NIHR Initiation: Q3 2017-2018

Manchester University
MHS Foundation Trust

Date of First Date Site Reasons for
Date Site Date Site  HRA Approval Date Site Non-Confirmation Date Site Ready

REC REF N f Trial Patient Confirmed B del
AMme oFira o |e:n Invited Selected Date CIMITIER] 57 Confirmed Status To Start HEY
Recruited Sponsor correspond to:

kPPN 16/L0/1026 202065 [Multi-centre randomised open label phase llb study to compare the 03/05/2017 |[24/03/2016 |05/03/2017 |09/10/2016 31/03/2017 04/04/2017 06/04/2017
efficacy, safety and pharmacokinetics (PK) of an optimised dosing to a
standard dosing regimen of vancomycin in neonates and infants aged = 90
days with late onset bacterial sepsis known or suspected to be caused by
Gram-positive microorganisms

kPP LEN 16/NW/0557 198661 [Feasibility study on the effects of L-citrulline on uteroplacental and 04/07/2017 |26/11/2017 |06/06/2017 |23/03/2017 22/06/2017 04/07/2017
cardiovascular function in hypertensive pregnant women
kPP LEPN 16/NW/0617 210749 |A Randomized, Open-Label, Phase 3 Study to Assess the Efficacy and Safety |20/02/2017 (23/05/2016 |03/01/2017 |09/12/2016 18/01/2017 23/01/2017 20/02/2017

of KRN23 Versus Oral Phosphate and Active Vitamin D Treatment in Pediatric
Patients with X-linked Hypophosphatemia (XLH)

kPP EEN 16/L0/1012 205250 |A Phase 3b, Two-part, Multicenter, One Year Randomized, Double-blind, 29/03/2017 |(26/02/2016 |19/01/2017 |12/12/2016 21/02/2017 27/02/2017 15/03/2017 Sponsor
Placebo-controlled Trial of the Safety, Pharmacokinetics, Tolerability, and
Efficacy of Tolvaptan followed by a Two Year Open-label Extension in
Children and Adolescent Subjects with Autosomal Dominant Polycystic
Kidney Disease (ADPKD)

kPP LEYN16/1L0/1979 193891 (A randomised trial of non-Selective versus selective adjuvant Therapy in high 21/07/2016 |10/05/2017 |20/12/2016 25/05/2017 02/06/2017 04/07/2017 Neither
risk Apparent sTage 1 Endometrial Cancer
ikbPIEN 16/EM/0240 203358 |A Randomized, Open-Ilabel, Safety and Efficacy Study of Ibrutinib in 11/09/2017 |05/08/2016 (12/07/2017 |11/10/2016 18/07/2017 18/07/2017 26/07/2017

Paediatric and Young Adult Patients With Relapsed or Refractory Mature B-
cell non-Hodgkin Lymphoma

1M Pi(316/L0/1602 210033 |An open-label adaptive study for the assessment of safety, tolerability, 17/03/2016 |27/03/2017 |01/11/2016 27/03/2017 24/04/2017 26/04/2017 Neither
pharmacokinetics, and the efficacy of multiple doses of Radiprodil in
subjects with drug-resistant infantile spasms.

kPPLEYA16/L0/1130 187152 (Supplementation with cereal bars or tablets in young pregnant women 10/04/2017 |01/11/2015 |24/02/2017 |01/11/2017 13/03/2017 13/03/2017 24/03/2017

kPPN 16/NW/0715 173962 |Pelvic Sensorineuropathy: A comparison between quantitative sensory 21/03/2017 |18/08/2016 |09/02/2017 |14/12/2017 03/03/2017 03/03/2017 03/03/2017
testing and a simple hand held device

kPP LN 16/EE/0294 199550 [ComparlsoN oF Optimal Hypertension RegiMens (Part of the Ancestry 24/08/2017 |[29/06/2016 |20/07/2017 |01/11/2016 20/07/2017 21/07/2017 03/08/2017
Informative Markers in Hypertension (AIM HY) Programme ? AIM HY-
INFORM)

ikPPI0N 16/NW/0726 213429 |A double-blind, randomised, placebo-controlled study to assess the effect of |17/03/2017 |04/08/2016 |06/02/2017 |29/11/2016 06/02/2017 13/02/2017 01/03/2017

SNF472 on progression of cardiovascular calcification on top of standard of
care in end-stage-renal-disease (ESRD) patients on haemodialysis (HD)

akbPIHN16/L0/0797 199957 |A Phase 3, 2-Part, Open-label Study to Evaluate the Safety, 23/06/2017 |21/07/2016 |06/01/2017 [13/07/2016 18/01/2017 19/01/2017 14/02/2017 Neither
Pharmacokinetics, and Pharmacodynamics of Ivacaftor in Subjects With
Cystic Fibrosis Who Are Less Than 24 Months of Age at Treatment Initiation
and Have a CFTR Gating Mutation

