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Summary
 Overview of follow-up visits

 In-hospital visits

 Post-discharge visits



Follow-up visits
 Patients should be followed up as per the Individual Patient Visit Schedule 

generated by the database at randomisation. 

 The following visits should be conducted:

 In hospital: daily face-to-face assessments until discharge

 Day of discharge: face-to-face assessment 

 Week 1, 2 and 3: telephone call assessment (or face-to-face if usual practice or 
still in hospital)

 Week 4: face-to-face assessment

 Acute events: face-to-face assessment if child attends site due to an event.



Trial Assessment Schedule



In-hospital visits
 A patient should have a face-to-face study follow-up visit every day that they 

are in hospital. 

 The following assessments should be carried out at the daily follow-up in 
hospital visits: 

 Assessment of symptoms and clinical signs (such as fever, cough, shortness of 
breath)

 Chest and clinical examination (including vital signs and temperature)

 Antibiotics assessment

 Serious or non-serious adverse events 

 Notable events (overdose, abuse or misuse of IMP) 

 Changes to concomitant medication

 Routine haematology, biochemistry, microbiology, respiratory tests or x-rays are 
not required for research purposes but should be reported if completed.



CRF05 –
Follow up-In Hospital

 In hospital visits should be 
recorded on CRF05 – Follow up-In 
Hospital. 



Post-discharge visits

 A patient should have a post discharge visit at week 1, week 2, week 3 and 
week 4. 

 They will only move on to the post-discharge schedule after discharge.

 Whilst a patient is still in hospital, they will continue to be followed up with a 
daily face-to-face in-hospital follow up visit.



Post discharge visits - telephone

 The following assessments should be completed at follow-up post-discharge 
visits conducted over the telephone:

 Standardised symptom checklist including review of cough, presence of rapid 
breathing, fever, general state and common known side effects of amoxicillin or 
co-amoxiclav).

 Explicitly prompt for the following clinical adverse events since last protocol 
contact: rashes, diarrhoea, vomiting, gastrointestinal events, and thrush/candida.

 Antibiotics assessment (including new prescriptions, tolerability and adherence) –
completion of CRF07 – Antibiotics Acceptability at week 1 and week 2 if had not 
finished oral treatment at the previous visit.

 Concomitant care/healthcare utilisation (including traditional healers).

 Serious, notable or non-serious adverse events.

 Changes to concomitant medication.



Post-discharge visits – face-to-face

 The following assessments should be carried out at face-to-face follow-up 
post-discharge visits: 

 Assessment of symptoms and clinical signs (such as fever, cough, shortness of 
breath).

 Chest and clinical examination (including vital signs and temperature).

 Antibiotics assessment (including new prescriptions, tolerability and adherence) -
completion of CRF07 – Antibiotics Acceptability at week 1 and week 2 if had not 
finished oral treatment at the previous visit.

 Concomitant care/healthcare utilisation (including traditional healers).

 Serious, notable or non-serious adverse events.

 Changes to concomitant medication.

 Routine haematology, biochemistry, microbiology, respiratory tests or x-rays are 
not required for research purposes but should be reported if completed.



Week 3

 The parent/carer should be reminded of the importance of attending the 
week 4 visit in person (and to bring childs immunisation record at this visit if 
not already obtained). 

 The date and time of the visit should be confirmed and may be re-arranged to 
ensure the visit is attended. 

 They should also be reminded that the cost of transport will be reimbursed. 
The amount that this will be is listed in the Patient Information Sheet.



Week 4
 Additionally at week 4:

 Weight

 If the parent/carer did not bring the child’s immunisation record at their original 
admission, they should be asked to bring it for copying.

 The parent/carer should return any unused drug to the clinic.

 Complete CRF16 – Cost to Families for Care and Treatment.



Target Dates

 Target dates for these visits are determined by randomisation date and are 
not affected by subsequent events.

 This means that the week 1 visit will always occur 1 week after 
randomisation. 

 Example:

 A patient is still in hospital on the day of their scheduled week 1 visit. They should 
have the daily in-hospital visit rather than a week 1 visit. 

 The patient is discharged the next day. Their next visit will be their week 2 visit 
via telephone.

Visit Name Visit Window Type of Visit

Week 1 Day 8-10 Telephone

Week 2 Day 15-17 Telephone

Week 3 Day 22-24 Telephone

Week 4 Day 27-34 Face-to-face



CRF06 –
Follow up–Post Discharge

 Post discharge visits should be recorded 
on CRF06 – Follow up – Post Discharge



What if the child is still in hospital on 
Day 28?

 If the child is in hospital on day 28 (either still admitted from randomisation, 
or re-admitted) the last follow-up visit will take place on this date.

 When the child is discharged at a later date, a CRF06-Follow up-post 
discharge should be submitted on the day of discharge. 

 Only the discharge date is required to be completed on this extra form. 

 This is so that the total duration of hospitalisation can still be collected
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