
Appendix 3 Case report forms

A ll CRF copyright is owned by the WAIT trial team and the forms may be reproduced with appropriate
accreditation and citation of their origin.

Two weeks prior to first investigational medicinal product
dispensing assessment and randomisation case report form

 

 

 
 
T -2 ASSESSMENT & RANDOMISATION CRF   (Copy 1 – Trial Manager, Copy 2 – Local Site File) 
 
Serial number:  I__I__I__I__I Site: I__I__I (e.g  LO, AB, LE)   
 
Researcher Initials:I__I__I  Date of THIS Visit:  I__I__/__I__/__I__I 
 
 
CONSENT TO USE DATA:    Yes  No 
 

 
If NO – DO NOT COMPLETE 

 
 
INCLUSION CRITERIA 
 
Age between 10 months and 5 years:  Yes  No   
 
Doctor-diagnosed wheeze, EVER:   Yes   No 
 
Wheeze in the preceding three months:  Yes   No  
 
At least two episodes of wheeze, EVER:  Yes   No 
 
Parent contactable by phone:   Yes   No 
 
 
EXCLUSION CRITERIA 
 
Regular Montelukast    Yes   No  
 
History of neonatal chronic lung disease  Yes   No 
 
In a drug trial in the preceding three months  Yes  No  
  
Clinician-diagnosed chronic respiratory illness  
Including structural airway anomaly and CF:   Yes  No 

 

 
Any other chronic illness predisposing to   
respiratory infection (including developmental      

 
 

delay with feeding difficulty):   Yes   No    
 
 
If you have ticked any GREYED-OUT boxes do not register this child for the WAIT study 
 
 
INFORMED CONSENT TO ENTER STUDY: 
 
Parent and child information sheets reviewed: Yes  No  
 
Informed consent form signed:   Yes  No*  
 
*If no, please state the reason: 
 Did not want to take part in a genetic study: 
 Concerned about confidentiality: 
 Other (please specify):     _________________________ 
 
If informed consent is NOT given do not collect samples, but please collect demographic data on page 2.  If informed consent 
IS given collect samples as per guidance and also complete administration section on page 3 

 
STUDY VISIT CONDUCTED BY: 
 
Researcher Signature:________________ Print Name:_________________________  I__I__/__I__/__I__I 
 
 
I have reviewed all data in this CRF and verify that the contents are consistent with observations and source records. 
 
PI Signature________________________ Print Name:_________________________ I__I__/__I__/__I__I 
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T -2 ASSESSMENT & RANDOMISATION CRF   (Copy 1 – Trial Manager, Copy 2 – Local Site File) 
 
Serial number:  I__I__I__I__I Site: I__I__I (e.g  LO, AB, LE)  
 
Researcher Initials:I__I__I  Date of THIS Visit:  I__I__/__I__/__I__I 
 
 
Weight:  
 

 
I__I__I.I__Ikg 

 
Height:  
 

 
I__I__I__I.I__Icm 
 

 
DOB: 
 

 
I__I__/__I__/__I__I 
 

 
Sex 
 

 
M F 
 

 
Risk factors 
 
 
Birth, Atopy and Family History Yes No 
 
Preterm Birth < 37wk gestation 
 
Birth weight < 2500g 
 
Allergy: 
 Food 
 Drug 
 
Itchy rash  for > 6 months, ever 
 
Eczema, ever 
 
Tobacco Exposure: 
 In utero 
 In household+  
 (+any household smoking contact)  
 
Daycare attendance  
 
Immunisation Status: 
 Pneumococcus  
 Influenza  
 
History of Asthma 
 Mother: 
 Father: 
 

 
Pre-study Illness and Therapy 
 
Age at 1st wheeze episode         I__Iy I__I__Im 
 
 Yes No 
 
Wheezes only with viral URTI (episodic) 
 
Wheezes at other times (multitrigger) 
 
Interval between onset of URTI and wheezing: I__I__I hr 
 
Admitted to hospital for wheeze: 
 In last year? 
 Ever? 
 
No of courses of systemic steroids in last year  I__I__I  
 
No of unscheduled medical attendances for  
wheeze in last year?     I__I__I 
 
Preventer therapy: 
 None 
 Antileukotriene agents 
 Maintenance Inhaled Steroids  
 Episodic inhaled Steroids  

 
Ethnicity 
 
 
Asian or Asian British  

 Bangladeshi                         
 Indian 
 Pakistani 
 Any other Asian background 

 

 
Mixed 

 White & Asian 
 White & Black African 
 White & Black Caribbean 
 Mixed other 

 

 
Black or Black British 

 African 
 Caribbean 
 Any other Black background 

 

 
White 

 British  
 Irish 
 White other 

 
 

 
Other Ethnic Group 

 Chinese 
 Any other ethnic group 
 I do not wish to disclose my 

ethnic origin 
 

 
Saliva sample collected:    Yes  No  Date collected: I__I__/__I__/__I__I 
Saliva sample posted to laboratory:   Yes  No  Date sent: I__I__/__I__/__I__I 
 
Urine sample collected:    Yes  No  Date collected: I__I__/__I__/__I__I 
 
 
STUDY VISIT CONDUCTED BY: 
 
Researcher Signature:________________ Print Name:_________________________  I__I__/__I__/__I__I 
 
 
I have reviewed all data in this CRF and verify that the contents are consistent with observations and source records. 
 
PI Signature________________________ Print Name:_________________________ I__I__/__I__/__I__I 
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T -2 ASSESSMENT & RANDOMISATION CRF   (Copy 1 – Trial Manager, Copy 2 – Local Site File) 
 
Serial number:  I__I__I__I__I Site: I__I__I (e.g  LO, AB, LE)  
 
Patient Initials: I__I__I__I Researcher Initials:I__I__I  Date of THIS Visit:  I__I__/__I__/__I__I 
 
 
ADMINISTRATION (ONLY COMPLETE IF RECRUITED TO STUDY) – Do not send this page to trial coordinator 
 
 
Full Name:    I___________________________________________________________I 
 
House/flat number:   I___________________________I 
 
Address 1:    I___________________________I 
 
Address 2:    I___________________________I 
 
Address 3:    I___________________________I 
 
Postcode:    I__I__I__I__I  I__I__I__I   
 
Mobile:     I__I__I__I__I__I__I__I__I__I__I__I 
 
Landline:    I__I__I__I__I__I__I__I__I__I__I__I 
 
Email:     I___________________________I 
 
T0 visit booked?:    Yes  No  Date:  I__I__/__I__/__I__I 
 
Inhaler technique assessed:   Yes   No   
           
Further advice/training provided as necessary: Yes   No  
 
 
STUDY VISIT CONDUCTED BY: 
 
Researcher Signature:________________ Print Name:_________________________  I__I__/__I__/__I__I 
 
 
I have reviewed all data in this CRF and verify that the contents are consistent with observations and source records. 
 
PI Signature________________________ Print Name:_________________________ I__I__/__I__/__I__I 
 
 
Please scan and forward pages 1-2 only to Trial coordinator via secure email on cnwokoro@nhs.net as soon 
as possible after T-2 visit.  Keep this page in local site file with consent forms. 
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T-2 VISIT RESEARCHER AIDE-MEMOIRE 
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