MPI7A 16/N1/0145 207927 |Diabetic Macular Oedema and Diode Subtreshold Microcapsule Laser 21/04/2017 |07/10/2016 |22/02/2017 [29/11/2016 22/02/2017 22/02/2017 22/03/2017
(DIAMONDS): A pragmatic, multicentre, allocation concealed, prospective,
randomised, non-inferiority double masked trial

ikbPIERN 16/SC/0551 214620 |XIRIUS Study ( A Dose Escalation, Phase 1/2 Clinical Trial of Retinal Gene 01/08/2017 |27/09/2016 |23/06/2017 |19/01/2017 10/07/2017 11/07/2017 21/07/2017
Therapy for X-linked Retinitis Pigmentosa Using an Adeno-Associated Viral
Vector (AAV8) Encoding Retinitis Pigmentosa GTPase Regulator (RPGR))
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kPRI N17/NW/0082 213428 |Comparison of mesh fixation techniques in elective laparoscopic repair of 20/07/2017 |04/11/2016 |05/06/2017 |05/05/2017 14/06/2017 14/06/2017 14/06/2017
incisional hernia ? ReliaTackTM v ProTackTM TACKoMesh study

ik PRI 16/NS/0094 206213 |Biolmpedance Spectroscopy To Maintain Renal Output: The BISTRO Trial 08/08/2017 |[29/09/2016 |19/06/2017 |04/10/2016 29/06/2017 05/07/2017 21/07/2017
akPPIN 16/WM/0396  |210511 |A phase 3 randomized, open-label (sponsor-blind), activecontrolled, parallel- 25/07/2016 |24/07/2017 |13/04/2017 03/08/2017 03/08/2017 11/09/2017 Neither

group, multi-center, event driven study in non-dialysis subjects with anemia
associated with chronic kidney disease to evaluate the safety and efficacy of
daprodustat compared to darbepoetin alfa

NPPIYA 16/EM/0436 213166 |[SINGLE ARM, STUDY OF ALXN1210 IN COMPLEMENT INHIBITOR TREATMENT- 11/10/2016 |21/07/2017 |07/12/2016 27/07/2017 28/07/2017 07/08/2017 Sponsor
NA?VE ADULT AND ADOLESCENT PATIENTS WITH ATYPICAL HEMOLYTIC
UREMIC SYNDROME (aHUS)

kPPN 16/WA/0290 213211 |A multi-centre randomised feasibility study evaluating the impact of a 22/02/2017 |30/11/2016 |25/01/2017 |12/11/2016 17/02/2017 17/02/2017 20/02/2017
prognostic model for management of blunt chest wall trauma patients.
STUMBL Trial
iMPPI N 16/L0/1024 195085 [Safety and efficacy of Belimumab After B cell depletion therapy in systemic |03/08/2017 |14/11/2016 (20/04/2017 |11/10/2016 17/05/2017 18/05/2017 24/05/2017 Neither
LUPUS erythematosus
kPPN 17/NW/0151 127209 |A comparison of intracochlear and extracochlear EABR recordings in 11/04/2017 |20/12/2016 |15/03/2017 |14/03/2017 30/03/2017 30/03/2017 30/03/2017
profoundly deaf adults.
kPP FEN 16/NE/0279 198051 |[Risk-stratified sequential Treatment with Ibrutinib and Rituximab (IR) and IR- 07/11/2016 |25/04/2017 |29/09/2016 04/05/2017 11/05/2017 28/06/2017 Neither

CHOP for De-novo post-transplant Lymphoproliferative disorder (PTLD)

ikbPIPN16/EE/0190 200804 |Supportive Exercise Programmes for Accelerating Recovery after major 27/09/2017 |27/07/2016 |07/04/2017 |29/06/2016 02/05/2017 03/05/2017 26/05/2017 Neither
Abdominal Cancer surgery (PREPARE-ABC)
kPP NEN 16/EE/0526 217214 |A controlled, randomized, multi-centre, double blind, phase Il study to 12/06/2017 |18/01/2017 |04/05/2017 |17/02/2017 04/05/2017 11/05/2017 06/06/2017

evaluate efficacy and safety of topical PeproStatTM and absorbable
haemostatic gelatin sponge in intraoperative surgical haemostasis
kb Py/816/5C/0538 194340 (A Phase 2, Multicenter, Open-Label Extension (OLE) Study to Observe the 11/05/2017 |15/11/2016 (10/04/2017 |21/12/2016 10/04/2017 12/04/2017 03/05/2017
Long-Term Efficacy, Safety, and Tolerability of Repeated Administration of
ABT-494 in Subjects with Crohn's Disease

