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EN-PENY/ A randomised patient-assessor blinded sham controlled trial of
RIAL External non-invasive peripheral nerve stimulation for chronic

neuropathic pain following peripheral nerve injury.
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Primary aim:
» Establish whether EN-PNS is effective in reducing pain intensity for persons with chronic
neuropathic pain following peripheral nerve injury (PPNI) after 3 months of treatment as

compared to sham treatment. Funded by

* We have currently completed recruitment and analysis data m




* PPlis a strong requirement for the RfPB grant funding stream.

* The majority of funding streams require researchers to show PPIl. Where users have not
been involved, researchers must show clear justification for not including them.

* “Patient and Public Involvement (PPl) means actively working in partnership with patients
and members of the public to plan, manage, design and carry out research” INVOLVE

Patients and the public working in partnership
with researchers to plan, design, manage,
evaluate and disseminate research.

Researchers sharing information
and knowledge about research
usually after it is complete

Patients and the public
are tested as ‘subjects’ of
a study.

Members of the public can have a role in health / care research in three broad levels.
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Plan/ Design

“ENPENS should have
been offered sooner in
relation to their pain
management”

Audit provided
proof of concept

Before ENPENS

study
‘endorsed the need for

evidence to support its use
within the NHS.

|[dentify and prioritise research topic



Mational Instifute for

Health Rescarch Presented outline study proposal to group
. Vigwed egtablishing treatment efficacy as a
primary aim,
* Endorsed the study as ‘worthwhile’
 Strength treatment could be self-administered.

- | . * Methodological changes:
Public Involvement fun * Exclusion of a third comparator arm using
£350 TENS
* Reduction of treatment period
* Weekly telephone review

* Prioritised outcome measures and methods
of outcome collection to ensure they
captured ‘meaningful’ change in respect to
the study population.




Tested Sham Evaluated questionnaires and
all patient materials
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Manage/ Conduct

TMG TSG
Day-to-day trial management Supervision MRC GCP guidelines.

What PPI gives:

* Provide public viewpoint throughout the study
 Management/ conduct

 Reviewed protocol, all study paperwork, processes.

* Aid recruitment, retention via own knowledge and experience.

What PPl should get:
e Travel costs

e Support for PPl members (INVOLVE/ The Walton Centre Patient Carer Public Involvement
and Engagement Strategy Committee (PPIESC).




* Taxi in and flexibility in appointment times

F urt h er * Agree time for telephone reviews
CONS | d e ratiO ns * Support groups to advertise the study
_ * Northwest coast research community lead
during the
study

e All helped in respect to
optimising retention and

recruitment pre-study
and during study




Successes

* Recruitment to target 76 patients

l

Allocated to Flat Electrode EN-PENS (n = 38
- Received allocated intervention (n = 37)
" Stopped using machine (n = 1)

l

Lost to follow-up / withdrawn (n = 4)
- Commitment (n=4)

Y

In efficacyanalyses (n = 34)
- Excluded from analysis (n = 0)

In safety analyses (n = 38)

Allocation |
Allocated to Pen Electrode EN-PENS (n = 38)
- Received allocated intervention (n = 38)
Lost to follow-up / withdrawn (n = 7)
-Commitment (n=4)
- Compliance (n = 2)
- Otherreason(n = 1)
[ Follow-up/Analysis ] v
In efficacyanalyses (n = 31)
- Excluded from analysis (n = 0)
In safety analyses (n=38)
[ Extension [ Swap ] l

In extension phase (n = 27)
- Continued original allocation (n = 8)

- Switched treatment (n = 38)

In extension phase (n = 15)
- Continued original allocation (n =6)
- Switched treatment (n = 9)




Average Pain

Disseminate
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TSG/TMG further support

Ensured PPl connected to other groups/contacts.

What could we

1dVe d one Enhancing information about trial to support
:)ette r? adherence- pre-trial information sessions

Consider further debriefing.

Social media

Record and evaluate our PPl involvement



Conclusions

PPl important but need to ensure not just lip
service

Involving the right people makes a big
difference!

Improve the quality and relevance of research.
Help with design of key study aspects

Ensure research is user friendly and don’t hit as
many stumbling blocks

Lived experience with condition and patient
pathways — Invaluable Knowledge resource

Most research is funded by public monies and
therefore research should involve the public



Further information

NIHR PPl pages:
https://www.nihr.ac.uk/patients-and-public/

INVOLVE http://www.invo.org.uk

NVOLES briefing notes on how to involve the public in research
http://www.invo.org.uk/resource-centre/resource-for-researchers/

nttps://www.invo.org.uk/posttypepublication/public-involvement-in-
clinical-trials/
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