S & CCRPE Bk Bal B -wk Bk D el 7 A -HE B O
b B5CCRPT ¥ R b

P.S.Xhs199143Google Drive T 3£ L T W 2 802026 SOCRA CCRPX > 7" hitps:/drive.google.com/open?
id=1TFnqF Adu8bRryeCnl6kC2tmS4FDS4RSL

HMOANDEDIE REF2L0 8. BHORINDEHELIFINE BT T Xhs1991DSOCRAD CCRPER b
L—= 7 BRI L IORINDE—HTT. COBRZRF-> Twis. #L LWSOCRADCCRPEE ERBR I
BT BIENTEZEIEEDFEFT. DRIFEFLLEEZBEDZIENTE. NEOHES L WEES ERHT

3IENTEET.

SOCRA CCRP B ek B D H E #i P -

rEY Z

HH i B

FeEY 71

e MAFAZED L LS : COL sy a>Tlh. BRMAI—FT 4 2 —K—D R %) % ;i

L. BEERABOVMEIE L BB OO THVET. B7 o ba VO ARL . mE
HARFA4 > 2IND (BEEHEEE) IDE GEEBEATHE) 2 L OBRBIMLEDOAE %

BRCBBTZENTENET. . AV 7 x—LF-av ey FHAKPEFRESE
HEDEELMAXEOEREEN ET. COEKTIE. IRB JAREERES) ©A
Ry —2EOREBGREH» S OVELARONSE. MBEHHEROEE. AKXy 70 b
L—=v/7., 2L TREBEAEHEELS 2 EFL TR LDBRLEENET. 512 BF
RYUHBOANT, REHBCVBELIRTOY— LV EXHEORBLHFIN T, IAAL

DEREi: SOt/ a>rTld.s BERR7 YA bOAFVEFEL . BB O Rk
HAaEHEERIOWTREVET., RB7 o b o CEEREFIEOBY., BEBREOY

H, 2L THGEN 2 HRETFORBRCESAKLEM»M . COEBTE. AEEZEY7 0
Pawnrs DR EORBORE #45E. L. MET 2L /Eh v, 56,
WEREOEE, FZIRE. #FEHE. 2L CIRNTORBRIDFLEELXEOHFEH
FEinid. 36, RELHRANOETERES LD, TRXTOHABEFREELE I I 2
—r—yaveERY. BIRBEECSNT2 8T En ¢,

fEY 72

HAKT: CORBEI/ya>Tld. BERMAI—T 1 2 —X—0OAF Vv EFHEL . BIK
REFBEYCRT T 220 CBELFEHCOVWTRLE T, REBERTEROSMCSML .
NEOHROEBREOTFBHER LT VET. /-, IRB. BEBRIKEE. HH4E. 8L
clinicaltrials.gov\ D BAF TIREEDIERERB b FEn £, S5, ABEBRO7—7
A 7HWFEZODNTHLEL T,

>> CCRPEL B B <<

SOCRA CCRPHE#tzh B : Certified Clinical Research Professional (CCRP) -
Xhs1991 R Z EX 7> o— F



https://drive.google.com/open?id=1IFnqFAdu8bRryeCnI6kC2tm54FDS4R8L
https://www.passtest.jp/SOCRA/CCRP-shiken.html
https://www.xhs1991.com/CCRP.html

AIFANL OBEFNCCRPABICAKL . BETIRELBBLTCVWEST., 20%. CCRPEBE ML > I TR
Ty BHOWebH 4 PTHBEASINFE L. ER0OEHEWMZ T, CCRPFRX A4 Fid. BEDEZLDBROH
FEaSM &> THEIPNTWET. CCRREBFMOSEIHEHML RO T IOTHY ., MELFE2T- 1235
A0&%. BFOEMK L CCRPEEHEME2ERL £ 3. b3 L LCBREOY— LA EREL. b4 128
ETEBZELEEBE>TWET,

SOCRA Certified Clinical Research Professional (CCRP) 328 78 CCRP & Bk
B RE (Q113-Q118):

HM #113
Why would a Phase IV study be conducted?

e A Different schedule of admnistration
¢ B. Different dosage

¢ C. Different marketing strategy

¢ D. Different off-label population

Ef#: D

A -

Phase IV studies (post-marketing) examine real-world safety and effectiveness.

