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	Name of Finished Product:
CHIROCAINE ®
	
	

	Name of Active Ingredient:
levobupivacaine 0.5%
ATC code: N01BB10
	
	

	Title of Study: 
LEVOBUPIVACAINA INTRATECALE NEL TAGLIO CESAREO: DETERMINAZIONE DELLA “MINIMUM LOCAL ANAESTHETIC DOSE (MLAD)”


	Investigators:
M.P. Rinaldi MD, MV Valentini MD, S. Baroncini MD


	Study centre (s): General and Pediatric Anesthesia and Intensive Care Department, IRCCS Azienda Ospedaliero-Universitaria di Bologna


	Publication (reference): Not available



	Studied period (years):
date of first enrollment: 03/11/2009
date of last completed: 17/02/2010
	Phase of development:
Phase IV




	Objectives:
The aim of this study was to determine the Minimum Local Anesthetic Dose (MLAD) of subarachnoidal Levobupivacaine in cesarean section combined with opioid analgesics which are currently used for cesarean section.

Main objective:
To detect the most appropriate local anesthetic dose that results in effective subarachnoidal anesthesia in cesarean section, Levobupivacaine, for both surgical purpose and patient's “comfort anesthesia”.

Minor objectives:
1) Onset (time elapsed between subarachnoidal administration (T0) and achievement of L5 block) and duration of anesthesia
2) Intraoperative motor block 
3) Hemodynamic impact of anesthetic block evaluated by measurement of blood pressure, heart rate (at various time intervals) and possible therapeutic adjustment (mg efedrina) needed to resolve hypotension and bradycardia
4) Duration of postoperative anesthetic block measured by the Bromage test;
5) Duration of postoperative anesthesia as indicated by the time of first request for analgesic after operation 


	Methodology:
monocentric, prospective, open-label, not randomized trial


	
Number of patients (planned and analysed)
[bookmark: _GoBack]Planned: 31/ Enrolled: 29/ 


	Diagnosis and main criteria for inclusion:
Diagnosis: elective/scheluded cesarean section

Inclusion criteria:
· Gathering of informed consent;
· ASA I-II patient;
· Age between 18 and 44 years 
· Maternal height between 150 and 190 cm, 
· Maternal weight between 50 and 120 kg. 



	Test product, dose and mode of administration, batch number:
levobupicaine 0.5%, starting dose 7,5 mg, subarachnoid


	Duration of treatment:
single dose


	Reference therapy, dose and mode of administration, batch number:
Fentatienil (Sufentanil), 2,5 µg, intrathecal administration








	Criteria for evaluation:
Efficacy:
assessment of MLAD with Dixon and Massey’s method

Safety:

The drug safety will be evalueted by reporting serious and non-serious adverse events, laboratory tests and vital signs assessment.



	Statistical methods:
Dixon and Massey’s method



	SUMMARY – CONCLUSIONS

EFFICACY RESULTS: Not available

SAFETY RESULTS:
Levobupivacaine 0.5% is commonly used in subarachnoid anesthesia and adverse reactions caused by this drug are very rare. Indeed, no adverse reactions to levobupivacaine were observed during the trial. The treatment safety results were judged to be excellent by the investigators. 

CONCLUSION: On 17/02/2010 the investigators decided to close the study.
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