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PATIENT 
SELECTION

René Magritte Decalcomania (1966)



OFF-LABEL

Use in clinical practice of drugs that are already authorized but 

administered in a manner not conforming to the authorized 

summary of product characteristics.

The prescription of off-label drugs is therefore permitted and 

regulated from a legal standpoint and represents an important 

opportunity that can lead to significant advances in the 

understanding and treatment of certain diseases.



OFF-LABEL

DECRETO-LEGGE 17 febbraio 1998, n. 23

Comma 2.   In   singoli  casi  il  medico  puo',  sotto  la  

sua  diretta responsabilita' e previa informazione del 

paziente e acquisizione del consenso    dello    

stesso, impiegare   un   medicinale   prodotto 

industrialmente  per  un'indicazione  o una via di 

somministrazione o una  modalita'  di  

somministrazione  o  di utilizzazione diversa da 

quella     autorizzata,     ovvero    riconosciuta    agli    

effetti dell'applicazione dell'articolo  1,  comma  4,  del 

decreto-legge 21 ottobre  1996,  n.  536,  convertito dalla 

legge 23 dicembre 1996, n. 648,  qualora il medico 

stesso ritenga, in base a dati documentabili, che  il  

paziente  non possa essere utilmente trattato con 

medicinali per  i  quali  sia  gia'  approvata  quella 

indicazione terapeutica o quella via o modalita' di 

somministrazione e purche' tale impiego sia noto  e  

conforme  a  lavori  apparsi  su pubblicazioni 

scientifiche accreditate in campo internazionale.

D.M. 17 dicembre 2004 

1. Il presente decreto detta condizioni e prescrizioni di 

carattere generale relative all'esecuzione delle 

sperimentazioni cliniche finalizzate al miglioramento della 

pratica clinica quale parte integrante dell'assistenza sanitaria e 

non a fini industriali. 

…….

d) che la sperimentazione non sia finalizzata né utilizzata allo 

sviluppo industriale del farmaco o comunque a fini di lucro;

e) che sia finalizzata al miglioramento della pratica clinica e 

riconosciuta a tal fine dal Comitato etico competente come 

sperimentazione rilevante e, come tale, parte integrante 

dell'assistenza sanitaria. 
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Segmental spinal 
anesthesia

• depositing the anesthetic 
directly at the selected 
metameric level to 
achieve the visceral and 
somatic coverage required 
for the procedure

• for abdominal surgery, 
this method requires 
spinal puncture above the 
L2 level, specifically at the 
thoracic levelAbdominal visceral innervation 

generally spans the T5-L2 level



Where does the conus medullaris end?
• Located at L2 in 43% of women and 27% of men
• Considering needle entry angle, risk of contacting the cord 

when puncturing at L2–L3: 4–20%

How to identify the correct spinal level?
• Tuffier’s line (connecting iliac crests) used as landmark for 

L4 or L4–L5, but often misleading
• 59% of punctures are 1–2 spaces higher than intended
• Even experienced anesthesiologists aiming for L3–L4 actually 

punctured 1–4 spaces higher

Topic of the month – September 2022: 

Can a spinal be performed above L2?



Anathomical hurdles for 
thoracic spinal 

anesthesia

One step-one check 

technique

Laminar /Paramedian 

approach could be 

indicated

Retrospective study, between January 2007 and

December 2019 (1406 pts). Paresthesias in 5.9% of

patients, all paresthesias were transient, no sequelae

neurologic were observed in all patients during this

study



Spinal anaesthesia
(1) The quality of evidence on which to base

recommendations is generally weak, with a

few RCTs that have a high degree of

heterogeneity.

(2) We recommend the use of preprocedural

ultrasound scanning to provide better

accuracy in identifying the intended

intervertebral space (1C).

(3) We are unable to make any recommendations

about the use of preprocedural ultrasound

scanning for other comparisons on the basis

of improved success, incidence of

complications, number of skin punctures,

postprocedural back pain or patient

satisfaction, although there is no evidence to

suggest it is inferior to landmark/palpation

techniques.

(4) We suggest any increase in time to perform

spinal anaesthesia with the use of

preprocedural ultrasound scanning is not

clinically important (2C).



Which needle for thoracic spinal anesthesia?

• PENCIL POINT NEEDLE
• 1 mm blind tip beyond the orifice
• Need to insert 2 mm over the subarachnoid space to see CSF

• CUTTING NEEDLE
• Terminal orifice
• Dural puncture brings CSF immediatly





Khan I, Siddiqui N, Ramachandra S S, et al. (May 14, 2025) Indications and Technique for Thoracic Segmental 
Spinal Anesthesia in Clinical Practice: A Narrative Review. Cureus 17(5): e84118. DOI 10.7759/cureus.84118



«The minimalist mixture»

1 local anesthetic

1 adjuvant

1 volume

1 syringe

Neuraxial Awareness Surgery: 

the intrathecal mixture MEL PROTOCOL
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Side effects TSA:
Hypotension: 13,2%-28,5%
Bradycardia: 3,1%-13%

Retrospective cohort study of 2495 robust,

prefrail, and frail patients aged more than 70

yr with preoperative frailty assessment

analysed for likelihood, rate, duration, and

severity of intraoperative hypotension

defined as mean arterial pressure <65 mm 

Hg.

Although there was no difference in the

likelihood, there was a 9% increase in rate

of intraoperative hypotension for prefrail and

16% increase for frail patients.



Minimal postinduction hypotension

in high-risk noncardiac surgery

patients treated with a hypotension

prevention bundle

Of 107 patients, 55 (51%) had at least

one MAP reading <65 mm Hg, but

only 16/107 patients (15%) had a

MAP <65 mm Hg for at least one
continuous minute. The median AUC65
was 0.1 mm Hg . min.

• continuous intra-arterial blood pressure monitoring
• hypotension alarm set at a mean arterial pressure 

(MAP) of 75 mm Hg
• careful administration of anaesthetic drugs
• continuous administration of norepinephrine when 

MAP decreased below 75 mm Hg



SPONTANEOUS 
BREATHING 
AND SEDATION





SEDATION 
IN NEURAXIAL AWARENESS SURGERY

OBJECTIVES

• Ensure patient comfort

• Mantain physiological breathing

Brain 

saving

strategy



SEDATIVE TARGET FOR AWARENESS SURGERY 



What is the optimal pharmacological sedative 
approach for Awareness Surgery?

NO GABA sedation more indicated

GABAergic Sedation May Be Harmful to the Brain

may worsen pre-existing cognitive impairment or accelerate decline



Hemodinamic 

management

Spontaneous 

breathing 

and sedation

Techinical 

consideration 

and drug 

selection

MONITORING

STANDARDIZING





AWARENESS SURGERY

THE BASICS OF CLINICAL MANAGEMENT IN SEGMENTAL SPINAL ANESTHESIA 

AND SPONTANEOUS BREATHING SURGERY

REPRODUCIBLE

REPLICABLE

SAFE

EFFECTIVE

FEASIBILE



T

It's time to move forward!
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