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R #82
A Pl is reviewing the CRF for a recent subject visit and notices the participant's heart rate and temperature are not recorded. Which
of the following study documentation practices was neglected?

A. Original

B. Contemporaneous
C. Attributable

D. Conplete

Ef#: D

TR

The missing data indicates a lack of completeness in the study documentation. Completeness is a findamental requirement in clinical
trials, as all necessary information must be recorded accurately and in full. Missing vital signs such as heart rate and temperature can
compromise the validity of the data and affect the study's outcomes.

GCP guidelines state that all data collected during the study must be complete, accurate, and consistent with source documents.
"Clinical trial documentation must be complete, containing all data as required by the protocol toensure data integrity." Objectives:

* Ensure comprehensive data recording.

* Maintain accuracy and completeness in study records.

B #83

The inclusion and exclusion criteria are in place so all subjects are:

A. Healthy and willing to complete the clinical trial

B. Ethically vulnerable and patients with the disease under study.

C. Medically appropriate and protected from ethical vulnerability.

D. Patients with the disease under study and will not have any adverse events.

Ef#: C

BRI :

Inclusion and exclusion criteria are designed to ensure that participants are medically appropriate for the study and are not ethically
vulnerable. This reduces risks to subjects and ensures that the collected data accurately reflects the target population.

The answer follows GCP principles that emphasize participant safety and data validity through well-defined inclusion/exclusion
criteria.

"Inclusion and exclusion criteria are crucial for ensuring the safety of participants and the scientific validity of study results."
Objectives:

* Ensuring participant safety.

* Maintaining ethical standards in clinical research.

E R #84
Which statement does NOT represent a study monitor's responsibilities?

A. Check the accuracy and completeness of case report forms with source documents.
B. Report serious adverse events to the IRB/IEC.

C. Provide communication between the sponsor and the PI.

D. Verify that the PI has adequate qualifications and resources to conduct the study.

Ef@E: B

AR

It is not the monitor's responsibility to report serious adverse events (SAEs) to the IRB/IEC. This responsibility typically falls on the
PI or the sponsor. Monitors focus on data accuracy, protocol compliance, and communication between the site and the sponsor.
The answer follows GCP standards where the monitor's role is clearly defined, excluding SAE reporting to IRB/IEC.

"Monitors are responsible for verifying data accuracy and communicating with the sponsor but not for direct reporting of SAEs to
the IRB/IEC." Objectives:

* Distinguish between the responsibilities of monitors and investigators

* Clarify SAE reporting protocols



B #85

An mvestigator participating in a multicenter clinical trial has had 2 of'the 4 subjects admitted to the emergency room for life-
threatening infections. The investigator made the decision to stop treatment with IP and test for infections in the remaining subjects.
What are the NEXT steps the investigator should take?

e A. Add the risk of infection to the ICF and submitt to the IRB/IEC for review.

¢ B. Notify the sponsor of the change in study plan and submit the deviation to the IRB/IEC for review.
¢ C. Update the IB to add the risk of infection and submit to the sponsor for approval.

¢ D. Discontinue current subjects from the study and monitor subjects for any anticipated safety events.

IEf#: B

R

The investigator must promptly notify the sponsor about the observed safety concerns and the decision to stop the IP administration.
This constitutes a protocol deviation that must be reported tothe IRB/IEC for ethical oversight. It is essential to document the
deviation accurately and seek guidance on whether to continue or modify the study procedures.

GCP guidelines require that significant deviations impacting participant safety be reported to both the sponsor and the IRB/IEC for
appropriate review and action.

"Significant safety-related deviations must be reported promptly to the sponsor and IRB/IEC to ensure proper oversight and
participant protection.”" Objectives:

Ensure prompt reporting of safety concerns.

Maintain compliance with ethical oversight requirements.

H #86
All of the following are examples of what monitors review EXCEPT:

A. Potential patient medical records for eligiility prior to the informed consent process.
B. The signed ICF retained in the participant's study file.

C. Regulatory binder which includes copies of current certifications for all laboratories.
D. Documentation in the participant's medical record of study drug admmistration.

EfE: A

R :

Monittors are responsible for reviewing documents that pertain to study conduct and data integrity, ncluding regulatory binders,
informed consent forms (ICFs), and documentation of study drug administration.

However, reviewing potential patient medical records for eligibility prior to the informed consent process is not part of a monitor's
responsibilities, as this would violate patient confidentiality and GCP standards.

According to GCP guidelines, monitors should ensure compliance with the protocol and data integrity but should not access non-
consented patient records.

"Monitors should verify that only enrolled and consented subjects' data are reviewed, ensuring compliance with privacy regulations."
Objectives:

* Understand the scope of monitoring responsibilities.

