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e TFEIIHAL.,ISPORDBEDESE:

. Real world data (RWD) are the data relating to areas such as patient health status and/or
the delivery of health care generally not collected in conventional randomized controlled
trials (RCT), including sources such as electronic health records (EHRS), wearables,
connected devices, medical claims data and product, patient, and disease registries.
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Pediakics Imernafional (2022) 64, o14057 doi: 10.1111/pad. 14857
Original Article
Epidemiology of respiratory syncytial virus in Japan: A nationwide
claims database analysis
Yusuhim Kobayashi,' Kunae Togo,” Yasmeen Agosti® and John M, McLaughlin®
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Kobayashi Y, Togo K, Agosti Y, McLaughlin JM. Epidemiology of respiratory syncytial virus in Japan: A nationwide claims database analysis. Pediatr Int. 2022
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Cardiol Ther
hups:/idoi.org/10.

1007/540119-019-0142-5

™)

Check for
updates

ORIGINAL RESEARCH

Estimating the Prevalence of Transthyretin Amyloid
Cardiomyopathy in a Large In-Hospital Database
in Japan

lan Winburn @ - Tomonori Ishii - Takuma Sumikawa -

Kanae Togo - I

lideo Yasunaga

25,333,955 patients with =1
record in the MDV database from
Jan 2010 to Sep 2018

2

20,894 625 patients = 20

years of age

I

1538 693 patients
with hean failure

v

5342 patients with a
diagnosis of ATTR-CM
(broad definition)

¥

44 20 patients with a
diagnosis of ATTR-CM
(marrow definition)

v

¥ Y

v

5211 patients without
a diagn osis of
neuropathy

!

3992 patients without
a diagnosis of AL
amyloidosis or
multiple myeloma
ATTRwt broad
definition

4088 patients without 4329 patients without
a diagnosis of AL a diagnosis of
amyloidosis or neuropathy

multiple myeloma

106 patients with a
diagnosis of
neuropathy

ATTRm broad
definition

¥

3322 patients without
a diagnosis of AL
amyloidosis or
multiple myeloma

3255 patients without
a diagnosis of AL
amyloidosis or
multiple myeloma
ATTRwt narrow
definition

67 pabents with a
diagnosis of
neuropathy

ATTRm narrow

definition

!

v

v

.

1798 patients with
heart failure

&1 patients with heart
failure

1468 patients with
heart failure

a0 patients with heart
failure

‘ -

Table 7 Diz.g:mti: maodalides for ATTR-CM and .mht\l.']n: of cardiac m\l.'.’-c:-id.;:x:i.': in inpatients and outpatients {whaole ]'J-eri-::-rl:l

Charactenistic Twial Endomyocandial biopsy  Abdominal wall biopsy  Dhgrestive tract biopsy Scimtigram with sodium
N [%:I I [“!ﬁ:l " [%:I " [‘H:I E.-n.lP]'lmP}ut:
n (%)
Inpatients Outpatients Inpatients Outpatients Inpatients COutpatients Inpatents Ouwtpatients Inpatients Outpatients
ATTRwt (broad dehnition)
Any® 250 (B4.9) 3793 (BA1) 207 (B3 O (i) 13y (5.2) 3 {0.1) 520 (20.8) 592 (15.6) 17 (0T 5 (0.1)
Familial amykeddosis 0 (0 0 (0 O (00 O (0 O [0 000 O (0. O (0 O (0 LIRLITEN
Secondary T4 (1ATY 521 (1) & (16) 00 23(61) O {00 B9 (238)  BO (154) 1 {03) 0 ()
m\l.'i-::-i'l;:x:i.':
Amylodd 1 (0.3) 12 (0.3) 2 (20000 0 (00 O 000 1| L (0.0 (0 0 (0.0
cardimyopat hy
Candiac amykiidosis €77 (2300 688 (16.0) 178 (26.3) 0 (0.0) Bl2) 2003 e [17.1) 8BS (124) 14 (21} 4 (06)
Senile amyloddosis 47 (18) 52 (1.2) 5 (10ue) O (0uD) O [0 000 11 [23.4) 5 (98] 2(4.3) LIRLITEN
Senile TTR l& (05) 19 (0d) 4 (2500 0 (0 oy 00 20125) 5 (26.3) 2({125) O (DD}
m\l.'i-::-i'l;:x:i.':
Amploidosis 1335 (453) 2346 (545) 30 (22) 0 (00) 7153 2{00) 294 (220) 403 (172)  3(02) 1 (00)
Primary amykidosis 75 (25) 125 [2.9) 227 000 13{173) @00 22 (293) 29 (232) O (0D 0 ()
Generalized 272 (92) 369 (86) 13 (48] 0 [0y 25092 1{03) TE (272 64 (173 1 [y LIRLITEN
amyloddosis
Primary systemic 24 [08) 27 (08) 283 O [0 5 [2008) O {00 & (2500 3111 O (0 O (00
m\l.'i-::-i'l;:x:i.':
ATTRm (broad defnition)
Any® 6 (23) 12 [24) B (11e) 000 40580 1{Lm 12 (174) 10 (9.8) 111.5) LIRLITE
Familial amykeddosis 24 [08) 39 (09 283 O [0 283 0{0m {42} 3N i () LIRLITEN

