Low Calorie Diets- The new
Treatment for Type 2 Diabetes
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Desktop browser/ app MS Teams Tool bar:
Raise your hand to ask
a question - not available on
all smart phones

View the other participants

View or contribute to the group chat

Mute Yourself — If there is a line through the image you are muted

Control your video — If there is a line through the image your camera is off
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Agenda

e How do Low Calorie Diets work? — Dr. Azmi

 Background and evidence behind Low Calorie Diets - Dr. Morais
e How do they work in the real world? — Will Hadfield
 What results have they produced? — Will Hadfield

* Round table discussion of pre submitted questions and
audience questions

* Referral criteria for programmes — Will Hadfield

 Upcoming events — Will Hadfield
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What are low calorie diets?

This is the latest therapy to treat type 2 diabetes at scale
on the NHS

A non pharmaceutical management option
Evidence based 800kcal a day diet over 12 weeks
Then with further food reintroduction plan

Leading to weight loss, reduction in HBA1c, reduced need
for medication, and for some remission of type 2 diabetes
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How do they work?

It is thought type 2 diabetes and obesity can come about
through a number of different factors related to chronic
excessive carbohydrate intake, nutritional, lifestyle and
environmental factor

Excessive carbohydrates undergo de novo lipogenesis leading
to excessive fat deposition in liver and islet cells leading to
insulin insufficiency

In obesity reduced insulin sensitivity is seen also
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Positive calorie balance

M Liver fat ™ VDL —
triglyceride T Islet triglyceride

Resistance to insulin

suppression of glucose
production

J Insulin response to
ingested glucose

M Basal insulin secretion

Pancreas cycle

Taylor R. Calorie restriction for long-term remission of type 2 diabetes [published
correction appears in Clin Med (Lond). 2019 Mar;19(2):192]. Clin Med (Lond).
2019;19(1):37-42. doi:10.7861/clinmedicine.19-1-37
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Low calorie diet

8 Xyla Health & Wellbeing

leads to

lipolysis

Leading to
reduction in
liver fat
deposits and
pancreas fat
deposits

Study showing
after just 7 days
30% reduction
in liver fat
deposits?

This led to
increased
insulin
=13 1514114
within 7 days
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DIRECT

e 49 Primary care centres in Scotland and Tyneside

* Individuals aged 20-65 years
* Type 2 diabetes <6 years

* BMI 27-45 kg/m?2

* Notoninsulin

* Intervention given calorie controlled diet of 825-853kcal a
day for 3-5 months

» Stepped food reintroduction for 2-8 weeks
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DIiRECT Results (12 months)

306 Individuals recruited

149 with intention to treat rest as controls

At 12 months 36 (24% participants) lost > 15kgs weight

68 (46%) of the intervention group achieved remission whilst 6 (4%) of the control group achieved remission

Weight loss appeared to be the key of the full study - 76 individuals gained weight and non of these achieved remission
19 of the 56 individuals (34%) that had 5-10kg weight loss achieved remission

16 of the 28 (57%) that had 10-15kg weight loss achieved remission

31 of the 36 (86%) that had > 15kg weight loss achieved remission

Mean weight loss was 10kg in intervention group and 1kg in control

9 adverse events in 7 in intervention group and 2 in control, with 2 in same individual thought to be related to the
intervention

Around 36% of the intervention group remained in remission at 24 months
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Study meta-analysis3

Looked at 5 VLCD studies
DIADEM, DIiRECT, Counterbalance, Counterpoint, Single arm intervention Study

Found those with:
e Shorted disease duration
e Critical mass and function of Beta cells
* Those with higher levels of Ghrelin during the liquid phase were more successful in achieving remission

Unfortunately, no way to screen participants yet
Modest weight loss of 10-15kg was seen to lead to remission in all studies looked at

Compared to the LOOK AHEAD trial (intensive lifestyle intervention and 1200-1500KCAL a day diet) DIRECT
had a marked improvement in remission at 12 months > 130% more in DIRECT (11.6 vs 46%)

Large scale analysis of this NHS pilot is hoped to lead to better understanding and for Low Calorie Diets as
one of the first true large scale implementations and studies of them
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Real-world results




Nutrition Psychology Physical activity

Long-term sustainable

behaviour change

39 elLearning

Group & 121 Digital & F2F Measurements App & resources
modules

Stage 1 Stage 2

Total Diet Food Stage 3 el

Initial

Assessment . ) Maintenance Assessment
Replacement Reintroduction
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13% weight
loss after
TDR

