
Adverse Events

Adverse Events as follows:
Weight, blood glucose and blood pressure (if taking blood pressure lowering medication on referral). Episode of engagement recorded on 

Always on time (measures taken weekly in RMP)
OR

DP made aware of minor / major adverse events

Minor/major adverse events* Measurement flag
Reading of:

BG >20.0 mmol/1*
BP >180/120mmHg or <89/59 mmHg (or postural 

hypotension symptoms)*
BMI <21 kg/m2 (adjusted to 19kg/m2 in people of 

Black, Asian and Minority Ethnic origin);
*9Reading repeated at end of session to confirm 

reading)

Measurement flag
Two consecutive sessions with:

• BG 15.0-19.9 mmol/l or
• BP 160/100-179/119 mmHg

Measurement flag
Measurement in range:
• BG <15 mmol/l;

• BP 90/60- 159/99 mmgHg
• BMI > 21 kg/m2 (adjusted to 19kg/m2 in people of 

Black, Asian and Minority Ethnic origin)

• In-session – DP submits AE form in session / in-app data trigger – Auto report generated and ER form 
submitted (same day as data entry)

• Minor AEs = SU signposted to handbook for solutions to common side-effects
• For major AE’s only: DP emails MDT on health.incident@xylahealth.com line manager and MDT log onto 

DATIX. SU instructed to seek A&E/111 in emergency (Supported by DP in-session as appropriate).

Auto report on measurement flags 
generated from person facing session and 

in-app measurements. Reviewed by DP and 
AE form submitted.

No action required
Continue intervention

MDT receive and review AE report each working day. Consider if symptoms interfere with ADL.
Contact SU and escalate to MD and GP as clinically required and clinical decision made 

SU de-intensified from stage 1 if needed
Continue intervention

No action required
Continue intervention

SU discharged to GP

Within 2 working days (Same day if BP < 90/60 or > 180/120mmHg.
BP interfering with ADL or BG > 20.0 mmol/l or major AE):

• MDT contact SU's GP of outcome (including reason and actions required) and 
send signposting to NHS and local resources, if appropriate. 

• MDT contact SU and advise if required (i.e. de-intensified / discharged) 
and signposting to NHS and local resources if appropriate.

• If discharged confirmatory communication with GP to assure medications have been reviewed
• For major AEs only: MDT email NHSE on scwcsu.lcdpilot@nhs.net

MDT provide guidance on appropriate course of action on all AEs (responding, 
giving advice, recording and liaising with GPs / referrers).

* Minor adverse events include:
• Side effects of TDR
• Any other minor AE

Major adverse events include:
• Pregnancy
• Develops significant comorbidities 

as per exclusion criteria
• Insulin user
• SU taking sulphonylureas, 

meglitinides or SGLT2 inhibitors
• Other major AE incl. emergency

Key
ADL = Activities of daily living
AE = adverse event
BG = blood glucose
BP = blood pressure
BMI = Body Mass Index
DP = Diabetes Practitioner
GP = General Practitioner
MDT = Multi-disciplinary team
MD = Medical Director
RMP = Relapse management protocol
SU = Service user 



Weight gain during programme

Medications and intervention commencement

Weight measurements taken at every session / engagement and 
recorded on Always on Time / Wellbeing Way app. Weight gain identified. Phase 3 (week 16 – 42)

Weight gain of more than 
2kg (4lb) from lowest weightPhase 2 (week 13-16) or Week 43-52)

Phase 1 (Week 1-12)

DP/MDT to establish if SU is compliant with 
programme. Is SU compliant with programme?

SU discharged to GP.
• MDT email SU’s GP of outcome (including reason and actions required), 

signposting to NHS and local resources if appropriate
• MDT email SU and advise if required and signposting to NHS and local 

resources if appropriate
• Confirmatory communication with GP to assure medications have been 

reviewed 

SU supported in individual 
SMART goal setting, 
utilising programme 
resources, trouble 

shooting, motivational 
interviewing, signposting 

to physical activity as 
appropriate

SU declines
SU encouraged to take full TDR, with partial 

TDR offered if SU declines full

RMP - Only one RMP per SU
• Replace 2-4 meals with TDR (if partial or full TDR, respectively) for 4 weeks and 

repeat phase 2 (food reintroduction)
• TDR products (+fibre) ordered for SU

• Medication check completed (ensures SU not taking sulphonylureas, meglitinides or 
SSGLT2 inhibitors prior to commencing TDR – if taking do not proceed to TDR and 

consult with GP)
• Required measurements monitored weekly (BP if taking BP lowering medication)Continue programme)

Referral
GP documents agreed medication changes on SU referral form.

Booking Call
• Xyla confirms SU meets eligibility criteria (e.g. no changes in health since referral)

• Xyla agrees TDR commencement date with SU Referral does not have medication change information. Refer back to GP and 
SU on hold for 30 days.

.

Initial Assessment
• Xyla confirms SU understands required medication changes (if required)
• Xyla confirms SU meets eligibility (e.g. no changes in health since referral)

• Xyla confirms TDR commencement date

TDR commencement call (Phase 1 or RMP)
Xyla confirms SU enacting medication changes set out by GP in referral prior to commencing 

TDR

SU confirms appropriate changes and not taking sulphonylureas, 
meglitinides or SGLT2 inhibitors (if prescribed initially)

Continue programme (progress with TDR intervention).
GP notified with confirmation letter.

• SU unable to confirm medication change / stopping sulphonylureas, 
meglitinides or SGLT2 inhibitors (if prescribed initially)

• SU does not commence TDR. Xyla MDT notified immediately. If 1st

commencement call Xyla to rebook TDR commencement within the next 
2-4 days. If 2nd TDR commencement call to consider rebooking SU.

• Xyla request GP support SU in understanding appropriate medication 
changes within 48hrs and confirm with Xyla

SU unable to enact medication changes set out by GP
SU discharged to GP.

• MDT contact SU’s GP of outcome (including reason and actions required), 
signposting to NHS and local resources if appropriate.

• Confirmatory communication with GP to assure medications have been reviewed
• MDT contact SU and advise if required and signposting to NHS 

and local resources if appropriate

Key
BG = blood glucose
BP = blood pressure
DP = Diabetes Practitioner
GP = General Practitioner
MDT = Multi-disciplinary team
RMP = Relapse management 
protocol (also known as 
rescue package and Reset 
plan)
RTB = Ready to book
SU = Service user 
TDR = Total diet replacement


