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Soyeon Ahn a prospective study
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value of interventions
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beings
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Flow-chart Resources

Time
I « http://www.ich.org/products/guidelines/efficacy
[article/efficacy-guidelines.html
Human - ICH E8,9
Intervention » http://www.consort-statement.or
1 — CONSORT (2010)

« http://www.acrin.org/HOME.aspx

— Template protocol, etc.
« https://accrualnet.cancer.qgov/

— Clinical Trial Accrual
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ID
2 s 5 :

PT Screening Enrollment Allocation Follow-
iD D D (Random code) up

1 1 1 1

2 2 2 2 2
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4 3 3 2 missing
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(differential)
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RCT A2 ZI%2| 7§82 : Human + Time : Participant Selection / Informed consent

Participant Selection

* Inclusion Criteria

» Exclusion Criteria

* Recruitment and Screening

+ Inclusion of Women and Minorities
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Design
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RCT d#|2t ZIO| 7§82 : Intervention + Time : Design

Parallel Factorial Cross-over

Most common Varying -Bioequivalence of

clinical trial combinations of two formulations of

design for the treatments the same

confirmatory medication

trials <His own control for
comparisons

Less complex <Interaction (joint -Small sample size
effects )
-Relatively Smaller
sample sizes

<Add complexity =Carry-over effect

-Adverse effect (wash-out period ;

(poly-pharmacy) chronic and stable)
=The loss of subjects
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Comparison
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1) Randomization
2) Blinding
3) Compliance
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RCT & 7|2t ZI%49| 7§ 2 : Comparison + Time : Randomization

Randomization

* Units
» Individual
+ Cluster (cluster randomization trial; more
individuals, complexity)
» Steps
» Sequence generation i =AM 4
+ Allocation concealment mechanism Hf 72|
=7t wy

+ Implementation H{ZH S| A|&l

Schulz, K. £, D. G. Altman, et al. (2010). "CONSORT 2010 statement: updated
auidslinas for renorfing narallal arnun rand. dirialc " M1 340: £33
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RCT €22t ZI1%8o] 7§ 2 : Comparison + Time : Randomization

Randomization

* Fixed Allocation Randomization
—Simple
— Block
— Stratified

« Adaptive Randomization
— Baseline adaptive randomization
— Response adaptive randomization

RCT @A 2t Z1%2| 7§ 8 : Comparison + Time : Simple Randomization

Simple Randomization
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RCT &2t ZI%8o] 72 : Comparison + Time : Blocked Randomization

Blocked Randomization

(permuted block randomization)
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RCT &2 ZI%O| 7|8 : Comparison + Time : Stratified and Block Randomization

Stratified Randomization

e RARRAARS

Constraint
on time
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AAAdA on risk factor
balance prognostic factors
RCT &2 2t ZI%8o| 7i2 : Comparison + Time : blinding RCT A2t T1¥O| 7§18 : Comparison + Time : Statistical analysis
Blinding Data anlaysis
Healthcare Data Outcome + Pre-specification of the Analysis
providers collectors adjudicators

physicians  Nurses

Assignment X 0 X X
Outcome

measurement X 2 (o] X
Analysis X X X 0

-Vitamin C in the commeon cold
-Coronary artery bypass surgery v.s. medical treatment

Schulz, K. F, D. G. Altman, et al. (2010). "CONSORT 2010 statement: updated
auidelines for ranorting narallal arnun rand. dirialc " BM1 340: £33D,

« Analysis Sets

— Full Analysis Set

— Per Protocol Set
+ Missing Values and Outliers
+ Data Transformation

+ Estimation, Confidence Intervals and Hypothesis
Testing

« Adjustment of Significance and Confidence Levels
+ Subgroups, Interactions and Covariates
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RCT S} FI#o| 7|2 : Others

« Efficacy versus Effectiveness trials

+ Superiority versus equivalence trials
Phase I, 11, III, and IV trials

« Bias and Precision
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