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HRA Approval Studies 

Research 
Ethics 

Committee 
Reference 
Number 

Integrated 
Research 

Application 
System 
Number 

Name of Trial 
First 

Patient 
Recruited? 

Date of 
First 

Patient 
Recruited 

Duration 
between 
Date Site 
Selected 
and Date 

Site 
Confirmed 

Duration 
between 
Date Site 

Confirmed 
and First 
Patient 

Recruited 

Duration 
between 
Date Site 
Selected 
and First 
Patient 

Recruited 

Benchmark 
Met 

Date Site 
Invited 

Date Site 
Selected 

HRA 
Approval 

Date 

Date Site 
Confirmed 

By 
Sponsor 

Date Site 
Confirmed 

Date Site 
Ready To 

Start 

Reasons for 
Delay 

Comments 
Reasons for 

delay 
correspond to: 

16/WA/0342 215547 

Tailored 
internet-
delivered 
cognitive 
behavioural 
therapy for 
depression 
and anxiety in 
patients with a 
long-term 
condition 
(Chronic Pain, 
COPD and 
Diabetes) 

Yes 01/02/2017 43 14 57 Yes 09/12/2016 06/12/2016 28/11/2016 11/01/2017 18/01/2017 19/01/2017     NA 

16/LO/0854 195544 

External pilot 
study to 
inform the 
design and 
conduct of 
Fluids in 
shock (FiSh) 
Trial 

Yes 26/09/2016 66 21 87 No 01/07/2016 01/07/2016 22/06/2016 01/08/2016 05/09/2016 05/09/2016 

A - 
Permissions 
delayed/denie
d, E - Staff 
availability 
issues 

Permissions were delayed 
for a number of reasons 
linked with the changes in 
process therefore the local 
review was not completed 
in time. There were also 
staff availability issues 
over the summer months 
which contributed to 
delays. 

NHS Provider 

17/LO/0118 220143 

Maternal 
Moments: 
Investigating 
music 
listening for 
well-being in 
pregnancy 

No   38     
Within 70 
Days 

17/01/2017 28/04/2017 28/04/2017 28/04/2017 05/06/2017 12/07/2017     NA 

16/WA/0341 209738 

Acceptability 
and 
Effectiveness 
of an Internet-
Delivered 
Intervention 
for 
Psychological 
Distress in 
Patients with 
Type 2 
Diabetes. 

No   40     
Within 70 
Days 

24/04/2017 11/05/2017 18/01/2017 13/06/2017 20/06/2017   
G - No 
patients 
consented 

Despite screening no 
eligible patient has 
consented to participate in 
the study. Recruitment has 
been challenging in all 
sites, Sponsor is 
investigating. 

Neither 

  

http://www.nihr.ac.uk/research-and-impact/documents/PID%20Documents/Guidance%20Documents/Clinical%20Trials%20Data%20Record%20Adjustment%20Process%20Published.pdf
http://www.nihr.ac.uk/research-and-impact/documents/PID%20Documents/Guidance%20Documents/Clinical%20Trials%20Data%20Record%20Adjustment%20Process%20Published.pdf
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Research 
Ethics 

Committee 
Reference 
Number 

Integrated 
Research 

Application 
System 
Number 

Name of Trial 

Target 
Number 

Of 
Patients 
Agreed? 

Minimum 
Number Of 

Patients 
Agreed (Enter 
Same In Both 
If Only One 

Number) 

Maximum 
Number Of 

Patients 
Agreed (Enter 

Same In Both If 
Only One 
Number) 

Target 
Date To 
Recruit 
Patients 
Agreed? 

Date Agreed 
to recruit 

target 
number of 
patients 

Total Number 
Of Patients 

Recruited At 
The Agreed 
Target Date 

Date That The 
Trial Closed 

To 
Recruitment 

Total Number 
Of Study 

Participants 
Recruited 

Reason For 
Closure Of 

Trial 
Comments 

14/SC/1059 152231 

A Randomized, Double-blind, 

Event-driven, Placebo-controlled, 

Multicenter Study of the Effects of 

Canagliflozin on Renal and 

Cardiovascular Outcomes in 

Subjects With Type 2 Diabetes 

Mellitus and Diabetic Nephropathy 

Number 

Agreed 
8 8 

Date 

Agreed 
16/12/2014 2 30/09/2016 4 

Recruitment 

Finished 

This study has struggled 

with recruitment not only 

at this site but elsewhere. 

The sponsor has had to 

amend the contract based 

on the difficulties recruiting 

and extended the 

recruitment period. 

16/LO/0083 193141 

A Phase 3, double-blind, 

randomized, placebo-controlled, 

multicenter study to determine the 

efficacy and safety of luspatercept 

(ACE-536) plus best supportive 

care versus best supportive care 

in adults who require regular red-

blood cell transfusions 

Number 

Agreed 
3 3 

Date 

Agreed 
01/02/2018 2 10/06/2017 2 

Withdrawn 

By Sponsor 

The sponsor halted 

recruitment early, before 

the target could be 

reached. 

  

 
 
 

 

 
 

 


