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1. &XHSEH|A|(Registry)2| ™2

WHO(1974)

NECA(2010)
EMA(2020)
FDA(2021)

AJok%](2021)

AtEo A =l

an organised system that collects data and information on a group of people defined by a particular disease or
condition, and that serves a pre-determined scientific, clinical and/or public health (policy) purpose.”

An organized system that collects clinical and other data in a standardized format for a population defined
by a particular disease, condition, or exposure.

o HXAELZTIUS.
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1)  ArEol =izl S X0 et
(pre-determined purpose)
) = Ece| Az HEE RWD, Real World Data

(group of people defined by a particular
disease, condition or exposure)

3) EE=E SE/7IES S

(standardized format, registry) OS Observationa[Study |
’
4) Rot=E ZEISHE MA| ’

(organized system that collects clinical and other data)
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2. Registry Study VS Cohort Study?

X9l Registry A+

Mot CjAMxte EE HEO SAE MEY RO = Ry = HHSEAY(DR, disease registry)

Y ISE S ASE W)

HIZ ™, 2013; 419fX, 2021
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2. Registry Study VS Cohort Study? TC : Z4Z¢010] CHAH
PC: 2tXt7} CHat

MEHMOI IS E(TC, Traditional cohort) A3 Ji H|

Traditional cohort /f’aﬁcnt:; cohort

Inclusion Healthy population Diagnosed patients

Aims Disease prevention Prognosis 1improvement

Exposure Modifiable lifestyle Healthcare services

Outcome Occur Cure, Recur, Death

Statistics Incidence Survival time

Summary index Relative risk Survival rate

Evaluation Risk factors Prognostic factors

Confounders Environmental factors Disecase severity

HZ™, 2013
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2. Registry Study VS Cohort Study?

TC: M &R S
PC:2[2fZ S o[z AMH|A
HMEHQ AZE(TC, Traditional cohort) 37 R H|
Traditional cohort /f’aﬁcnt:; cohort
Inclusion Healthy population Diagnosed patients
Aims e iSzASC_provention Prognosis improvement
Exposure Modifiable lifestyle Healthcare services
Outcome Occur Cure, Recur, Death
Statistics Incidence Survival time
Summary index Relative risk Survival rate
Evaluation Risk factors Prognostic factors
Confounders Environmental factors Disecase severity

HZ™, 2013
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2. Registry Study VS Cohort Study?

TC: 2 &l o=
PC: dE It SO
HMEHQ AZE(TC, Traditional cohort) 37 R H|
Traditional cohort /f’aﬁcnt:; cohort
Inclusion Healthy population Diagnosed patients
Aims Discase prevention Prognosis improvement
Exposure Modifiable _lifestyle Healthcare services
Outcome Occur Cure, Recur, Death
Statistics —Tncidence Survivar e
Summary index Relative risk Survival rate
Evaluation Risk factors Prognostic factors
Confounders Environmental factors Disecase severity

HZ™, 2013
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2. Registry Study VS Cohort Study?

HEXNQl BS E(TC, Traditional cohort) ¢ J&

Korea EGFR | X|AERE|! &lresenncn

SXZ REE AP
Sx 3 BAE (fMoT ISES TM OIS,
0% QIX Y S2 It £F BES ohe A7

Xt IS E(PC, Patients cohort) ¢l H|W

Traditional cohort

Patients cohort

Inclusion

Aims

Exposure
Outcome
Statistics
Summary index
Evaluation
Confounders

Healthy population
Discase prevention
Modifiable lifestyle
Occur

Incidence

Relative risk

Risk factors
Environmental factors

Diagnosed patients
Prognosis improvement
Healthcare services
Cure, Recur, Death
Survival time

Survival rate
Prognostic factors
Disecase severity

HZ™, 2013
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2. Registry Study VS Cohort Study?

MEXQI Registry H1 N Z| & Registry S EL ) H|

Disease registry Recent registry Patients cohort

Aims Calculation of statistics Epidemiology, clinical , Prognosis improvement

Statistics Incidence, Mortality, Prevalence survival, description, C* wwvival time

Follow-up Passive Passive or Active ve

Inclusion Newly diagnosed incidents Diagnosis, exposure nostic criteria

Variables Fewer, more simple Simple or detail Ky, more detail

Clinical intervention No Yes or No Les

Interesting process Diagnostic process Diagnostic & therapeutic | ~ Therapeutic process

HZ™, 2013
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' Exposures or Intervention? |

Yes |
Experimental study

Random allocation®?
|

Yes j I No
Randomized Non-randomized
Controlled trial controlled trial

| No
Dbservatipnal study
Comparison group’?

