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Frailty?
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B =To kg foun d Comprehensive Geriatric Arsi-@

But..... &0

The supporting evidence bas&¥ ak and making frailty integral to primary
care has challenges:

e Acceptability of the c pt to patients and clinicians

* Determining if C% asible in primary care

* Convincing o%-?t ched primary care clinicians that this can improve

patient ou@ and reduce workloads
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HAPPI: A Mixed Methods FeasibiQL@' Study

To develop, implement and test a nurse-led olistic ssessmerc:.nd care

lanning in artnership ntervention

and to de*ei mii.2 .;aportant
parameters for the design of a defini*’
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Developing the

Explore patients,
Testing feasibility of - h. S
intervention

. : carers, clinicians
iIntervention .
y \ § experiences

Qualitative Study

N S

Feasibility parameters for use in definitive RCT

Procedure guide f/,r HAPPI
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The HAPPI fRCT

Aim:

* To conduct a cluster randomised, c@ﬁ?olled

feasibility study of

care planning intervention

* To determine feasibility of@ ivering the
intervention in primary@e to older people

with frailty.

* This includes te 'nggotential trial methods to | A\
inform the d@i) of a definitive randomised
controlled¢8'a (RCT).
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Trial Design

National Health Service Research Ethics
Committee (REC reference: 18/L.0O/1354;
IRAS project ID: 229210) 16/10/2018.

University of Plymouth Research Ethics

Committee (Reference Number: 18/19-

1027) 14/11/2018 . 0
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ENROLLMENT

ANALYSIS

Z

TRIAL DESIGN \G '

|* Decline
; % ‘ * Other
Consentand baggh
asswm@

@isation of
ractice

l

Control

(usual primary

HAPPI
intervention

care)

|

FOLLOW-UP \ O ALLOCATION

l

3 month follow-up Withdrew: ]
i ‘ * Lostto
l follow-up
: ‘ * Discontinued
| » Deceased
6 month follow-up : .

|

Assessed for eligibility Q
:::iu?;g: Qualitative
— g — interviews with

declines

Qualitative
— interviews with
discontinuations

*Qualitative
interviews with:

l

Data Analysis

» *+ Participants
* Carers
* Clinicians
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Methods: Randomisation ,\/Q {i—:?

e Cluster randomisation at site levek »

* All participants in each genenal@ractice will be
allocated to intervention orsontrol

* Avoids contamination %Sntrol group and
“intervention creep”\y

e Exact details of &bation algorithm determined
S
am

between the tyial statistician and PenCTU
programmi

(5
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Methods: Recruitment  A» &
%

* 60 moderately or severely frail pa@ﬁ\pants aged
65 years and over

Q/
e Recruited from six sites (ge%r\al practices) in

Cornwall, UK O
* Initial identification &ﬁ\the Electronic Frailty
Index (eFl) O

e Random sampling from eFl cohort
* Frailty co ed using PRISMA-7 instrument
. Partlctp? t informed consent at home
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Eligibility

et
A

Eligible

Qe
M
Ineligible '_Q%

Aged 65 years and over

HAPPI STUDY
In receipt oﬂ%}ﬂiative care with limited

life expec@;y

Moderately frail eFl >0.24-0.36 or
severely frail eFl > 0.36

Frailty confirmed by PRISMA7
instrument

Able to give informed cons?:é

Living in own hom ported living

accommodation

Curr n the caseload of a
co unity matron

al Institute
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Data collection AD {i—s}
* At baseline, three months and six@%\nths

e Participant — study questionngides administered by
research team g:

e Data from general prac{@g
atsb

e Customised study d ase developed by Clinical
Trials Unit D
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Intervention )

* Intervention developed using e-Delphi methods (phase 1) aeeisioy

* Delivered by community matrons . qu

 One assessment visit and up to six care Ing visits
conducted over a maximum of 12 wge

[The HAPPI Study Conversation Guide Pl Itervention Assessment Pack Home, family and Safety
= ; 3 Snd actviies of daly wing b
What medication do you t3ke 31 Goes e cause you 3ny proviems? - -
- Prampts: medication review, €0ASIGer pOlYPROIMacy, need for Se-prescribing P! Connareation Cude i Baupslindex
=

_ _ Toneliness/social isolation

LOGO I —— L. UCLA 2-Htem Loneliness Scale
1 CFT Personalised Support Flan Template: Part L My Madical Flan

2. CFT Personalised Support Plan Template: Part 2 My Well-being Plan

Assessment of carers needs

= 1. Caregiver Strain Index
O Nambar THealth Assessments
Rssessment for the presence and sevarity of fralty Wental Featth
? prevent g ; g:: 5‘:‘:“;\:& , Assessment of cognition including identification of delirium and capacity sssessment
What matters o you? changes? et Fraiity sesle 1. CFT Capacity Assessment Poicy
Prompts: Ususal day, sociel networks, sctivitis, joising in - heips & challenges, lamily , risnds, Prompts: i i . . = - 2. CAM Delirium Screening Tool
sodial citle, susset networt, perscnal care, yaur home, fin N identification > o
4. BGS CGA and Problem List
FrFroplem Assessment of mood and psychological well-being
Assessment of falls risk and bone health L. Geriatric Depression Score
1. Multifactorial Risk Assessment Tool (MFRAT) 2. Mospital Aniety and Depression Score