Winburn |, Ishii T, Sumikawa T, Togo K, Yasunaga H. Estimating the Prevalence of Transthyretin Amyloid Cardiomyopathy in a Large In-Hospital Database in Japan. Cardiol Ther. 2019
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ORIGINAL RESEARCH

Treatment Sequencing in Patients with Anaplastic
Lymphoma Kinase-Positive Non-Small Cell Lung
Cancer in Japan: A Real-World Observational Study

Yasushi Goto - Nobuyuki Yamamoto - Elizabeth T. Masters -

Hironori Kikkawa - Jack Mardekian -

Kanae Togo * Yuichiro Ohe

Robin Wiltshire -

Table 3 Treatment following the last ALK TKI discontinuation

Treatment Overall (m = 104) 1 ALK TKI (n = 70) 2 ALK TKIs (# = 27) 3 ALK TKIs (2 = 7)

Chemotherapy, 7 (%) 48 (46.2) 32 (45.7) 12 (44.4) 4 (57.1)
Pemetrexed 25 (24.0) 18 (25.7) 6(22.2) 1(14.3)
Carboplatin 17 (16.4) 12 (17.1) 2(7.4) 3 (42.9)
Cisplatin 13 (12.5) 10 (14.3) 3 (11.1) 0 (0)
Docetaxel 10 (9.6) 4(5.7) 5 (18.5) 1 (14.3)
Paclitaxel 5 (4.8) 3 (4.3) 0 (0) 2 (28.6)
Irinotecan 2 (1.9) 2(2.9) 0 (0) 0 (0)
Cytarabine 1 (1.0) 1 (1.4) 0 (0) 0 (0)
Etoposide 1(1.0) 1(1.4) 0 (0) 0 (0)
Methotrexate 1(1.0) 1(1.4) 0 (0) 0 (0)

Other, # (%)*
Nivolumab 6 (5.8) 4(5.7) 2(7.4) 0 (0)

Patients on therapy, %

Mumber of patients at sk

Crizolini ank?

2ar 3 ALK TKlz with
arizotinib as 19 ALK TEI

Crizotindy duration®

E([ZKB)TILT—ILRT—HM;ER R ERE

Median DOT,
Patients, n months (95% CI)
Crizotiniky only? a1 11.8 (3.2, NE)
100 S 2 ar 3 ALK TKls with
crizotinib as 19 ALK 108 47.2 (368.0, NE)
TKI
B0 - Crizotinib duration® 106 24.0 (14.0, NE)
60 —
40 } T
= Crizotinib only*
20 — 2 or 3 ALK TKls with crizotinib as 15" ALK TKI
= Crizotinib duration®
+ Censored
0 T T T r : ' : - .
0 [i] 12 18 24 30 36 42 48 54
Months
L3 28 20 15 12 9 B 4 1 i
105 &8 83 62 46 1] 25 17 10 4
108 57 28 19 15 [ 3 2 1 1

Goto Y, Yamamoto N, Masters ET, et al. Treatment Sequencing in Patients with Anaplastic Lymphoma Kinase-Positive Non-Small Cell Lung Cancer in Japan: A Real-World Observational Study. Adv Ther.2020.

