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QUAMAIY M7= Ctadt Sha ATt of st 9 A 7|2 E597, 271 ST (Market Access)E
SHE st= 0|4 S| ap™lL|Ct,

1.1 PICOT & FINER Z2{| 2! 2|3 AN

QA AMEZ Hets| Holsty| flsh ofe & ZYUKAIE 7|HS 2 J| =2l gLt

P (Population): Cli 2} 2tXt= (Re, E7], A, HIO|0IH &

o x
I (Intervention): A| /X E2H (R0 22 MY, £ 8%, 8H, 8509

C (Comparator): cH = (21 <F Placebo, #ZEX| 2 X| Standard of Care, X =, 2 LX)

O (Outcome): 7t = (Primary / Secondary / Exploratory Endpoints)

T (Timeframe): & 3 2t& = 7|7t (Treatment & Follow-up Period)

FINERZAZS o3

- Feasible (% 7t54): Xt =&, of & 7|t et J|&X 28 754
- Interesting (2 0|4): At 3 oJ5tA o] AN EE

- Novel (S¥4): 7| & A+ HH| S&H 7|™ E£= X = O™ Al

- Ethical (22]4): Helsmk MASIGCPYI|ZE |24 &5

- Relevant (& M): gk Ak X| &l(Clinical Practice Guidelines) ZH &0l 7| 7t of
(=]
=]

1.2 TPP (Target Product Profile) 7|t S A M7 A A 2=

[ Target Product Profile ( ) 1]
| -- Target Indication ( )
|-- Efficacy Profile ( )

|-- Safety Profile ( )

|-— Dosing & Administration ( )
|
v

[ Clinical Development Plan (CDP) ]
|
v
[ Target Endpoint Estimands  (ICH E9(R1)) 1]
|
v
[ (Superiority / Non-inferiority / Equivalence) ]
|
v
[ Phase Protocol ]



48 Phase 1 (1%} Phase 2 (24h Phase 3 (34 Phase 4 (4%}

F =N oHH A, LHeF Y, IHNEABSB(PoC), 2] HBZXM a4 A= AME o
PK/PD, MTD, NakygH My | AdMMH AS 0IE1(RWD) “"
RP2D At=

CH & X} HLst 4ol Zet stx} Aot 2kxt AA| AT = 2EX}
(20~80%) (50~300%) (300~3,000+%H) (1,000+&)

CIxpol Cta, Open-label, FXHiH, 1<t/ F2He{ufd, CH| 2HEA,
Dose Escalation EZESFCHZE, 0|5 2L SEH 0|EZYW  Registry,

8 Endpoint

DLT, MTD, Craz.

% 2

ORR, PFS, H0[ 2

OS, Hard

Pragmatic Trial
AE 2 E, RWE,

AUC, t1)9 Ot Hat, Endpoints, QoL,  Health
Dose-Response  F8 A& AL Economics
43 71&E HY A EHel SANQZ R0 11X HIIHS & XY ZzOiY
SEHG A EY dtasAIZE AFRALEYH IR L FHE Y
LIPS =] (p < 0.05) 5
2 74 EHYE(Phase 1~4) ALH| QA H2t

3 YUAMAIEAE M(Protocol) 4 M| =M M Z

3.1

AF OIRES

& =X} (ICH M11 2 X)

1. Title Page & Administrative Structure

©C Ww ® N o U M W N

N O
A W N -

Study Design

Statistical Considerations

. References & Appendices

Synopsis & Schedule of Activities (SoA)
Background & Scientific Rationale

Objectives, Endpoints, and Estimands

Study Population (Inclusion/Exclusion Criteria)
Treatments and Concomitant Medications

Discontinuation and Withdrawal Criteria

. Quality Control and Quality Assurance
. Ethical and Regulatory Considerations

. Data Handling and Record Keeping

Study Assessments and Procedures (Efficacy, Safety, PK/PD)



3.2 Sy MM Y oA IED
[EZ2l 1] Primary Objective & Endpoint 2| 23

Primary Objective:

"2 AT F X2 [HO0| Y HI A M EH ] Aol M [A R eF AJt [EEX| 2 X B] £0{ A2
[FXI8 MZ7|ZHProgression-Free Survival, PFS)]S H| 1 6t0] [A| Y A2 REME HE

St= A 0|k

Primary Endpoint:
"RXQIHNE Al B E| RECIST V1.1 7| 0| W2t 2 =2 FAt A A} 9|21 3|(BICR)7H T 8
X x| HE THPD) L= B E HRALZ Qo AMY 5 HA st A|-MX| 2 71 ZHOH E

