Q4 2017-18 Performance in Initiating Clinical Research

Integrated
Research
Application

Research
Ethics
Committee
Reference
Number

Date Site

Name of Trial Invited

System
(IRAS)
number

MindSHINE 3: A definitive
randomised controlled trial
investigating two online
wellbeing interventions to
reduce NHS staff stress

16/HRA/5525 210175 17/01/2017

A MULTICENTER OPEN-
LABEL EXTENSION (OLE)
STUDY TO ASSESS THE
LONG-TERM SAFETY AND
EFFICACY OF BEMPEDOIC
ACID (ETC-1002) 180 MG

17/YH/0071 223653 03/04/2017

A phase Il study to determine
the role of ixazomib as an
Augmented Conditioning
therapy in salvage autologous
stem cell transplant (ASCT)
and as a post-ASCT
Consolidation and
maintenance strategy in
patients with Relapsed multiple
myeloma.

16/NW/0517 188554 29/09/2016

Evaluating the clinical and cost-
effectiveness of permissive
hypotension in critically ill
patients aged 65 years or over
with vasodilatory hypotension

17/SC/0142 215503 03/03/2017

A Randomised Controlled Trial

of the effect of a Two-layer

Compression Bandage System 19/05/2017
on Knee Function following

total knee arthroplasty

16/NE/0400 212212

Improving Fundamental Care

17/L0/0365 on Hospital Wards

216598

HRA Date Site - Date Site
: Date Site
Approval  Confirmed . Ready to
Confirmed
Date By Sponsor Start

Date Site
Selected

06/04/2017 23/01/2017 06/04/2017 08/05/2017 15/05/2017

11/05/2017  19/07/2017 29/06/2017 04/07/2017 30/08/2017

05/04/2017 27/10/2016 08/08/2017 18/08/2017 18/10/2017

11/05/2017 24/04/2017 18/08/2017 29/08/2017 01/09/2017

28/09/2017 08/02/2017 28/09/2017 07/11/2017 09/11/2017

Date of

First Patient Confirmation

Recruited

06/06/2017

01/09/2017

02/09/2017

16/11/2017

Non-

Status

Duration
between
Date site
selected
and First
Patient
(CEVD)]

61

113

114

49

Benchmark

No

Met

B - Suspended by

F - No patients

G - No patients
consented

H - Contracting

| - Rare diseases

NHS

Western Sussex Hospitals
NHS Foundation Trust

Reasons for
EEW
correspond
to:

Comments

1. HRA approval for the study was
not received until 19/07/17 (initial
HRA assessment letter dated
22/02/17) - cause of delay not
known by site.2. Patients entering
this extension study can only do so
when they have fully completed the
sister study. Our first eligible patient
completing the sister study was
seen and recruited to this study
within the protocol required
timelines.3. Sponsor could not
provide an earlier date for the Site
Initiation Visit.

Sponsor

Delay due to time taken for study
review and consultation by local
clinicians. Local information pack of
documents was provided to site
prior to site having a confirmed PI.
Delay between DSC and Date Site
Ready to Sltart was due t(? pharmacy NHS Provider
staff capacity for electronic
prescription set-up. Delay since
Date Site Ready to Start relates to
no eligible patients being seen - this
is a study with low numbers of
potential patients for our Trust given
the condition being studied.

1. The sponsor required GCP
training of staff at site prior to
release of sponsor signed contract -
staff availability issues to undertake
GCP training at the NHS Provider
caused a delay.2. Sponsor and NHS
Provider could not find an early
mutually agreeable date for the Site
Initiation Visit which also created a
delay.

Both



