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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

IASSESSMENTS {PediCAP-A and PediCAP-E)

DAYS IN TRIAL (d)

Face-to-face (f2f) Screening | Randomisation | Daily until | Oral step- At discharge Weekl | Wesk2 | Week3 | Weekd | Anyacute
Face-to-face (f2f) or telephone [CJ d-1todl dl discharge down ds-10 d15-17 dz22-24 d27-34 event
Trial participation

Parent/Carer information sheet X

Informed consent X X

Drug supply dispensing Xt

Adherence and tolerability® X X

Clinical assessment

Baseline data collection® X

Weight X X X

Vital signs® X X X ¥
Symptoms and clinical signs*® X X X X X X X ¥
Concomitant care/healthcare utilisation” X X X X X X ¥
Laboratory assessment

Point of care C-Reactive Proteing X

Haematology” (X (X) () (X) (X) (X (X)
Biochemistry' {x) (x) (x) (x) (x) (x) (X)
Microbiclogical investigations’ (x) (x) (x) (x) (x) (x) (x)
Radiological assessment

Chest X-ray* (x) (%) (%)

PK substudy: additional tests

Microbiology substudy: additional tests

Pharmacokinetics samples' (total 10ml) I I X |

Peri-rectal swabh™

X

X

Masopharyngeal swab”

[x]"

x]"




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




CRFO5 -
Follow up-In Hospital

» In hospital visits should be
recorded on CRFO05 - Follow up-In
Hospital.

SECTION A: GENERAL INFORMATION

A1. Day of Follow up:[ T ]

A3 Was it possible te conduct 8 Follow-up visit? ve ] me [
If Mo plaase compiata A3, 5ign and data the farm. I “YVas' procesd to Section 8.

3. The foliow up was not done because (Hok ONEL muid-chu[mpammsqu Absronded |:| E:thul:‘
Ahrrmu*,pmq:u:i',:

SECTION B: SIGHS AND SYMPTOMS BL Time of assessment: | | || | | o 2o choy

In the last 24 hours, has the chilid had (bt ane bo for sech spmpiom|:

ot | Pressnt | Severs/ Mot | Present | Severs/

present| butnot |werybed present| Dutnot |wenyoes
82 Fever | ] [] |o1z Pator O] L] O
3. Cough ] ] [ |83 esting/arinking le=s ] ] [l
B4. Siesp disturbed by cough ] ] [ |24 inasility to oressthesd or drink ] ] O
B3, Wheme O ] [] [s23Thnsh ] O] [l
7. Difficukty brestsing | ] [] |27 vemiting finchuding s covgh] | [ L] ]
510, Chest indraming O O | [0 |52 ey O o O
811 Cemral cpaross O| O [J |82z comusions 0] O L1
SECTION C: CHEST AND CLINICAL EXAMINATION €1 Time of exsmination: | | [:[ | ] et menr ety

2 Heartrate D:l:l Bpm E.Tunpumn]:lj-]:[ C mnq:imyme]j:D kpm
[TTI

CIe. On [tick OrE} Cggen [ moomar [

O3 5=z
5. Hed = * on O ML - o r*g‘:ﬂmuhmﬂwu'mj
g [ ] ] <[] [T

Chast axaminehon: Fiagse ok ONE box for @ach sign.

Alsent | Unilateral | Bilsteral | Mot assessed Bbzenk | Unilatersl

Bileterai | Mot nssessed
2. Dullnes to peroumzion | [ O O [0 |5 ronchisl bresthing | [ O | ]
O O O

sracen [ O] O | O C ey o] O
SECTION D: ANTIBIOTICS
Ol Has the chil:

Dia Stopped ankiniokics earfier than total durtion randomised® Yes [ | Mo [ ]| 0dmif Ves| provide reason:
Drtc. Tiken sntibictics for longer than total duration mndomises? Yes [ | Mo [ ]| 01 if es, provide rason:
[t Switches bo different ankisiotics {type or formubstion)? wes[ | Mo [] Dot e, provide resson:

Plagos compiets CRFDS (Dozes of Antiniotics During Admission | with o antinotic doras tincs ISt Qssaromant.

D2 Was the chil rencomised to ol step-down?  Yes [ No [] I Tl goto Saction £
. Has there been any attempt to zive: the child trisl orl antisiotis |dispersible amesiciliing co-amoiciay) Snoe the last assessment™ Yes || Ho[” |
I “Vax', pieass complate CRFIF iotic Acrapinbikity | and go to Section £ §f Mo, complkete 04 bekow:




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 CRF0O7 - 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 CRF0O7 - 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.
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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

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

» 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.




CRFO6 -
Follow up-Post Discharge

» Post discharge visits should be recorded
on CRFO06 - Follow up - Post Discharge

SECTION A: GENERAL INFORMATION

AL CoyoffollowUp: Weskd [ | wessz[ | wesa[ | wess[ | emm[ ]

B2, W it possible T Conuct & foliow-up visit? ves [ ma[]
o N’ phease compiete A3, Sign and date the form, [ Tes proceed to Section 8

A3, The foliow up was not done because (Hok ONEL The child died [compiets CRF 080.34E] [] Unabie to contact caregiver [
crgerrensea[]  sompempesspesenceny [ ower [

A3m. If ‘Other’, please specify; If ‘Stopped partidpation ary’, pleose complets JRFL7
SECTION B: CHEST AND CLUNICAL EXAMINATION 81 Time ot eamination: | | |1 [ it e oy
BZ. 15 this vist face-to-face? Yes |:| Hn|:| I e, go o Section €

B3, Is the child acutehy unwelr® 'n'u|:| HuD If “Yas®, complote quastions B35-83 beiow. I Mo’ go fo B4,
E3a. Heartrats |h-pm mmmnlj:l.lj*c na:nq:imm-,-mlj:j Bpm

mml % H3= On |tk ONEl  Owygen ] Roomair [

B4, Is this the final foliow-up wisit?  es [ ] to [ Burr'\u,-q';n:]:I:H:[tE
85, Falior O O O

‘Chast axominghion: Fiaese Hick ONE box for @och sign.

Abses | Usilatens] | Bllateral | Mot asseised Usilareral | Bllaveral | Mol idsesied

Al nl
7. Dullrsss 1o pescusion | [] O O | Bd. B onchial Eerathing N
B4, Redaced brauth sousds | [] O O | B, Crackieraphations O

o[ g ]
01 g )

SECTION C: IMMUNISATHON RECORD

€L Have copies of immnisetion records been mken?  Yes,stoaseiine || wesmwema [ | me [

i Horl plaasa rerTang b Mhrwhm-ng ihe immunission record B e Wiaak 4 fioiiowup.

SECTION D: PARENT/CARER REPORTED SMNS AND SYMPTOMS

DL Who is being asked about the childs symptoms?  Mother | | Father | | Gmndparent [ | Sibing [ | Other [ |
Dda. If "Other, plesse specify relationzhip tothe chile

Since the last follow-up sxsassment, has the child hed |tk ong boo fior eoch symptom|. [ DAaTioes is pes’ reord Qearoximots numbar of ooys.

'f'u.mchls 'F'B,mud:chlu 'ﬁs.,nﬂ'!lu:hl,' Hat kmiosam Aq:ru.ununi:u':l'ﬂap

D Faver

T3, Coush

D3, Breathing fasher

0. Eatingarinking less

7. Sk rash

D, Vomiting (including after coush)

DS. Thrush

Ll Disvrhoes D0 | | |

I O
Y ) ] (Y )
Y ) ] (Y
Y ) ] (Y
Y ) ] (Y




What if the child is still in hospital on
Day 287

» 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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