Yes [ l No
Analytical Descriptive
study study

Direction?
|

Exposure - Outcome

Exposure — Outcome

Exposure and outcome

at the same time

Cross—sectional
study

Cohort Case-control
study study
o= S (prospective) o= 228 (retrospective)

o= S8t (retrospective)

Grimes DA, 2002
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Meta-analysis and
systematic review

Randamized
controlled
trials

7F'ruapa|:tiva cohort atudy‘
Outcomes study

Case-control study

\_Cross—sectional study
Bse series

Case study

ummaries of clinical
research performed by
independent
investigators

Performance of
experimental tests of
clinical interventions

Use of hypothesis to

predict outcomes

Formulation of
hypothesis to explain
clinical implications of

the phenomenon

/ Unpublished clinical observations

Observation and
description of a clinical
phenomenon

2 28

2 28
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3. Registry= Soll Tl = A= HH9 BEF

@ ZS E(cohort) ¥

LER o HLE2
(exposure) (not exposure)
/ &wg / xasfg
Ay T bl Ty EERE
(disease develops) (disease dase pot develop) (disease develops) (disease not develops)

- ATH 9™ = (Relative Risk; RR) / 7|04 /& = (Attributable Risk;AR)
S RR=CEZEFUME/MH|-EFUME
> AR=(cEFYUME-HLEUWYE)/ 57
4 E*100
-3 HEE A HE 02
- St7HX| e Z0i[ M of2] outcome &2l IS

CCLATT

@ 2tAt-CH = (case-control) &+

LE HlE EE bl
(were exposure) (were not exposure] (were exposure) (were not expasure)
& B2 2o L3 z/aféiw
axp2 ol o
(people with the disease) {people without the disease)

-HE n#RQls 7|E22 ®AJ|(matching) 2 xS MH
(1:1,1:2, -+, 1:kE &A%, 1.5 0| &2 AM= 7t M7t 0/0]8t,

- S AL BHIHK| outcomeOil M 02| 2IE Q012 SA|
- QX H|(0dds ratio, OR) =&XI20l|M 0| Cist QX /CH =0l A
CE i =




. CCLIINN

3. RegistryS Sdl| Tldlie &= A= A9

O

=
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® RS E LY SX}-LHEZ AT (nested case-control study) | - == Avol &X-tiza IS 2uw A
¢ -IZEE FESICIIF X7 LMSHH 1 A7)0 WStR] gf2

Al = HMAS X2 MAD k=1 X
e CHAXE SollM HA>S| CHE S MBSt SX-THE2 S TA
{cohort study populaticn) - h:-s- E'E ¢ I‘éo'“kl °| blas% 'E' o ¢ 2}!%
/\.,*.J_"ja,_'-’lgf
- = i
2wy s H]ray . .
(disease develops) (disease dose nox develcp) R
A2+ Lo °
-9
lexzq| oz {
} - - —
24 i
R 2 =32
4 ) Time
FXp =3
[2ni23] s ® case —icensored @ control

A9k, 2021/ Anna L.V. Johansson, 2016
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3. RegistryE Sdll Zlde =

- AT AE AIHO TH 2 E0M HEU YA R FEGHH FEPIFER sub-cohortE
T =2 1, Xt ZRsto] A3 i HIO|HME FdE.

=~ Full-cohort2} CHH| =] = 80 £, case-cohort2td E2|&= 0|R

Select subcohort, p%
at start of follow-up ﬁ Control

-0
—_—
]
—e
Cases
’ (RN
Time
® case —icensored — subcohort II

[ . . ‘ Case-cohort data
Subcohort is not time-matched to cases.

I.e. controls can be used for many outcomes.

Full cohort

Anna L.V. Johansson, 2016 / Robert Peter Gale, 2021
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@ etXH-ASE A7 (case-cohort study)

decompression (unilateral)
«n = 1,000 patients

Cohort

= Patients with symptomatic cubital tunnel syndrome who underwent simple

R r_ . -

7l

Subcohort : Non-cohort i
*Randomly selected patients i +n =850 ;
from main cohort '
“n=150 : ;
1 v ¥
Case group 1: Case group 2: Case group 3:
Ulnar nerve symptoms Ulnar nerve symptoms Injury to ulnar nerve
in hand n = 80 at elbow n = 30 n=10
COHORT COHORT COHORT
n = 1,000 n=1,000 n=1,000
SUBCOHORT SUBCOHORT SUBCOHORT
150 150 n=150
n= =
(S
n=10
Ulnar nerve _] Ulnar nerve
symptoms &t Ulnar nerve
sympioms bo N
in hand show injury

