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什麼是隨機對照試驗檢核表？
「隨機對照試驗檢核表」是幫助您理解隨機對照試驗（RCT）的11個問題，一共分為四個部分：
· A: 隨機對照試驗的基本研究設計是否有效？
· B: 該研究的方法論是否嚴謹？
· C: 結果是什麼？
· D: 結果對於當地是否有幫助？
檢查表中的11個問題旨在幫助您系統地思考這些方面。
如何使用此評估工具？
前三個問題（第A部分）是關於基本研究設計有效性的篩選問題，可以快速回答。如果根據您對第A部分的回答，您認為研究設計是有效的，則繼續進行第B部分以評估研究是否在方法學上是健全的，並且是否值得通過回答第C部分和第D部分中的其餘問題來繼續評估。
對問題的回答記錄「是」、「否」或「無法判斷」。除一個問題外的所有問題右方的提示都強調了需要考慮的重要問題。
	Section A: Is the basic study design valid for a randomised controlled trial?
隨機對照試驗的基本研究設計是否有效？

	1
	Did the study address a clearly focused research question?
這項研究是否聚焦於一個清楚的問題？
	· Was the study designed to assess the outcomes of an intervention?
此研究是否設計來評估一種介入的結果？
· Is the research question ‘focused’ in terms of:
· 研究族群Population studied
· 介入措施Intervention given
· 對照組的選擇Comparator chosen
· 結果測量Outcomes measured

	2
	Was the assignment of participants to interventions randomised?
受試者是否被隨機分派到不同組別？

	· How was randomisation carried out? Was the method appropriate?
隨機分配方式為何？該方法是否合適？
· Was randomisation sufficient to eliminate systematic bias?
隨機分配方式是否足以消除系統性偏差？
· Was the allocation sequence concealed from investigators and participants?
分配序號是否對實驗者與受試者隱藏？

	3
	Were all participants who entered the study accounted for at its conclusion?
是否所有進入試驗的受試者在研究結論當中均被適當的考量過？
	· Were losses to follow-up and exclusions after randomisation accounted for?
是否納入隨機分配後失去追蹤與排除的患者？
· Were participants analysed in the study groups to which they were randomised (intention-to-treat analysis)?
受試者是否按照他們被隨機分配的研究進行分析（治療意向分析法）？
· Was the study stopped early? If so, what was the reason?
試驗是否提早終止？若有，原因為何？

	Section B: Was the study methodologically sound?
研究的方法是否嚴謹？

	4
	受試者、健康相關工作人員及研究人員是否盲化？
	· Were the participants ‘blind’ to intervention they were given?
受試者是否盲化？
· Were the investigators ‘blind’ to the intervention they were giving to participants?
研究者（給予介入者）是否盲化？
· Were the people assessing/analysing outcome/s ‘blinded’?
研究者（評估/分析結果者）是否盲化？

	5
	Were the study groups similar at the start of the randomised controlled trial?
各組研究對象在一開始進入試驗時的基本特性是否相似？
	· Were the baseline characteristics of each study group (e.g. age, sex, socio-economic group) clearly set out? 
文章中是否清楚呈現各組的基本特徵（如：年齡、性別、社經地位）？
· Were there any differences between the study groups that could affect the outcome/s?
組問是否存在可能影響結果的差別？

	6
	Apart from the experimental intervention, did each study group receive the same level of care (that is, were they treated equally)?
除了實驗的介入措施之外，各組的所有對待是否相同？
	· Was there a clearly defined study protocol?
試驗計畫是否清楚定義？
· If any additional interventions were given (e.g. tests or treatments), were they similar between the study groups?
若有給予額外介入（檢查或治療），各組給予的介入是否相似？
· Were the follow-up intervals the same for each study group?
各組的追蹤期是否相同？

	Section C: What are the results?
結果是什麼？

	7
	Were the effects of intervention reported comprehensively?
是否所有入試驗的受試者在研究結論當中均被適當的考量過？

	· Was a power calculation undertaken?
是否有計算檢定力？
· What outcomes were measured, and were they clearly specified?
研究中測量哪些結果？是否明確定義？
· How were the results expressed? For binary outcomes, were relative and absolute effects reported?
結果是如何表達的？對於二元結果，是否報告了相對和絕對效應？
· Were the results reported for each outcome in each study group at each follow-up interval?
是否列出每一組在每次追蹤時的數據？
· Was there any missing or incomplete data?
是否有遺漏或是不完整的資料？
· Was there differential drop-out between the study groups that could affect the results?
不同組間的退出率是否足以影響結果？
· Were potential sources of bias identified?
是否列出潛在的偏差來源？
· Which statistical tests were used?
使用到哪些統計方法？
· Were p values reported?
是否列出p值？

	8
	Was the precision of the estimate of the intervention or treatment effect reported?
是否有列出介入/治療的精確度？
	· Were confidence intervals (CIs) reported?
是否列出信賴區間？

	9
	Do the benefits of the experimental intervention outweigh the harms and costs?
介入措施所帶來的效益是否值得付出傷害及成本的代價？
	· What was the size of the intervention or treatment effect? 
介人或治療的效果有多好（大）？
· Were harms or unintended effects reported for each study group?
是否列出各組中發生的不良效應？
· Was a cost-effectiveness analysis undertaken? (Cost-effectiveness analysis allows a comparison to be made between different interventions used in the care of the same condition or problem.)
是否進行成本效益評估（成本效益分析能比較用於同一病症或問題中的不同介入措施）？

	Section D: Will the results help locally?
結果對於當地是否有幫助？

	10
	Can the results be applied to your local population/in your context?
研究結果是否可以應用在你的情境當中（或當地族群？）？
	· Are the study participants similar to the people in your care? 
受試族群是否與您照顧的患者相似？
· Would any differences between your population and the study participants alter the outcomes reported in the study?
你的患者(們)與本研究受試者群組的差異是否會影響到研究得出的結果？
· Are the outcomes important to your population?
研究結果對你的族群是否重要？
· Are there any outcomes you would have wanted information on that have not been studied or reported? 
是否有您想要的結果或資訊尚未被研究或提出？
· Are there any limitations of the study that would affect your decision?
本研究是否有任何限制會影響到您的決策？

	11
	Would the experimental intervention provide greater value to the people in your care than any of the existing interventions?
研究中的介入方法對您的患者們是否比起任何現存介入方式更有價值？
	· What resources are needed to introduce this intervention taking into account time, finances, and skills development or training needs?
本介入方式所需要的時間、費用、技術訓練成本為何？
· Are you able to disinvest resources in one or more existing interventions in order to be able to re-invest in the new intervention? 
您是否可以將投入在現有介入方式的資源挪動至新的介入方式上？





APPRAISAL SUMMARY:
Record key points from your critical appraisal in this box. What is your conclusion about the paper? Would you use it to change your practice or to recommend changes to care/interventions used by your organisation?  Could you judiciously implement this intervention without delay?
評讀總結：
將評讀的重點記錄在這裡。
· 您對這篇論文的結論是什麼？
· 您會使用它來改變您的實務，或者推薦您的組織改變照護/介入措施嗎？
· 您能否立即謹慎的實施這種介入？翻譯：黃廷宇 MD
編輯：韓彥辰 MD
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