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1. Firstin Human study i@ # ~ #icAa % > p 9

(A) 30

(B) 100

(C) 300

(D) 1000

2. TR F1E § W EE S SEE O ARR ?

(A) 5 IOH A

(B) ¥ Hif ¥ ¥z & o

©) % mEK

(D) re %A

3. R EHENMBAERLE T e >R EEREF ?
(A) 18

(B) 15 %

(C)1 £

(D) W42

4, o] S2FEFEIVRB ELE T GFR Bk 3 ?

(A) K
(B) 4124523

(C) 1415351

(D) # % fe PR — 4k

5. P IMEHNGIRABRE > TAHL ERF KSR T
(A) 374 2H 2455 £ 5 5 3mL

(B) ATA 2L FEBTRAFHRY LFEe £ 5 9mL

(C) # 5 EMA #f

(D) © b A

T
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(C)

(C)

(C)

(C)

(D)

(B)
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6. T Fin ¥ i E REHH] DE SH BT Gk ?

(A) PREA

7./ QERFRFALIVEFEIE?

(A) Defining of the first dose in children
(B) Determining of the right dose and dosing regimen

(C) [

8. | VIEEFEFINERELE ?
(A) Children can be more vulnerable to the effects of a drug than people in older age groups
(B) Children are also not able to consent for themselves, while many parents are reluctant to

risk having their children randomized to treatment assignment

(C) m by &

9. T 54 ¥ i A3 (Extrapolation) s A K iR ?

(A) Adult indication for (similar) pediatric indication

(B) Real World Evidence or historical controls (external data)

(C) by &

10.-] 2 & & B > ¥ i § 7 784 ¢k §&(Extrapolation) ?

(A) Full Extrapolation

(B) Partial Extrapolation

(C) No Extrapolation

(D) r b ¥ i

11, EAFioh ASWhFRY EmAToh A2 FL R Bfdd E30e 0
% & 44 7 " % 38% (Shedding study) £z 24 4 & # &5 (Biodistribution study) > @ #& /f 34
AR ESH d B .

(A) &7 (B) 4%



(B)

(A)

(A)

(A)

(B)

(A)

(B)

(B)

(B)

(B)
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12 AR ASLFE2 FAFE L ARG I 2 5 3000 F LA XK A KT
b o Fptom TG A& sk 17 % (dose-response effect) o
(A) &7z (B) 4%
13. A Flipfy A & TRk % 7 i & R (immunogenicity) ;=& - %t ¥ (vector) . %
HEAAFIASF DLAF BRFEY G -
(A) & 5% (B) &
14, AFinkh A SBART & A SF MG 2 By £ 0 RA|E Boocid@sk amik 3
HanEE HRBR 2EaER R /\ljztﬂf i E) 1{%& VI A SR AR g sl e
(A) & Fz (B) &%
15, 4 A FlsRk A S B LR RE G Bk EE # % & FlhEH#(gene
editing technology) ~ #_F &% >t ap gl ¢t (ex vivo) i3 4F m " ~ A 2tiek R A7 € H H 4
B~ AF 5 4o N (integrated) & F1 A 7 0 00 2 EE F a AUE R (2 (latency) & £ i
(reactivation) % ;=5 % % > R E B L P HPERZEFF -
(A) & (B) &%
16. @ * ERE REIp i TR KR 2 EAEHI LT PP AL AFDEFE R E -
(A) &7z (B) 4%
17 57 Frdicdhp Cdp W AR R o A R ER AP M 2 ok p YRR B R B AR T T T

4

25 flchh B RIRT 3R B EE - A FGLHTHE BREETELE -
FRNAKEAL 2 kI

(A) = 7 (B) 4

18. Electronic healthcare record (EHR)#& & cnft b2 5 S 42 3R ©

() 2 (B) 43

19. PR RFUAFOSKHES > FF UEBEF L ARG RET

(A) = 7 (B) 4

20, B EE P PHAEG B KRR BT B G s 1 A
Sk HF G 2T AL ABE R RPN o

(A) & f2 (B) 43

(A) & F (B) 4%



(B)

(A)

(B)

(B)

(D)

(B)

(B)
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22, *h3IN¥EPR e Bchp © £ 546 matching & o /7&? AR TR A FL TR SRR T IR E
(A) &7z (B) 4%
23, WHEEZFE REcip2 PR PRAINE B ARERRPR - FF 727 LF
o 3 F LT T F F (protocol)#r suzt 4 13- (statistical analysis plan) e
(A) & 5% (B) &
24. 473 hE R R fchp i A 2§ ondnEdy
(A) & 5% (B) &
25. T FIETE R A R WL A Y kit R SRR T
(A) ¥ 12 & = pE |4 (prospective) e v j# |4 (retrospective) 3
(B) EREAFY P AL EE OF R Ap B icdy
C) ZFERAFLT EFE* Mg R
(D) #Ap7 d G chicdh B¢ BT
26029 AEHRATFT T IFLZRAL RREY L
(A) %+ R #cdfoag * 2 (fit for use)
(B) # % &3 i
C) P ahg R
(D) red g A
27.7 7R drik 2L B F 2 f didp kR
(A) 23R FaFRE
(B) @ AREs ~ HRTRF R
(C) 7 X% A2 iy
(D) % * & 7z (patient registry) { &
28.78 % /& #ic(propensity score) + 38 4 F_d oRAH 32 x B A kg0
(A) 4F i §F (multiple regression)
(B) @gExrri iF (logistic regression)
(C) %35t 4F (polynomial regression)

(D) Cox regression



N0 EZRFEREBRRTVRE IPEREY
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(B) 29. i & #ic(propensity score) & s * X iz ¥ (matched) ™ 3 & 347
(A) &7z (B) 4%
(A) 30. @ » & #ic(propensity score) ¥ iv * kT fFE gk e W F 2V R E F 4 T F
(measurable confoundings)?
(A) & 5% (B) &
(A) 31 - BREBHRATL K, 7- e L Beahig * 227 0 F| the
population average treatment effect (ATE)?
(A) 4cig (weighting)
(B) pe¥t (matching)
(C) # & (stratification)
(C) 32, wB— fh4e i 27 M| F SRR DE 2T 7
(A) IPTW
(B) Matching weights
(C) Overlap weights



