


Facilità di accesso alla prestazione  
di laboratorio  

 
Order Entry informatico  
Accessi diretto  
Riduzione del TAT  
Ritorno informatico al medico curante e/o paziente 
 

Esame di laboratorio = commodities   
 
 



Focalizzazione su 
aspetti interni  
al laboratorio 
Consolidamento organizzativo 
Costo per esame e/o  
produzione   
Complessità crescente delle  
indagini di laboratorio 
  
Rifugio nelle mura del  
Laboratorio 

 
Test diagnostico  
= intervento 
sanitario 
non commodities   
 
 

Alamo Syndrome  





PYRAMID HIERARCHY  
OF THE EVALUATION 
PROCESS 
 
Technical and diagnostic 
performance  is already 
firmly established in the 
culture of Laboratory 
Medicine 

Χharmonization 

Χsensitivity 

Χsensibility  

Χimprecision  

ΧPPV or PNV 
 

Clinical impact and health 
care outcomes are complex 
to measure and evaluate, 
but should be the final goal 

Decisions 

Cost Effectiveness 

Health outcomes   

Clinical , Diagnostic, Organizational  
Impact 

Diagnostic Performances  

Technical performances 



HEALTH OUTCOMES 
DUE TO NEW 
BIOMARKERS  

prognostic test 
accuracy  

The proposed 
biomarkers indicate 
the presence or 
absence of a target 
condition 

CONSEQUENTLY 

clinical impact  

does this new 
biomarkers result in 
superior patient 
management?  



HOW TO 
PERFORM THE 
EVALUATION 
PROCESS: GRADE 

This tool  

is not only  

appropriate  

for prognostic test 
accuracy  

but ALSO focuses on 
clinical impact,  

such as mortality, 
morbidity, symptoms, 
and quality of life 

H. Schunemann  





Systematic review 

Guideline development 

P 
I 
C 
O 

Outcome 

Outcome 

Outcome 

Outcome 

Critical 

Important 

Critical 

Not 
Summary of findings 
& estimate of effect 
for each outcome 

Grade overall  
quality  of  evidence  

across outcomes based on 
lowest quality  

of critical outcomes 

Very low 

Low 

Moderate 

High 

Grade  recommendations 
ÅFor or against (direction) ®¬ 
ÅStrong or conditional/weak (strength) 
 
By considering balance of: 

Ç Quality of evidence 
Ç Balance benefits/harms 
Ç Values and preferences 

 

Revise if necessary by considering: 
Ç Resource use (cost) 

Formulate Recommendations (®¬ | Äȣ) 
ɆȰ7Å ÒÅÃÏÍÍÅÎÄ ÕÓÉÎÇȣȱ  ȿ Ȱ#ÌÉÎÉÃÉÁÎÓ ÓÈÏÕÌÄȣȱ 
ɆȰ7Å ÓÕÇÇÅÓÔ ÕÓÉÎÇȣȱ   ȿ Ȱ#ÌÉÎÉÃÉÁÎÓ ÍÉÇÈÔȣȱ 
ɆȰ7Å ÓÕÇÇÅÓÔ not ÕÓÉÎÇȣȱ ȿ Ȱ#ÌÉÎÉÃÉÁÎÓ ȣ ÎÏÔȣȱ 
ɆȰ7Å ÒÅÃÏÍÍÅÎÄ not ÕÓÉÎÇȣȱȿ Ȱ#ÌÉÎÉÃÉÁÎÓ ÓÈÏÕÌÄ ÎÏÔȣȱ 
 
 

Guideline 

ÄÄÄÄ 

ÄOOO 

ÄÄÄO 
ÄÄOO 

Courtesy H. Schunemann  



Esotismo ? 
 
Solitudine? 
 
Avventura? 





Esotismo ? 
 
Solitudine? 
 
Avventura? 









 

 

 

Number of tumor marker orders 
actually surveyed vs. expected on 
the basis of epidemiological data  

 

The case of pancreatic cancer 

 



Pancreatic cancer  

Region 
Prevalen
t cases 

Expected 
CA19.9 

(*) 

Surveyed 
CA19.9 

(&) 

D % 
Sur./Exp. 

Veneto 328 656 103,653 15,800% 

(Prevalence data  from  AIRTUM  2010) 

(*) assuming  2 tests per year to all prevalent cases 

 

(&) projection to 100% of the sample (from surveyed data)  



Pancreatic cancer  

Region 
Prevalent 

cases 

Expected 
CA19.9 

(*) 

Surveyed 
CA19.9 

(&) 

D % 
Sur./Exp. 

Veneto 328 3,936 103,653 2,633% 

(Prevalence data  from  AIRTUM  2010) 

(*) assuming 12 tests per year to all prevalent cases  

 

(&) projection to 100% of the sample (from surveyed data)  



Pancreatic + gastric cancer   

Region 
Prevalen
t cases 

Expected 
CA19.9 

(*) 

Surveyed 
CA19.9 

(&) 

D % 
Sur./Exp. 

Veneto 2,233 7,776 103,653 1,329% 

(Prevalence data  from  AIRTUM  2010) 

(*) assuming 12 tests per year to all prevalent cases 
(pancreatic cancer) 

(*) assuming 2 tests per year to all prevalent cases 
(gastric cancer) 

(&) projection to 100% of the sample (from surveyed 
data)  



Pancreatic + gastric + colorectal cancer   

Region 
Prevalen
t cases 

Expected 
CA19.9 

(*) 

Surveyed 
CA19.9 

(&) 

D % 
Sur./Exp. 

Veneto 11,912 27,104 103,653 382% 

(Prevalence data  from  AIRTUM  2010) 

(*) assuming 12 tests per year to all prevalent cases 
(pancreatic cancer) 

(*) assuming 2 tests per year to all prevalent cases (gastric 
& CR cancer) 

(&) projection to 100% of the sample (from surveyed 
data)  





Markers tumorali CA 125,  
CA 15.3 

ΛAntigene carboidratico 125 (CA 125) ς (DM 96 90.55.1)  
ΥAppropriata prescrizione in pazienti con diagnosi già nota di patologia 

oncologica 
Λcarcinoma endometrio 

Λcarcinoma ovaio  

ΥRaccomandazione negativa: 
Λscreening e diagnosi differenziale, in assenza di diagnosi di patologia oncologica 

(ad eccezione della diagnosi di carcinoma ovarico in associazione ad ecografia) 

 

ΛAntigene carboidratico 15.3 (CA 15.3) ς (DM 96 90.55.2) 
ΥPrescrizione appropriata in pazienti con diagnosi già nota di patologia 

oncologica 
ΛCarcinoma della mammella (pazienti ad alto rischio di recidiva o sospetti per 

localizzazioni secondarie) 

ΥRaccomandazione negativa 
Λscreening e diagnosi differenziale, in assenza di evidenza di diagnosi di patologia 

oncologica 
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