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Clinical Study
Method

• Background
– Clinical value of PAC insertion in ALI patients

– Physical examination as a substitute for PAC

NEJM, 2006, FACTT

Clinical Study
Method

• Design
– Retrospective study

– Post‐hoc analysis of FACTT

NEJM, 2006, FACTT

Clinical Study
Method

NEJM, 2006, FACTT

• FACTT Study Design

NEJM, 2006, FACTT, supp. data

Clinical Study
Method

• Objectives
– Association of physical findings with CI<2.5 or 
SvO2<60%

– Association of physical findings and 24hr fluid 
output and CVP with CI<2.5 or SvO2<60%

– Correlation of ScvO2 and SvO2



Clinical Study
Result 1

Disease

dc(‐)

ba(+)Test

(‐)(+)

Sen= a/(a+c)   pre-test probability= prevalence
Spe= d/(b+d)   post-test probability= PPV or 1-NPV
PPV= a/(a+b)  LR+ = sen/1-spe
NPV= d/(c+d)  LR- = 1-sen/ spe
Prevalence= (a+c)/(a+b+c+d)

Clinical Study
Result 2

• CI<2.5 and cool extremities: 
– OR= 1.9 (p=1.0)

• CI<2.5 and high CVP: 
– OR= 1.06/1cm H2O (p=0.002)

• CI<2.5 and low fluid output: 
– OR= 0.8/1L (p= 0.01)

• SvO2<60% correlated with: 
– knee mottling (OR= 5.0, p= 0.09) and high CVP (OR= 
1.09/1cmH2O, p= 0.004)

• No clinical results via ROC analysis

Clinical Study
Result 3

Discussion

3 questions about diagnostic tests:

1. Is the evidence valid (internal validity)

2. Does the evidence show that the test can 
distinguish patients with or w/o the disorder 
(internal validity)

3. Can I apply the test to a specific patient 
(external validity)

Discussion
Internal Validation

Discussion
Internal Validation

• SnNout and SpPin

• Pre‐test probability and post‐test probability

• Youden Index

CI<2.5 prevalence= 8.1% SvO2<60% prevalence= 15.5%



Discussion
External Validation

Discussion
External Validity

• Consistency of physical examinations

• Knee mottling?

Harrison’s 16th ed.

NEJM, 2006, FACTT, supp. data

Discussion
External Validation

NEJM, 2006, FACTT NEJM, 2006, FACTT, supp. data

Exclusion Criteria

Conclusion

• Physical examination (capillary refill, cool skin, 
or knee mottling) are not clinically useful to 
predict low CI or SvO2.

• ScvO2 significantly correlates with SvO2, but 
with wide confidence interval, and thus its 
clinical value is uncertain.

Questions and Comments

VS

Perceived Barriers to Therapeutic 
Hypothermia for Patients Resuscitated from 

Cardiac Arrest



Clinical Study

• Background
– Benefit from therapeutic hypothermia(TH) 
demonstrated in RCTs and meta‐analysis

– TH incorporated into AHA guildline

– Only 26% of physicians regularly institute TH 
protocol

NEJM, 2002, Hypothermia after Cardiac Arrest Study Group

Clinical Study
Method

• Qualitative study design
• Semi‐structured personal interviews
• Purposeful random sampling

– Sampling from 14 hospitals (include community 
hospitals and centers)

– More nurses and physicians from ED
– Snowball sampling

• Total of 21 interviews (4 ICU physician, 7 ED 
physician, 10 nurses)

Clinical Study
Method

Results

• Barriers to TH
– Awareness: lack of awareness of nurses in small 
community hospitals

– Agreement: limited RCTs, uncertain risk/benefit
– Adoption/Adherence: variably adopted among 
individuals, especially in ED. Inconsistency 
between ICU and ED, physicians and nurses.

– Process Issues: equipment, cost, and workload
– Lack of experience (rare)

Discussion

• Internal Validation
– Behavior change model

– Value of a qualitative study

• External Validation
– Comparable to other scenarios of implementing 
novel intervention strategies

– Application to a different country (numerous 
issues of concern, e.g. culture, economy, politics, 
insurance…etc)

Conclusion

• Systemic adoption of TH is met with many 
physical barriers.

• Future studies are needed to determine which 
implementation strategy may improve uptake 
of TH.



Questions and Comments

No need to fear a little freeze 


