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Accepted Status 
Open 

Date 
01/10/2021 

Deadline 

Date 
29/10/2021 

Date 

Submitte 

d 

27/10/2021 

Type Performance in Initiating 
NHS 

provider 

Essex Partnership University NHS 

Foundation Trust 

ID REC Number IRAS Number 

First 

Name of Trial Participant 

Recruited? 

Date of First 

Participant 

Recruited 

Duration 

between Date 

Site Selected 

and Date Site 

Confirmed 

Duration between 
Duration between Date 

Date Site Selected Date Site 
Site Confirmed and First 

and First Participant Invited 
Participant Recruited 

Recruited 

Date Site 

Selected 

HRA Approval 

Date 

Date Site 

Confirmed By 

Sponsor 

Date Site 

Confirmed 

Non-

Confirmation 

Status 

Date Site 
Reasons for Delay 

Ready To Start 

Reasons for 

Comments delay 

correspond to 

185834 20/LO/0894 272935 

DREAMS - A parallel multi-centre randomised controlled trial to 

determine the clinical and cost-effectiveness of DREAMS START 
Yes 

(Dementia RElAted Manual for Sleep; STrAtegies for RelaTives)for 

people living with dementia and their carers 

07/04/2021 48 41 89 24/07/2020 08/01/2021 18/09/2020 25/02/2021 25/02/2021 Please Select... 25/02/2021 J - Other Equipment required to recruit participants was delayed Sponsor 

185835 20/LO/0034 274277 

The APPLE Tree programme: Active Prevention in People at risk of 

dementia through Lifestyle, bEhaviour change and Technology to 
Yes 

build REsiliEnce: Pilot of the intervention and Randomised Controlled 

Trial 

22/04/2021 15 51 66 01/02/2021 15/02/2021 02/03/2020 01/02/2021 02/03/2021 Please Select... 04/03/2021 J - Other 

Sponsor does not consider participant a 'recruit' until they are 

randomised. This involves consent, several screening questionnaires 

and wearing an activity watch for 2 weeks prior to randomisation so 

this has had a significant impact on our timelines. We were not Sponsor 

made aware of this during feasibility. Also, the sponsor closed 

during the Easter break for 2 weeks which caused significant delays 

in recruitment 

185836 19/LO/1667 271363 

NIDUS -Clinical and cost-effectiveness of a New psychological 

intervention to support Independence in Dementia (NIDUS) for family 
Yes 

carers and people living with dementia in their own homes: A 

randomised controlled trial 

25/06/2021 6 107 113 04/03/2021 04/03/2021 13/01/2020 10/03/2021 10/03/2021 Please Select... 
F - No patients 

15/03/2021 
seen 

NHS Provider 

185837 19/NE/0233 239794 

PAX-BD - Randomised placebo controlled trial of Pramipexole 

addition to mood stabilisers for treatment resistant bipolar No 

depression (the PAX-BD study) 

48 15/04/2021 15/04/2021 04/09/2019 26/05/2021 02/06/2021 Please Select... 23/06/2021 D - Sponsor Delays 
Pending amendment to inclusion criteria in order to start 

Both 
recruitment 

F - No patients 

seen 

G - No patients 

consented 

185838 19/LO/0088 257667 
SCENE WP5 - A randomised controlled trial of a structured 

Yes 
intervention for expanding social networks in psychosis 

27/07/2021 1 5 6 24/06/2021 21/07/2021 24/01/2019 22/07/2021 22/07/2021 Please Select... 23/07/2021 
Please 

Select... 

http://www.nihr.ac.uk/research-and-impact/documents/PID Documents/Guidance Documents/Clinical Trials Data Record Adjustment Process Published.pdf

