
EBM reportEBM report

presented by R4 賴雅薇/R2 黃裕凱
supervised by Dr.李孝貞

presented by R4 賴雅薇/R2 黃裕凱
supervised by Dr.李孝貞



Case scenario
48 y/o, male with underlying type 2 DM, 
hypertension, and CKD, stage 3 

Septic shock, left foot infection related

• Left foot necrotizing fasciitis 

• post fasciotomy+sequestrectomy on 9/30 

• post amputation of the left second and third toes, 
debridement on 10/12

• post below knee amputation on 10/18

• post below knee amputation wound closure on 10/26



Case scenario
Admitted on 11/27 due to swelling and redness over 
wound, suspected cellulitis

Treatment: 

• Vancomycin 1gm, q12h

• Shifted to Linezolid 600mg, q12h on 12/2 

• Due to poor clinical improvement

• Debridement on 12/02

Clinical improved afterwards



Case scenario

• Wound culture results: Negative(on 11/30 and 
12/02)

• Previous pus culture(11/18):Staphylococcus 
haemolyticus with multiple drug 
resistance(sensitive to Vancomycine, 
Tigycycline, Teicoplanin, Linezolid, Fusidic 
acid



Background question
• Risk factors of soft tissue infection/poor wound

healing?

• Common pathogen of  Skin and soft tissue 
infections?

• Empirical antibiotics choice?

• Role of surgical debridement?

• Risk factor of MRSA infection?



Foreground question

• Vancomycin versus linezolid, which one is 
better to treat my patient? 

P patients with complicated SSTI  

I Antibiotics treatment with linezolid 

C Antibiotics treatment with 
vancomycin

O treatment response



Search for EBM

• Key words: 

• Cellulitis / Skin and soft tissue infection

• Vancomycin

• Linezolid

• MRSA





Search results

• Linezolid versus Vancomycin in Treatment of Complicated
Skin and Soft Tissue Infections (Antimicrobial agents 
chemotherapy, June 2005, p.2260-2266)

• Linezolid reduces length of stay and intravenous 
treatment compared with vancomycin for complicated skin
and soft tissue infections due to suspected or proven 
methicillin-resistant Staphylococcus aureus(MRSA) 
(International Journal of Antimicrobial Agents 
26(2005)442-448)



research result
• Linezolid versus Vancomycin in Treatment of 

Complicated Skin and Soft Tissue Infections 
(Antimicrobial agents chemotherapy, June 2005, 
p.2260-2266)

• Randomized, open-label, comparator-controlled, 
multicenter, multinational study 

• Compare linezolid to vancomycin in the treatment of 
suspected or proven methicillin-resistant gram-
positive complicated SSTIs (CSSTIs) requiring 
hospitalization



證據等級

Level 與[治療/預防/病因/危害]有關的文獻

1a 用多篇RCT所做成的綜合性分析(SR of RCTs) 
1b 單篇RCT(有較窄的信賴區間) 

1c All or none 
2a 用多篇世代研究所做成的綜合性分析

2b 單篇cohort及低品質的RCT 

2c Outcome research / ecological studies 
3a SR of case-control studies 
3b Individual case-control studies 

4 Case-series(poor quality :cohort / case-control studies



Research result
• From October 2002 to March 2003

• Enroll 1200 patients with SSTI, suspected or 
proven MRSA related, required hospitalization
with physical or symptoms finding 

• Patients with gram negative infections, 
osteomyelitis, endocarditis, septic arhtritis, 
necrotizing fasciitis, gas gangrene were 
excluded 

• Surgical intervention was allowed



Research result
• Patients enrolled were randomized to receive 

• Linezolid 600mg, q12h, i.v. or orally

• Vancomycin, 1gm, q12h, i.v.

• Concomitant use of other Abx. for gram-
negative organisms were permitted

• Minimal treatment period was 4 days, but no 
longer than 21 days



Research result

• Primary endpoint: clinical cure

• EOT(end of treatment)

• TOC(test of cure): 7 days after EOT

• Long-term follow-up: day 35



Research result• ITT(intent-to-treat) population

• MITT(modified intent-to-treat) population: 

• ITT population with culture confirmed 
gram+ pathogen

• CE(clinically evaluable) population:

• >4 days of therapy and returned to TOC 
visit

• ME(microbiologically evaluable) population:

• CE patients with one or more gram+ 



Research result



Research result



Conclusion
• The results indicate that the two drugs are 

equivalent for the ITT population.

• Linezolid superior to the comparative regimen
in the per-protocol analysis and to vancomycin
in the MRSA subset. 

• The difference between linezolid and 
vancomycin results was most dramatic in 
patients with abscesses and surgical-site 
infections



Appraisal
Item comments

Answer 此文獻有沒有回答我的問題？ 部分

Authors 作者是否為experts?有沒有利益衝突？ 是/有
Method 此文獻設計是哪一種類型？ RCT

Population
取樣是否隨機？其特性是否接近我的
病人？分組是否採盲法？ 病人特性應屬接近

Intervention
給予實驗組的處置是否描述清楚，並
且是臨床可行的？ Ｖ

Comparison
給予對照組的處置是否描述清楚，並
且是臨床可行的？各種可能比較皆有
了？ Ｖ

Outcome 測量了那些結果？是否用客觀的方式
測量？是否有統計學上的意義？ Ｖ

Ti
測量結果的時間點是否合宜？追蹤的

Ｖ



audit

•提出臨床問題

•搜尋最佳證據

•評讀文獻

•應用到臨床病人身上

•改變醫療行為



Apply to the Patient

• Linezolid didn’t be superior choice according to
the final culture pathogen.

• Surgical site infection

• Sensitivity result

• Drug level, renal insufficiency



Thanks for your 
attention!

Thanks for your 
attention!


