Empiric Antibiotic Treatment Reduces Mortality
in Severe Sepsis and Septic Shock From the
First Hour: Results From a Guideline-Based
Performance Improvement Program
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TABLE 1. Patient Characteristics by Timing in Hours to the First Antibiotic
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TABLE 2. Adjusted Hospital Mortality Odds Ratio and Probability of Mortality for Time to
Antibiotics Based on a ged Logistic
Regression Model
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12 questions to help you make sense of cohort study

How to use this appralsal tool

Three broad issues need to be considered when appraising a cohort study:

* Are the results of the study valid? [Section A)
* What are the results? [Section B)
* Wil the results help locally? [Section C)
The 12 i on the ing pages are i to help you think about these issues systematically.

The first two questions are screening questions and can be answered quickly. If the answer to both is “yes”,
it is worth p ding with the i

There is some degree of overlap between the questions, you are asked to record a "yes”, “no” or "can't
tell” to most of the questions. A number of prompts are given after each question. These are

designed to remind you why the question is important. Record your reasons for your answers in the spaces
provided,
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| (A) Are the results of the study vali

d?

Screening Questions

1. Did the study address a clearly focused issue?

HINT: A question can be focused’ In terms of

*  The population studied

= The risk factors studied

= __The outcome

& s it clear whether the study tried to detect a beneficial
or harmful effect?

G OER LR

MYES

DCan‘t tell DNO

2. Was the cohort recruited in an acceptable way? m\'es

HINT: Look far selection bias which might compromise
the generalisibility of the findings:
of a defined populati

*  Was the cohort pop

*  Was there something special about the cohort?
*  Was everybody included who should have been included?

1. 200501~201002% i+ ~ % @ ~ % % 165 ICU% 28150 i=sepsis ),’ﬁ X
2. Can’ttell
3. Eligible subjects: A.5% 12 % » fICU B.>2 SIRS criteria C.>1 organ dysfunction

DCan’t tell D No

Is it worth continuing?

3. Was the exposure accurately measured to

minimise bias?

HINT: Look for measurement or classification bias:
s Did they use cubjective or objective maasurements?
= Do the measurements truly reflect what you want them
to [have they been validated)?

»  Were all the subjects classified into exposure groups

using the same proce

1. Yes, Abx administration
2. can't tell
3.no - AbxiE$R - HIEAH

DYes

Can’t tell D No

.\'ES

D Can't tel

4. Was the outcome accurately measured to

minimise bias?

HINT: Look for measurement or classification bias

= Did they use subjective or objective measurements?

* Do the measures truly refloct what you want them to
[have they beon validated)?

*  Has a reliable system been established for
detecting all the cases (for measuring disease
occurrence)?

*  Were the measurement methods similar in the
ditferent groups?

*  Were the subjects and/os the outcome assessor
blinded to exposure (does this matter]?

1. Yes, Mortality

2. Can'ttell

3. Yes

4. Yes

5. No, but it doesn’t matter

I DNo

5. (a) Have the authors identified all important

confounding factors?

List the ones you think might be

important, that the author missed. disease

(b) Have they taken account of the
confounding factors in the design
and/or analysis?

HINT: Look for restriction m, and technicues e.g.

modelling, stratified-,
to correct, control or adjust for confounding factors

gression-, of sensithvity analysis

DYes

E"res

List:

DCan‘t tell No

Retrospective study-Underlying

Can’t tell DNO

mves DCa n't tell

6. (a) Was the follow up of subjects complete
enough?

D Yes ml:a n't tell

(b) Was the follow up of subjects long

enough?

HINT: Consider
*  The good or bad effects should have had long enough
to reveal themselves
*  The persons that are lost to follow-up may have
different outcomes than those available for assessment
*  Inan open or dynamic cohort, was there anything special
about the outcome of the people keaving, or the

exposure of the people entering the cohort ?

DNo

Dl\lo




‘ (B) What are the results?

7. What are the results of this study?
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®  What are the bottam line results? 2. Yes
¥ sported the rate or the proportion betwean 3.7 momlityRae R
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8. How precise are the results?

s

HINT: Look for the range of the confidence intervals, if given.

)

9. Do you believe the results?

HINT: Consider
=  Big effect is hard to ignore!
«  Con it be due to bias, chance or confounding?
*  Are the design and methods of this study sufficiently
flawed to make the results unreliable?
*  Bradiord Hills criteria (e.g.
|l

ime sequence, dose-response

gradient, biclogi

.Can't tell DNo

‘ (C) Will the results help locally?

10. Can the results be applied to the local population?

HINT: Consider whather

« A cohort study was the appropriate method to answer this question

*  The subjects covered in

s study could be sufficiently different from

your population 1o cau m
*  Yout local setting is kely to differ much fram that of the study

*  You can quantify the local benefits and harms

m"es D(.‘an'ltell DND

11. Do the results of this study fit with other

available evidence?

12. What are the implications of this study for practice?
HINT: Consider

*  One ohservational study rarely provides sufficlently robust

evidence to recommend changes o clinical practice or

within health palicy decision making
»  For certain questions observational studies provide the anly
evidence
Recommendations from observational studies are always stronger
wheon supported by other evidence
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Dcan't tell DNG




