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Design

Prospective
Randomized
Unblinded
Multi-center
Controlled trial

Question/Hypothesis

Does early insertion of a PAC reduce
morbidity and mortality in patients with
septic shock or ARDS

Setting

* In what environment was the study
carried out?

» 36 ICUs in France




Methodology

Methodology

Who was not and what were the
criteria?

Exclusion criteria

<18 years

Hemorrhagic shock

Myocardial infarction / cardiogenic
shock,

Moribund / refused consent

Methodology

Who was enrolled and what were the
criteria?

Inclusion criteria:

Criteria for ARDS >24 hours

Shock < 12 hours

Randomization

» If the study was randomized, how was
this achieved?

» Telephone randomization — permuted
block algorithm




Statistical Analysis Interventions

+ Did the authors perform a power * PAC inserted

analysis? « No specific directions to the use of the
* Yes — 1100 patients required to detect a PAC
10% difference in mortality

» How was the data analyzed?

Standardization

*Medical patients
*80% shock
*20% ARDS




Appraisal of Methodology

Were the patients properly randomized?
Critical Appraisal of the ~Yes
Methodology Were the groups comparable?
—Yes
Was the outcome assessment "blind"?
—No
Was the study large enough?
—No

Appraisal of Methodology

Was the study length sufficient?
— questionable
Was it stopped after an interval evaluation? Results

— No — stopped after a specified period of time — 30
months

Was the follow up complete — were all the
patients who entered the trial accounted for at
its conclusion?

— Yes

And were they analyzed in the groups into

which they were randomized?
— Yes




Results - Mortality 3 Month Survival
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Figure 2. Kaplan-Meicr Survival Etimates During 3 Menths

LogFark P = 25

306
7 1 B8 00115 il G

E @ ¥a
LU =

28 day mortality was related to

Secondary Endpoints : ;
severity of illness

Table 2. Secondary End Points According bo the Interdion-be- Treat Analysis"
PAC Group Control Group
End Painis n= 335 in - 3]
izt Ho. (]
Dy 14

167 (4.3 1756 (51.5
Dyl 0.7 244720

Chration af stay, d
Irieraive o it 116 (10.1] 0
Haspital 14.0(11.5

Doy 28 Na. of frees dangm,
Lhaapita]
Iriersive cars it
Verilation

Doy 14 Mo, of free daps
Crgan system
Feral support
Vasnoctive agents.




Questions about results

» Study was underpowered .
 Study did not use standardized The Onus of Proof is

methodology for use of PACs ALWAYS on the intervention!

« Authors’ conclusion is that PACs are
safe — but do they miss the point?

What these studies tell us is:

1. PAC is not a therapy

2. Without set goals or protocols, it is
unlikely that PAC is of any additional
benefit to patients

Comments







