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What would be tha frst piority for an investigater whan 2 subject wishes to withdraw prematurely fram
the triai? - Answer [ Try to obiain the subject's reason for withdrawal

CHD recently switched from paper CRF to an EDC system. The EDC syitern must conform to the
entablahed requirements for: - Answer B Validation, 3ccuracy, reliability, completeness

Fart af a sponsar's nesponsiility pertaindng to electronic trial data handling s to - Am.mr mainiain
an audit trail, data trail, and ed trail

A research suhject’s responsibilities for study participation should be described in the: M-Lwrr ICF

What document would an imestigator reference to lestn mare about the previeus chinicsl and
ramcinical results of studies of the 7 - Anvwed Bl Irvestigators brachure

Dririeg 2 miults ste chnical study, whode responubaity & i1 1o Peport subsect reorutmant rate? -
Answerfl The CRA

An unconscious adult subject was enrolied in a study afier obtaining consent from an LAR, and protoco]
therapy was infiated. The subject showed significant improvement in his clinical condition, and regained
oonsciouiness. The Imeestigator should inform the subject sbout the Audy and - Anu\-ur Obtain
toment from the subject for the stiedy

A dite 5 in the start up phade of an induitry spondoced phite 3 trial, #hd had feceined (RB approval. The
e can begin ennolling subgeets afier.. - A.'nwtr Asigned clinical trial agreement Between the ste
arsd spanses ks in place

A sibe i sereening potential subjects for a study leaking at mild cognitive impairment. Ore of the
Inglusion critda i 3 1ore of 25 of et on 3 prychometsic teat, a research spacific tool whith measues
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E Y #96
Which of'the following should be reviewed and evaluated by qualified experts to assess implications for the safety of the trial
subjects?

A. Project feasibility considerations

B. PI roles and responsibilities

C. Emerging animal toxicological and clinical data

D. Sanple collection storage, disposal, and shipment requirements

EfE: C

AR

Qualified experts should evaluate emerging animal toxicological and clinical data to assess potential safety implications for trial
subjects. These data are critical in identifying potential risks, adverse effects, or safety concerns before exposing human subjects to
the mvestigational product. Early detection of safety issues through expert evaluation helps protect participant well-being,

GCP guidelines stress the importance of expert assessment of preclinical and clinical data to identify risks and ensure participant
safety.

"Emerging toxicological and clinical data should be carefully reviewed by qualified experts to identify safety concerns before clinical
use." Objectives:

* Ensure participant safety through expert data analysis.

* Tdentify potential safety risks early in the trial process.

HE#97

A clinical trial is conducted to measure the effectiveness of music therapy to reduce anxiety in intensive care unit patients. Patients are
randomly assigned to receive headphones with music of their choice or headphones with white noise. The group receiving the white
noise headphones is considered which type of control group?

e A No treatment
e B. Alternate dose
e C. Active control

e D. Placebo
IEFf&: D
fR:

In this trial, the white noise group acts as a placebo control. While they are receiving an intervention (white noise), it is not the active
therapeutic intervention (music therapy) being tested. Placebo controls help in assessing the effect of the active intervention by
comparing it to a neutral or non-therapeutic alternative.

GCP guidelines state that a placebo control is a neutral intervention used to compare the effects of an active treatment.

"A placebo group is one that receives a neutral intervention, used to measure the efficacy of the active intervention by comparison.”
Objectives:

* Differentiate between active and placebo control groups.

* Evaluate therapeutic efficacy objectively.

HM #98

A site has reported mutltiple temperature excursions for an IP, primarily because the air conditioning (A/C) gets shut off after
business hours. A separate A/C unit cannot be installed in the room where the IP is kept.

‘What would be the MOST effective long-term mitigation strategy?

A. Invest in a room temperature controlled IP cabinet and transfer IP to this unit.

B. Install an air cooler requiring regular water refills to maintain the room temperature.
C. Return all IP and request the CRO/Sponsor to directly ship IP to participants.

D. Continue reporting temperature excursions per the pharmacy manual guidelines.


https://www.jpexam.com/ACRP-CP_exam.html

EfE: A

R :

Investing in a temperature-controlled IP cabinet is the most effective and sustainable solution for maintaining IP stability. This cabinet
can consistently regulate temperature without relying on external A/C systerrs, thereby minimizing the risk of excursions and ensuring
compliance with storage requirements.

GCP guidelines state that [P must be stored under controlled conditions as specified by the protocol and product labeling,
"Temperature-controlled storage units should be used when site environmental conditions are not reliable to maintain IP stability."
Objectives:

* Ensure IP stability and compliance.

* Mitigate temperature excursion risks effectively.