kPPN EN17/EE/0079 220827 |A Randomized, Double-Blind, Placebo-Controlled, Phase 3 Study to Evaluate 30/09/2016 |15/06/2017 |06/04/2017 10/07/2017 11/07/2017 28/07/2017 Neither
the Safety and Efficacy of CCX168 (Avacopan) in Patients with Anti-
Neutrophil Cytoplasmic Antibody (ANCA)- Associated Vasculitis Treated
Concomitantly with Rituximab or Cyclophosphamide/Azathioprine

kPPN 17/NW/0145 217442 |Longitudinal study of chronic wounds using novel wound measurement 24/10/2017 |31/01/2017 |22/08/2017 |21/08/2017 30/08/2017 30/08/2017 26/09/2017
technologies

\kbPFFA17/10/0236 220765 |PROMINENT PEMAFIBRATE TO REDUCE CARDIOVASCULAR OUTCOMES BY 21/09/2017 |31/12/2016 |20/07/2017 |19/05/2017 28/07/2017 31/07/2017 04/09/2017
REDUCING TRIGLYCERIDES IN PATIENTS WITH DIABETES

kPP NEN17/10/0212 221502 |An open label, active comparator extension trial to assess the effect of long |23/05/2017 (13/02/2017 |25/04/2017 |13/03/2017 08/05/2017 08/05/2017 10/05/2017

term dosing of inclisiran and evolocumab given as subcutaneous injections
in subjects with high cardiovascular risk and elevated LDL-C (ORION-3)

kPN 17/SW/0010 197027 |A randomised controlled trial of topical intranasal tranexamic acid versus 21/06/2017 |20/01/2017 |20/04/2017 |20/03/2017 27/04/2017 02/05/2017 05/05/2017
placebo to reduce the need for nasal packing in patients presenting to the
Emergency Department with spontaneous epistaxis.
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(kPPEN16/55/0115 206867

Name of Trial

A Parallel-Group, Double-Blind, Long Term Safety and Efficacy Trial of MK-
8931 (SCH 900931) in Subjects with Amnestic Mild Cognitive Impairment Due
to Alzheimer?s Disease (Prodromal AD)

Date of First

Patient
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29/06/2017

Date Site
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21/02/2017

Date Site
Selected

10/05/2017

HRA Approval

Date

24/08/2016

Date Site
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30/05/2017

Manchester University
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Non-Confirmation Date Site Ready
To Start

Status

07/06/2017

Reasons for
delay
correspond to:

NPPEEN 16/NW/0629A |211995A

The cystic fibrosis (CF) anti-staphylococcal antibiotic prophylaxis trial (CF
START); a randomised registry trial to assess the safety and efficacy of
flucloxacillin as a longterm prophylaxis agent for infants with CF

28/08/2017

16/11/2016

27/03/2017

22/09/2016

27/03/2017

25/04/2017

17/05/2017

Neither

NPPEPN 16/NW/0517 188554

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

11/10/2017

27/10/2016

18/04/2017

27/10/2016

04/05/2017

17/05/2017

17/05/2017

Neither

Skbrrel 17/EE/0101 222212

Multi-centre, Observational, Post-Market, Real World Registry to Assess
Outcomes of Patients Treated with the Altura? Endograft System for
Endovascular Abdominal Aortic Aneurysm Repair  Altura Post-Market
Registry Study: Altitude

02/03/2017

14/06/2017

04/05/2017

21/06/2017

21/06/2017

Sponsor

aNPPETE16/SC/0615 210762

A Phase 4 open-label randomized controlled study COmparing the
effectiveness of adalimumab iNTROduction and methotrexate dose
escalation in subjects with Psoriatic Arthritis (CONTROL)

05/07/2017

17/03/2017

26/04/2017

10/02/2017

04/05/2017

08/05/2017

19/05/2017

NPPEeN 16/L0/2141 200571

Biological Medicine for Diffuse Intrinsic Pontine Glioma (DIPG) Eradication
(Biomede)

05/02/2017

22/06/2017

06/04/2017

25/07/2017

02/08/2017

26/09/2017

Neither

aNPPEN17/1L0/0372 220433

A phase Il randomized open-label multi-center study of ruxolitinib vs. best
available therapy in patients with corticosteroid-refractory acute graft vs.
host disease after allogenic stem cell transplantation

21/09/2017

14/03/2017

15/06/2017

19/06/2017

06/07/2017

10/07/2017

18/07/2017

Neither

aNPriyA 16/NW/0500 188072

A new speech and language therapy intervention for children who have
Social Communication Disorder: feasibility and acceptability to service users
and practitioners

