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Ethicon Endo-Surgery SEDASYSTM 

1. Please discuss what duration and degree of anesthesialdeep sedation andlor 
hypoxemia may be considered safe unde 
SEDASYS device. 

a. Please discuss the risk of periods of uninten 
general anesthesia associated wi 
SEDASYS, including those obs 

b. Please discuss the oxygen desaturatid 
when administered using S E D A S ~ S , ~  
pivotal study. 

2. Please discuss how the management of hyp 
sites impacts the evaluation of 
this could have for the actual cl 
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3 .  Please$iscuss whdher evaluation of the applicant's data constitute reasonable 
assurance, that the SEDASYS device, will enable safe and effective use of 
propofoi @,the procedures described when administered by: 
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persons v,Jii8 are not trained in the administration of general anesthesia. 

persons who have been trained in the administration of general anesthesia and 
are not involved in the procedure. 

4. Please discuss the appropriateness of the pivotal study control arm and how the 
study design affected interpretation of the study findings (i.e. use of SEDASYS 
by healthcare providers who are or are not trained in general anesthesia). 



5. If SEDASYS were to be approved, discuss what postmarketing studies should be 
conducted. 

a. Should studies include adjustments so that the effect of gender can be 
evaluated for safety and effectiveness of the device? 

b. How would you expect providerlsite procedure volume and experience to 
affect the generalizability of safety and effectiveness results in a post- 
approval study? 

c. Should studies assess the safety of bolus-dosing feature? 
d. Are there other short or long-term safety concerns that you think should be 

addressed? 
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