R&D Head Club

Clinical Trial Performance Survey in 2021
Excerpt

April 2022

® This report is an excerpt from a distributed report to a R&D Head Club member
company for a research discussion.

® Expenses for this report were borne by member companies of R&D Head Club.
® For the secondary use of this document, see p.41.
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Data Center & Working Group Members

The 2021 survey questionnaire was designed, conducted, and analyzed, and this report authored,
by a working group made up of representatives from the following 5 companies who were
appointed by the R&D Head Club.

In addition, since the questionnaire included questions about the intellectual property of the
participating companies, a third-party vendor was assigned, and all study sponsor names and study
center names were masked so that the identities of the responding companies would not be known.
The masked data were used for data totalization and analysis of the questionnaire.

Performance Working Group members  (abc order)

» Astellas Pharma Inc. Development, Masaki Kubota

 Eli Lilly Japan K.K. Clinical Development, Shino Fujimoto,
» Janssen Pharmaceutical K.K. Global Clinical Operations Japan, Dai Kawaratani,
» Pfizer R&D Japan G.K. Portfolio & Project Management, Kei Yamashita,

* Shionogi & Co., Ltd. Clinical Research Department, Ai Nakamura,
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|. Participating Companies

The survey has been conducted since 2004. The following 20 member
companies of the R&D Head Club participated in 2021 survey.

» AbbVie GK » Janssen Pharmaceutical K.K.

» Amgen K.K. » Japan Tobacco Inc.

» Astellas Pharma Inc. » MSD K.K.

» AstraZeneca K.K. » Nippon Boehringer Ingelheim Co., Ltd.
» Bristol-Myers Squibb K.K. » Novartis Pharma K.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.

> GlaxoSmithKline K.K. > Takeda Pharmaceutical Co., Ltd.
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Trials Targeted and Survey Items

® The survey has been conducted since 2004, and data is currently accumulated every 2 years

® Trials targeted by 2021 survey

Studies completed between April 1, 2019 and March 31, 2021. (For 2 years)

Completed studies were regarded as completed with submission of the final report at the final
study site in principle. Therefore, it should be noted that the results of the present data
totalization do not include data of studies that required a long period of time to complete the
study (studies that have not been completed at the time of the survey in fiscal year 2021).

Studies to be included were all clinical trials (including ‘Oncology Phase I' and the vaccine study
for healthy adults), except for the Phase4 and the healthy volunteer Phasel.

Data collected were comparatively investigated by dividing the period based on the starting year
of each study into three segments “2011 to 2013,” “2014 to 2016,” and “2017 to 2021.”

Data at overseas study sites of the Global study were excluded in principle from the data
totalization, except in comparison between the Global study and Japan local study, and the data
totalization with the Global study in the background.
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Explanation of a Figure and Box Plot

D — 75t percentile
¢ L 2 <« Median
4
D — 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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l1I-1-1 Number of Protocols by Starting Year
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Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies
that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.” 8/ 41




I1I-1-5 Background of Protocols 1

Disease Area 2011-2013 (233) | 9.0% | 25.3% [43F 70% | 15.9% [ 116% | 82% | 18.0%
20142016 (197) | 8.6% | 21.3% | 86% [ 81% | 17.3% [ 10.7% | 5.6Y% 19.8%
2017-2020 (102) | 7.8% | 19.6% 2.0 16.7% | 88% [59%] 7.8% [ _31.4%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) Olnfec. OOnco. OBone ONeuro. OMetabo. OCV OResp. OOther
Trial Phase 2011-2013 (233) | 7.7% | 21.5% | 53.6% [ 124%  J4.30k%
2014-2016 (197) | 9.1% | 17.8% | 60.4% [ 10.7% 1“%
2017-2020 (102) [ 6.9% [ _187% ] . _ 49.0% . [ 5% ] 7.8% [N
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OP2a OP2b op3 O Oncology P1 OVaccine B Non-Oncology P1
Study Design 2011-2013 (233) 42.9% [ 57.1%
2014-2016 (197) 40.6% [ 59.4%
2017-2020 (102) 39.2% I 60.8%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) BOPEN BDBT
Global Trial 2011-2013 (233) 62.7% [ 37.3%
2014-2016 (197) 69.5% I 30.5%
2017-2020 (102) 56.9% I 431%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) ODomestic only B Global

Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies

that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.”
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I1I-1-5 Background of Protocols 2

SDV 2011-2013(233) [ 8.6% | 91.4%
2014-2016 (197) 21.8% [ 78.2%
2017-2020 (102) 63.7% | 36.3%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OExcept for 100%SDV ©100%SDV
RBM 2011-2013 (79) 4.5% . 97.5% .
2014-2016 (194) 15.5% 84.5%
2017-2020 (96) 42.7% 57.3%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OYes ONo
Pivotal study 2011-2013 (21) 52.4% [ . _ 47.6%
2014-2016 (125) 61.6% | 38.4%
2017-2020 (102) 45.1% 54.9%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPivotal study ONon-pivotal study
NME 2011-2013 (21) 71.4% ] 28.6%
2014-2016 (125) . . 70.4% . . 1 29.6%
2017-2020 (102) 71.6% | 28.4%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) ONME O Non-NME
eCOA 2011-2013 (21) 12.3% ' ' ' T 857% ' ' '
2014-2016 (125) 20.0% ! . 80.0%
2017-2020 (94) 30.9% | 69.1%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OEfE =325

(Survey started in 2017)

(Survey started in 2019)

(Survey started in 2019)

(Survey started in 2019)

Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies
that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.”
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I1I-1-5 Background of Protocols 3
(DCT : Survey started in 2021 )

|
[Research Questions]

Practiced: Was planned as a study and practiced in at least 1 subject.
Planned but not practiced: Was planned as a study, but not practiced.
Not planned/practiced: Not planned as a study.

DCT: Remote IC  2011-2013 (6) 100.0%
2014-2016 (32) 100.0%
2017-2020 (82) . . . . 10(?.0% . . . .
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPracticed OPlanned but not practiced ONot planned/practiced
DCT: ePRO/eCOA  »411-2013 (6) 100.0%
2014-2016 (32) 12.5% | 87.5%
2017-2020 (82) 17.1% | . . . . 82.9% . . .
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPracticed OPlanned but not practiced ONot planned/practiced
DCT: Investigational materials 2011-2013 (6) 100.0%
(device, lab kit etc.) shipped -
directly to home 2014-2016 (32) 100.0%
2017-2020 (82) . . . . 100.0% . . . .
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPracticed OPlanned but not practiced ONot planned/practiced
DCT: Investigational medical 2011-2013 (6) } } } } 106_0% } } } }
product shipped drectV (o 2014-2016 (32) .15 96.9%
2017-2020 (82) [[1.2% 98.8%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPracticed OPlanned but not practiced ONot planned/practiced

Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies

that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.” 11/ 41



I1I-1-5 Background of Protocols 4

(DCT : Survey started in 2021 )

[Research Questions]

Practiced: Was planned as a study and practiced in at least 1 subject.
Planned but not practiced: Was planned as a study, but not practiced.
Not planned/practiced: Not planned as a study.

DCT: Biological sample 2011-2013 (6) 100.0%
collection by participant at 2014-2016 (32) 100.0%
home 2017-2020 (82) . . . . 100.0% . . . .
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPracticed OPlanned but not practiced ONot planned/practiced
DCT: Medical activities by local 2011-2013 (6) 100.0%
healfchcare providers (fe.g. 2014-2016 (32) 100.0%
medical staff near patient’s = =
home) 2017-2020 (82) 1[4% . . . . 98.8% . . . .
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPracticed OPlanned but not practiced ONot planned/practiced
DCT: Telemedicine 2011-2013 (6) 100.0%
2014-2016 (32) 100.0%
2017-2020 (82) 100.0%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPracticed OPlanned but not practiced ONot planned/practiced
DGT: Homenvisit 2011-2013 (6) ' ' ' ' 1000% ' ' '
nursing/medical care  2014-2016 (32) 100.0%
2017-2020 (82) 100.0%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of protocols) OPracticed OPlanned but not practiced ONot planned/practiced

Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies

that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.” 12/ 41




I1I-1-7-1 Background of Sites 1

Disease Area 2011-2013 (5439) [ 7.9% [ 10.9% ] 6.1% [0 1508000 ] 206% [ 5% ] 8.7% | 14.5%
2014-2016 (5982) | 105% | 7.9% | 99% [ 9.7% | 24.9% [ 112% | 97% | 16.0%
2017-2020 (2073) | 6.8% | 6.0%1.9 22.1% [ 15.2% [ 1% [ 11.1% | 25.8%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of sites) Olnfec. OOnco. OBone ONeuro. OMetabo. @CV OResp. OOther
. . . 1.2%
Trial Phase 2011-2013 (5439) (.89 185% ] 73.6% 295 110.0%
2014-2016 (5982) BB 180% 1 _ . . 80.8% . . —0.1%19H 0.7%
2017-2020 (2073) [ 6.6% [ 10.8% | 76.9% 2.0% | %1.6%
2.1
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of sites) OP2a OpP2b OopP3 B Oncology P1 OVaccine B Non-Oncology P1
Study Design 2011-2013 (5439) 73.7% | : : : 76.3%
2014-2016 (5982) 23.7% [ 76.3%
2017-2020 (2073) 270% [ , , —730% ,
, 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of sites) OOPEN ®DBT
Global Trial 2011-2013 (5439) 70.9% T " 791%
2014-2016 (5982) 72 6% [ 27 4%
2017-2020 (2073) , 61.8% , ] 38.2%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of sites) ODomestic only B Global

Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies
that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.”
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I1I-1-7-2 Background of Sites 2

SDV 2011-2013(5439) [ 7.6% [, T92.4%

2014-2016 (5982) 30.7% [ 69.3%
2017-2020 (2073) . . 58.9% . . [ . a1 1% .

# of sites) 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

DOExcept for 100%SDV 0100%SDV
Type of sites 2011-2013 (5439) [ 11.3% [ 00% | 7.6% A0k 12.8% | —276% ] T 29.7%
2014-2016 (5982) |__9.9% | 7.8% | 8.7% 1% _136% ] _258% _ [ _33.2%
2017-2020 (2073) [__11.7% | 704% | 76% 48k 12.0% [0 1oo@mn W] 33.8%
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

(# of sites) ONational/Public U. OPrivate U. ONational Hospital Organization(NHO) B National HP except for NHO OPublic HP BPrivate HP  OClinic

Central IRB  2011-2013 (5439) ' 36.7% ' [ ' ' 63.3%
2014-2016 (5747) 4:2.1% | 5:7.9% '
2017-2020 (2071) . 43.6% . ] . . 56.4% . .
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
(# of sites) OYes ONo

Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies
that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.” 14/ 41




I1I-1-7-3 Central IRB [Sub analysis]

National/Public U. ) ) Public HP )
2011-2013 (613) [[.0% 99.0% 2011-2013 (696) [10.8Y 89.2%
2014-2016 (568) 4.2s 95.8% 2014-2016 (767) | 15.0% | 85.0%
2017-2020 (242) 2{d% . _ 97.1% : 2017-2020 (248) [13.3%] 86.7%
% 20% 40% 60% 80%  100% & of sites) 0% 20% 40% 60% 80% 100%
(# of sites) HYes ENo OYes ONo
Private U. ) Private HP ) )
2011-2013 (488) 3[J% 96.7% 2011-2013 (1503) 33.1% 66.9%
2014-2016 (450) [8.7% 91.3% 2014-2016 (1467) 37.2% | 62.8%
2017-2020 (215) | 18.1% | 81.9% 2017-2020 (461) 34.7% [ 65.3%
0% 20% 40% 60% 80% 100% 0% 20% 40% 60% 80% 100%
(# of sites) OYes BNo (# of sites) OVYes ONo
National Hospital Organization(NHO) Clinic , ,
2011-2013 (413) 39.7% I 60.3% 2011-2013 (1616) 76.0% [ 24.0%
2014-2016 (499) 40.5% ] 59.5% 2014-2016 (1934) 76.7% | 23.3%
2017-2020 (157) 04Th [ 45.9% 2017-2020 (701) 82.2% [ 17.8%
. 0% 20% 40% 60% 80% 100% 0% o0k AGK 0% a0k 100%
(# of sites)
OYes ONo (# of sites) OYes ONo
National HP except for NHO
2011-2013 (110) 6.4% 93.6%
2014-2016 (62) [11.3%] 88.7%
2017-2020 (47) 6.4% 93.6%
0% 20% 40% 60% 80% 100%
(# of sites) OYes ONo