B #99

In addition to members who collectively have the qualifications and experience to review and evaluate the science, medical aspects,
and ethics of the proposed trial, it is recommended that the IRB/IEC should include:

e A Atotal of five members.

¢ B. One member whose primary area of interest is in the same scientific area.
e C. One member of the site's QA group.

¢ D. One member who is independent of the institution/trial site.

Ef#: D

A -

The IRB/IEC should include at least one member who is not affiliated with the institution or trial site to ensure impartiality and
objectivity in the review process. This helps maintain ethical oversight without internal biases influencing the decisions.

This answer is based on ICH E6(R2) GCP guidelines, which mandate the inclusion of non-affiliatedmembers to uphold the integrity
of the ethical review process.

"The IRB/IEC should include at least one member who is not associated with the institution to provide an unbiased perspective.”
Objectives:

* Maintain impartiality in ethical review.

* Ensure diverse representation within the IRB/IEC.

R #100
All site financial matters pertaining to a trial are listed in what document?

e A Informed consent form
e B. Protocol

e C. Signed contract

¢ D. Financial disclosure

EfE: C

AR

All financial agreements, including compensation, budgeting, and payment terns related to the conduct of a clinical trial, are
documented in the signed contract between the sponsor and the site. This contract outlines the financial responsibilities and ensures
transparency and compliance.

GCP guidelines stipulate that financial matters related to the conduct of a trial are to be formally documented i contractual
agreements.

"The financial aspects of a clinical trial must be outlined in the signed agreement between the sponsor and the site, ensuring clear
understanding of compensation and obligations." Objectives:

* Ensure financial transparency and accountability.

* Maintain compliance with contractual obligations.

HR #101

BE2EHNZRATAE. EREOEFELZ2L T, RBATHRBCAK T2 LB TE& £ 7. ACRP-CPRED



BELZOEBITT. BREHL vt s, BHORERIRIIZ LBV £ ¥. &% Ipexam® ACRP-CPEH}
JITRERBOBEC LI > TEFL T ETHE, BEREIRBOBECOET IVERDY € A. BER
AL ZEIC. RYD Y =74 A F CTACRP-CPEEED Y > 7 V2 BHTLX Y>> o—FLTHSDERE —
BT 20EIDHERTEZIENTELT .

ACRP-CPH 7 35 i [ RE f# 5% : https://www.jpexam.com/ ACRP-CP_exam html

VAT LAEBAT SR ACRP-CPE#RT 2 iz & W BRI ORAY—E A28t S N 2728, ACRP Certified
Professional ExamBEZ & BEARIIC Y AT A2 BECHBETE £ 7. /25 DACRP-CPOEBOREIEZ. oD
ZOBETERHJZRONIV =TT, ACRP ACRP-CPRREBIAB B 2D I KEDKH & bL—=>
JTEREEP L EZBAENIZ SAWET. ACRP ACRP-CPREBKRE 275, LLDANEF&EDOF 7.
Fhl-bDRELH—E Ak, ACRP-CPRED®EMHE L T T 22 NACRP-CPIRBIC AR T 3L HLTE 2
EfBELTWwE T, ACRP ACRP-CPREBAE C OBFMOBRCE . ITERC L THEHS A, CORHER
BEWERCITAM B EB#® N TT,

CD2>yavEBOHEIN2DE2I L LBEELOPTE bidE->TIiTofs BRIEAVAFEBLLT
W—Z7 7 AR, VAT LAEBANT 3R ACRP-CPEET A bz & W BB ORAY—e ANRtsh 312
% . ACRP Certified Professional ExamBEZ X BEARIIC SV A 7 A 2 BECHEMBETE £ 7,

ACRP ACRP-CPRE: # X % ACRP-CPREB B CHMH T 2

FAtz 5 ODACRP-CPO EBOREIE . Lo OBOE AR CROALA—TT., REAC SN 3D KEDE
fle hL—=V 78R BEPLIEZBENRLLSAVET., Fhs, BLOAN%3 &2 7. Rr-bOE
Y —P R, ACRP-CPREXD®EMH % L TV T &4 BACRP-CPREIC AT 2 RLTEZLEL TV E
K

e ACRP-CP7 %A +&%& | ACRP-CPH A EHEx} 5 [| ACRP-CPRE & f#% [ > www.passtest.jp <42 T
FREfr D (ACRP-CP) HEE#KX V> o—F¥ L ACRP-CPY 7 +v LT

e ACRP-CPY 7 t v =7 [1 ACRP-CPE#i 4k [| ACRP-CPA# R [1 J¥i ( ACRP-CP ) HE&E 7 7 A
Vi [ www.goshiken.com [1iZ T %2 ACRP-CP R i f 7 & #}

e ACRP-CP7 2 F&%& [J ACRP-CP7 R &%F [| ACRP-CPHAEEFEE [ [ www.japancert.com (14
A 2 T> ACRP-CP «BE£E % Bl T & 5 ACRP-CPUBR B # 1% ¥

o ACRP-CPHE:#i &% 1) ACRP-CPREIRE & fi#% [ ACRP-CPE kBt 1104 ¢ < [ www.goshiken.com | % Bf