O

=
LLE

-OiEZ S MX 74 & 03] outcomeO CH3H A8 7ts
- 7HB K€ 0|28t MU AME: Weighted Cox proportional hazards
regression model / Flexible Parametric Model &

@ Control
Subcohort (n=1434)

' Death before fungal infection

L)

e=f=

| Fungal infections cutside the subcohort (n=474) I

n
|Case-conort aata (n=1908)

i Fungal infection (n=589)

Full cohort (n=7128)

Miliana Vojvodic, 2018 / Robert Peter Gale, 2021
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References to nested case-control and

700

600
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400

300

200

100

0

in Web of Science

/

/

v

=—NCC

Case-cohort

1980 1985 1990 1995 2000 2005 2010 2015 2020

CCLATT

Cohort &2} case-control g 12| =&
AP HUHOZ NCC/tZo| HRE|YOLE,

12 NCCol HEE

| —
=

o=

U %A

H2tst Case-cohort™
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1. Registry 7R
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HX|AEZ| HA

(Registry for patients with lung cancer or pulmonary nodule suspicious for malignancy)
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Primary outcome: 54 OS(overall survival, MH| 4 Z7|zt)
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1. Registry 7R

HXIAEE| £F 712t | S5 104, FHRE(F.U) 54

HRAES AR | S0l 2AFEE HEHOI /U=
| X Z2 s FEHe SRt

C M 774 7|2
SEUYA A2 3,000 (81| S5:2,116Y)

ME e I|E

WRHATE B5 FA0|H oMol oNElE HAMO| AU BA K2 INYH £t MEYHoz
Hetg Ngwe #XE I MYIEL MeI|FL Chgw 2o
HE|E

1) BE GH0M %4H0 oYEE HZEEO s BA B2 ZEHH ks HZTHOZ HYES

1) HEI|E 2ElR s BA

2) Ap0l SelBHA| e BA
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2. Protocol & CRF(EDC) Cf|A|

Protocol - £7| 4 5l &=
SEA+TYS

AIMMH(EES2) AMBsHOF s FXHE ChEat ZCh

CIRCHAAIE MHE HL (MRS 2| F7|S(EMR) U H2Z AL WorksheetS S8 HEE 5 N HEIIE HAIE =

Mol S27|Sx|(e-CRA0| YRABICL O] T F7|SX| 0| Y= BE o g 2H2 2) ATHER M S2AM H

HE o|2r|ZEMR) U MSXEASAESX, 40 B HS/EORTC OLO-C30 (38, EORTC 3) APABEE S U JEHLEFAL (MY, L0, YWHHY, HAY, 2o}, SSY/SAMNYY)
4) HEZA A @©ISLHEEX], 4o F HE (EORTC QLQ-C30 (3 T, EORTC QLQ-LC13)

QLQ-LC13)E, HY 7|9 ZHEMEE Staging worksheet® HEE 0|0 Ch39 FXES

5) WIS AT AA ASOlE U 2D 2E
o) 2X(0] ©e = B3 BABCH T3 Paper CRFO| 72§ X2B MZ Y o-CRFO| ) AR BE AN ABoy 3 23 +8

6) HY WI|EA HA|, ECOG Performance Status & (ZESH o= MESEoz HEUS

O|EAAH +TE 2E HOIEHE e-CRFOIM 2|5t=S BiCL
TIEHEE TR s EE)

7 HIIs A B +FE
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2. Protocol & CRF(EDC) O A] SEUE OERE WRBRAWNNY 4T RL BT 2T
Protocol - 2%] a gl 1= 1) XNE(E gUXE, LA XE 5 HE $3
EHSH EE HEUNoz HIE NEYS GAXY HEE)

2) YEoE =M (=EHEH £ HEZTEoz HYS TTHE CfiRet sigE)
Follow-up Al +8&S |

3) @7EEY =3

. GFGMXe] SE 0% FiHoz T@HE XNz U YESDY O Hoy T2
APFZAIENK| HYCh,

. ATBAHO O 7|1ES Ch8D 2t
- M
S ME A HY FEY 0)F 5 UMK
- ZEEH T HESHoz HYo| o AP 3T ADYS J|Foz FMC
B, BRINON HAHO| HOE BX F HYO| ofH oz HAE X @R}
ZaEU, HAES M WM 7|7t S0 o4 JH5HO| 52 HS Ao