* Protect patient confidentiality during the monitoring process.
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BEOBEAROINTHEIDT, ZBLOZBREIOLILOR—A2EDH B ENTE E£T. ACRP-CPOEEH
M. MBOBBOBREV 2 HEL 5. ZLOBEHE. HoraNELB T, AMEBRBL TV EST. ZL
T+ ACRP-CPRBR¥EMIC & 0, B2 HEL . ATFORBEEZ ., Fv YV 7O REBUER/ZENT
&, IRTAFRE LY 5. Z2NIETXT. ACRP-CPEEDHB» 50 7.

ACRP-CPE #& #1158 : https//www.goshiken.com/ ACRP/ACRP-CP-mondaishu. html
ACRP-CPEEBERID3IDDELZN—V a VI ITRTOBERCAL T T2RBL I I B, IXRTOBEHFROR

HAZBEBEO=—R & TIREOMEE L T E T, ACRP-CP:EEME#RHTNIE. b % 72 i1x ACRP-CPER
BArfBIC A ARATEET, COBFOHLLVHLTE. BuAFEs T30, BHORhsmES ¥, T


https://www.passtest.jp/ACRP-CP-exam.html
https://www.goshiken.com/ACRP/ACRP-CP-mondaishu.html

Btk B RRL . BT 2 ACRP-CPRREF# B ¥ 3 C & NRBED HET T+ GoShiken ACRP-CPE #% i 5 t 5t
BN L TB Y. ACRP ACRP-CPEMIEMER T I2EMHE N E T LS ESZ>TW&E T,
ACRPOACRP-CPRREECH LIAA R H 2 LI BADBERTE L WA A THEOER > 12 5. GoShken® ACRPD
ACRP-CPEREE b L —=> 7 BRI 2 FHL TL &L,

CCTCH/TOEBMTLLLOT. BTHHLMAELNDZ205BHDT7 A— i3 24 D ACRP-CPOEIZ . B
PEHICTHEFEEHINET OO EB ST EDOER, 5 2HRL 0D s, L2 2 THIZEWTT
SV EILTHB2ARBREAL X AL S AE S,

2 =— 27 ZACRP-CPX )G N A & Bk A L — X ACRP-CPE & #158 | BT
M ACRP-CP & ¥&% 52 5 BUWE

ACRP-CPEEBRIODIDDRAZZNAN—Y a Y TRTOBEBCIALT T2 R2HL I IH. TRTOBEHOR
HABEBEO=—XEW-TREOMEE LA T i T, ACRP-CP:EEM#RAHTNIE. & 2% /- i1& ACRP-CPER
ERABMIC N NATEET,

COBFOEL WitEeTlE. RoAEs2 v 220 id. B0 hsRES ¢, W2 ECHERL., BiEY
2ACRP-CPIRE# BB T 22 L ABEDHET T GoShkenth ik ZE L T8 Y. ACRPREB X T 2
B InFcerl{Emit>oTwET,

ACRPOACRP-CPRBICH LRAA R DA 12X HABERTERVE A TEOLEX o 72 5. GoShken® ACRPD
ACRP-CPEBE b L —=> 7 &R ERFHL T &0,

o —4: M2 ACRP-CPXHGE N E - B X 4 — X ACRP-CPE& #4458 | 5 %11 % ACRP-CP¥& #% 32 5L KU ACRP
Certified Professional Exam [ 4> 3 <> www.goshiken.com<T [ ACRP-CP ] ##Z&EL . R TX Y>> e—FL
T {128 WACRP-CPE R

o ACRP-CPHZAFEH)H53 58 (| ACRP-CPH AGEM A B #5875 (| ACRP-CPIRERE £ [ Open WebH 1+ (
www.goshiken.com ) 1% [ ACRP-CP [##} X 7 > o — F ACRP-CP&#i 5% 5 U b

o IEFEH) % ACRP-CPXH G N2 & MRAE 9 5 ACRP-CPE #4158 [ 8- www.mogiexamcom [ 39 T» ACRP-CP «%
BEL T, ENCHBCKL Yy o0— NTE& & ACRP-CPHSHFEIE

o ACRP-CP/E B [fE% (| ACRP-CPRRE & #} » ACRP-CPRFTHAERSHEE U v = 74 A b
www.goshiken.com [9:[J%* 5 [J ACRP-CP U# B THZEL . ERlTX Y>> o—FL TL & WACRP-CPH
FHAERSESE

e ACRP-CP/E & [E 4 = ACRP-CPH A&EAEIER (| ACRP-CPRIESL [ URL “ www.japancert.com”% I

