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1571 « answery o IND application: Permit to do research on humans for the first time; has
backgroond info; and rasionale; apdaed anmually

1572 - answers o Investigator statement; commitmend, done nationally wnd internatinaally by
sponsors inteading t hava marketing sproval for 1P

1B - answer o'Clinical and noa-clinscal data on the investigational product that is relevant 1o the
study in human subgects; supplied prior (o regulatory approval

Stuly type - Open Label - answeryeveryone knows the reatment

Stidy type - Single blind - snaweryvone party knows Tx; usmally the patient does ot Know' but
the monioring team does

Sty type - Double Blind - answery'2 ar more people sre blinded, uswally the paticnt and
monioring tram do not know which drug s given

A 3ed pasty unblinded pharmacist i used and an uablinded CRA & needed

Study Type - Double dunsmy - answery/ s Use ko blind similsr Tas: one is active ond one is
placeto. This cocurs when the drag and placebo cannol be made identical (pill vs Hgoid)

Stundy Type - Parallel - answerdo Two groups of treatiments. Oae group receives oaly Weatment
A and another group receives only tneatment B

Study Type - Crossover - answery' v Usually Chaonic disease; receives more than one Tx with a
washoat in between. A then B: could be randomized o the sequence changes:

Define Overall Survival - anwery» the length of time froim treatmient until tme of death. In &
«chinical wrial. measuring the overall survival is one way 1o see how well @ new treatment works.

Diefine Cohort - answery' Subjects are matched for similar groups: ex: Smokers, sex and age

Study Type - Mocebo comtrol - answery+f in addition 1o g group of subjects that receivis the
treatment to be evaluated, o separate contrel group receives a placebo

Study Type - Active control - asswery's Done when use of placebo is unethical ke antibiotics
stundies,
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AEE#12

A protocol requires participants to take 1 tablet of IP per day. At each visit, participants are supplied with enough IP for 35 days.
They are asked to return any unused IP at the next visit. One participant returns at the

1-month visit at 30 days with 10 tablets of unused IP and at the 2-month visit at 60 days with 12 tablets of unused IP. What is the
participant's overall compliance?

A. 66%
B. 77%
C.71%
D. 80%

HE: B

dE:

Step 1:Calculate the total number of tablets dispensed:

* Month 1: 35 tablets

* Month 2: 35 tablets

* Total: 70 tablets

Step 2:Calculate the number of tablets returned:

* Month 1: 10 tablets

* Month 2: 12 tablets

* Total: 22 tablets

Step 3:Calculate the number of tablets taken:

*70 - 22 = 48 tablets

Step 4:Calculate compliance:

* Compliance = (Tablets Taken / Total Tablets) x 100

* Compliance = (48 / 62) x 100 # 77%

GCP guidelines require accurate calculation of compliance based on returned IP counts, ensuring proper dose administration
monitoring,

"Compliance rates are calculated by comparing the number of tablets taken to the total number of tablets dispensed, considering the
returned count." Objectives:

* Monitor compliance with IP admmistration.

* Ensure accurate calculation of adherence rates.

EE#13
A study to determine the effective dose and regimen of a new IP for the treatment of hypothyroidism is considered to be:

A. Phase |
B. Phase 1
C. Phase IV
D. Phase 111

He:. B

MY

A Phase I clinical trial is typically conducted to evaluate the efficacy of a drug, determine the optimal dosing regimen, and further
assess its safety profile. Since the objective is to establish the effective dose and regimen for hypothyroidism treatment, this clearly
falls under Phase II.

GCP guidelines categorize Phase 11 trials as those aimed at determining efficacy and optimal dosing of nvestigational products.
"Phase II trials focus on determining the therapeutic efficacy, optimal dosage, and further evaluating the safety of the investigational
product.”" Objectives:

* Identify effective dosing regimens.

* Evaluate therapeutic efficacy for targeted conditions.

EE#14
‘Which of the following would the sponsor need to do FIRST to set up an effective clinical trial quality management system (QMS)?



A. Identify critical processes and data during protocol development.

B. Performa periodic review to see if the quality methods are effective and relevant.
C. Train the research coordinator on the required study assessments schedule.

D. Determine the quality tolerance limits for data transcription errors.

HE: A

Y.

The first step in establishing a robust quality management system (QMS) is to identify critical processes and data during protocol
development. This step ensures that quality objectives are clear and that monitoring and quality control efforts are focused on the
most significant aspects of the study. By understanding critical data points and processes early, the sponsor can design a more
effective QMS to manage risks.

GCP guidelines emphasize identifying critical data and processes at the earliest stages to develop a risk-based quality management
approach.

"I[dentification of critical data and processes at the protocol development stage is essential for designing an effective quality
management system " Objectives:

* Establish quality oversight from the start.

* Tmplement a risk-based monitoring approach.

HE #15
The IB contains which of the following sections?

A. Known pharmacokinetic effects
B. Participant eligibility criteria

C. IP preparation instructions

D. Participant dosing schedule

HE: A

MH.

The Investigator's Brochure (IB) contains comprehensive information about the investigational product (IP), including its
pharmacokinetic and pharmacodynamic properties, preclinical and clinical trial data, and any known side effects. The IB provides a
scientific basis for the study protocol and helps investigators understand the potential risks and benefits.

GCP guidelines state that the IB must include relevant scientific data, including pharmacokinetic and pharmacodynamic profiles.
"The IB should provide data on the pharmacokinetics and pharmacodynamics of the investigational product to inform clinical
practice." Objectives:

* Provide comprehensive data on investigational products.

* Support safe and informed clinical decision-making,

A2 #16
One key attribute for good study documentation is that the data are contemporaneous, which refers to the practice of:

A. Recording data on source documents at the time the data are collected during the conduct of the study.
B. Allowing real-time access for data review in the eCRF.

C. Recording the date and time each data element is entered onto the source document.

D. Conparing source document data to other data recorded in the same study time period.

HE:. A

=R

Contemporaneous data means that data entries are made at the time of the event or as soon as possible after the event occurs. This
practice ensures that the recorded data accurately reflect the participant's condition and study procedures, minimizing recall bias and
errors. Maintaining contemporaneous records is a fundamental requirement for ensuring the accuracy and reliability of clinical trial
data.

GCP guidelines specify that data should be recorded as close to the time of the event as possible to ensure accuracy and reliability.
"Data must be contemporaneously recorded, meaning they are documented at the time of the occurrence to accurately reflect the
study conduct." Objectives:

* Ensure accurate and real-time data capture.

* Maintain data integrity by mmnimizing recall bias.
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