Hgol &XE Pe= WSSOl ?hssict
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2. Protocol & CRF(EDC) Cf|A| (=]
X}H| 7§t e-CRF(EDC) ,g -

- EMO| w2t Sorting'5|-0:| CHANRL 2|AEE Lo i:ms;xilﬂ sw-ioxﬂD 71-8040 8140140
ol

— =Lk Mever smoker  Ex-smoke]  Current smokerD

Jio

ey 2t e ord) Ygbd mgto] obd HO|M e = wEzl F2O)
Adenocarcinomald Squamous-cell carcinomald Adenosquamous carcinoma
Ha|=y7| Large-cell carcinomal] small-cell carcinomal Large-cell neuroendocrine carcinomalJ

NSCLC, NOsSO Malignant mesotheliomad Lymphoma 71efd

BronchoscopyJ InterventionJ ERUSC Mediastinoscopy

22 HA
BA pcnaBO Theracoscopy Pleural Fluid AnalysisJ
EGFR &5 ALK 240 ROST 240 PD-L1 @4(22C3 or SP263 or SP142)0
oMAAL 22c3%40 Type
P63 ) Type
sp1a2 4] TCType (- P
oparzg | T Stage [-A=i- ~|  NStzge[-M=- ~| M stage[-d=- ~ v
=ene O “small cell lung cancer?l 22 O Limited O Extensive
sz T Stage [-HE- ~| N Stzge[-HE- ~| M Stage [-H=- ~| v|
e O “Small cell lung cancer?! 22 O Limited O Extensive
2|2 Chemotherzpy  Surgen]  CCRTL)  RT aloneld
A} el HE 2278 A

wun
=}
=
[

£
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2. Protocol & CRF(EDC) 0f|A|

el S”:f“ _ g _ : _ Efel | EL _ (< F _ CER] _ 5%,:;” _ Aoy | :;5» q,;‘if | ﬂgﬂﬂ _ 2|
! l l l | l ! e

425 PPO0453 o 77 2t Adenocarcinoma T4N2M1b(IVA) T4N>;\g}n:§a|o| 20211; b 20211{”' oj2E Y= 2020;12' %il lii! o
420 PPOD458 o 63 oty Adenocarcinoma TAN3IMO(IIC) Hois 20221;0' 202;7'10' gtz 4= 202;5'”' %2'11' liié! b
346 5500250 o 52 or Adenocarcinoma TICNOMO(AZ)  T1bNOMO(AZ) 20221?;08’ 202(;7’09’ njzE e 202{;’”' ?HZ{' Iiié! §
343 5500247 o 68 o Adenccarcinoma TANOM 1a(IvA) sooe 202117;08' 202;{08' ojgt= HES 202212'10' %E‘L' Iif*é! o
335 PP00440 o 56 op Adenocarcinoma T1BNOM1c(IVB) sooe 20231'09' 202;{08' g2 e 202113'12' %il lii! q
334 PPOD430 o 66 oy Adenocarcinoma T1cN3M1c(VE) Hge 20231'09' 202&09' etz 4= 202113'12' %il Ii—‘i! “
327 PPO0437 o 78 oty Adenocarcinoma T1cN3M1a(IVA) Hyos 202108 202108 g9 4= 202111- YMI 9314

30 31 2 Al o
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21 F IDEA 57| =0l A3l

= OIM XL (Manpower) -CRCO{| 2|3t 22X 9l Data=
= { ™ XA (Money)
= 2HXIY (Management) -CRA/DMA| o5t H| A/ A QI Datat2|

=> Full Source document verification
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Proportion of Recur (1/100%)

0.6 -

0.4+

0.2 5

DLCO <80

Cumulative Incidence Functions

DLCO =80

500 1000
PFS_recur

0.00

DLCO_80

1500

Proportion of Recur (1/100%)

1.0 4

0.8

0.6 -

0.4 -

0.2 4

Current smoker

Cumulative Incidence Functions

Never smoker

Ex-smoker

smokinghx2

500
PFS_recur

O_never smoker

1000

1_ex smoker

1500

2_current smoker



gt B £ 980 M5l HIZE Bt 55 AL
Registry for patients with lung cancer or pulmonary nodule
suspicious for malignancy

g 23 E= Q0| Y5 HEE B 57 MY
Registry for patients with lung cancer or pulmonary nodule
suspicious for malignancy

CCLATT

oY B T YY) YN HEE B 55 MY
Registry for patients with lung cancer or pulmonary nodule
suspicious for malignancy