&. [ACRP-CP)] #BEL THEBTKXY>n—FL T &WACRP-CPF % FB%H

o ACRP-CP4E##t:AEk (| ACRP-CP/E 8 Big /& () ACRP-CPRRE & #% (1 [ www.mogiexamcom ] T
ACRP-CP [1##ZEL T, BRI CHEICKX Y o —FT& &+ ACRP-CPERM B4

o 2 =—7% % ACRP-CPRER Y — v DIRFEEE AN D % £ 1:- ACRP Certified Professional Exam [ Open Web+- 4+ [
www.goshiken.com [ &> ACRP-CP <R X 7 > o0 — F ACRP-CPHE# 48 B

o ACRP-CPR#RIRER ¥} (] ACRP-CPE 3058k [] ACRP-CPHR I 403 # [ www.goshiken.com | %> & >
ACRP-CP [1##ZEL T, ABEE £ BHTL 7> o— FL T 72 & 0w ACRP-CPRIERIE R R

* 2.=—2 7 ACRP-CPRRE B # A BRAA B -5 B D YE 445 77 1% - % i B % ACRP-CP H A5 fi A st (1 >
www.goshiken.com (i« [ACRP-CP |2 &R TX V> o —FNT 3D &EL Y A ~ T 3T ACRP-CPEERELE

e ACRP-CPiRE¥#% * ACRP-CPELE#RE (1 ACRP-CPA E S5 [ w www. jpexamcom [ i BEIL .
"IACRP-CP (1% #ZEL THEBTKX 7> a—FL T <& 0WACRP-CPE £ B

o ACRP-CPE#i &% () ACRP-CPH A FE18 8 7k 4 (| ACRP-CP#t/k Bk [ -o- www.goshiken.com [138:[1%> 5
w ACRP-CP % HZEL T, RBEE £ BRI KX Y>> o—FL T 72 &0ACRP-CPAHEEE

o ZNRH & ACRP-CPR25E ¥A% sk BRak B AU BR O Y 5 77 - B 7 O ACRP-CP H A S R A A st (1 [
www.mogiexam.com [0 R} & 7 > o — F“ ACRP-CP "X — ¥ 3B & £ ¥ ACRP-CP7 R r &% &

e myportalutt.edu.tt, myportal.utt.edu.tt, myportalutt.edu.tt, myportal.utt.edu.tt, myportalutt.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, myportal.utt.edu.tt,
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportalutt.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, myportal.utt.edu.tt,
myportal.utt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt, myportalutt.edu.tt, myportal.utt.edu.tt, myportal.utt.edu.tt,
www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, www.stes.tyc.edu.tw,
www.stes.tyc.edu.tw, www.stes.tyc.edu.tw, Disposable vapes

P.S. Jpexam#’ Google Drive T A L T 2 ekl DH L 1y ACRP-CPX > 7' httpsy/drive.google.com/open?
id=1yla3Zo5VI7HH7jUUlvzxrOQPm5tZuCh-


