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背景

GOLD guideline, 2009，建議第三期
(severe) COPD 及第四期(very severe)的
COPD病人，若有反覆急性發作時，使用吸
入型類固醇以減少急性發作的頻率。

問題：

慢性阻塞性肺病的病人長期使用吸入型類固
醇是否會增加罹患肺炎機會？



實證醫學(Evidence Based Medicine)五大
步驟

第一步驟：提出可回答的臨床問題 

第二步驟：搜尋最佳實證文獻資料 

第三步驟：謹慎的文獻評讀 

第四步驟：臨床應用 

第五步驟：評估改善



一、提出可回答的臨床問題 

Patient or
Problem

COPD
(chronic obstructive 
pulmonary disease)

Intervention or 
exposure

Inhaled corticosteroid
(fluticasone, budesonide)

Comparison Placebo

Outcome Pneumonia



二、搜尋最佳實證文獻資料

搜尋策略 :

Seconday database � Primary database
Design: Systemic review or Meta-analysis

Primary Database :
PubMed

Secondary Database: 
Cochrane Collaboration and Library



二、搜尋最佳實證文獻資料: 證據等
級



Secondary Database: Cochrane 
Collaboration



COPD AND ("inhaled corticosteroid" OR fluticasone OR 
budesonide) AND pneumonia AND ("systemic review" OR meta-
analysis)

Primary Database: Pub Med
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三、謹慎的文獻評讀

在文獻評讀方面最主要有三個主要步驟，即
為VIP：V（Validity/Reliability）效度/信度

I（Importance/Impact）重要性

P（Practice/Applicability）臨床適用性



Users' Guides to the Medical Literature: JAMA 1994; 272: 1367-
1371

三、謹慎的文獻評讀: 使用評讀工具

Public Health Resource Unit, England (2006): Critical Appraisal Skills 
Programme (CASP) 

University of Oxford, 2005: - Systematic Review Appraisal 
Sheet 

- CAT maker (software)

University of Birmingham: CASP (critical appraisal skill 
programme)



三、謹慎的文獻評讀: 使用評讀工具



三、謹慎的文獻評讀: 使用評讀工具

This paper: Yes � No � Unclear � 
Comment: 
p.118 title, abstract; p. 119 introduction 皆有明白地指出本篇文章所針對
的臨床問題

The Title, Abstract or final paragraph 
of the Introduction should clearly state 
the question. If you still cannot 
ascertain what the focused question is 
after reading these sections, search for 
another paper!

The main question being addressed 
should be clearly stated. The 
exposure, such as a therapy or 
diagnostic test, and the outcome(s) of 
interest will often be expressed in 
terms of a simple relationship.

Where do I find the information?What is best?

What question (PICO) did the systematic review address?

�

SYSTEMATIC REVIEW: Are the results of the review valid? 

Current Opinion in Pulmonary Medicine 2010,16:118–
122



Current Opinion in Pulmonary Medicine 2010,16:118–
122



三、謹慎的文獻評讀: 使用評讀工具

This paper: Yes � No � Unclear � 
Comment:
1. Current Opinion in Pulmonary Medicine 2010,16:118–122
p.118 ~ p.119 “Literature search and methodology” 
2. Arch Intern Med. 2009;169(3):219-229
p.220 “SEARCH STRATEGY” “STUDY SELECTION” “RESULTS”

The Methods section should describe 
the search strategy, including the terms 
used, in some detail. The Results 
section will outline the number of titles 
and abstracts reviewed, the number of 
full-text studies retrieved, and the 
number of studies excluded together 
with the reasons for exclusion. This 
information may be presented in a 
figure or flow chart. 

The starting point for comprehensive 
search for all relevant studies is the 
major bibliographic databases (e.g., 
Medline, Cochrane, EMBASE, etc) but 
should also include a search of 
reference lists from relevant studies, 
and contact with experts, particularly 
to inquire about unpublished studies. 
The search should not be limited to 
English language only. The search 
strategy should include both MESH 
terms and text words.

Where do I find the information?What is best?
F - Is it unlikely that important, relevant studies were missed? 

