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» AbbVie GK » Janssen Pharmaceutical K.K.

» AmgenK.K. » Japan Tobacco Inc.

» Astellas PharmaInc. » MSD K.K.

» AstraZenecaK.K. » Nippon BoehringerIngelheim Co., Ltd.
» Bristol-Myers Squibb K.K. » Novartis PharmaK.K.

» Chugai Pharmaceutical Co., Ltd. » Otsuka Pharmaceutical Co., Ltd.

» Daiichi Sankyo Co., Ltd.. > Pfizer R&D Japan G.K.

> Eisai Co., Ltd. » Sanofi K.K.

> Eli Lilly Japan K.K. » Shionogi & Co., Ltd.

» GlaxoSmithKlineK.K. » Takeda Pharmaceutical Co., Ltd.
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ll.  Trials Targeted ltems
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Explanation of a Figure and Box Plot

S 75% percentile

4 2 - Median

€« 25t percentile

The lower and upper end of the box in the plot represent respectively 25%
point and 75% point of the sample, and the diamond in the center
represents 50% point (median).
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1. Survey Results sao

I1l-1 Background



l1I-1-1  Number of Protocols by Starting Year
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lI-1-5 Background of Protocols 1

Disease Area 2009-2011 (272) [66% ] 506% 78 ii0% 1 175% [ 140% ] 118% [ 151%
2012-2014 (200) [9.0% T 235% _locon 866 1 170% [ 706% [55d  180%
o015-2018(127) [ 102% [ 118% , [71% [ 87% | = 189% [94% T71%] 26.8%.

0% 10% 20% 30% 0% 50% 60% 70% 80% 90% 100%
Olnfec OO0 nco. OBone ABMNeuro. OMetakbo. ACY OResp. OO0 ther
(# of protocols)
Trial Phase 2009-2011 (272) [ 92% [ 188k [ 57 4% e po%
2012-2014 (200) | 95% | 22 0% il 53 0% EE [
2015-2018 (127) |_126% | 166% | 583% [65% T 7+l 6%
0% 10% 20% 30% 0% 50% 60% 70% 80% 90% 100%
[# of DrOtOOC)lSJ aP2a arPzb apFs3 OO0 ncology P1 OVaccine BMon—0 ncology F1
Study Design  2009-2011 (272) 1 0% | FE 8%
2012-2014 (200) 305% | B0 0%
20152018 (127) 409% 1 50 1%
0% 10% 20% 30% 0% 50% 60% 70% 80% 90% 100%
(# of protocols) 00 PEN BDBT
Global Trial  2009-2011 (272) 65 1% | 340%
2012-2014 (200) BR0% | 210%
2015-2018 (127) 71 7% . 1 — 083%
0% 10% 20% 30% 0% 50% 60% 70% 80% 90% 100%
(# of protocols) ODomestic only BGlokal

HERRTICRIIMEY 235 2019FEQRERLATRT L TWAEWHE) O0F—44 SFEhTHWHEWI LICH

xr
[=]
15

9/ 37



l1I-1-5 Background of Protocols 2
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1I-1-7-1

Background of Sites 1
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lI-1-7-2 Background of Sites 2
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l1I-1-7-3 Central IRB [Sub analysis]
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[1I-2 Enrollment
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lI-2-1  Number of Enrolled Subjects per Site

€ Median
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[1I-3 Cost
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lI-3-1 Cost per Enrolled Subject

Cost per Subject: Yen
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lI-3-2 Cost per Enrolled Subject by Type of Site
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lI-3-4 Methods of Payment by Type of Site

ALL 2009-2011 (5380)
2012-2014 (4105)

National/Public U. 2009-2011 (489)
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| | | |
18.5% | 79.3% 2.29
[ [1.4°%%.3% 81.4% [ 12.9%
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0.3% 0.5%  34.5% | 64.7%
| | | |
[0.1%0.6% 71.1% | 28.2%
0.4% 0.1% 57.0% | 42 5%
33.8%, | , . 66.2% ,
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l1I-3-5 Implementation of Milestone Paymentin Site by Type of Site
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2012-2014 (1003)
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14.9% |

85.1%
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I I |
8.8% | 912%
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63 7% [ 36.3%
52 8% | I | 47.2%I
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03 9% [ 76 1%
26 9% | I | |?31% |
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43 9% 56.1%
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| I I I
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I I I I
20 0% I 78.0%
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. B05% . [ | 49 5%
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[1I-3-13-1 IRB Cost: [Sub analysis] Utilization of c-IRB
|
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I-7-1-5 Linear Regressionfor SMO Cost per Enrolled Subject and Visit
Limited in Protocols Started in 2009 - 2018

SMOcost_VISIT_RESIZE_2009-2018 ( y=26808.8x + 934772.4)
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Il-7-2-1Linear Regressionfor SMO Cost per Enrolled Subject and Months o

Trial Period Limited in Protocols Started in 2009 - 2018
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Cost per subject

I-7-3-1 Linear Regressionfor Site Cost per Enrolled Subject and Visit
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HOSPcost_VISIT_2015-2018 ( y=119856.0x + 261426.2 )
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Cost per subject

IT-7-4-1Linear Regressionfor Site Cost per Enrolled Subject and Months of

Trial Period
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I1l-4 Monitoring Performance
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l1I-4-1 Proportion the Number of Enrolled Subjects and Sites by Affiliation

Subjects  2009-2011 (51825)

35.0%

2012-2014 (31305)