11% weight
loss after
TDR

12% weight
loss after
food re-

introduction

12% weight
loss after
food re-

introduction

11% weight
loss at one
year

10% weight
loss at one
year

“I feel great, both mentally and physically. For the first time in what has feels like years | am getting a good night’s sleep. In six weeks my weight has reduced
from 132.7kgs to 114.3kgs.| feel lighter on my feet and | can see my real personality re-emerging and | feel less like I’'m carrying the world on my shoulders. |
can see the light at the end of the tunnel and how I can live without medication.”
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COMMUNITY-BASED PILOT STUDY OF TYPE 2 DIABETES REMISSION THROUGH WEIGHT LOSS
ACHIEVED BY TOTAL DIET REPLACEMENT BASED ON DiRECT TRIAL

HbAlc (mmol/mol)

T Abi-Chahine?, S Chatterjee?, C Cooper?, T Willis2, M Morais?, W Hadfield*

1. Xyla Health & Wellbeing (part of Acacium Group), London, England. 2. Richford Gate Medical Practice, London,

England.
Objective

To deliver a person-centred intervention aiming to achieve significant weight loss and potential

remission of Type 2 diabetes in a real-world community setting, using a similar model to the DIRECT trial.

The programme adapts a holistic multidisciplinary approach with a combination of nutrition, psychology
and exercise education support for long-term behaviour change and self-management, as well as
enabling system savings.

Methods

23 patients participated in the programme. An initial assessment was carried out followed by 12 weeks
of total diet replacement (800 calorie diet), 8 weeks of gradual food re-introduction and 28 weeks of
nutrition, exercise and behavioral change support (culturally sensitive where required), to help maintain
weight loss in the long term. The intervention included regular phone calls with a Registered Dietitian
along with 26 e-learning modules covering behavioural change, nutrition and exercise content.

HbAlc Results Age Ethnicity

V-

Gender

58
I 42 wgp  wap

Baseline Week 12 Week 24 Week 50 aUcasi
W Female W Male <30 .-.:-?'.':Ja.-p other

= 50-60

= 30-40
= G0-70

40-50
Number of weeks

»Although mean weight loss post
TDR is lower for the Pilot in
comparison o the DIRECT Tral,
weight loss maintenance was
more effective in the Pilot.

Pilot Results DIiRECT Results

Mean Weight Loss after TDR
(12 weeks)

13.5kg 14.5 kg

» The Filot had an average
weight gain of 1.7 kg from lowest
weight compared to 2.9 kg
weight gain in the DIRECT Trial, by
the end of the programme.

Mean Weight Gain after FR
(24 weelks)

0.8 kg 1 kg

Mean Weight Gain after
Maintenance (50 weeks)

0.9 kg

»Resulting in an overall slightly
higher weight loss than the

Final Weight Loss DIiRECT frial

11.8 kg

Results

Mean weight loss after TDR was 13.5 kg. Mean
weight loss at 12 months was 11.8 kg. 83 % of
patients at week 24 were not on medication. 74%
of the participant cohort on diabetic medication
at baseline no longer required any diabetes
medication; 13% were prescribed a lower dose
and 13% were still on the same dose. 50% of the
participant cohort on blood pressure medication
at baseline were no longer prescribed any blood
week 24 of the

pressure medication at

programme.

Weight Week 12
Loss

(ke)

13.5 (13%)

Week 24 12.5 (12.1%)

week 50 11.8 (11.3%)

HbAlc
Decrease
(mmal/mao

1

Week 12 15

*Week 24 *14

*week 50 *20

References

- Leslie, Wilma 5., et al. "The Diabetes Remission Clinical Trial
(DIRECT): protocol for a cluster randomised trial." BMC Family
Practice 17.1 (2016): 1-10.

- lebb, Susan A., et al. "Doctor Referral of Overweight People
to a Low-Energy Treatment (DROPLET) in primary care using
total diet replacement products: a protocol for a randomised
controlled trial." BMJ open 7.8 (2017).

Acknowledgements
We would like to thank our participants, GP teams and
surgeries, admin team and everyone involved in our Pilot

= Taking diabetes medication at

= Mot taking diabetes medication at

Blood Pressure Medication at Baseline

* Not taking blood pressure

Diabetes Medication at Baseline Diabetes Medication at week 24

2 @

» Stopped taking medication for

diabetes
= Reduced dosage of diabetes

medication

baseline

baseline

Blood Pressure Medication at week 24

<P

Taking blood pressure medication * Stopped taking medication for

at baseline blood pressure
= Reduced dosage of blood pressure

medication

medication at baseline No change

75% of those who are still prescribed the same dose of blood pressure medication
as baseline had a Blood Pressure <140/90 mmHg on their last reading, could imply
that there may be opportunity to further deprescribe medication. Only 25% had a
blood pressure measurement >140/90 mmHg.