�



Current Opinion in Pulmonary Medicine 2010,16:118–
122



Arch Intern Med. 2009;169(3):219-
229



Arch Intern Med. 2009;169(3):219-
229



三、謹慎的文獻評讀: 使用評讀工具

This paper: Yes � No � Unclear � 
Comment:
p.220 “ELIGIBILITY CRITERIA” 

The Methods section should describe 
in detail the inclusion and exclusion 
criteria. Normally, this will include the 
study design.

The inclusion or exclusion of studies in 
a systematic review should be clearly 
defined a priori. The eligibility criteria 
used should specify the patients, 
interventions or exposures and 
outcomes of interest. In many cases 
the type of study design will also be a 
key component of the eligibility 
criteria.

Where do I find the information?What is best?
A - Were the criteria used to select articles for inclusion appropriate?

�
Arch Intern Med. 2009;169(3):219-
229



Arch Intern Med. 2009;169(3):219-
229

Inclusion criteria

Inclusion criteria



三、謹慎的文獻評讀: 使用評讀工具

This paper: Yes � No � Unclear � 
Comment:
p.220 “QUALITY ASSESSMENT”, 
1. 應用”Cochrane Toolkit”來評估每篇trial有關於分派序列的產生、隱匿分配、盲
性作 
業、及失落到追蹤(loss to follow-up)資訊的bias。

2. 不良事件監控的頻率和種類是應用“Cochrane Handbook for Systematic 
Reviews of Interventions”的建議來評估其效力。

p. 223 “RESULTS”，有九篇RCT的bias風險性較低，另九篇bias的風險性不清楚，
沒有一篇trial用客觀的肺炎定義。

The Methods section should describe 
the assessment of quality and the 
criteria used. The Results section 
should provide information on the 
quality of the individual studies. 

The article should describe how the 
quality of each study was assessed 
using predetermined quality criteria 
appropriate to the type of clinical 
question (e.g., randomization, blinding 
and completeness of follow-up) 

Where do I find the information?What is best?

A - Were the included studies sufficiently valid for the type of question 
asked?

�



Arch Intern Med. 2009;169(3):219-
229



有九篇RCT的bias風險性較低，另九篇bias的風險性不清
楚

Arch Intern Med. 2009;169(3):219-
229



三、謹慎的文獻評讀: 使用評讀工具

This paper: Yes � No � Unclear � 
Comment:
p.222 “Statistical heterogeneity was assessed using the I2 statistic; values of 
50% or more indicated a substantial level of heterogeneity.”
此篇文章因heterogeneity數據為0%或於低值，所以無再更進一步討論
heterogeneity的相關問題。

The Results section should state 
whether the results are heterogeneous 
and discuss possible reasons. The 
forest plot should show the results of 
the chi-square test for heterogeneity 
and if discuss reasons for 
heterogeneity, if present. 

Ideally, the results of the different 
studies should be similar or 
homogeneous. If heterogeneity exists 
the authors may estimate whether the 
differences are significant (chi-square 
test). Possible reasons for the 
heterogeneity should be explored. 

Where do I find the information?What is best?
T - Were the results similar from study to study?

�



Any Pneumonia

Arch Intern Med. 2009;169(3):219-
229



Serious 
Pneumonia

Arch Intern Med. 2009;169(3):219-
229



Pneumonia related 
Mortality

Arch Intern Med. 2009;169(3):219-
229



三、謹慎的文獻評讀: 使用評讀工具



三、謹慎的文獻評讀: 使用評讀工具



Chi2/df (7.83/6)> 1, possible 
heterogeneity

Current Opinion in Pulmonary Medicine 2010,16:118–
122



Vestbo 1999因病人選擇不適切，病情嚴重度太輕，FEV1
接

近80%，將此篇文章捨棄重新分析如下

Current Opinion in Pulmonary Medicine 2010,16:118–
122



Cochrane Database of Systematic 
Reviews 2007, Issue 4 



文獻結論



四、臨床應用

證據等級: Level 1 A (Oxford center, Nov. 1998)

長期使用(>24 weeks)吸入型類固醇的COPD病人明顯增加
罹患肺炎之風險。

COPD疾病嚴重度同等級內的罹患肺炎風險機會未有定
論。

必須更進一步解決以下不確定的事物：是否有足夠的追蹤
期、病人數、和明確的肺炎定義(包含影像學、微生物學
上的確認)。

臨床醫師對使用吸入型類固醇的病人需提高警覺是否有
發生肺炎，因肺炎的症狀徵兆與COPD with AE時很相似。


