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REFRESH (nutRition intervEntions For malnourished older adultS in care Homes)
Research Information Sheet for Care Homes (“RISC”)

Version 5.0 (29/05/2026)

CPMS ID 58561
Eligibility Route Non-Commercial
Design Type A parallel, superiority, three-arm cluster randomised

controlled trial.

Study Aim(s)

To evaluate the effects of ONS and FF compared to usual care
in older adults (with or at risk of malnutrition living in care
homes) on health-related quality of life.

Study Summary

REFRESH will test how best to treat malnutrition (as
undernutrition) in older adults (aged over 65 years) living in
care homes. The study will involve 90 care homes. Each care
home will take part for approximately 1 year, start in October
2025.
Older people who live in care homes are at risk of malnutrition
which harms their health, reduces their quality of life, and
increases the risk of falls and infections. Managing
malnutrition better can help reduce declining mental and
physical health, and wellbeing of residents. Thus, improving
nutritional care will help improve quality of life, make eating
more pleasurable, maintain independence for residents and
reduce the burden for staff and associated costs.
Care homes which join the study will be randomly put into one
of three groups:
1. ONS Group; we will provide eligible residents with oral
nutrition supplements (ONS).
2. FF Group; the eligible residents will be provided with
fortified food (FF) and drink and
3. Usual Care Group; will carry on with their usual
routines for managing malnutrition.
Care homes will not be informed which one they are in until
the initial information about their residents has been collected.
We will then support the care home to put in place the
intervention they have been randomised to (ONS or FF or Usual
Care). We will collect further information about residents at 6
and 12 months when the study will end. We will compare the
ONS and FF groups with the usual care group to see which
treatment method best enhances the quality of life of the
residents.
The information we collect from residents will include quality
of life, nutritional status, food intake, weight, activities of daily
living, use of antibiotics, mortality, and costs of the use of
prescribed ONS and NHS services.

Site(s) Sought from Southwest
Peninsula

30 care homes with >50 beds (the study team will consider
care homes with less beds)
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Care Home Involvement The care home staff will be expected to:

Summary e Participate in the training we provide

e Identify which residents are suitable for the study (we
will provide eligibility criteria)

e Assistin recruiting residents by talking to them or their
families about the study or giving out written
information

e  Work with the research team to obtain consent from
residents or their families and collect data

e Provide the fortified food or ONS according to the
guidance we provide (depending on which one your
home is randomly allocated)

Participant Inclusion Criteria e Permanent resident in a participating care home (not

Summary respite care).

e Aged 265 years at the time of consent.

e Able to eat & drink.

e Atrisk of malnutrition*

e Has the capacity to be able to provide informed
consent for themselves (or if lacks capacity, a
consultee is able to provide a declaration on their

behalf).
Participant Exclusion Criteria e Fed via feeding tube.
Summary e Already receiving nutrition support (ONS or fortified

meals) and/or individualised dietetic advice.
Residents will be eligible if they have been:

i) prescribed ONS short term (e.g. after a hospital
stay) and have not yet been reviewed by a
dietitian

ii) prescribed ONS not specifically for malnutrition
(e.g. for wound healing, haemo-dialysis).

iii) prescribed ONS by or on the recommendation of
a health professional other than a dietitian (e.g.
nurse or GP).

iv) discharged from dietetic care but are still on ONS.

e Active cancer treatment and recent major surgery.

Recruitment target per site At least 17 residents per care home

Timescales The study is in three phases:

Phase 1: October 2025
Phase 2: April 2026
Phase 3: October 2026

Service Support Costs One off payment per care home:

(Paid to each care home by RDN e Participant search and eligibility checks - £212
SWP  automatically if an
appropriate finance contract is in
place following the end of each
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Research Delivery
Network

financial year quarter once
confirmation of completion of
relevant research activities has
been received by RDN SWP from
the study team)

Per participant costs:
e Informed consent - £44 for all arms of trial

Research Costs

(Each care home to directly
invoice the study team, or as
otherwise as agreed during the
study set-up process)

One off payment per site:
e Site initiation visit and research methods training -
£356

Per participant costs of £43 for:

e Height and Weight — 2 Time points (TP);

e EQ-5D-3TPs;

e DEMQol-3TPs;

e Bespoke resource use questionnaire — 2TPs;

e AE Reporting — 3TPs;

e Barthel index—2 TPs;

e  Mini Nutritional Assessment — 2 TPs;

e Dietary intake recording for subset of residents — 1TP;

e Dietary intake recording for second subset of
residents— 1 TP;

e Frailty Index — 1TP;

e Antibiotic use

Excess Treatment Costs

One off cost per care home:
e Training in how to deliver REFRESH - £520

Per participant costs:
e FFarm-£1.97 per day x 365 days = £719 (If
participant stays on trial for full year);
e ONS arm - will be provided to sites in this arm free of
charge whilst on the study.

Expressions of Interest

If your practice would like to be considered to potentially take
part in this study as outlined above, then please email your
expression of interest to us at;
rduh.primarycareresearch@nhs.net or swp.rrdn@nihr.ac.uk

Submitting an expression of interest does not confirm your
involvement in a study, only your interest to potentially do
so. Circumstances may change and you can withdraw your
expression of interest at any point. If your practice is selected
by the study team, you will be contacted by RDN SWP and/or
the study team with further details of the next steps, including
an invitation to confirm your interest in this study.

Further Information

If you have any queries regarding this study and/or would like
to request any additional information, then please email
rduh.primarycareresearch@nhs.net or swp.rrdn@nihr.ac.uk
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