Bany

Ty

Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies
that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.”
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I1I-2-1 Number of Enrolled Subjects per Site

* Median

{# of subjects]

2011-2013 (5439) 2014-2016 (5981) 2017-2020 (2071) (4 of sites)
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[11-2-2 Number of Enrolled Subjects per Site by Type of Site
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[11-3 Cost
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I1I-3-1 Cost per Enrolled Subject

(X 1.000) ¢ Median
¥4.000

¥3.500

¥3.000 1+

¥2.500 —
¥2.202 O ¥2.442 O ¥2.463

¥2.0w X ———

Cost per Subject: Yen

¥1.500

¥1.000

¥0 - T
2011-2013 (4253) 2014-2016 (4559) 2017-2020 (1416)

(# of sites)
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111-3-4 Methods of Payment by Type of Site

ALL 2011-2013 (4413) 3.0! 26.7%
2014-2016 (4921) ||
2017-2020 (1556) | |
| |
National/Public U. 2011-2013 (484) | 14 21.1%

2014-2016 (514) 1|6

2017-2020 (219) |

Private U. 2011-2013 (365)

2014-2016 (402) | |

2017-2020 (156) |

NHO 2011-2013 (337) || o

2014-2016 (423) ||

2017-2020 (120)

National HP except for NHO 2011-2013 (87) §
2014-2016 (54) |
2017-2020 (44)

Public HP 2011-2013 (577) |

2014-2016 (641)

2017-2020 (183) 1 i}

1 i
Private HP 2011-2013 (1145) | 23.0%
2014~2016 (1244)
2017-2020 (313)
l [
Clinic 2011-2013 (1418) 36.7%
2014-2016 (1643)
2017-2020 (521) | { ; ; ' :
(# of sites) 0% 10% 20% 30% 40% 50% 60% 70% 80% 90%
BNo refund BPartially refund OPartially prepayment + Performance based OPerformance based only

5!
—

HeadClud
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[11-3-5 Implementation of Milestone Payment in Site by Type of Site

ALL 2011-2013 (4188)
2014-2016 (4864)
2017-2020 (1529)

National /Public U. 2011-2013 (466)
2014-2016 (501)
2017-2020 (216)

Private U. 2011-2013 (353)
2014-2016 (394)
2017-2020 (153)

NHO 2011-2013 (312)
2014-2016 (414)
2017-2020 (118)

National HP except for NHO 2011-2013 (82)
2014-2016 (54)
2017-2020 (43)

Public HP 2011-2013 (566)
2014-2016 (637)
2017-2020 (176)

Private HP 2011-2013 (1079)
2014-2016 (1228)
2017-2020 (311)

Clinic 2011-2013 (1330)
2014-2016 (1636)
2017-2020 (512)

SRR aRl 0% 10%  20%  30%  40%  50%  60%  70%  80%  90%  100%

OMilestons Peyment! %) BN Milastane Payrment(%)
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111-3-13-1 IRB Cost: [Sub analysis] Utilization of c-IRB

>4

(X 1,000) ® Median (X 1,000) ¢ Median
¥2.500 ¥2.500
¥2,000 ¥2 000
¥1,500 ¥1.500
c
3 §
o ¥1,000 + 2 ¥1.000 — —
°
* ¥7348
¥500 ¥56 . . = ¥500 I
¥468 ¥450 vsols
¥0 - T 1 ¥0 T T '
2011-2013 (1204) 2014-2016 (1450) 2017-2020 (477) 2011-2013 (1239) 2014-2016 (1955} 2017-2020 (499)
Use of c-IRB : Yes (# of sites) Use of ¢c-IRB : No (# of sites)
e Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of
data of studies that takes a long time to complete (i.e., studies not completed at the time of the 2021 survey)
particularly in years “2017-2020."
« Due to the inappropriate error label on IRB costs in the previous (prior2017) survey form entry check, some of the IRB
cost data may not have been properly collected in the before 2017 survey. 24/ 41
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111-4-1 Proportion the Number of Enrolled Subjects and Sites by Affiliation

