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背景資料 Background Knowledge 

1 

個案溝通 

筆談 
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1234 

https://www.youtube.com/watch?v=MKjlhyQjcwg
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Critical Care Medicine   
Impact factor:6.736 

  

Critical Care Medicine 
排名：4/33 



 Appraisal Tool [RCT] 
 

步驟1: 研究探討的問題為何? 
步驟2：研究的品質有多好? 
步驟3: 研究結果的意義為何? 
 

(內在效度) 

(效益) 

 RCT  Appraisal sheets(RAMbo) 

(PICO) 



前景問題 Foreground Question 1 

• > Age 18 tracheostomy placement (in ICU) 
• Spontaneously breathing, awake, obey verbal  

P 

• Early intervention. (in-line Passy Muir “Ventilator 
Speech and Swallowing Valve 007” (PMV) ) 

 

I 

•  Standard  therapy (a Por tex orator speaking 
valve (Smiths-Medical, Sydney, Australia)  

c 

• Hastened return to phonation 
O 

問題類型：●治療型 〇預後型 〇診斷型  〇傷害型 
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Appraisal Tool [RCT] 
 

步驟1:研究探討的問題為何? 
步驟2: 研究的品質有多好? 
步驟3: 研究結果的意義為何?  
 

(內在效度) 

 RCT  Appraisal sheets(RAMbo) 

(效果) 



2-1.招募(Recruitment)-受試者是否具有代表性 p1076  

步驟 2: Validity（族群代表性合適、結果可靠、精確） ? 
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MATERIALS AND METHODS 

Ethics approval was given by the local Area Health Service Protocol X09-0380 and HREC/09/RPAH/643. The 

trial was prospectively registered on www.ANZCTR.org.au, protocol number ACTRN12610000075088. 

Participants and Setting 

•The Royal Prince Alfred Hospital, a tertiary referral hospital in Australia 
•Patients from the intensive care department which has 52 beds including general,   
 cardiothoracic, and neurosurgical beds.  
•Eligibility criteria  

1. > 18 years old 
2. Formation and placement of the tracheostomy > 48 hours 
3. Air-filled cuffed tracheostomy tube in situ 
4. Actively mechanically ventilated with positive end-expiratory pressure ≦ 

10 cm H2O pressure, Fio2 ≦ 40% 
5. Spontaneously breathing 
6. triggering ventilatory support 
7. Voiceless ≧ 48 hours 
8. Awake and able to obey verbal commands YES 



2-2. 分派(Allocation)-分派方式是否隨機且具隱匿性……?   p.1076 

步驟 2: Validity（族群代表性合適、結果可靠、精確） ? 

YES 
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• A prospective randomized controlled trial was conducted with concealed 
allocation, blinded assessment of some outcome measures, and intention-to-treat 
analysis.  

• All tracheostomy patients were consecutively screened during the scheduled 
recruitment periods and enrolled if eligibility criteria were met.  

• Written consent was gained from each participant or person responsible.  
• Participants were randomly allocated to an intervention or control group using 

computer-generated, permuted-block randomization, with concealed allocation 
via sealed opaque envelopes. 



2-3. …每個組別在研究開始時的情況是否相同?  p.1079   

步驟 2: Validity（族群代表性合適、結果可靠、精確） ? 

YES 
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步驟 2: Validity（族群代表性合適、結果可靠、精確） ? 

2-4.維持(Maintenance)-各組是否給予相同的治療?  p.1077 
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步驟 2: Validity（族群代表性合適、結果可靠、精確） ? 

2-4.維持(Maintenance)-各組是否給予相同的治療?  p.1077 

Portex  orator speaking valve <<Themovent-T>> - heat and moisture exchange 
Filter (Smiths-Medical) 



步驟 2: Validity（族群代表性合適、結果可靠、精確） ? 

2-4.維持(Maintenance)-各組是否給予相同的治療?  p.1077 

12 
YES 



步驟 2: Validity（族群代表性合適、結果可靠、精確） ? 

2-5……是否有足夠的追蹤(Follow up)?說明: (P.1078 Figure 1)   
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YES 



步驟 2: Validity（族群代表性合適、結果可靠、精確） ? 

2-6.評估(Measurement)-受試者與評估者是否對治療方式及
(或)評估目的維持盲法(Blind)? 說明：p1077   (部分Blind!) 
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Primary Outcome.  
Time to phonation was the primary outcome. 
It was measured from tracheostomy insertion to the ability to count from 1 to 10 
using voice and reported in days. 
The presence of phonation was assessed daily by an SLP or nurse who was not 
otherwise involved in the trial. 