Pathology type (Etl: B)
Total: 1188%

303

EGFR mz=z#) ALK mzzgh)
(ZAF AlEs T o Aext (FA AEE A 5 ekt
Total: 842%F)

Total: 887%)
50%

255% (6%)
(29%)
u 2 A
=84 gy
ROS1 (zze)
(BA A HH B LEXL Total: 597F)
7
(1%)

500
400
300
200

100

e
%

Clinical Staging
Total: 10488

Egeo stagel stage2 stage3 stage4
o 342 124 261 444
0.5% 32.6% 11.8% 24.9% 42.4%
nY %
Surgery
Total: 1188
= Done
= Not done
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3. 29 o

[=| re) =
2t M 2AFS - a2 T8 ury
Newsletter
. I}! ?)9’5 I ?ttgr “ N ews I etter HY 9% £ Y80 Y5 HEE 47 58 HY
Lo B} ke 94Y0] oM sl HIZE A S5 AY HY A E OFA0) NS HEE BA S2 NY Registry forparienrjugsgléz;lr;g,:ra/:;:;yo’;ﬁtgmonao/nodule

Registry for patients with lung cancer or pulmonary nodule
suspicious for malignancy Registry for patients with lung cancer or pulmonary nodule
suspicious for malignancy DmEysus  0;dolublecriwE
DwmEwysans  ondsH AR e AWIE EGFR ALK
(Adenocarcinoma0ll FIEHE Xt (Adenocarcinomad] TIEHE Xt ¢

EGFR mz=g ALK mizzay
(A A@E FA H 2R (FA A3 HA| H Lt PD-L1(22C3) PD-L1(SP263) Total 651 ) Total 651 %) 439
Total: 887%) Total: 842%) (Adenocarcinoma0il ZITHE total 651% 3) (Adenocarcinoma0il ZISHE total 651 5) 2

24

939

509

255 (6%) 7% 2359
OF A
(29%) gy 42%)
sy
HER ey wolAS i 402
= meX = (88%)
ROS1
ROS1 (mz=za
(HA AR A H2EE Total: 597'F)
%
W) 78
2853 %)

(51%)
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PROBLEM SOLUTION

1) SRRSOl Qe @14k A0 1|3 1) %7172 w2BE/ AR
QMAQ|7} AE|= 22X \ =2{ (In-house monitorin

2) 22 X[ % communication® H2 S

" | 3) CRF(EDC) Completion Guideline= 7}
H0f Chet XA 85 XHM|S| LA BH= 74 T Q
BIE]




1) Of| &k X[ f

2) gt

ot

™ & communication &2 (A<, IRB)

3) SDV(Source document verification) /=
S2& Qlot Data quality management 2|
022 => Data®| 41241t =&

SDV ]

o O —_
== X3 =,



HIO[E7 =& > MH B! 7|5 =&

2) ®LEI0| 2Kt 8h= H|O|E{S MEsHA|/ w2 A 2ol

M

Q™ SA| Cp
QYO = QotH[ZE X2,
Timeline

SOLUTION

1) 27| EDC 7HE Al S= ¢t
CH& At~ S H49] coverdt==)

ZI0| A WEA| H[0|E & =tel

= A E Ot Sorting

3) HLZEl /sponsor/EA H
XIE|E F7|1H o= Ot st
BXIX] 21 & develop
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3) 2 AFAI EHSh=
K=o ARt M EHE

3) Authorship 2t&#st 7| ES At g 2lsto]
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3. Isuue & 112{ A& - PV(Pharmacovigilance) & 0|4 : AlE

[

ot

SEFINETE S

. H¥ =K Special Surveillance)
a6

C AT Fol Bz Al 2 5 7122 o AASHE 2AS AR F E
A SEOIA dojd Aue] Wy}, ¥4 A3} ojmy TAH BAYL

- O%E S Al 7 orMEy - W F7F BARE A7) sk dAse 2AGEIE F 37 A8 838
A% SO MHAAL AF JH0I=2A —_—

(Blglol ohfA)

# Alg F dojejd|o]2 AT (Database Study)

- olg AR dolgulol2 HFAF AFEE o7 HM HoE Mo ~E
o] 83t ojokFe] o] dAtelel oF AW Fo FHY W A o =y
2 T U 4RSS AV #E ERst EYsta AFe F4, &
54 2 EAY Fo B AR HE: == UL A3 W5 A
Ty ot

*olg Y dolguolx : AV Tt FHE AL FVE, ARRY

A7AR, BASEAA 7Iet 82 37 Fejol g dHolg Fol #F Fu

& AAANE A% e Y@t

2021. 11.
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