@ Pfizer



A

L4
‘).:

B E R

~
0

2

4

Pain Ther
hitps:/doi.org/10.1007/540122-020-00233-w

EXICEDITILT—ILET—2DFER:

Table 5 Health resource utlization due to renal events

Table 3 Muldvariate model analysis with covarares for
the renal event

Covariates Risk ratio (95% P value

CI)

ORIGINAL RESEARCH

Burden of Renal Events Associated with Nonsteroidal
Anti-inflammatory Drugs in Patients

with Osteoarthritis and Chronic Low Back Pain:

A Retrospective Database Study

Takayuki Katsuno - Kanae Togo (@ - Nozomi Ebata - Koichi Fujii -

Naohiro Yonemoto - Lucy Abraham - Shogo Kikuchi

Criteria Cost ($)

N Median (Q1-Q3)

Patients without renal disease at baseline who developed

renal event

Cost due to 60

drug treatment

27.90 (6.80-65.50)

for 1 year
Total cost of 9  1779.40 (1081.60-2857.00)
hospitalization
due to renal
events
Patients with renal disease at baseline who underwent
dialysis after treatment with NSAIDs
Dialysis for the 44 2347.30 (1665.40-2657.60)

first month

Dialysis for 26 33,018.40 (23,124.50-35,485.60)

1 year

@ P zer Katsuno T, Togo K, Ebata N, et al. Burden of Renal Events Associated with Nonsteroidal Anti-inflammatory Drugs in
Patients with Osteoarthritis and Chronic Low Back Pain: A Retrospective Database Study. Pain Ther. 2021

Age, years vs. 18 o = 30 years

0 < 40 103 (059-180) 09249
4 o = 50 208 (126-3.42) 00041
50 o = 60 296 (181-483) = 0.0001
&l = 70 410 (249-674) = 0.0001
0w =80 6.88 (391-1209) = 0.0001

Gender, male vs. female 1.88 (1.62-218) = 0.0001

Bascline GI 0.92 (0.64-1.32) 0.6576
Baseline CV L6 (1.15-1.87) 00022
Baseline hypertension 1.63 (126-2.10) 0.0002

Baseline diaberes mellius 197 (153-2.55) = 0.0001
Duradon of crearment, years vs < 1 year

>lw =3 1.32 (1.12-154) 0.0007
=3mw =5 1.38 (1.04-1.84) 0.0254
=5 1.19 (0.70-2.01) 0.5298

Consistent use of 1.24 (099-1.55) 0.0595

NSAIDs, percentage of
supply days = 70%
vs. < 70%
Method of adminisrration compared w oral
Parch 0.97 (0.64-1.46) 0.8650
Ocher® 0,99 (075-1.30) 0.9321

Combinarion use 0.88 (076-1.02) 0.0963
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Fukui ef ol BMC Muscwloskeletol Disorders  (2022) 23:1065
hrtpsfdoi.ong/10.1 18641 2861 -072-05654-x

Physician and patient perceptions of surgical =
procedures for osteoarthritis of the knee
in the United States, Europe, and Japan: results

of a real-world study

N Fukui’, PG Conaghar?, K Togo?, N Ebata?, L Abraham?, | Jacksan®, M Berny®, IC Cappelleri® and H Pandit’

)7 ILT—ILET—3DER:
HRR

BMC Musculoskeletal
Disorders

o

Proportion of patients (%)

70

MJapan BWUS mEUS

49
39
36
13
i I ’ :
1 1 1 1
0
| — e [ .—

Unwilling to have | feel well and do | am afraid of | cannot afford  1am not sure it will  Fear of surgical
risks/complications

&0
B0

50

56
50
41
40
35

10 28
20
10

0

surgery not need surgery surgery surgery help

Fig. 1 Reasons for patients not agreeing to undergo surgery

é Pfizer

Table 4 Regression data -willingness to have surgery (yes/no)

Fukui N, Conaghan PG, Togo K, et al. Physician and patient perceptions of surgical procedures for osteoarthritis of the knee in the United States, Europe, and Japan: results of a
real-world study. BMC Musculoskelet Disord. 2022;23(1):1065.

Predictor Relative LowerCl UpperCl p-value
risk ratio

Reglion

EUR® 1

us 0.04 0.00 1.24 0.066

Japan 0.00 0.00 1.27 0.056
Age 099 096 1.01 0.268
Gender

Fermnale? 1

Male 0.68 045 1.02 0.065
BMI 1.01 097 1.06 0612
Symptoms

No anxiety/depression? 1

Anxiety/depression 0.69 042 1.13 0.143
Employment

Working (full time & part 1
time)?

