
BÜHLMANN fPELA Assay

For Faecal Pancreatic Elastase 

■ Utlilises the same CALEX extraction device as the fCAL turbo assay

■ Random access testing on standard clinical chemistry analysers

■ Comparable results to the current ELISA based methods
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BÜHLMANN fPELA Assay

Pancreatic Insufficiency 

Pancreatic insufficiency is the reduction of production or transportation of the digestive enzymes, which results in the 
inability to properly digest a meal (fats, proteins and carbohydrates). The insufficiency is not absolute, it is variable, 
which then has a graded impact on digestion and hence symptoms. Patients can suffer from a variety of gastric 
symptoms, ranging in severity, but including abdominal pain, weight loss, diarrhoea, smelly loose stools, flatulence, 
loss of appetite and fatigue. All of these can be confused with symptoms of a variety of other gastric complaints. 
Hence, performing a simple stool test to determine the level of elastase (a pancreatic enzyme), helps with the 
diagnosis of this condition. Clinicians then just need to determine the cause... 

Pancreatic insufficiency really is just another symptom but the cause is almost always pathogenic, resulting from 
conditions such as chronic pancreatitis, cystic fibrosis, diabetes mellitus, Crohn’s disease, pancreatic cancer plus a 
variety of other things including lifestyle choices and aging.

Table 1 Prevalence of EPI in different clinical conditions

EPI caused by pancreatic disorders

Disease EPI prevalence Factors associated with EPI occurrence

Chronic pancreatitis 30%–90% • Long disease duration
• Alcoholic etiology
• Extensive calcifications
• Ductal obstruction

Acute pancreatitis Mild pancreatitis: 15%–20%
Severe pancreatitis: 30%–40%

• Necrosis extent (>30%)
• Alcoholic etiology

Autoimmune pancreatitis 30%–60%  Extensive mass/calcification

Unresectable pancreatic cancer 20%–60% • Head localization
• Large size
• Ductal obstruction
• Coexistent chronic pancreatitis

Pancreatic neoplasms after surgery Pancreaticoduodenectomy: 80%–90%
Distal pancreatectomy: 20%–50%

• Whipple intervention*
• Gastropancreatic anastomosis*

Benign pancreatic tumor (before surgery) 30%–60% • Head localization
• Large size
• Ductal obstruction
• Coexistent chronic pancreatitis

Cystic fibrosis 80%–90% Classes I, II, III, VI CFTR mutations

Shwachman–Diamond syndrome 80%–90% -

EPI caused by extrapancreatic disorders

Type I diabetes 30%–50% • High insulin requirement
• Poor glycemic control
• Early diabetes onset

Type II diabetes 20%–30% • Insulin requirement
• Poor glycemic control
• Long diabetes duration

Inflammatory bowel disease Ulcerative colitis: 10%
Crohn’s disease: 4%

• Disease reactivation  
   (only for temporary EPI)
• Long disease duration
• Surgical patients

Celiac disease 5%–80% Untreated disease (no gluten-free diet)

Pediatric intestinal transplantation 10% -

HIV syndrome 10%–50% Retroviral therapy

Gastrointestinal surgery Total/subtotal gastrectomy: 40%–80%
Esophagectomy: 16%

• Extensive intestinal resection
• Vagal denervation

Sjogren’s syndrome 10%–30% -

Aging 15%–30% Age >80 years

Tobacco usage 10%–20% Alcohol usage

Somatostatin analogs therapy 20% -

Note: *Only for head tumor.  
Abbreviation: EPI, exocrine pancreatic insufficiency; CFTR, cystic fibrosis transmembrane conductance regulator; AP, acute pancreatitis; AIP, autoimmune pancreatitis; CT, computed tomography; 
USP, United States Pharmacopeia; EUS, endoscopic ultrasonography.
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BÜHLMANN fPELA Assay

Early Diagnosis

Whilst there are the obvious consequences of malabsorption in the gastric symptoms, weight loss and reduced quality 
of life, chronic pancreatic insufficiency can also lead to changes in bone density and increased mortality due to cancer, 
infections and cardiovascular events1. Early identification and treatment is therefore extremely important. 

Pancreatic elastase does not undergo any significant degradation during the digestive transit and is fairly stable in 
stool samples, so the concentrations are used as a marker to determine pancreatic activity as a whole. Measurement 
of faecal elastase has been shown to be an excellent practical and cost-efficient alternative to historic invasive 
procedures to determine the level of pancreatic function. Having an extremely high negative predictive value of ~99% 
is valuable in helping to determine the cause of variable gastric symptoms.

Testing Pancreatic Elastase 

The new BÜHLMANN fPELA assay utilises the same CALEX faecal sample extraction device 
as the fCAL turbo calprotectin assay, so it is possible to run both tests from a single extract. 

The fPELA assay is random access and runs on standard clinical chemistry analysers (Roche, 
Abbott, Beckman, Siemens etc.) although there is also a stand-alone solution as well. The 
assay is turbidimetric, with a dynamic range of 10 - 5000µg/g. The time to first result is 10 
minutes with further results following every few seconds thereafter, making it one of the 
fastest faecal elastase assays available.
 
 
 
 
 
 
 
 

Data from historic NEQAS samples shows the new 
BÜHLMANN fPELA gives comparable results to the 
current ELISA based methods:
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Ordering Information
Product Code Description Pack Size*

KK-PELA fPELA turbo kit ~100 tests
B-KPELA-RSET fPELA turbo reagents ~100 tests
B-KPELA-CONSET fPELA turbo controls 3 x 1ml High and Low  

control
B-KPELA-CASET fPELA turbo calibrators 6 x 1ml calibrators
B-CALEX-C50/C200 or C500 CALEX sample extraction device 50/200 or 500 tubes

* will vary dependent on analyser

BÜHLMANN fPELA Assay

Guidelines: 
 
As you will have noted from table 1, pancreatic insufficiency is a consequence of 
several chronic conditions, and so the testing of faecal pancreatic elastase is in the 
recommendations for many patient pathways including:

• BSG guidelines for screening of patients presenting with chronic diarrhoea or 
malabsorption after the initial infective, cancer and IBS/IBD routes have been 
investigated2

• In patients with chronic pancreatitis, NICE recommends they are monitored for 
insufficiency every 6 months if they are under 16 years of age otherwise every 12 
months3

• In patients with Cystic Fibrosis, NICE recommends ‘testing for exocrine insufficiency 
using a non-invasive technique such as stool elastase estimation. If the test is normal, 
repeat it, if symptoms or signs suggesting malabsorption occur’4.  
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Visit www.alphalabs.co.uk/fpela for more information.