2

What would you like to happen if
Health and care packages, suppor
plan, spiritual needs and support

‘Assessment of pain

. escalation plan, advance care 1. Numeric pain scale

2. Pain assessment record

3. Abbey Pain Scale (for use in patients with cognitive impairment)

Do you have any health (onB 0N thel weorry 7ou? How €6 you mansge Uam?
Promety: welbbeing LTCs, fraity, pais effects onlifestyle/esarcan/mobilty, falk
Gladder and bowel lunction/sen sl hwalth,

Medication review
1. Medication review summary
2. STOPP-START medication review tool

‘Assessment of nutritional status indluding hydration
1. MUSTS Step Guidance
2. MUST Flowchart

oy 3. MUST Full Screening Tool

sider assessment of carers needs. Would the person benefit from

‘Assessment of vision, hearing and dentition
1. RCP Bedside Vision Check
2. Whispered Voice Test

Assessment of bladder and bowel function

Do you feal vats in yuur hume? b thare anything regaréeg von 1. Ciinical Checkist for Lower Urinary Tract Symptoms.

Fuanetiomal ablities #1 b

e that corcerns you?
ard, equpmunt sewds

sxmisng ndepundence

2. 1CiQ Bladder Diary.
ro-dblomont neads 3. of Your Urinary Problams
4. Bowel Assessment Form
t can we achieve tagether? [Use SMART — Specifc, Measuratle, Achievable, Realist, Timeh] 5. Clinical Checkiistfor Faecal Incontinence
4 et needed for par incare
planning. Determining advance care/end of life preferences

1. CFT Trestmaent Escalation Plan Policy.
2. CFT Trestment Escalation Plan Bookiet
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Control ,\/Q A=
&

e “Usual care” for frailty in primar&@m

* This may include the manag t of long-term
conditions, referrals to othewservices, prescribing

of medications and rout;j accinations

* As part of the feasibility*trial, components of usual
care will be captur&o standardise for the future
definitive RCT ?‘

N
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Outcomes Q

HAPPI STUDY

Feasibility of conducting the Selectior of primary outcome
trial NEENIE

Secondary outccm measures  Feasibility of the intervention
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Outcomes: Feasibility of th%\o’@
Intervention 6,

* Numbers of completed HAPPI int ention
conversation guides and perso@%ed care plan

templates Q\

e Assess degree of contamifdtion by number of staff
moving between inte{@cion and control practices

O
?g

N
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conducting the trial '\,Q

 Number of GP practices expressing an intere@hqgrticipating

 Number of GP practices screened for seleésh and reasons for
non-selection

 Number of GP practices wﬁhdrawn@m the study, timing and
reason for withdrawal

 Number of GP practices failin Qogress through
implementation milestones easons for failure

 Numbers of partmpan’@éned as eligible, recruited,

Outcomes: Feasibility of O L /<

® //

\__/

l’_" |

DY

a
c

consented and followe

 Numbers of parUup%&identified using the electronic frailty
index (eFl)

* Number of a ing of participant withdrawals from follow-up
data coIIectlg?reasons for withdrawal, number of and timing of
losses to up

N I H R | al Institute
for Health Research




Outcomes: Selection of pnmar»@&
secondary outcome measur@’s;,Q

Fidelity to protocol: ,0(\%

* Numbers of potential prima §Qﬁ'secondary

outcome measures comple t baseline and
follow-up intervals

* Numbers of missing it @for each potential
primary and secondéry outcome at each time-point

* Estimation of h?@asibility of collecting data to
estimate cost=effectiveness; EQ-5D-5L; add-on for
economicfeyaluation
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Outcomes: Selection of pnmar»@&
secondary outcome measur@’s;,Q

Participant Reported: qu

* Levels of loneliness and isolation né%ured by UCLA 3-
Item Loneliness Scale g\@

* Physical health and mobility.level of pain, mood and
emotional health and he related quality of life

||,‘.I.|o J[1

measured by the Medi utcomes Study 36-Item
Short Form Survey I@kument Version 1 (SF-36)

e Confidencein w?z?bility to manage health and in role
LS\?

as participan care measured by the Health

Foundatio questionnaire

. Functcé?teasured by Barthel Index
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Outcomes: Selection of primary& .
secondary outcome measur@’s;,Q Mm

Collected from General Practice Cli@qgecord:
e Polypharmacy — number of geé@étions prescribed

* Mortality; date and cause ofNdeath

* Number of hospital ad@}ons, readmissions and
total number of day&@ nt in hospital

O

N

C-J
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HAPPI STUDY

Recrul

Progress to date
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Progress to date: Feasibilit &Q\q /“
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HAP DY

PIST
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» Capacity to undertake initial partigi
identification and eligibility proc&@res

* Fidelity to protocol: lack ofg\@rch knowledge and
experience at sites

e Communication betwe@me sites and the Chief
Investigator (Cl) has.&@ ed challenging

* Unexpected cor@wity matron capacity issues
However......

Recrmtmen@bas proved relatively easy with
parhu% keen to be involved
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Thank you for your attention.
Any questions?

helen.lvndori@plymouth.ac.uk
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