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(O) 1. % Z:Rl(monitoring)p¥ » & GCP R T 7 & STk fsk? “Tedr B & & &4
(CRF,case report form)snffd » & 354 3 4?*"@‘ =5 Zp A = (monitor) ¥ 12 u;:h; site
monitoring plan # # +% ¥+ (SDV= source data clarlflcatlon)?? Fepp g 2 F & &
ki

(X) 20 XA IR wiphE%REEERLF A LFEKRA47 AR € 3k (site initiation
visit)ig {7 2 % > je e 5B EFKRE LR B2 ER LI L §RIM)
A B P BEPl il % %4 SIVEEZ * 44 € 3% > monitor 3 SC £ 2%
Pl & £r% o

(X) 3. #FHMEpEd e A > #% 3 45 4 & £ monitor | Site #8472 § 52 #7+ SC 4
- X @ ALF > ¥ % monitor s CRA 5 7 & e B Wl ER R é‘b R PIGZES
FEEILET - Az SC i h ~ 4 PK~ o iaZ e 4 ~ % -

(X) 4. Monitor=»Who should provide the IRB/IEC all documents subject to review.

(O) 5 3% ICHGCP p %% ¥ & % on-site monitoring 2 centralized monitoring = &
(X) 6 Wh#d%Rm &l AR LRFFARITIRY -

(X) 7. OnceaCV has been updated, it is acceptable to remove the older version from the ISF,

True or False?
(O) 8. The monitor is responsible for ensuring that the investigator and the investigator's staff
are adequately informed about the trial?

> EBE(FH354)

(B) 1. T H L ICH GCPE6 R2 # 1 ALOCA+C?
(A). Attributable (¥ ﬁrz ¥] £17)
(B). Legal (i# =)
(C). Original (& 45 1)
(D). Complete (% % )

(B) L EREARY PRRESE TR
(A)BZHPFREHRGF- 7
(B).i#5e B dpwv ~ ipie ) P 2 5% 12
(©). & p»%—xmﬂéﬂ
(D).ix 5 & 31

(C) 3 2 i g ¥MP L2 oAk FHiEFY ki
AP ET 7R —‘F“,’ £F% E?
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(D)

(B)

(C)

(D)

(D)

(D)
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B) *HFRLE ¢
(C) red g &
(o) EE
4 TRk ok A R P HARE K &K NE SRR A M RO
(A) sk # 4
(B) # 1 Bk
(C) ErlA
(D) # - = %grqppk 3% * A
5 Tl F AT RIREIRAERAPM T %A M A P H?
(A) *HFHLA €
(B) #m it
(C) mgdi/ese
@)E%ﬁ
P R RS 2 E ORI R?
(A) ek O F A
(B) & rlA
(C) #%4 =
(D) * 4k% L R ¢
7. B3 EILER & 4ofe B § F5% £ Rl(Monitoring) ?
(A) 2 CRA i} § &L
(B) F&inE |3 2 i 5o Pl 2 jp B ¥ = o
(C) #u ﬁi’“%?? [ERE Fé—*‘PEv %3 (ICF) ~ %/ﬁ ;};«j A *Brﬁgﬁi‘"&rﬁ PN

F o 2474 (lab

report) ~ % % % 4+ (Drug Accountability) ~ 3% 1 4F A % %4 (ISF) ~ B %2 2

(CRF) #B BE %

(D) re by &

8. Who appoints the monitor?

(A) Sponsor

(B) Monitor

(C) Investigator

(D) IRB/IEC

9. TP AT UE RFPEEE 2
(A)ise ¥ F7

(B)iksk v

(CyF § i
(D)L 3o B4~ ERS R -
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(D) 10. ERISFL L TORER LA & F 9
(AIMV z_ p #p ~ 3= 8L
(B)& Rl # 4%
(C)FBkLIFA ~ e L 3FA T 7 HIDEF
(D) 3 (s 4 )
(D) 11 k@5 & RI(monitoring)snp 1> T Fi i 5 2E 7
(AVFiz (5% 38 2 1% A
BFE iR By B2 ¥ U RbeFTH B2
CreFiEsF e a2 E T HARA
(D)r i&%ﬁ FRBiE L 5 2 4R
(D) 12, % Zpl(monitoring) 3 A7 B £ 4 3 BB T E A - GCP R 2 4p
& HLAL F 2 Jze 0 monitor iZ4cie TR ?
(A) £ 2R pEFEL T
(B) FErHLLE T
(C) i BXR 7 I
(D) ##HESEATRAFRFNS 77 F-18 LT TRIF BRFRL Y2 &
Fo BET ARG N FRRFRLIAERNTE LB BREHRAFAEELT P ERERY
FERETEARAAER SRR A TR R ELE LS
Pl RRERBAL R IEVRES
(C) 13. Why do sponsors conduct monitoring visits?
(1) Required by law (2) Try to find new investigators (3) Check on the use of grant
money (4) Ensure that subject’s rights are protect
(A)1land 2
(B)1,2and 3
(C)land 4
(D) All of the above
(B) 14. After the end of the study where should the completed Subject Identification Code
List be filed?
(A) The Sponsor file only
(B) The site file only
(C) Both the sponsor and investigator files
(D) It should be destroyed
(D) 15. In ICH GCP which of the following is listed under monitor's responsibilities?
(A) Verifying that the investigator is enrolling only eligible subjects



(B)

(D)

(C)

(B)

(D)
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(B) Verifying that written informed consent was obtained

(C) Reporting the subject recruitment rate

(D) All of above

16. ICH GCP states that there is in general a need for on-site monitoring. When does it
state there is generally this need?

(A) At least once during the trial

(B) Before, during and after the trial

(C) After at least one subject has entered the trial

(D) It does not state when

17. 1T wR— 38 % §_ICHGCP Z_% ™ » & Blehi &

(A) To verify that the rights and well-being of human subjects are protected.

(B) To verify that the reported trial data are accurate, complete, and verifiable from
source documents.

(C) To verify that the conduct of the trial is in compliance with the currently approved
protocol/amendment(s), with GCP, and with the applicable regulatory
requirement(s).

(D) To evaluate the safety and efficacy of the investigational product

18. 1 T wR— 18 % J§> source document?

(A) T3 R

(B) ~ & BlAE AR

(C) MApfe 4erenICF § ¢+ F

(D) ¢ 7z i#% 453 F M AElog

19. fo 5§ &5 ¥ &y 3 7R non-compliance issue?

(A) SDV

(B) SDR

20. F AT BAIRR B ok AZ 351 % % hosourcedocument £ B oo A H R g 3R
,‘Eéﬁ%ﬁ Ko LA B E T R— I8 R P?

(A) Legible

(B) Original.

(C) Contemporaneous

(D) Attributable