Subjects  2011-2013 (41258)
2014-2016 (31547)
2017-2020 (10893)

(# of subjects)
Sites  2011-2013 (5439)

2014-2016 (5978)

2017-2020 (2073)
(# of sites)

SCRO
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111-4-2 Number of Enrolled Subjects per Monitoring (FTE) by Affiliatiorﬁi":“

4
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Al

# of subjects / FTE

®Median

450
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10.0 0 .
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(# of protocols)
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111-4-3 Number of Sites per Monitoring (FTE) by Affiliation
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111-4-6-2 Proportion of CRA Outsourcing in Total Sites
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I1I-5 Global
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111-5-3-1 Number of Enrolled Subjects per Site by Most Frequent Top 10
Countries in Global Studies Scatter Plot

Enrolled subjects per site
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(# of protocols)
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111-5-3-4 Number of Enrolled Subjects per Site by Most Frequent Top 10
Countries in Global Studies Scatter Plot (2017-2020)

Enrolled subjects per site
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111-5-3-1-3 Number of Enrolled Subjects per Site by Region Classification in

Global Studies Scatter Plot
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111-5-3-1-3-1 Number of Enrolled Subjects per Site by Region Classificationin %

Global Studies Scatter Plot (2017-2020)
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l11-6-1 Cycle time
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N=102,2432;:'3_.,;;?2)38,238,238 Pl 93] 202 205 62-
11
weta1s 1010181717 1 sos 138 s [i2dl
14
N=48,1223?2_;?;:?22;1)22,122 i 294 218 59-
2017-2020 (100) :
N=41100,100,99.98.99.99 L' | 208 [T37 62-

(# of protocols) 0 500 1000 1500 2000

Days (Median)

BFAP(G) - FAP(J) OFAP(J) - J-CTPN OJ-CTPN - FPI OFPI- LPI OLPI- LPLV (PCD) OLPLV (PCD)-DBL1 mDBL1 - CSR1

N numbers are listed from left to right: FAP (G)-FAP (J), FAP (J)-J-CTPN, J-CTPN-FIP, FIP-LPI, LPI-LPLV (PCD), LPLV(PCD)-DBL 1, DBL 1-CSR 1.

FAP: Final Approved Protocol FAP (G)—FAP (J) shows a difference in the number of days in global studies between overseas and Japan.

CTPN: Submission date of clinical trial notification, FIP: First Patient In, LPI: Last Patient In, LPLV: Last Patient Last Visit,

PCD: Primary Completion Date (When the study was still ongoing after filing an approval application, the date when the last subject was tested or intervened for the
purpose of collecting final data on primary results in accordance with a pre-designated protocol)

DBL 1: Database Lock 1 (The date when the database for approval application is fixed), CSR 1: Clinical Study Report 1 (The date when the clinical study report for
approval application is completed)

Please note that there are few protocols for the segment of years 2011-2013 due to the start of this survey item in 2021.
Since this survey is performed on the basis of completed studies, special attention should be paid to non-inclusion of data of studies that takes a
long time to complete (i.e., studies not completed at the time of the 2021 survey) particularly in years “2017-2020.” 36/ 41




l1I-6-5 Cycle time by type of NME (2011-2020)

ALL (243) |37 93 262 205 62 -
NME (171) |4 98 241 193 63 -

12
Non-NME (72) | 71 88 304 223 53 -
(# of protocols) 0 100 200 300 400 500 600 700 800 900 1000
BFAP(G) - FAP(J) OFAP(J) - J-CTPN OJ-CTPN - FPI OFPI - LPI Days (Median)
ELPI - LPLV (PCD) OLPLV (PCD) - DBL1 BDBL1 - CSRI

FAP: Final Approved Protocol FAP (G)—FAP (J) shows a difference in the number of days in global studies between overseas and Japan.
CTPN: Submission date of clinical trial notification, FIP: First Patient In, LPI: Last Patient In, LPLV: Last Patient Last Visit,