Retired 1.09 0.58 205 0.7594

Other 0.80 0.38 1.65 054
Disease severity

Mild? 1

Moderate 164 0.96 280 007

Severe 471 242 917 <0.001
Patlent satisfaction with medication

Very satisfied?® 1

Somewhat satisfied 140 073 271 0311

Neither satisfied nor dis- 1.75 0.84 362 0.134
satisfied

Very/Somewhat dissatis- 213 0.94 4.82 0.07
fied
? Reference case
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Comparative Effectiveness Research & 14D LLERFFZE

e ClaimsT—3R—XZFFIRAL=EFXE D EH

- EFIREHDEMEI(NVAF) BEIZHEITS. EEFSUKER/FRABEOHERZE (NOAC) EDILITFI D LLE
»Lip GYH, et al. Stroke. 2018.
PTOMAL RZERFIEESEERERETTOHM. ICD-CMTER

> T —A3')—X: Medicare, Truven MarketScan, IMS PharMetrics Plus, Optum Clinformatics Data Mart, Humana
Research

o LETHMIRHEINDIEFEELNEL BENMITONDKRE. REE-BETHNSTIMLASMER

e EHRT—AR—X&EFIRALI=FEH

« KEDFEEEFIZE TS, NIRRT+ bRy —)L & LRy —)LEE|D LLER
» A. DeMichele, et al. Breast Cancer Res. 2021.
>T IO L EFAR S IVEEEAFHME BEFEHROFEEILT 2o
»F—4*)—X :Flatiron Health EHR database

« DERICEEINDST VML I BER/NGHE. RREEEZEEEDILY

EHR: Electronic Health Record

@ Pﬁzer
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Health and Technology

https://doi.org/10.1007/512553-023-00739-1 % 1 9 E D I A E *E% 2 02 2

ORIGINAL PAPER

T IR T RBADERK
~Moving Creativity and Innovation Forward
in “New Normal"~

Real-world treatment response in Japanese patients with cancer using

unstructured data from electronic health records LS-22 608 12:45-14:00
RERERERECEICITIVI=ILET—2TH
HTESD
Adv Ther @
. Check far
hitps://doi.org/10.1007/512325-022-02397-7 updates A Nl Ravisw 2. Natural Language 3. Al Models
ORIGINAL RESEARCH Processing
. &S E s S
Developing Artificial Intelligence Models ﬂ'*") =
for Extra.cting Oncologic Outcomes from Japanese \
Electronic Health Records ! IPndti'WdtuEl : Key Terms Pre-training, Training
atient Lis |
from EMR ‘: ] g
Kenji Araki - Nobuhiro Matsumoto @ - Kanae Togo @ - o \/
Naohiro Yonemoto @@ - Emiko Ohki - Linghua Xu @ - w /
Yoshiyuki Hasegawa (& - Daisuke Satoh - Ryota Takemoto & - — (O) Q
S Outcomes &
Taiga Miyazaki v=| KeySentences Accuracy Prediction

DIA
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JTZILT—ILET—3DFH =GR Y A (2)

RedustizriShrnk S0 (B0%} First line treatment e ;a“‘j_ents#”:”:;'g’ ‘”"‘::fd(ggf;?m (26218)
eqian N .G montns y B
Trend { )
1R 3150%) + Patients (BERT model predicted data)
100% i . LN -
Dioing samething 25 (36%) Median TTP: 14.9manths (95%CI, 11.5-21.1)
CT ooee— 15 (26%)
Lung fehd  n— 15 {2500 75% 1
Moo E— 17 (24%) £
:E
Effect n— 17 {24%) 4
a 50% 1-
Ches! I 15 (22%) ]
B
CHF — 15 (225 @
Remarkable change IE— 15 (7 1%) 25%
Exist — 15 (21%)
Primary lzsicn DE— 14 (159%)
D%O 6 12 18 24 30 36
Medical iregimen! I 135 (15% . .
(167} Time to progression (months)
Improvement  EE— 13 1E%) Number at risk
Right 12{17%
ioht — 12 (17%) Manually curated data 713 264 125 73 22 8 0
a o 40 L]
Frequency, n BERT model predicted data 713 260 124 73 22 8 0
d
100%
B0 RedustizrShink
B0 \
TO% Macheal -
= a0 Exigt —. xh‘ea:mam: Trand
= - .
v Eifec] &
= EOM bal -
. ng something ., Lung fiekd
:ﬁ 4% a ©T ™ "
: = Conalidar
kel 1Y M . e ® 5 [
—&
0 Remarkghle A )
10% sl
e changs Irprsement  — Primary ksian