Weight Loss Over time (weeks 1-50)

1039

0 2 4 6 8 101214161820222426283032343638404244464850

Humber of Weeks

Conclusion

The results of the Pilot programme are in line with the DIRECT
trial, with a good self-reported improvement in participants’
quality of life. System-wide financial benefit was also achieved
through de-prescribing of diabetes and blood pressure
medication.
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NHS Low Calorie Diet Programme




NHS Low Calorie Diet Programme NHS xyla:

Empowering people to live healthier lives for longer

For more information on the NHS Low Calorie Diet Programme including: Our commitment How to join

|

e Patient and GP Information Sheets
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e How to refer

* Referrer Information resources e A VoW sl @, S——
Diet Programme e right for me?

- In all cases, HbA
87 mmol

e (Case studies

Visit https://bit.ly/2W7243G

hrogramme. you must be: Q. What is the cost involved?

A. Thereis no fe

Q. I have pre-diabetes, can | join
the programme?
A Th

Midlands London
Derbyshire North Central
London :
How does it work?
North East s ke oo s _
London

Features

“

Achieve diabetes Free
diabetes er
support and resources
throughout the year

Three-staged

g levels with support
individuals achieve no medication) throughout the
their health goals programme

South East of

England xylahealthandwellbeing.com -
Frimley Health

and Care
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https://bit.ly/2W7Z43G

LCD Eligibility Criteria and Referral Pathway

* HbA1c >=43 mmol/mol (if on diabetes medication)

* HbAlc >=48 mmol/mol (if not on diabetes medication) Primary Care and other Healthcare Professionals
e HbA1lc must be <=87 mmol/mol in all cases —

* T2DM diagnosis within the last 6 years
* Aged 18-65
* A BMI of 27+kg/m2 (adjusted to 25+kg/m2 for ethnicity)

* Attended last monitoring and diabetes review, including retinal screening, and o .
commits to future reviews, even if remission is achieved Opportunistically through direct referral

o Referral form embedded in clinical system
(More information here: https://bit.ly/2W7Z43G)
Exclusion criteria:
X Currentinsulin user —
X Pregnant or planning to be
X Breastfeeding
X Has at least one of the following;
* Active cancer
* Heart attack or stroke in last 6 months . e e
* Severe heart failure (grade 3 or 4) Severe renal impairment (recent eGFR Proactive Searches & Letter/Text Invitations
less than 30mls/min/1.73m2) — A clinical search will provide a list of possible eligible
* Active liver disease (not including NAFLD) e patients; however, the exclusion criteria of the
* Active substance-use disorder Active eating disorder programme and readiness/motivation must also be
* Porphyria considered before making a referral

* Untreated proliferative retinopathy

X >5% body weight—loss in the past 6 months, or is currently on a WMP
X Had or is awaiting bariatric surgery

X HCP assessment concludes patient unable to understand or meet the

demands of the NHS LCD and/or monitoring requirements (due to physical or )( yl a health & wellbeing

Part of Acacium Group

psychological conditions or co-morbidities)
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REWIND Programme
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Empowering people to live
healthier lives for longer

Features

REWIND Programme

For more information on the REWIND Programme including: 'l;c;wtojoin

« Patient and GP Information Sheets Fracueitiy askad questions
REWING I — & Sphmmemithnt 4 BB
° HOW to refer « y aintoan Eommil 108 yaer oiig prograema of This Is appeocmatady £2 pac day, and

Q. Amlehg-ble!ojom’; o Q. Ihavepre»dnabe;escanl
i Diabetes REWIND Programme A B mdoumteatal A oy i s
¢ Referrer Informat|0n resources (Reducing Weight with Intensive Dietagry Support)

e ng- dabetos co.uk

e (Case studies

Visit https://bit.ly/2XNVWub

Q. Are there any additional procedures
3 : involved that | should be aware of 7
How does it work? Our commitment A. aspan it nave

10 10

o e
Shen neath coach
Total diet'repi‘aceﬂ.wnt‘ » ylahealth libeing.com 0333577 3561

The low cart chalce

Part of Acacium Group
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https://bit.ly/2XNVWub

REWIND Eligibility Criteria and Referral Pathway

Diabetes duration <12 years (in phase 1)
A HbAlc measurement taken within the last 12
months, with values as follows;

Primary Care and other Healthcare Professionals
o= o Specific Exclusions for TDR:
HbA1lc 43-87mmol/mol with diabetes medication
HbA1lc 48-87mmol/mol without diabetes medication

