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Diagram showing temporal direction
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Statins for lipid lowering Dementia

Male condom use Genital warts

Large dose of folate anad Microcephaly
Iron in pregnancy

Pickled vegetable Esophageal cancer
consumption

Paracetamol use Ovarian cancer
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Study Objective




i &

e Case—control study to investigate the

riIsk of hemorrhagic stroke associated
with drug X use (a USA study, 2000)



Sample Size Calculation

e Exposure rate in Control

— No data in Korea
—2.3% in USA Study

— Assumed as 2.0% In this study
conservatively

e 1:2 Matching
e o = 0.05, B=0.20, OR=2.0

Case: 875 Control: 1,750



Inclusion Criteria — Case

Diagnosed as SAH or |ICH
Age: 30 ~ 74

Able to communicate and complete the
interview within 30 days after stroke

No history of a brain lesion that would
increase the risk of hemorrhage (i.e., AVM,
aneurysm, or tumor)

No history of stroke



Inclusion Criteria — Control

1 Case vs. 1 Hospital & 1 Community control
Same sex, Age + 3 yr

No history of a brain lesion that would increase the
risk of hemorrhage (i.e., AVM, aneurysm, or tumor)

No history of stroke

No disease to disturb the communication and
complete interview

Hospital control

Community control: Above criteria + Brothers or
sisters / Friends / Neighbors



Study Duration

e Protocol & questionnaire development
and pilot study: 3 months

e Enrollment of cases and controls, data
acquisition, and data input: 19 months

e Statistical analysis and preparation of
reports: 2 months



Operating Systems

Steering Committee

Coordination Center

District Controller

District Controller

District Controller

Interviewer —

Participant Participant Participant




Data Acquisition |

e [nterview survey by questionnaire
— Recruitment and training of interviewer

— Development of structured questionnaire
“Pilot Study”

— Production of drug sample set



Data Acquisition |

Study subjects and interviewers should
be blind to the objective of the study.

All drug history within 1 month prior to
disease onset In case

Potential confounders

Clinical characteristics of hemorrhagic
stroke
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