—

[EIZ2] 2] MA 9 M| 2] 7| = (Inclusion / Exclusion Criteria) ZHA kAl
7

¥

Inclusion Criteria)]

S| M 2td GAl ZH19M O] el & = o T AL
A

1 I o

2. ZHStN E= MES MO Z SR E A MMM = MO|M H| A M Zm| et 2kX},

3. ECOG Performance StatusZt 0 EE= 191 2K},

4. XA StLtol £X 758 HEH(Measurable Lesion)2 E ¢t Xt (RECIST v1.1 7| &).
5 |

kS| 71 &):

I 78 EQSHAH(A32d M 142 o[ &
CH 47 £(ANC) > 1,500/ uL

- @AM 2(Platelet) > 100,000/ L

- "X 3Y 0FE|Hl < 1.5 x ULN EE= CrCl > 50 mL/min
- & "lg|2d(Total Bilirubin) < 1.5 x ULN

- AST/ALT < 2.5 x ULN (2t HO|7} = B2 < 5.0 x ULN)

[} rst

I3

f

[HI2] 7| = (Exclusion Criteria)]

1. d7etE RO Al H 43 O[LHof et ot st ¥, WA K= = Ef LA HE o

2g Sojge X,

MZAA(CNS) &M Mo| 7t = XL,
|'d ™ 67HE o|Lf M2ZM, SE M MEF(NYHA Class III/IV) H= 0| U= A,

—
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[ Clinical Trial Design Selection ]

e et e e e e e +
L/ ] L/ ]
| |
[ Crossover Design ] [ Parallel Design ]
| |
e e e + e et
[ Washout ] L 7/ ] [ /] L /]
| | |
( ) (Factorial Design) (Adaptive Design) (Master Protocol)

4



A7 (Crossover Design): S 2tX7t &X X O 2 AX|E — Washout — BXIEE A S
A 7| Zh2 o= Bt TI(ty 9)2l £ A SHE~7H O] & M Ha,

- OfAE TEEZ (Master Protocols): HtA 2l QI ANHCHS Zlgt T HHO|2017H), H E He{ AT

y 83—
2 Zeh S HH0|20H7), EHE (K& YO0 EL = =),

5 EAA™ M| Estimand T3 9 ME AlO| X A=
5.1 ICH E9(R1) Estimand 3|3
1. Treatment: H| WSt 1X} 6l= X2 YL CHE=Z
Population: 7} A& Ci&0| &| = St &

2.

3. Variable (Endpoint): Z85t 10X} ot= 2HE X[ E
4. Intercurrent Events (IE): %2 STt X X2 B 5 HIIE Yslist= At
5.

5.2 7189 EF7 % +4
1. A 714 (Superiority)
Hy:pr—pc <0 vs Hy:pr—pc>0
2. HE S 714 (Non-inferiority)

Ho:pr—pc<—06 VS Hy:pur—pc>—0

H():‘,U,T—MC‘Z(S VS H1:’/LT—,u0’<5

CHEXN MUE ALO| = 415 4
24 H4~ (Continuous Outcome - Two Sample t-test, Superiority)

2. (Za/Q + 25)2 o2
AQ

n =

Z%¥ "= (Binary Outcome - Two Proportions, Superiority)

[Za/2\/ 2p(1 — p) + Zg/p1(1 — p1) + p2(1 — p2) ;

n =
(p1 — p2)?
(Eh 5= (p1 +p2)/2)
EI2tE W £ F ol s
N,
Niinal = %’ged (d : Drop-out Rate)



5.4 RIEE 8%t Sample Size #E HF 04|

# R (Two-sample t-test)

install.packages ("pwr")

library (pwr)

# : Delta = 0.5, SD = 1.2, Alpha = 0.05, Power = 0.90
delta <- 0.5

sd <- 1.2

effect_size <- delta / sd # Cohen's d

result <- pwr.t.test(d = effect_size,
sig.level = 0.05,
power = 0.90,
type = "two.sample",
alternative = "two.sided")

cat (" ( ):", ceiling(result$n), "\n")

# 15%

dropout_rate <- 0.15

final _n_per_group <- ceiling(result$n / (1 - dropout_rate))
cat (" (15% ):", final_n_per_group, "\n")

cat (" (1:1 ):", final_n_per_group * 2, "\n")

-

- getA| (Oncology): 3+3 Design, BOIN (Bayesian Optimal Interval), iRECISTH 7 M2, =R
Endpoint= ORR, PFS, OS S.

- 8| =& 9 CGT: Natural History Study (Xt At
)

&) 2 g, Single-Arm + Synthetic Control
Arm (SCA) 71, |2 15 2F LTRFU(R Y| =5 2z 24

-SFEMAA (CNS): =2 /S 20HE EHSHZ] 8 Run-in Period =&, &3t WIHXF Al A
8l(Central Rating) M £.