PCD: Primary Completion Date (When the study was still ongoing after filing an approval application, the date when the last subject was tested or intervened for the
purpose of collecting final data on primary results in accordance with a pre-designated protocol)

DBL 1: Database Lock 1 (The date when the database for approval application is fixed), CSR 1: Clinical Study Report 1 (The date when the clinical study report for
approval application is completed)
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l1I-6-6  Days to Site Qualification — IRB — Agreement — Site Activation

ALL (2188)

N=2187,2187,2172 64 13 21

2011-2013 (47)
N=47.47 47

84 10 36

2014-2016 (634)

N=634.634.627 69 13 22

2017-2020 (1507)

N=1506,1506,1498 62 13 | 20

(# of sites) 0 50 100 150 200

Days (Median)

BSite qualification - IRB O IRB - Agreement OAgreement - Site activation

N numbers are listed from left to right: Site qualification-IRB, IRB-Agreement, and Agreement-Site activation.

Please note that there are few protocols for the segment of years 2011-2013 due to the start of this survey item in 2021.

Year : Year of Site qualification 38/ 41



111-6-8 Days to Site Qualification — IRB — Agreement — Site Activation w
by Central IRB

Use of c-IRB:ALL  2011-2013(47)

36

2014-2016 (601)

2017-2020 (1507)

Use of c-IRB:Yes 2011-2013(4)

2014-2016 (132)

2017-2020 (677)

Use of c-IRB:No 2011-2013(43)

2014-2016 (469)

2017-2020 (830)

150 200
(# of sites) Days (Median)

BSite qualification — IRB O IRB - Agreement OAgreement — Site activation

Please note that there are few protocols for the segment of years 2011-2013 due to the
start of this survey item in 2021.
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IV. Summary

III-1 Background
v Collected Data: 124 studies from 20 companies (FY2019: 133 studies from 19 companies)

v Monitoring method: Significant increase of 'RBM' and 'the methods other than 100%SDV (e.g.,
Sampling SDV) “.

v eCOA: Increased

v DCT: Performed in some items (ePRO/eCOA, Medical activities by local healthcare providers)
III-2 Enroliment

v The number of patients per site (median) was 3 patients: No change [continuing issue]
ITI-3 Cost

v Performance based only: Increased to 62%

v Implementation rate of milestone payment: Increased to approx. 63%

v IRB Cost: Decreasing trend, lower cost due to c-IRB usage
III-4 Monitoring Performance

v Number of enrolled subjects per monitor 1FTE : approx. 17 subjects [continuing issue]

v Number of sites per monitor 1FTE : 3.5 sites [continuing issue]

v "Number of in-house monitors" and "Number of CRO monitors” : The proportion of CRO monitors
increased.
III-5 Global

v Improved the number of enrolled subjects per site in globally.

v The number of enrolled subjects per Japan site is similar to that in the US, EU, and China, but
smaller than that in the Asia [continuing issue]

III-6 Cycle time
v NME Cycle time is shorter than non-NME.

v In the case of Central IRB usage, the period from the date of Site qualification to the date of IRB
is short. 40/ 41



R&DY
g
sy

Secondary use of this result

This report has been prepared by R&D Head Club member companies by bringing
together data in order to understand current clinical trial environment in Japan. Please
note the following instruction when you use this material for the secondary use.

Preliminary actions for secondary use

Please let the R&D Head Club secretariat know below contents by contact form in the
R&D Head Club home page (https://rdhead-club.com/contact/)

— User (name, affiliation, opportunity to use)

— Where used (applicable pages and purpose of use*)

Ex.)
Name: Ichiro Suzuki
Affiliation : ABC Pharma K.K.

Purpose for ues:Oral presentation in OOO annual meeting, MMM/DD/YYYY
Data of use: Slide #18

Introduction on current clinical cost in Japan

How to describe Source Data

« Source:R&D Head Club Clinical Trial Performance Survey 2021 https://rdhead-club.com/

*:1t is to confirm that there is no discrepancy with the perception of R&D Head Club, and does not restrict
secondary use.

41/ 41


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

