Chapter 3

METHODOLOGY

Reseach Design : Cross-sectional analytic study in human
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Patient Group

Patients bitten by Green pit viper who come to Snake Bite Clinic, Hematology
Unit or who are admitted to general medical ward, Department of Medicine,
Chulalongkom Hospital are eligible for the study. Patients with hematotoxic snake bite
who come to OPD is sent to the clinic. Cases with moderate to severe clinical

manifestations will be admitted to zen i ’ F,r' edicine ward under the care of hematologists
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Exclusion Criteri
Patients are not asked to participate in the study if the following criteria are met:
1. A patient has a history of an underlying disease affecting coagulation and

fibrinolytic system such as renal disease, liver disease and congenital coagulation or
fibrinolytic defect.

4. A patient too, 5 4 gu ; and fibrinolytic system such as oral
anticoagulant, cephalospogift a@Feric & ibfllolytic drug within 1 week before bite.
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Data Collection
1. History Taking and Physical Examination : Fill in the protocol
Demographic data : age, sex, address, occupation
Underlying diseases, Medication taken

Species of snakes are | ':= tiatad according to Appendix 1
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2. Laboratory Investigations : Methods of blood collection, the variation in
fibrinolytic parameter and methods to control it are specified in Appendix II and III

2.1 Automated complete blood count

2.2 Venous clotting time (VCT)

2.3 Complete coaguing
Fibrinogen level and Fibrinsiiupten il Lot ruducts(mps)
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lofyed every day until 72 hour or
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ion for antivenin therapy will be
admitted less than 30 minutes and
once again at
: will be done on
only 2 be drawn at the

same time of VCT byﬂmpmcassesouthnndmw The specimens are stored at
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The technicians who perform laboratory assays will not be informed (blind
assessment) about the conditions of the patients.

Outcome Measurements

1. t-PA antigen level is the primary outcome.

2. Plasminogen activatoxdetiiiy) f9€Liscithr free 1-PA level . if there is -PA
elevation) or direct plas a_emom{,ift-mlevelisnurmal)

aﬁ‘ectuereﬂectedbyAPI‘T PT,

TT, fibrinogen level a
; \\x _

by Colorimetric assay
PA activity (Contant, Thirion and Martinoli, 1987) by Colorimetric assay
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FDPs by Immunoassay

ELISA, Colorimetric assay and Immunoassay kits are purchased from Diagnostica
Stago, France

Control
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Statistioal Auslvai

1. t-test for means values of each laboratory results in case- and control- group

2. Coefficient of correlation of fibrinopeptide A and fibrinolytic activity

Ethical Consideration

There will be no efhisgl ;ff th bluudspammmhastubedmwfnr
VCT assay in routine afitrts il 1e
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Imitations

e-and-effect relationship is not
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even an effect of the -I: ino e o i viperbitepaﬁmts. However,
according to the physilogical pwmau \ Wctivity elevation should result in
ison group. An ideal control group
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subjects to be a ¢ } Fsroup-forisborstonmmethogsang 1y siological variations.

< ot

3

m@mwwﬁﬁ
Q%Wﬁ‘??d A




	Chapter 3 Methodology
	Research Design
	Research Methodology
	Sample Size Justification
	Patient Group
	Inclusion Criteria
	Exclusion Criteria
	Control Group
	Data Collection
	Outcome Measurement
	Methods
	Quality Control
	Interpretation of the Results
	Statistical Analysis
	Ethical Consideration
	Limitations of the Study