7 THZ|ZIND £Q Y MAL HIZAE

7.1 Common Technical Document (CTD) 5L 2 & 3=

[ Module 1: (Regional Administrative Information) ]

[ Module 2: CTD (Quality, Nonclinical, Clinical Overview) ]
[ Module 3: (CMC - Drug Substance & Drug Product) ]

[ Module 4: (Pharmacology, PK, Toxicology) ]

[ Module 5: (CSR & Protocols) ]

7.2 IRBHIE MJ H3ZAE
0O UAAE A2 M(Protocol) X! 22 Q24N
O DX S A(ICF) X MHAM

O LAAYX X2 E (Investigator’s Brochure, IB)




O IEX 28 302 (2 U, II=ERA 5)
0 @R 0| A (CV) I GCP 0|45

0 eCOA/I|EXE MEX|

8 QUMAE 2 Y EX $2| (ICH-GCP E6)

ALCOA+ 21 %] SH Al

Attributable (EX F2Hd): Gt L ME LAl 42 7t

or

Legible (5 7t54). it= 3 0|8l 7ts

Contemporaneous (SA|4): C|O|E L H A[FH0| FA| 7|5

Original (R E2M): Y2 7|2 L= T E SAtE

Accurate (B2t M): 22 QIS Sl +H A AR 7|2

9 dXiE 7{2|0f 2= 9 =L KPI

Fomm Fomm - T ittt et +
| 0~ 3 | 4 ~7 | 8 ~ 12 I 13 ~ 20 +
| [ 11 L 11 [ 1 | [ /cMO/C-Levelll

| CTA / Jr. CRA | Sr. CRA / CPM | Clinical Lead | Head of Clin Ops |
e T e e o +

[0~3EH X} Junior CRA &M KPL: TMF M A| B A& > 95%, ZLIE 2 E 0 A(IMV Report) HE =5
AU LY &AZE > 90%.

[4~7'AXH CPM &M KPI: T 2 M E Et 2} QI(FPI, DB Lock) &+ &, 0l & 0| &' E(Budget Variance)
+5% O|LH X 0.

[8~124 X} Clinical Lead 814! KPI: 22 % IND/CTAS Q! M2 5 100%, 72 H| 2 %X 3},

10 UAMAHNTAD EZE 2O FE & A4l (SOP)

10.1 [SOP-03] t™ M 22| 9! SAE/SUSAR A& H 11 EIE 3]

[ SAE (Serious Adverse Event) ]
1.
- Protocol No: ___ Site Name: ___ Subject ID: ________

2. (SAE)

- : YYYY-MM-DD HH:MM

- L] L] L] L]

3.
- : [ ] Definitely Related [ ] Unrelated
- : [ ] Expected [ ] Unexpected (SUSAR )

4 : )



10.2 [SOP-04] CAPA (M 9 of|et X X|) 5 Whys =t 2FAl

[ CAPA Plan & Action Report ]

1. : 00 , (10:00) (09:00)
2. (5 Whys)

- Why 1: ? >

- Why 2: ? >

- Why 3: ? -> CRC
3. (Corrective): Deviation Log
4. (Preventive):



	임상시험 설계 개요 및 TPP 연계 전략
	PICOT & FINER 프레임워크 상세
	TPP (Target Product Profile) 기반 역산 설계 연계 구조

	개발 단계별(Phase 1~4) 상세 임상설계 전략
	임상시험계획서(Protocol) 상세 작성 실무 및 템플릿
	권장 프로토콜 표준 목차 (ICH M11 구조)
	핵심 섹션 작성 예시 템플릿

	주요 임상시험 디자인 유형 및 구체적 선택 기준
	통계적 설계, Estimand 프레임워크 및 샘플 사이즈 산출
	ICH E9(R1) Estimand 프레임워크
	가설의 종류 및 수식
	대표적 샘플 사이즈 산출 수식
	R 코드를 활용한 Sample Size 산출 실무 예시

	질환군별 특수 임상설계 전략
	규제기관 IND 승인 및 심사 체크리스트
	Common Technical Document (CTD) 5대 모듈 구조
	IRB 제출 서류 체크리스트

	임상시험 운영 및 품질 관리 (ICH-GCP E6)
	연차별 커리어 로드맵 및 주요 KPI
	임상시험 현장 실무 표준 운영 매뉴얼 & 서식 (SOP)
	[SOP-03] 안전성 관리 및 SAE/SUSAR 신속 보고 템플릿
	[SOP-04] CAPA (시정 및 예방 조치) 5 Whys 작성 양식