* ICH E8(R1):Describes Phase IV as "studies performed after drug approval to delineate additional information including the drug's
risks, benefits, and optimal use."

* They often test drugs innew or broader populationsbeyond original approval

While dosing and schedules are Phase I-111, Phase IV focuses onnew patient populationsor long-term outcores.

References:ICH E8(R1).

HH #114
A research site was invited to participate in an investigational drug study. Which of the following parties is responsible for
determining the risk-benefit ratio at the site?

e A The site's legal counsel
¢ B. The sponsor
e C. The IRB/IEC
e D. The clinical investigator

EfE: C

fiR .-

Therisk-benefit ratiois a core responsibility of the IRB/IEC.

* 21 CFR 56.111(a)(2):"Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance
of the knowledge that may reasonably be expected to result."

* ICH E6(R2) 3.1.2:IRB/IEC must safeguard rights, safety, and well-being of subjects, with special attention to risk-benefit
evaluation.

Investigators (A) provide medical judgment but do not formally approve the risk-benefit balance. Sponsors (D) design studies but
must submit to IRB for independent review. Legal counsel (C) is not part of the scientific/ethical evaluation.

Thus,IRB/IEC is directly responsible for approving the risk-benefit ratio.

References:

21 CFR 56.111(a)(2).

ICH E6(R2), §3.1.2.

HA #115
In accordance with the CFR, which body must determine that a study meets the criteria for mmimal risk?

A. The reviewing IRB/IEC

B. A data safety monitoring board
C. The medical monitor

D. The clinical investigator
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EfE: A

R :

Minimal risk determination is a regulatory function of the IRB/IEC.

* 45 CFR 46.102(j)Defines minimal risk as harm or discomfort not greater than those ordinarily encountered in daily life.

* 45 CFR 46.109(a):The IRB has authority to approve, require modifications, or disapprove research, including assessment ofiisk
level

* Investigators may propose a study as minimal risk, but only theIRB/IEC can formally classify it.

This ensures independent, unbiased evaluation of risk, protecting participants from investigator or sponsor bias.

References45 CFR 46.102(j), 46.109(a).

H #116
In accordance with ICH, which of the following is an acceptable protocol review frequency for an IRB?

e A. 6 months
e B. 12 months
e C. 24 months
¢ D. 36 months

IEf#: B
R -

IRBs musst review protocols at least annually to ensure ongoing subject protection.

* 21 CFR 56.109()""An IRB shall conduct continuing review of research at intervals appropriate to the degree of risk, but not less

than once per year."

* ICH E6(R2) 3.1.4:"The IRB/IEC should conduct continuing review of each ongoing trial at intervals appropriate to the degree of
risk, but at least once per year." This establishes12 monthsas the minimum required interval. More frequent reviews (e.g., 6 months)
may occur for higher-risk studies, but longer intervals (24-36 months) are not permitted.

Correct answer:B (12 months).

References:

21 CFR 56.109(%).

ICH E6(R2), §3.1.4.

=R #117
In accordance with ICH/GCP Guidance, how long should an IRB/IEC retain all relevant study-related records pertaining to the
IRB/IEC's review after a trial has been completed?

A. At least 3 years

B. Indefinitely

C. At least 15 years

D. Until the regulatory authority has approved the investigational product for use

IEf#: A

AR

IRBs/IECs must retain records to permit evaluation of compliance.

* ICH E6(R2) 3.4.2:"IRB/IEC should retain all relevant records (e.g., written procedures, membership lists, lists of
occupations/affiliations of members, submitted documents, minutes of meetings, and correspondence) for at least3 years after
completion of the trial." Extended retention (B-D) may occur institutionally, but ICH minimum is3 years.

Correct answer:A (At least 3 years).

References:

ICH E6(R2), §3.4.2.
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