E—L THI&. = ACRP-CP %R L THERTK 7> r—FL T< 7 & wACRP-CPH A E R B 58
%

o ACRP-CP1E¥ M4 ) ACRP-CPE&#BII#RE [ ACRP-CP1E X R4 [ [ www.goshiken.com | #» & fif 3
2 { ACRP-CP) # R TK 7> o—FT& &+ ACRP-CPRHT H AE RS HE

o Bk D MM T %A R % ACRP-CPx s N A i Bi- — F 1B 55 % ACRP-CPE& A& 158 [ www.it-passports.com
"= ACRP-CP €% #ERL T, BETKX > o—FL T2 & WACRP-CPE B 15E

o Bk D MM T IE-RAE 3 2 ACRP-CPx s N & s BR- {8 7] % ACRP-CP¥ #% #h5& (1 ( www.goshiken.com) & #
BL.=>ACRP-CP<%#BREL THEBTKX V> a—FL T # 8 WACRP-CPEE il

o IEFE) % ACRP-CPXJ IS N 2% & AL 3 5 ACRP-CPE 5% [ = www.xhs1991.com [1D R K 7 > o — K
71 ACRP-CP (1R — ¥ 235 & & 3+ ACRP-CP& #% B 1878

o ACRP-CPEH7T Z B M HS || ACRP-CPRESL [ | ACRP-CPH A EABE IR (| w www.goshiken.com [ 11
JACRP-CP % R TX 7> u—FT 3D R#EA Y 1 b TFACRP-CPEFIAHBAR

e ACRPD ACRP-CPOD iR B RE£E [ URL ¢ jp.fast2test.com [16- 1% 73 ¥ —L THI&. [ ACRP-CP | # &
LTHERTX 7>y e—FL TL# & WACRP-CPRE 50 E

e www.stes.tyc.edu.tw, www.nfcnova.com, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, shortcourses.russellcollege.edu.au,
www.stes.tyc.edu.tw, myportal.utt.edu.tt, myportal utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt,
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportalutt.edu.tt, myportal.utt.edu.tt, c29996.kkairsoft.com,
vibelearny.com, www.stes.tyc.edu.tw, Disposable vapes

20264 GoShiken® £ ¥ ACRP-CP PDFX > 7" & U' ACRP-CPiABR = > ¥ > O R 3L
F: https//drive.google.comfopen?id=187PGIUfardW6aK Zs5kO0z7pc9c8rGNVoT


