCT ⯋稇㥵 eCOAծ鵴玐港叅ծ歏㶩佅
➰ㄤ歏㶩濼䞔ず䠑eConsent瘝䊺鄄䎛岌
ꅷ欽կ㼆✵务㕂 DCT 遤⚌罜鎊劢勻 DCT 㼜
絩絯䲀⸓⚰䎯灇瑕涸⴯倝ㄤ佪桧䲿⼮ծ䭯絯
䧭⚹⚰䎯灇瑕곭㚖涸ꅾ銳馋娴⚹霚낉霃雦ծ
㹊倶ㄤ港盗䌄勻帿鵴涸䕧ㆇկ遤⚌⿬♸倰꨽
Ⱏず⼸⡲獤匧确程㼜 DCT ⯋稇侮ざⵌ劢勻고
湡务涸倰䒭䎇㖈♶烁㹁䚍务㼊䪪劼⠔կ䒊
用遤⚌叻ⲥㄤⴔ❧剒⢕㹊騨⛲㼜⤛鵳遤⚌涸
Ⱏず〄㾝꣭⡛ꅷ欽 DCT 涸꡶地կꥥ满ぐ倰
Ⱏず⸖⸂DCT 剣劅䧭⚹劢勻⚰䎯霚낉涸⚺
崨垷䒭⚹蚋暟灇〄ㄤ⚰䎯㹊騨䌄勻刿㢴劼
麁ㄤ䧭㽠կ

岁錞⡤禹模㊤

ꥥ满务㕂⚰䎯霚낉곭㚖涸侨㶶⻊/⿡务䗱⻊馋娴
䠁〄僈儑岁錞⡤禹涸模㊤㼜䧭⚹䲀⸓遤⚌⨴
䐀〄㾝涸Ⱒꝶ⸓⸂կ港盗劼匬姻㖈獤匧ㆇ䎾遤
⚌涸꨽宠䊺〄䋒✫⟄䝖罏⚹务䗱涸♲⚡
䪮助䭷⽂⟄⿺縁錛氻 DCT 䪮助䭷⽂䖄宠䠑錛
珳鵯❈䭷⽂㼆⚹⚰䎯霚낉⿬♸倰䲿⣘✫刿僈
烁涸錞薴꣭⡛㹊騨乼⡲务涸♶烁㹁䚍㼆䲀
⸓⚰䎯霚낉侨㶶⻊/⿡务䗱⻊涸〄㾝Ⱘ剣ꅾ銳䠑
⛐կ

「霚罏㡮갉

DCT 涸〄㾝㼜㖈劢勻⚹⚰䎯霚낉垷䒭䌄勻帿ⵠ
涸尊ꬠ♸⴯倝Ⱖ呍䗱⟟⧩㖈✵鸑鵂㢴呋⻊䪮
助ㄤ⴯倝涸垷䒭雮⚰䎯霚낉涸䒓㾝倰䒭㢴♧
❈鷥䭊ㄤ〳腊䚍剒絊湡叻鵮僽⟄「霚罏⚹务䗱
傋㖈Ⲹ鲽Ⱖ⿬♸霚낉涸餏䬐ծ䲿넞⤑䰦䏞ㄤ雮
刿㢴涸「霚罏纈⡤剣劼⠔⿬♸⚰䎯霚낉䎇➢务
蜦渤嫱㥵縁錛氻䝖罏纈⡤կ⚰䎯霚낉务「霚
罏涸㡮갉荛Ⱒꅾ銳꨽銳ぐ倰⯎ⴔゑ》ㄤ㼣ꅾ
㼜Ⱖ輑Ⰶ霚낉霃雦ㄤ㹊倶务⚹「霚罏䲿⣘刿
⚹⚡䚍⻊ծ刿⤑䰦涸霚낉梠㞯雮「霚罏刿㺂
僒⿬♸䎇蜦䖤刿㥩涸⼕毫⡤낉կ
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