https://www.goshiken.com/ACRP/ACRP-CP-mondaishu.html
https://www.jpexam.com/ACRP-CP_exam.html
https://www.japancert.com/ACRP-CP.html
https://www.passtest.jp/ACRP-CP-exam.html
https://www.pdc.edu/?URL=https%253a%252f%252fwww.jpexam.com%252fACRP-CP_exam.html
https://www.japancert.com/ACRP-CP.html
https://www.northwestu.edu/?URL=https%253a%252f%252fwww.jpexam.com%252fACRP-CP_exam.html
https://www.mogiexam.com/ACRP-CP-exam.html
https://bbs.pku.edu.cn/v2/jump-to.php?url=https%253a%252f%252fwww.jpexam.com%252fACRP-CP_exam.html
https://www.goshiken.com/ACRP/ACRP-CP-mondaishu.html
https://prtoffshore.com/?s=%25e3%2583%25a6%25e3%2583%258b%25e3%2583%25bc%25e3%2582%25af%25e3%2581%25aaACRP-CP%25e8%25aa%258d%25e5%25ae%259a%25e8%25b3%2587%25e6%25a0%25bc%25e8%25a9%25a6%25e9%25a8%2593%25e8%25a9%25a6%25e9%25a8%2593-%25e8%25a9%25a6%25e9%25a8%2593%25e3%2581%25ae%25e6%25ba%2596%25e5%2582%2599%25e6%2596%25b9%25e6%25b3%2595-%25e9%25ab%2598%25e5%2593%2581%25e8%25b3%25aa%25e3%2581%25aaACRP-CP%25e6%2597%25a5%25e6%259c%25ac%25e8%25aa%259e%25e7%2589%2588%25e5%2595%258f%25e9%25a1%258c%25e8%25a7%25a3%25e8%25aa%25ac%20%25f0%259f%2593%258b%20%25e2%259e%25a4%20www.goshiken.com%20%25e2%25ae%2598%25e3%2581%25af%25e3%2580%2581%5B%20ACRP-CP%20%5D%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%259f%25ba%25e7%25a4%258e%25e5%2595%258f%25e9%25a1%258c%25e9%259b%2586
https://www.jpexam.com/ACRP-CP_exam.html
https://sistema-01.ru/?s=ACRP-CP%25e6%259c%2580%25e6%2596%25b0%25e7%259f%25a5%25e8%25ad%2598%20%25f0%259f%2593%25a7%20ACRP-CP%25e6%2597%25a5%25e6%259c%25ac%25e8%25aa%259e%25e5%25be%25a9%25e7%25bf%2592%25e8%25b5%25a4%25e6%259c%25ac%20%25f0%259f%2591%25be%20ACRP-CP%25e6%25a8%25a1%25e6%2593%25ac%25e4%25bd%2593%25e9%25a8%2593%20%25f0%259f%2590%2592%20%25e2%2598%2580%20www.goshiken.com%20%25ef%25b8%258f%25e2%2598%2580%25ef%25b8%258f%25e3%2581%258b%25e3%2582%2589%25e2%259e%25a5%20ACRP-CP%20%25f0%259f%25a1%2584%25e3%2582%2592%25e6%25a4%259c%25e7%25b4%25a2%25e3%2581%2597%25e3%2581%25a6%25e3%2580%2581%25e8%25a9%25a6%25e9%25a8%2593%25e8%25b3%2587%25e6%2596%2599%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%2597%25e3%2581%25a6%25e3%2581%258f%25e3%2581%25a0%25e3%2581%2595%25e3%2581%2584ACRP-CP%25e5%2590%2588%25e6%25a0%25bc%25e5%2595%258f%25e9%25a1%258c
https://www.mogiexam.com/ACRP-CP-exam.html
https://myportal.utt.edu.tt/ICS/icsfs/29c91e34-4157-457b-a36c-3ee53fb3dfe8.pdf?target=d7d8739d-e2dc-457c-b573-eab9e43c45ee
https://myportal.utt.edu.tt/ICS/icsfs/4c0fb845-eb98-4887-83a1-d417a277cc63.pdf?target=addbe162-46f2-40ad-815e-5733e20232f3
https://myportal.utt.edu.tt/ICS/icsfs/5c1294bf-15ff-48ae-9419-e56a7a500f9a.pdf?target=eb272381-fbcb-4865-b420-14ac5285a2e4
https://myportal.utt.edu.tt/ICS/icsfs/74bd30b0-1754-4423-8800-992af855ec22.pdf?target=fcadf5a8-c83c-4243-8de0-85fd05242aae
https://myportal.utt.edu.tt/ICS/icsfs/85039bd8-6096-4ae5-a1dd-77e0f1a7869b.pdf?target=6e0478f3-3fef-46c8-8e6c-b3d9dbb8e0d4
https://myportal.utt.edu.tt/ICS/icsfs/9e01d876-9dc4-49b0-8a98-58560be7603c.pdf?target=2709124a-bc98-41f1-a8c0-eddd3f9fd781
https://myportal.utt.edu.tt/ICS/icsfs/acb2280d-8074-4a28-bc88-2906910b4b26.pdf?target=06ddd150-bcf0-43bb-a773-59fefc48951c
https://myportal.utt.edu.tt/ICS/icsfs/ec8a0df2-89ec-4c3d-8d0f-4250a3183536.pdf?target=76d3f1d9-305f-4328-93df-7efe74f28f9d