https://www.mogiexam.com/ACRP-CP-exam.html
https://www.goshiken.com/ACRP/ACRP-CP-free-shiken.html
https://www.pdc.edu/?URL=https%253a%252f%252fwww.goshiken.com%252fACRP%252fACRP-CP-mondaishu.html
https://www.mogiexam.com/ACRP-CP-exam.html
https://www.northwestu.edu/?URL=https%253a%252f%252fwww.goshiken.com%252fACRP%252fACRP-CP-mondaishu.html
https://www.japancert.com/ACRP-CP.html
https://bbs.pku.edu.cn/v2/jump-to.php?url=https%253a%252f%252fwww.goshiken.com%252fACRP%252fACRP-CP-mondaishu.html
https://www.it-passports.com/ACRP-CP.html
http://sexgames.website/?s=%25e8%25a9%25a6%25e9%25a8%2593%25e3%2581%25ae%25e6%25ba%2596%25e5%2582%2599%25e6%2596%25b9%25e6%25b3%2595-%25e6%25a4%259c%25e8%25a8%25bc%25e3%2581%2599%25e3%2582%258bACRP-CP%25e5%25af%25be%25e5%25bf%259c%25e5%2586%2585%25e5%25ae%25b9%25e8%25a9%25a6%25e9%25a8%2593-%25e4%25be%25bf%25e5%2588%25a9%25e3%2581%25aaACRP-CP%25e8%25b3%2587%25e6%25a0%25bc%25e5%258b%2589%25e5%25bc%25b7+%25f0%259f%258c%25be+%25ef%25bc%2588+www.goshiken.com+%25ef%25bc%2589%25e3%2581%25ab%25e7%25a7%25bb%25e5%258b%2595%25e3%2581%2597%25e3%2580%2581%25e2%2587%259b+ACRP-CP+%25e2%2587%259a%25e3%2582%2592%25e6%25a4%259c%25e7%25b4%25a2%25e3%2581%2597%25e3%2581%25a6%25e7%2584%25a1%25e6%2596%2599%25e3%2581%25a7%25e3%2583%2580%25e3%2582%25a6%25e3%2583%25b3%25e3%2583%25ad%25e3%2583%25bc%25e3%2583%2589%25e3%2581%2597%25e3%2581%25a6%25e3%2581%258f%25e3%2581%25a0%25e3%2581%2595%25e3%2581%2584ACRP-CP%25e5%25ad%25a6%25e7%25bf%2592%25e6%258c%2587%25e5%25b0%258e
https://www.xhs1991.com/ACRP-CP.html
https://gbberu.fr/?s=ACRP-CP%25e6%259c%2580%25e6%2596%25b0%25e5%258f%2597%25e9%25a8%2593%25e6%2594%25bb%25e7%2595%25a5+%25f0%259f%2597%25a3+ACRP-CP%25e5%2595%258f%25e9%25a1%258c%25e6%2595%25b0+%25f0%259f%258c%25a4+ACRP-CP%25e6%2597%25a5%25e6%259c%25ac%25e8%25aa%259e%25e8%25a9%25a6%25e9%25a8%2593%25e6%2583%2585%25e5%25a0%25b1+%25f0%259f%25a7%25be+%25e2%259e%25a0+www.goshiken.com+%25f0%259f%25a0%25b0%25e3%2581%25af%25e3%2580%2581%25e2%2596%259b+ACRP-CP+%25e2%2596%259f%25e3%2582%2592%25e7%2584%25a1%25e6%2596%2599%25e3%2581%25a7%25e3%2583%2580%25e3%2582%25a6%25e3%2583%25b3%25e3%2583%25ad%25e3%2583%25bc%25e3%2583%2589%25e3%2581%2599%25e3%2582%258b%25e3%2581%25ae%25e3%2581%25ab%25e6%259c%2580%25e9%2581%25a9%25e3%2581%25aa%25e3%2582%25b5%25e3%2582%25a4%25e3%2583%2588%25e3%2581%25a7%25e3%2581%2599ACRP-CP%25e5%25b0%2582%25e9%2596%2580%25e7%259f%25a5%25e8%25ad%2598%25e5%2586%2585%25e5%25ae%25b9
https://jp.fast2test.com/ACRP-CP-premium-file.html
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3854848
http://www.nfcnova.com/profile/philmar212
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3854864
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3855732
https://shortcourses.russellcollege.edu.au/profile/leeking730
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3856166
https://myportal.utt.edu.tt/ICS/icsfs/1d3ee607-ce9c-4cda-87e1-d2dc9ee7f1ae.pdf?target=d9654977-7e9f-4e98-88b7-82c4af3ab8e1
https://myportal.utt.edu.tt/ICS/icsfs/4541afad-d289-4b18-a566-f910fe9dce5f.pdf?target=5eb3ef62-b87a-48f8-85cd-3d1bb54e79fe
https://myportal.utt.edu.tt/ICS/icsfs/497ec95c-abaf-4432-9c1f-20a84b3313b8.pdf?target=9923cee1-ccd9-4662-8c3d-96bb20c87a97
https://myportal.utt.edu.tt/ICS/icsfs/581b452f-d0a1-4f3c-8e61-4b148e2c052e.pdf?target=0bc1c6ff-3517-4b4f-a563-90591175fee9
https://myportal.utt.edu.tt/ICS/icsfs/7de76392-041d-4bee-b180-ffaef07c295a.pdf?target=907b7a46-5ead-4379-9d3e-b150701f30d7
https://myportal.utt.edu.tt/ICS/icsfs/90e75b24-8ad0-4b96-a07d-dc1b8280b343.pdf?target=2914bc17-33ff-4601-9eb9-06ea4992af3b
https://myportal.utt.edu.tt/ICS/icsfs/b44a47bd-fb64-47c0-89de-63d56f9952a2.pdf?target=788937b5-9bb1-4362-a647-a7a54cddfc52
https://myportal.utt.edu.tt/ICS/icsfs/d4a57a20-5125-4373-a204-f98a3e8d1202.pdf?target=29fe8ef2-af2a-4eab-84be-930c035b0d64
https://myportal.utt.edu.tt/ICS/icsfs/dce44039-b476-4081-9cad-82dbc874dfaa.pdf?target=9df356d4-404d-4449-9f10-591874cfa87e
https://myportal.utt.edu.tt/ICS/icsfs/fe6341dd-2cc2-434f-a6e9-e6538476c185.pdf?target=aa0181da-077c-4982-8b86-461317084f34
https://cl29996.kkairsoft.com/home.php?mod=space&uid=56
https://vibelearny.com/profile/rayroge923
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3855156
https://frvape.com
https://drive.google.com/open?id=187PGlUfardW6aKZs5kOz7pc9c8rGNVoT