P 0% 20% 3% 40% S0% B0% TO% 80% 0% 100%
Specificity

P Araki K, Matsumoto N, Togo K, et al. Real-world treatment response in Japanese patients with cancer using unstructured data from electronic health records. Health and Technology 2023.
zer Araki K, Matsumoto N, Togo K, et al. Developing Artificial Intelligence Models for Extracting Oncologic Outcomes from Japanese Electronic Health Records [published online ahead of print, 2022 Dec 22]. Adv Ther. 2022. Confidential 17
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Advantage Limitation
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Real World EvidenceZ 3 &1E

« RETRACTED: Hydroxychloroquine or chloroquine with or without a macrolide for treatment of
COVID-19: a multinational registry analysis. LANCET. 2020 May 22.

» Retraction: Cardiovascular Disease, Drug Therapy, and Mortality in Covid-19. New England
Journal of Medicine. 2020 Jun 25.

« ARITERAL-. BRHNGSTHENDEDLT —IN—AD EFEMELNFHEZE TEG M o1,

2019.04.26
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eSource NAT)yRE

S B B

RWD b ER

Ef PR & BR
B BERIREAER GIREER (X SERFEERD Pragmatic trial
WMEZILLET —EDT—4 Hybrid control

R DB, B, NRRE T AR —X
DBV S TOBANHEIND

e Pfizer
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LR M) DEGEHEBICHIA SN

RIVY R T #EISHEK D EER
« THER2 IZ1EDEEEIICMA T, BAALEREARICIEEL: HER2 Gt 0GBV ReaE1T- B
D#ERG - EmE | D& A AR (20224F)
o BEF/\W/7r—U TSCRUM-JapanL D AN (FR&IxIIGL AR 8) 25l E R &L THFIA
»SCRUM-Japan: B NAMELI—REEETIDELIE-EENAYT /LARY)—=05 Tk, BRH
ABEISEEF/ARIVBREDLYFIRNAA T —%12 1
o EEIEEREREDIERLLEIXTER

»SCRUM-JapanhoiiE SN, KADERICKYRIENGEONT- 6 i, RRERENRDFFEMNAIGETH-T1-
5 HlDEEKXONZo1-(BEREELY)

https://www.pmda.go.jp/drugs/2022/P20220323001/450045000_22500AMX01001_A100_1.pdf

é Pﬁzer


https://www.pmda.go.jp/drugs/2022/P20220323001/450045000_22500AMX01001_A100_1.pdf

FDAMEGIREAER - 4V St FEDRWEZ AR EL=E 4 (B S B ARIT&ER)

FDALYfEHSN-MEROH (BARRZEIRXRH ORI EKY)

o JARILEIUHEHETETEENSHEMERBAIZIRHIN G, ST

o EI-BRNEEHNHBRB TREILEGHTUV:

o SN DFHEIHERMBE TELG>TLV:

« £AFHR®Index Date V@ Y)IZERE SN7EM o= (Immortal Time Bias)

o FHEREID LI AN BREINTULNVGEN oz, EBELGR KA FITRBI N H 1=
« BRICETHSRDEDAREEMNH ST

s ETIFREIMBCETLEVEFLHoT-

FEBIE AN DI Mot

*AHFBRAR.BBS. UTILT—ILR T O RZBREFAICETH5H KXOBEERBEFMAEN. LF¥ 158 —H A IO RFERES. 2021, 11(1):27-41.
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FDA NEFBRICEET ARSTRAA AR

Considerations for the Design and Conduct of Externally Controlled Trials for Drug and Biological Products
Guidance for Industry, Draft Guidance (February 2023)

o EFIOEME -TEMEFMT SRR T, BERERRARLUNDT—IENEBHAEBET HIEED ., RETH A0
HICET 2B EREZRT
>N T —EANEELRILDT—ADGEE (EitShf-T—2 (I RMN)
> NET—20H thDEGREHER. LX) BFRET—2(EHR) . ERRIRERT—42
o« THAUIZDINT
> INAT R, A& CRITE - RBIFE) ITT 2B EHIE
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