Secondary Outcomes.  
The secondary outcomes were duration of tracheostomy cannulation, duration of 
mechanical ventilation, length of stay in ICU, length of stay in hospital, time to oral 
intake, safety, and quality of life 

• There was no blinding of participants,  the  therapists  who  administered  
therapy,  or  the assessor of the primary outcome.  

• However, blinding of most  secondary outcomes was achieved. 



Appraisal Tool [RCT] 
 

步驟1:研究探討的問題為何? 
步驟2: 研究的品質有多好? 
步驟3: 研究結果的意義為何?  
 

(內在效度) 

 RCT  Appraisal sheets(RAMbo) 

(效果) 



步驟3 : 研究結果的意義為何? 

NO 

YES 
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步驟3 : 研究結果的意義為何? 

Quality of Life. None of the eight domains of the VASES that 

we measured showed a statistically significant benefit from the 

early intervention.  



 

 

 

 

Appraisal [RCT]-結論 
（內在效度 ＆ 結果 ） 
 

 RCT  Appraisal sheets(RAMbo) 



1.招募(Recruitment)-受試者是否具有代表性？ 

2. 分派(Allocation)-分派方式是否隨機且隱匿性 ? 

3. ….每個組別，在研究開始時的情況是否相同？ 

4. 維持(Maintenance)-各組是否給予相同的治療?  

5…..是否有足夠的追蹤(Follow up)?  

6. 評估(Measurement)-受試者與評估者是否對治療方式及   
                                          (或)評估目的維持盲法(Blind)?  

7. 使用何種評估方式，療效有多大?  

8. 這個研究結果是否可能隨機(巧合)發生? 

YES 

YES 
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YES 

YES 

YES 



Limitations 

1. In asking participants to count to 10, the measure 
used for the primary outcome failed to capture the 
complexity of their communication  

2. It was an objective measure of their ability to 
phonate 

3. There was no blinding of participants, the therapists 
who administered therapy, or the assessor of the 
primary outcome  

4.  The study sample was small 
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CONCLUSIONS 
• In conclusion, targeted early treatment during mechanical ventilation hastened 

return to phonation for patients with a tracheostomy tube.  
• Earlier return of voice facilitates effective communication that is beneficial for 

improved patient care in the ICU that may include improved reporting of medical 
symptoms and assessment and management of pain, delirium, and emotional 
distress experienced in ICU.  

• In the study cohort, there were no adverse impacts on other facets of care 
including time to tracheostomy weaning milestones 
• additional studies with larger participant numbers need to be conducted to replicate 

these findings, monitor safety, and confirm secondary clinical benefits with this 
particular treatment. 

• Early treatment by an SLP to promote the return of phonation may therefore be 
considered for selected ventilated tracheostomy patients in the ICU. 

• 個案 

file:///F:/VID_20160411_144158_mpeg4.avi


   討論 

Step 1：Ask Step  2: Acquire Step 3: Appraisal Step 4：Apply 

不同臨床決策對醫療品質的影響 

證據與實證照護(Evidence) 

本篇研究在意識清楚且呼吸器使用病人早期介入speaking valves能提早

發聲具有顯著意義，對ICU使用也能促進醫病溝通。 

臨床專家意見(Expertise) 

• 胸腔內科醫師:臨床團隊互相配合，對於病人能成功使用speaking 
valves相當重要，每一個環節都是重要。 

• 呼吸治療師:依病人狀況開始練習發聲，採漸進式發聲，通常第一次較
困難，speaking valves可以使用在有無呼吸器的病人，也不會影響平
時活動。 

• 物理治療師:此類病人呼吸肌，使用speaking valves能幫助肺擴張，橫膈
膜運動等介入措施也可幫助肺部擴張，。 

病人及家屬的期望(Expectation) 

家屬會比較關心病人的感受性問題如： 

(1)Quality of Life (2) Prolong time (3)價格 

[Shared Decision Making need EBM& EBM need Shared Decision Making] 
Learn from 3rd International Society for Evidence-Based Health Care Conference (ISEHC) 2014 
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• 對意識清楚/有氣切病人，建議使用
speaking valve? 
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THANKS FOR YOUR ATTENTION~ 
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