X BMI of under 27kg/m? (adjusted to 25kg/m?in
) people of South Asian and Chinese origin);
Latest HbAlc 88-108mmol/mol if:
Patient is within 6 months of diagnosis OR

X Significant physical co-morbidities:
) ) o - ] * Active cancer other than skin cancer treated
* Retinal screening W|t.h|n p.ast 6-12 with r?o ev@ence « with curative intent by local treatment only
of untreated proliferative or pre-proliterative « People taking hormonal or other long term
retinopathy and potential impact discussed with
service user. Retinal screening 6m after programme

secondary prevention
: ” = * Heart attack or stroke in last 6 months (defined as
start if HbAlc improves >25mmol/mol

New York Heart Association grade 3 or 4) Opportunistically through direct referral
e Severe heart failure

Referral form embedded in clinical system
Active liver disease (not including NAFLD);

(More information here: https://bit.ly/2XNVWub)
Active substance use disorder/eating disorder
* Porphyria

* Known untreated proliferative or pre-proliferative
retinopathy if HbAlc 88-108mmol/mol

Aged 18 or over and registered with NWL GP

X Current treatment with anti-obesity drugs (would
Exclusion for both pathways: need to stop);
X Not attended diabetes review in last 12 months X Recent weight loss > 5% body weight / on current
X HbA1lc > 108mmol/mol; weight management programme / had or awaiting
X Current insulin use (at least in phase 1); bariatric surgery (unless willing to come off waiting
X Pregnant or planning to become pregnant within list)
the next 6 months. Defer those breastfeeding until
lactation ceases; I
X Severe renal impairment (eGFR <30); -

X Health professional assessment that the person is
unlikely to understand or meet the demands of the

Proactive Searches & Letter/Text Invitations

Specific Exclusions for Low Carb Diet (<130g/day):

e A clinical search will provide a list of possible eligible
- patients; however, the exclusion criteria of the
X Concurrent SGLT2 inhibitor usage (SGLT-2 inhibitors programme gnd readlness/mo'gvatlon must also be
treatment programme and/or monitoring requirements will need to be stopped in view of potential risk of considered before making a referral
(e.g. active psychotic illness or severe depression ketoacidosis whilst on intensive carb reduction
requiring psychiatric review);
X Unwilling to provide blood samples;

programme);
X Unwilling to allow sharing of clinical information

with WSIC
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Upcoming events

As the largest and proud provider of the NHS Healthier You: Diabetes
Prevention Programme (NDPP), we want to invite you to a free event.

It will be an opportunity for you to meet the clinical team, learn more about
our latest updates and gain an insight into the NDPP and our outcomes.

The webinar will take place on 15th November 2021 at 12pm and will be 1-
hour long.

There will be an opportunity to register your interest in attending this event
in the communications sent after today’s event.

Xyla Health & Wellbeing
webinar: The latest from the
NHS Healthier You Diabetes

Prevention Programme
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NHS Healthier You Diabetes
Prevention Programme



NHS Diabetes Prevention Programme

1:1 Initial Assessment Remote group sessions or 1:1 digital
coaching

1:1 End-of-Programme Review

e, =
B ® -

North West North East & Midlands London
Greater Yorkshire Lincolnshire, North Central
Manchester Humber, Coast Leicester, London
Vale, Leicestershire & North East London

Rutland North West London
South East London
South West London

- Y

South East of
England
Buckinghamshire,
Oxfordshire &

Berkshire West,
Surrey Heartlands
& East Surrey
Sussex
Kent & Medway
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NDPP Eligibility Criteria and Referral Pathway

Primary Care and other Healthcare

- Direct to Consumer
Professionals

Self-referral (no blood test reading

Opportunistically through direct required)
referral S .
core of 16+ on the Diabetes UK
Referral form embedded in clinical . KnoOw your Risk tool (available until
system (https://preventing- September 2021)

diabetes.co.uk/referrers/) (https://preventing-
HbA1c 42-47 mmol/mol or a diabetes.co.uk/referral/2/)
history of GDM

Retrospectively

* Blood test result from last 24 Through retrospective searches of
months* L NDH registers spanning the last 24

* Aged 18-79 months (temporarily attended
* Not pregnant from 12 months until April 2022).

Self-referral (blood test reading
required)

Following notification of blood
tests, patient must have:

e HbAlc or FPG within the last 24
months (temporarily extended
from 12 months to April 2022)

e NHS number

L \/ health & wellbein
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https://preventing-diabetes.co.uk/referrers/
https://preventing-diabetes.co.uk/self-referral/
https://preventing-diabetes.co.uk/referral/2/
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