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Environmental measures
Global measures
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Comparing Odds Ratio

Qutcome
EXD osure cancer no cancer
Exposed (smoke) 70 300
Not Exposed (non smoke) 3() 700
100 1000

OR =ad/bc=5.44
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Not exposed %
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Target Population

~>[ Exposed and outcome present ]

Gethar Sath af —b[ Exposed and no outcome ]

one time on both
exposure and
outcome

—»  Unexposed and outcome present

> Unexposed and no outcome
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Stages of Clinical Trials
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Defined question

Study population definition (Eligibility
Criteria)

Design & Sampling (size)
Random allocation

Blindness

Intervention

Outcome assessment
Complications (Side effects)
Compliance

Data management & Analysis
Report

Randomized
Clinical Tralls

components

Phase 3




Teams In RCT

1- Principle investigator
2- Sponsor

3- Monitoring

4- Ethic committee




Defined guestion

Stating the clear questions encourage proper designs.
Define Primary question
Define secondary guestion
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2- Study Population
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Eligibility criteria & Exclusion Criteria

Rational (Before studies, knowgle )

Remember Generalization

Non random sample selection
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Parallel group designs
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Factorial design
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3- Randomization
(Random Allocation)
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Stratified randomization

@ e O © © ©Ocww
000 o0 o g5%_
© e Stratify
| NON @0 o ® 0 0.

Randomize

©00 @0 o ®O..

Oyl Gilis Cawd A 1y (T PN 3 8 510 Cawgd (G0 AT S guro (B o Sluai



90 PNy o b g



Silw Bolai gl gy 3 Lt

(Wold (P iy JB) 0l (SoLai

ol bl |yl Cudold g wubb soluw




Pseudo randomization/Quasi
randomization
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Block Randomization

Balanced block randomization
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Balanced block randomization

oL e L D =

AABB
ABAB
ABBA
BBAA
BABA
BAAB

-2

oy | =

— [ %)

Je [ (%]

h o e (8]




Balanced block randomization
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Adaptive Randomization
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Treatment adaptive randomization
Covariate adaptive / minimization randomization

Response adaptive randomization
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Randomization and Blinding

) Data analysis &
Allocation Data gathering Interpre);aﬁon
Randomization Blinding Blinding
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Informed consent
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A.A. Keshtkar MD, MPH, PhD
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* Consolidated Standards of Reporting Trials
 (CONSORT)

o dalllo (B iyl 3 S Gy ! 1 4 S



Z

CONSORT 2010 checklist of information to include when reporting a randomised trial«

ltem Reported
Section/Topic No Checklist item on page No
Title and abstract
1a  Identification as a randomised trial in the fitle
1 Structured summary of tnal design, methods, results, and conclusions ifor specic quidance sas COMSORT for abstracs)
Intraduction
Background and 2a  Scieniific background and explanaticn of rationale
objectivas 26 Specific objectives or hypothwses
Methods
Trial design 3a  Description of trial dasign (such as parallel, factarial) including allocation ratio
3t Important changes to methods after trial commencement (such as eligibility criteria), with reasons
Parlicipants 4a  Eligibility critaria for paricipants
4b  Settings and locations where the data were collected
Irterventions 5 The interventions for each group with sufficiant details to allow replication, including how and when they wers
actually administered
Outcomes Ba Complately defined pre-specified primary and secondary outcomsa measuras, including how and whan they
were assessed
Bk Any changes to frial outcomes after the trial commencead, with reasons
Sample size 7a  How sample size was determined
7o When applicable, explanation of any interim analyses and stopping guidelines
Randomisation:
Saquence Ba Meinod used 10 genarale ihe random allecation sequance
generation Bt Type of randomisation; details of any restriction (such as blocking and block size)
Allocation g9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers),
concealmsant describing any steps taken o conceal the sequence uniil intervantions were assigned
mechanism
Implementation 10 Who generated the random allocation sequence, who enrolled participants, and who assigned participants to
interventions
Blinding 11a K done, who was blinded after assignment to interventions (for example, padicipants, care providers, those

CONSORT 201 cheokist



Hierarchy of Epidemiologic Study Design

Case reports

Case series

Ecologic studies

Cross-sectional studies

Case-control studies

Cohort studies

Randomized controlled trials

Generate hypotheses

Establish causality

Tower & Spector, 2007 (www)


http://taylorandfrancis.metapress.com/content/n708745v34251883/
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Cohort studies

Case Control studies L”Jb
*0 L

Case Series/Case Reports

Animal research

As you move up the pyramid the study designs are i
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