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4% — % [§ &) % Placebo group
No. 001 002 005 007
Gender F M M M
Age 71 78 64 75
Total
vasopressor
. . 32 49 38 65
infusion time
(Hour)
Shock reversal
) 19 36 18 63
time (Hour)
ICU stay
15 9 7 13
(Day)
Hospital sta
P y 21 30 12 13
(Day)
Urinary tract
infection with
Escherichia Escherichia
Cause of . ‘ ] .
) fergusonii coli & Pneumonia Pneumonia
septic shock ;
bacteremia Enterococcus
faecium
bacteremia
Final result Alive Alive Alive Expired
Laboratory
Procalcitonin
6.30 0.71 0.69 *x
(ng/mL)
Lactate
4.01 0.72 1.58 5.35
(mmol/L)
Creatinine
2.97 4.83 3.95 3.00
(mg/dL)
Albumin
2.1 <1.0 1.9 **
(g/dL)
The mean value of shock reversal time (Hour) 34
The mean value of Procalcitonin (ng/mL) 257

(omit the missing data)

**  means missing data
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# = w 1% F % Si-Ni-Tang Group

No. 003 004 006 008
Gender F M M F
Age 53 82 85 70
Total
vasopressor
. . 43 30 55 38
infusion time
(Hour)
Shock reversal
) 32 #it @ 27
time (Hour)
ICU stay
29 1 2 8
(Day)
Hospital sta
P y 29 1 2 56
(Day)
Candida Prevotella Escherichia
Cause of s ) .
) parapsilosis buccae Pneumonia coli

septic shock : ! .

bacteremia bacteremia bacteremia

Final result Expired Expired Expired Alive
Laboratory

Procalcitonin
24.57 4.18 43.14 > 200
(ng/mL)
Lactate
*x ** 827 **

(mmol/L)

Creatinine 200 - 250 237
(mg/dL) ' ' '
Albumin

2.2 *% 1.7 1.9
(g/dL)
The mean value of shock reversal time (Hour) 20,5
(omit the missing data) '
The mean value of Procalcitonin (ng/mL) >67.8
**

#H#

means missing data

recurrent arrhythmia, no CPR according to the patient’s family due to vegetative
status already

@ the patient’s condition deteriorated soon after admission and expired the 2" day
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Backgrounds: Patients with shock (including septic shock, hypovolemic
shock, cardiogenic shock...... etc.) are the main population which
intensive care physicians will face seriously. Whether the initial
exact etiology leading to the diseases is, how to maintain adequate
hemodynamic status in order to keep these patients with well
organs perfusion is always the main issue in the intensive care
units. The choices of vasopressors or inotropic agents in the
updating or revised guidelines nowadays used are still limited in
the western medicine. But we all know that low dose steroid is
being suggested for such patients and was considered to be
beneficial to restore the hemodynamic status. For the complicacy
and heterogeneity of the ICU patients, we want to find out the
potential extra benefit of using traditional Chinese medicine to
help the patient population. It is highly expected that concurrently
using traditional Chinese medicine could help such patient
population to be reversed from the shock status. This is our goal
and object of this study with combination of using traditional
Chinese medicine and western medicine to improve the patients’
outcome and prognosis.

Methods and Material: We use well designed prospectively randomized
double blind control trial.
1. Drug of this trial: Si-Ni-Tang

2. Safety of the drugs: The drugs (Si-Ni-Tang ) of the trial was
manufactured and provided by the pharmaceutical factory that meets
the requirement of GMP. All the important information, including
ingredients composition and heavy metal etc. are provided by the
pharmaceutical factory.

3. Study population: Those patients meeting the following criteria are
candidates, including: age > 20 years old and admitted to ICU, with
hemodynamic instability, previously received over 1500cc fluid
resuscitation and using vasopressors. Only patients themselves or their
relatives signed the informed consent and well understood its contents
could these patients be enrolled in the clinical trial. The informed
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consent document provides a summary of the clinical trial (including its
method, purpose, expected outcome, potential risks and benefits,
possible adverse effect and problems resolving measures, alternatives to
participation, patients’ right etc.)

4. Primary outcome to be investigated: The duration from entrance of this
trial to shock reversal.

5. Secondary outcome to be investigated: ICU mortality, ICU length of
stay, hospital mortality, hospital length of stay, total amount of
vasopressors used.

Result and Conclusion: There are totally 8 participants to be enrolled form
Sep. 2010 to Dec. 2010. Four participants are in the placebo group
and the other four are in the Si-Ni-Tang group. If we omitted the
data of those patient expired in the treatment course, the mean
value of the shock reversal time of the placebo group is 34 hours
and the Si-Ni-Tang group is 29.5 hours. There seem to be a trend
to shorten the time of septic status in the Si-Ni-Tang group.

Discussion: From the current obtained data, Si-Ni-Tang seems to have the
effect to let patients with septic shock to be restored from shock
status much earlier. However, as there is still limited amount of
participants, further studies and more participants being enrolled
would be needed to clarify the possible potential of this remedy to
be used in treating patients in the future. We hope to go on this
study to enroll the expected 120 participants. Only after reaching
this point could we do adequate statistical analysis and even using
it in the real clinical condition.
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