2015-2018 (17954)

(# of subjects)

Sites  2009-2011 (7122)
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2015-2018 (3329)

(# of sites)
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[1I-4-2 Number of Enrolled Subjects per Monitoring (FTE) by Affiliation
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l1I-4-3 Number of Sites per Monitoring (FTE) by Affiliation
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lI-4-6-2 Proportion of CRA Outsourcing in Total Sites
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111-5 Global
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IT-5-3-1 Number of Enrolled Subjects per Site by Most Frequent Top 10 W
Countries in Global Studies Scatter Plot
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IT-5-3-4 Number of Enrolled Subjects per Site by Most Frequent Top 10 W
Countries in Global Studies Scatter Plot(15-18)
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I-5-5-2 Costper Enrolled Subject by Most Frequent Top 10 Countries in W
Global Studies Scatter Plot(09-18)

Cost per subject

(X 1,000) = \edian
¥7,000
¥6,000
¥5,000
¥4,000
¥3,000 : =
¥2,484
¥2,000 -? =i Y2 237 - .
L] ) = . X
+ ¥1,265 mum Y1268 & 2 ’ X
¥1,000 = g mam-¥988 == yoa7 -*-%991—— rrrrrrrrrrr i - Y930 L = = ¥1,019
Y T
* ; & ¥468
Y0 i a | X ¢ i ? $
Japan South Korea USA Spain Taiwan France Italy Germany Argentina Russian Poland
(32) (22) (20) (17) (16) (14) (14) (13) (12) Federation (10)

(11)

(# of protocols)

35/ 37



R&D!

HeadClub

IV. Summary

III-1 Background
v o IN&ET-4 0 19513358 (20174FE ¢ 19051355158
v o EZAVIFE  100%SDVEISNDFE (B2 TJUST | RBMRE) DIENN
v c-IRB : 5. eCOA : 1&hl
III-2 Enrollment
v 1BsEHIDOSRERIER (FPOME) H3REFI : i (HikcaReE)
ITI-3 Cost
v REERIFAL 8T —59=0.4%. KFRt=2% (GRREfFR)
vV NAWARARAAINE AR ; IEULEED
v' IRB Cost : JEAMENE], c-IRBOF)EHTIEKEE
Correlation analysis
v [EEHEERE. SMODIZIAWCDWT, sHEREAR]. B&VisitZiEB(C 55 ~FIZEDIEDIEEREE
v o oma\ZyE (OhiE) | —EBPAEREE (SMOTEHERBYR—B)
III-4 Monitoring Performance
v CROEZA—-1BISNEE. 1RSIERIZDEIS 1B
v EZS-1FTEGDRDOMERER : 4.10E5%  (FAHEERE)
v [#HREZA-EEICROEZA-#UDEIE : CROEZA/—1BHESHEN
III-5 Global
v ERHEREEERCHFD1NERH DD SAEGIER  (ikiiaRE)
v BAROEFIEM GBE10%FE) : KELEEFEEF

36/ 37



ARERDOZRFIAHIZDONT

AEMT. BARDBERIREDITIRZILIET 57=HR&D Head ClubIBEEXEMNT—5%
FHHFYEBLEZLOTY , FEHO ZRFADORIFUTOCHEZEBOELET,

— R¥ A DFEHID I

« R&D Head Clubik— LR—U BRILVE H 1 (hitps://rdhead-club.com/contact/) H s
, UTIZDOWWTEHR LTS,

- HREBEY CFE AT B s
- FIAER (RS —SBLURHAEN) IR . ABC Ak ot 24

B#: 20XXEMMADDH OOO% % ABEEHZE
FRA&ER: RA34/4K 188 E
BADRRERADTRELTHEN

HEOEHEIZ DT
« 8 :R&D Head Club Clinical Trial Performance Survey 2019

*:R&D Head Club& D 28 CHABEA ZLVD\DIEZRD - THY, ZXFIAFFIR T HEDTIEIHYEE A,

37/ 37


https://rdhead-club.com/contact/

	Slide Number 1
	Data Center & Working Group Members
	Contents
	I. Participating Companies
	Trials Targeted Items
	Slide Number 6
	Slide Number 7
	III-1-1　Number of Protocols by Starting Year
	III-1-5　Background of Protocols 1
	III-1-5　Background of Protocols 2
	III-1-7-1　Background of Sites 1
	III-1-7-2　Background of Sites 2
	III-1-7-3 Central IRB [Sub analysis] 
	Slide Number 14
	III-2-1　 Number of Enrolled Subjects per Site
	III-2-2　 Number of Enrolled Subjects per Site by Type of Site
	Slide Number 17
	III-3-1　Cost per Enrolled Subject
	III-3-2　Cost per Enrolled Subject by Type of Site
	III-3-4　Methods of Payment by Type of Site
	III-3-5　Implementation of Milestone Payment in Site by Type of Site
	III-3-13-1  IRB Cost:  [Sub analysis] Utilization of c-IRB
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26
	Slide Number 27
	III-4-1　 Proportion the Number of Enrolled Subjects and Sites by Affiliation
	III-4-2　 Number of Enrolled Subjects per Monitoring (FTE) by Affiliation
	III-4-3　 Number of Sites per Monitoring (FTE) by Affiliation
	III-4-6-2　 Proportion of CRA Outsourcing in Total Sites
	Slide Number 32
	Slide Number 33
	Slide Number 34
	Slide Number 35
	Ⅳ. Summary
	本資料の二次利用について 