https://myportal.utt.edu.tt/ICS/icsfs/eebd6440-cb03-4aa3-81ab-7f1f6c8efa21.pdf?target=623d1e6a-3309-4fcb-8273-a3d94627f5fe
https://myportal.utt.edu.tt/ICS/icsfs/ef7ca4bf-b6d2-4891-bf45-5a82e574c74d.pdf?target=4e1d013b-a34b-42b1-8040-8f18a40a54c4
https://myportal.utt.edu.tt/ICS/icsfs/0864c56b-df5b-4df1-9be7-13fdfe984039.pdf?target=f15b4c54-63d8-42ed-9b71-6e576fd7131a
https://myportal.utt.edu.tt/ICS/icsfs/2cb57071-e12e-46be-ae76-57d98a97f9f1.pdf?target=224bbfe1-6ed0-4069-a1ac-ae9910f9f905
https://myportal.utt.edu.tt/ICS/icsfs/3b6c4a89-90fa-4e67-8c2e-59226e021f2f.pdf?target=3f4bf8da-9054-4961-94bd-ef0ae7f841a8
https://myportal.utt.edu.tt/ICS/icsfs/4a37628c-a792-48ba-b8ae-0add0d26d61e.pdf?target=26a8a5eb-ee08-4731-b717-b7e847455c42
https://myportal.utt.edu.tt/ICS/icsfs/572fc1d5-931a-4c66-8325-00d53744e0b4.pdf?target=d50165ef-6c0a-4d76-b635-6bd6ba2931fb
https://myportal.utt.edu.tt/ICS/icsfs/8a4c0aea-89d3-48dc-b2eb-9362c78f63e2.pdf?target=cb85eb99-b9ac-457e-b751-997aa12fc45f
https://myportal.utt.edu.tt/ICS/icsfs/c93e68ad-058c-4d41-812b-d3821908a8e8.pdf?target=852bbe76-9b06-4bed-b0fc-a7903a02df0f
https://myportal.utt.edu.tt/ICS/icsfs/dfa2da3f-4577-4f24-abbb-1883958a7392.pdf?target=59fff572-1e3f-471e-8ca5-27f0c1e6f959
https://myportal.utt.edu.tt/ICS/icsfs/e0506cad-f215-48e8-b87b-8c19b1d81c64.pdf?target=99636f9d-2cea-48fa-b85b-6fb6e44632dc
https://myportal.utt.edu.tt/ICS/icsfs/eff8494b-e35f-406f-8099-047dc84d7688.pdf?target=ffc459f1-8df2-48c7-be9f-ba6da47d78a8
https://myportal.utt.edu.tt/ICS/icsfs/0ebc7d34-0a70-49e7-8e13-34bfee671bb1.pdf?target=b11c21de-3a66-4f6a-adcc-efd74e34a931
https://myportal.utt.edu.tt/ICS/icsfs/258ccacb-53a8-4302-9c00-58efe7b5cd0c.pdf?target=3deabab9-6a69-406f-b730-f404aec31b77
https://myportal.utt.edu.tt/ICS/icsfs/2750e638-bd28-42e2-b744-d9b6a8ee326a.pdf?target=cea5459d-e867-45f7-95df-889000b09cf2
https://myportal.utt.edu.tt/ICS/icsfs/2812ebbe-030f-463a-a401-47e4001431ef.pdf?target=77949ffc-17e3-443e-8cd9-c63f1f78af89
https://myportal.utt.edu.tt/ICS/icsfs/2a7cd208-0e0b-4d28-9019-44f7cac7aadf.pdf?target=acc4dc6a-73f3-41ed-b2de-a5d9902ebc97
https://myportal.utt.edu.tt/ICS/icsfs/5934f43a-8491-428c-96f3-b950e78a6d51.pdf?target=698bc819-25d9-40c1-a500-188d4fb03ddc
https://myportal.utt.edu.tt/ICS/icsfs/598beaad-2ac7-4942-af4c-f000286c705b.pdf?target=65e3dd4b-5004-4b11-be2c-040b73c284df
https://myportal.utt.edu.tt/ICS/icsfs/5d08871e-90aa-48d4-b855-b3d8a8112ade.pdf?target=1eeb5b75-3c2e-4e1e-8ce6-889502c70857
https://myportal.utt.edu.tt/ICS/icsfs/65e79cae-fbd2-418e-a541-18fd230ae684.pdf?target=5838798b-671e-4062-990a-d5b3a62fe071
https://myportal.utt.edu.tt/ICS/icsfs/b5644dea-e849-43f2-ba9d-8984c6fd3ee0.pdf?target=ff4331c2-e451-445c-b932-7704299549bd
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3773747
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3873610
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3873604
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3875045
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3793063
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3873374
http://www.stes.tyc.edu.tw/xoops/modules/profile/userinfo.php?uid=3873769
https://frvape.com
https://drive.google.com/open?id=1yIa3Zo5VJ7fH7jUUIvzxr9QPm5tZuCh-

