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       Participant identifier Participant initials    

 

Eligibility CRF 

Date eligibility completed: _______________________________ 

Participant NHS number: ________________________________ 

1. 

Please select the participant’s age range:  

 Less than 18 (Ineligible) 

 18—49 

 50—64 

 65+ 

 

2. Does the participant have at least one of the comorbidities/conditions listed 

below?                                                                                                                                

 Weakened immune system due to a serious illness or medication (e.g. 
chemotherapy)   

 Heart disease or high blood pressure 

 Asthma or lung disease 

 Known diabetes  

 Liver disease 

 Stroke or neurological problem 

Yes            No 

2a) If No, does the participant have a body mass index (BMI) at or above 35 kg/
m2? 
 

Yes            No 

2b) If No, is the participant experiencing shortness of breath as part of a Covid-19 
illness? Shortness of breath can make it hard to breathe deeply and you may 
feel winded or as if you can’t get enough air into your lungs. Unlike many 
other conditions that cause shortness of breath, this symptom can persist and 
quickly escalate in people with COVID-19. 

 

Yes            No 

3. Is the participant able to use an inhaler? Yes            No 

4. Is the participant currently admitted to hospital? Yes            No 

5. Has the participant previously participated in the PRINCIPLE trial? Yes            No 

18—49—Eligible for UC or COLCH 

50+ —Eligible for UC, BUDE or COLCH 

If Yes and age range = 18-49—Eligible for 

COLCH 

If Yes and age range = 50-64—Eligible for 

COLCH and BUDE  

If Yes—Eligible for COLCH 

If No—Ineligible 
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6. Does the participant have a known allergy to inhaled corticosteroids? Yes            No 

7. Is the participant currently prescribed corticosteroids by inhaler, by mouth or 

had a corticosteroid injection in the past month? 

Yes            No 

8. Does the participant have any of the following conditions:         

 Galactose intolerance 

 Lapp lactase deficiency 

 Glucose-galactose malabsorption                                                                                                                                                                                                                              

Yes            No 

9. 
Is the participant pregnant or planning on becoming pregnant within the next 

few weeks? 
Yes            No 

10. 
Is the participant breastfeeding or planning on starting during the course of 

the trial? 
Yes            No 

11. 
Is the participant a pre-menopausal female that is capable of becoming 

pregnant? 
Yes            No 

11

a) 

If yes, is the participant using a highly effective method of contraception* and 

prepared to use this for the 28 days of the study?                                                                                                                                                 

* The implant, the coil, and male or female sterilisation will be acceptable for 

participating in the trial. The injection and most forms of hormonal 

contraception will also be considered acceptable for the trial, if used in 

combination with condoms or other barrier methods. However, condoms 

alone won’t be sufficient during the study.  

Yes            No 

12. 

Is the participant hypersensitive/allergic to any of the following: 

 Colchicine 

 Lactose 

 Pregelatinised Maize Starch 

 Stearic Acid 

 Purified Water 

 Ethanol (96%)                                                                                           

Yes            No 
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13. Does the participant have a clinically significant blood dyscrasia? Yes            No 

14. 
Does the participant have a known severe renal impairment or require 

dialysis? 
Yes            No 

15. Does the participant have severe liver disease? Yes            No 

16. 

Is the participant currently taking any of the following drugs:                                             

 Clarithromycin 

 Cobicistat 

 Colchicine 

 Cyclosporin 

 Diltiazem 

 Disulfiram 

 Erythromycin 

 HIV protease inhibitors (e.g. ritonavir, atazanavir) 

 Itraconazole 

 Ketoconazole 

 Quinidine 

 Verapamil 

 Voriconazole 

Yes            No 

17. Does the participant have inflammatory bowel disease or chronic diarrhoea? Yes            No 
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Reviewed by: Print name ……………………………………….Sign …………………………………Date _ _ / _ _ _ / _ _ _ _  

18. 
Is there any other reason you would exclude this participant? If yes, please 

provide your reason in the comments box below. 
Yes            No 

Comments: 

____________________________________________________________________________________

____________________________________________________________________________________

____________________________________________________________________________________  

 

Completed by: Print name ……………………………………….Sign …………………………………Date _ _ / _ _ _ / _ _ _ _  

NOTES 

Q 1 – 5 = Inclusion criteria 

Q5 onwards = Exclusion criteria  

 

KEY 

Exclusion for all arms 

Exclusion criteria from inhaled corticosteroids 

Exclusion criteria from colchicine 


