SUPPLEMENT I
Standardised instrument for data collection: medical history (MH), physical examination (PE), diagnostics testing, diagnosis and treatment. 

Exclusion criteria
· Previously diagnosed congenital disorders potentially predisposing to episodes of pain or crying. 
· As stated in the registered “diagnosis-treatment combination” (DBC) or documented in the electronic patient record. 
· History of perinatal asphyxia, defined as Apgar score ≤5 at 5 minutes or registered as a DBC. 
· Gestational age <32 weeks or birth weight <1500 grams. 
· History or presence of fever (≥38 °C) or acute illness within 72 hours prior to initial presentation, as documented in the medical history. 

Medical history (MH) at presentation 
· DBC code.
· Age at presentation (days). 
· Gender
· Reason for referral as formulated by child health care (CHC) physician or general practitioner (GP) 
· Gestational age (GA) in weeks and days 
· Birth weight (grams)
· Apgar score at 5 minutes 
· Feeding at presentation: 
· Breastfeeding: yes/no 
· Formula feeding: yes/no
· Feeding since birth: 
· Breastfeeding with cow’s milk free maternal diet: yes/no 
· Cow’s milk-free formula; if yes, specify formula 
· Use of cow’s milk-free diet for more than one month: yes/no
· Hospital admission: number, reason(s), total hospital days. 
· Referral to medical specialists (e.g. ENT, neurology) or allied health professionals (e.g., paediatric physiotherapist, lactation consultant). 
· Additional diagnostic tests:
· Blood tests: not performed/negative/positive (number of tests and positive results). 
· Viral tests: as above.
· Feces tests: as above.
· Urinalysis: as above.  
· Urine culture: number of tests, positive cultures including pathogen and colony count (e.g. 103, 104, 105).  
· CSF culture: as above. 
· Blood culture: as above.
· Imaging (radiology): not performed/negative/positive (include abnormalities as reported). 
· ECG: as above. 

Physical examination (PE) at presentation 
· General appearance: well/unwell 
· Vital signs: normal/deviant
· If deviant, specify according to general reference values
· Development: normal/deviant
· If "deviant" specify using Dutch Development Instrument (“Van Wiechenschema”)
· Growth parameters: weight and head circumference in SD
· Abnormal findings on cardiac, pulmonary, abdominal or skin examination: free text.

Diagnostic tests within three months of initial visit 
· Blood tests: as above. 
· Viral tests: as above.
· Feces tests: as above.
· Urinalysis: as above.  
· Urine culture: number of tests, positive cultures including pathogen and colony count (e.g. 103, 104, 105).  
· CSF culture: as above.
· Blood culture: as above. 
· Imaging (radiology): not performed/negative/positive (include abnormalities as reported). 
· ECG: as above. 

Treatment within three months of the initial visit
· Feeding modification:
· Start of cow’s milk-free diet: yes/no
· Stop of cow’s milk-free diet: yes/no
· Use of cow’s milk-free diet for more than one month between birth and three months after the initial visit: yes/no
· Double-blind placebo-controlled food challenge (DBPCFC): yes/no 
· If yes, specify outcome: positive/negative
· Hospital admission: number, reason(s), total hospital days.  
· Referral: to medical specialists or allied healthcare providers (specify type).  

Co-occurring diagnosis within two years of presentation
· Number and type of diagnosis with corresponding DBC codes.
· Per diagnosis: date, name, conclusion, treatment.
· Assessment of underlying etiology by researchers (KdG, IdK and AV), see methods section 2.2 Settings and data collection

