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Sheet1

				2018年 ネン		2019年 ネン		2020年 ネン		2021年 ネン		2022年 ネン

		売上高		1,901		1,950		1,867		2,256		2,418

		従業員数		17,133		17,269		17,628		19,295		19,604
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Sheet1

				2018年 ネン		2019年 ネン		2020年 ネン		2021年 ネン		2022年 ネン

		Phase I～III		1,000		1,007		932		1,169		1,304

		製造販売後臨床試験 リンショウシケン		34		23		43		104		41

		製造販売後調査等 セイゾウハンバイゴチョウサトウ		144		181		144		132		196

		派遣業務 ハケンギョウム		56		65		70		95		141

		その他フェーズ		506		456		381		390		350

		合計		1,740		1,731		1,569		1,890		2,032
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Sheet1

				2018年 ネン		2019年 ネン		2020年 ネン		2021年 ネン		2022年 ネン

		CRA		7339		6985		7035		7074		6660

		DM/統計解析		3007		3079		2945		3015		2817

		薬事・ｺﾝｻﾙﾃｨﾝｸﾞ・ﾒﾃﾞｨｶﾙﾗｲﾃｨﾝｸﾞ		540		681		675		728		659

		管理部門		846		919		996		942		679

		GVP関連(PV)		1927		1829		1750		2692		2777

		登録・データセンター トウロク		420		316		266		308		370

		監査 カンサ		160		209		198		191		191

		その他		2894		3251		3763		4345		5451

		合計		17,133		17,269		17,628		19,295		19,604
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A ADVARRA

IRB Meeting Schedule

The US IRB meets 17-18 times each week,
Meonday through Friday, and the Canadian
REB/IRE meels 3 limes each week on
Tuesday, Wednesday, and Friday, with ad
hoe mestings to meet your timelines.
Advarmra has no submission deadlines.

Expedited Reviews

Expedited reviews oocur on a daily basis,
Monday through Friday. Nole: Expedited
reviews are not “rush” reviews but rather
are review ftems that meet specific regula-
tory criteria

Holidays 2022 (0ffices Closed)

December 31, 2021: New Year's Day 2022
(observed)

February 21: Presidents Day
May 30: Memorial Day

July 4: Independence Day
September 5: Labor Day
November 24-25: Thanksgiving
December 26-30: Christmas
January 2, 2023: New Year's Day

(observed)
Key

B = |RB meeting

= no IRB meeting

U.S. IRB Meeting Schedule | 2022
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1. BN DOEHRAE
FEEKONECT., BETCTC, YL—Y7CRMDEENEDRE
RENS FRIAK, FBRE. RERBORNE. PRIRAUME
KoNECT (Korea National Enterprise for Clinical Trials)
TCTC (Taiwan Clinical Trials Consortium )
CRM (Clinical Research Malaysia)

% HEKoNECT Korea National Enterprise for Clinical Trial

BEREREASFEE YT SEERTAY T2 100 ROEATHREN. BRSLUVERERERRICHTSZEE DAY

TH—EALLTIAL TG,

KENECT woeva otcns iowesprns s Chvwl frinks 98 [FO0RSCLOGH ADRES

hitps:/fwww.konect.or krfenfindex.do

hitps:/fwaw konect.or kr/startwithkorea/
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u
u
u
u

F1=. Top10iEERE EDRBE X H DD,

tEELERSNTOSIEHROEE-TEH

EREREREBRERBNE D KSICTH AENTULVSA ? (PhaseOMRCTEE BRI EKFZREFEE)

ERRREBR T O AN EDLSITRBFEINTLED ? (RKR-1ZEHME - B EEHGE)
EREERITIEREG(EET I/ EIVE) T+, BRREERFZRAE R L AOERREERRR)

FR REER R e AT BB SR IR ERANE D L SLGIEE TRIFSN TSN ? (NyER, ERTHL. JBEREFLE)

FeasibilitylTDWTED KIGEREMNEINTULNSH ? (FRFEDBVLRES —ER ., EERRELZE)
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NFEE1 BARDRBBOTFE—IL.-E—XTYvT HE ~ FD2

2. BADBEIIRZEICEAT ABEHMEFLKRBRICK T LEBERE
1) BARDBERIREDIFHRAEFARE. CROZFHEEFEMKIYIRE
D)KREIZETLEBARDOBRRBEMEICEALT. 77— AVEE2—BT)
AR HEMBSHERCROXEEZAE, (AIRELL)USHEBRKABRFERE
= LEERMNS EOXIITEHO>TVLDH ., BR>TEH DTV DIEHRERE

Q1 :Please tell us about your Q2:Please tell us about your Q3:Do you include Japan as a
concerns when planning clinical trial | thoughts on benefits when planning | participating country when planning
in Japan. clinical trial in Japan. a clinical trial?

Regulatory Requirements Regulatory Requirements Yes/No

Language and Cultural Barriers Recruitment and Retention Please tell us why did you think about?
Recruitment and Retention Collaboration with Local Institutions,

Collaboration with Local Institutions Investigator/site selection

Translation and documentation Timelines and planning

Investigator/site selection Cost, Quality, Speed

Timelines and planning Market size

Cost NHI price listing process

Quality Other, specify

Speed

Other, specify.
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BEE=——X[Z&HE1="“Japan Clinical Operations”®7E—JL
& B5Bio venture, JB5 BIEE %
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2. BEIERBEREREL?
B BMCERALTLSHBRIEH S, RSO e T M
RAVERFTHREDREBEZRGFLRIC, (KEEA
BIERETE
IBUKER Fair
Market
Value

TBMCIZEELIAATLSIRR
HO\W:-EHA

Q! E%bﬁ # Fair Market Value : 174221

EIERSZHAL

B =9 (XFMV/BMCDIE#Z

SRHESRAE(C
BIiW\E
-2\ A}

Milestone
/ Visit
payment

https://www.jpma.or.jp/information/evaluation/results/allotment/lofurc0000005k|5-att/fmv.pdf
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R&D Head Club Webinar & B, WERDFIY—IBIZNEEDEANBERDOH
01-Sep-22 R&D Head Club WG1
https://rdhead-club.com/struct/wp-content/uploads/1d308304430f6ecadeee9622ee83a6f8.pdf
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Essential Considerations for Requesting
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Chapter 1 T = — A1~ , A
Aim and scope of this document ):!E I‘TatZ:E—/)'l J-/7 D
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LRENEEALEERIHT28EA Chapter 2

<EREHEE> ltems that should be checked at the _Clini .
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