05/07/2017

03/03/2017

05/07/2017

17/08/2016

06/07/2017

06/07/2017

06/07/2017

iNPPEEN17/10/0113 219400

A Phase 3, Double-blind, Randomized, Placebo-controlled, Multicenter Study
of GBT440 Administered Orally to Patients With Sickle Cell Disease

24/07/2017

23/11/2016

30/06/2017

28/04/2017

30/06/2017

03/07/2017

10/07/2017

aNbpiEN 17/YH/0083 220358

A Randomized Controlled Trial of Gentle Touch/Early Massage with a New
Wash and Lotion Regimen for Improved Skin Barrier Strength, Parental
Bonding, and Physical Development in Newborn Babies

04/07/2017

20/04/2017

14/06/2017

08/06/2017

20/06/2017

21/06/2017

05/07/2017

aNPPEN16/EM/0314 206295

A Multicentre, Randomised, Double-blind, Placebo-Controlled Phase 3
Extension Study to Characterise the Long-term Safety and Tolerability of
Anifrolumab in Adult Subjects with Active Systemic Lupus Erythematosus

13/07/2017

31/03/2017

12/06/2017

12/09/2016

29/06/2017

04/07/2017

aNWPEEN17/SC/0236A 226436A

PEANUT ALLERGY ORAL IMMUNOTHERAPY STUDY OF AR101 FOR
DESENSITIZATION IN CHILDREN AND ADULTS (PALISADE) FOLLOW-ON STUDY

03/07/2017

03/02/2017

19/06/2017

13/04/2017

26/06/2017

27/06/2017

29/06/2017

WNPPEPN16/WM/0512  [218042

A Phase 1, Open-Label, Randomised, Repeat Dose, Parallel Group Study to
Evaluate the Pharmacokinetics, Safety and Tolerability of Ferric Maltol at
Three Dosage Levels in Paediatric Subjects aged 10-17 years of age with iron
deficiency (with or without anaemia)

30/08/2017

09/06/2017

18/07/2017

23/02/2017

07/08/2017

07/08/2017

08/08/2017

(NPPIEN 16/SC/0462A 208830A

DRAFFT 2: Distal Radius Acute Fracture Fixation Trial - A Randomised
Controlled Trial of Manipulation and surgical fixation with K-wires versus
Manipulation and Casting in the Treatment of Adult Patients with a Dorsally
Displaced Fracture of the Distal Radius

11/07/2017

01/06/2017

14/06/2017

11/11/2016

21/06/2017

27/06/2017

10/07/2017
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iNPPILN17/5C/0142 215503

Name of Trial

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

Date of First
Patient
Recruited

01/09/2017

Date Site
Invited

03/04/2017

Date Site
Selected

19/06/2017

HRA Approval
Date

17/05/2017

Date Site
Confirmed By
Sponsor

28/06/2017

Date Site
Confirmed

05/07/2017

Manchester University
MHS Foundation Trust

Non-Confirmation Date Site Ready
To Start

Status

03/08/2017

Reasons for
delay
correspond to:

Neither

(NPPLEEN17/WM/0110  |212527

Paediatric Hepatic International Tumour Trial

06/11/2017

06/06/2017

30/08/2017

23/05/2017

01/09/2017

07/09/2017

20/09/2017

aMPPEIN 17/NW/0235 224615

Treatment of cleft palate speech using a modified electropalatography (EPG)
therapeutic technique: a case series

27/03/2017

18/07/2017

22/05/2017

18/07/2017

02/08/2017

08/08/2017

Sponsor

iNPPIyA 17/5C/0122 224090

AR101 TRIAL IN EUROPE MEASURING ORAL IMMUNOTHERAPY SUCCESS IN
PEANUT ALLERGIC CHILDREN (ARTEMIS)

05/09/2017

09/05/2017

21/08/2017

18/04/2017

21/08/2017

22/08/2017

30/08/2017

iV 16/SC/0542 208245

A MULTICENTER, OPEN-LABEL EXTENSION STUDY TO EVALUATE THE LONG-
TERM SAFETY AND TOLERABILITY OF LAMPALIZUMAB IN PATIENTS WITH
GEOGRAPHIC ATROPHY SECONDARY TO AGE-RELATED MACULAR
DEGENERATION WHO HAVE COMPLETED A ROCHE-SPONSORED STUDY

21/09/2017

26/09/2016

22/08/2017

09/11/2016

24/08/2017

30/08/2017

13/09/2017

aNPPEEN16/L0/0998 192968

A diagnostic accuracy study to evaluate point of care lipase/pH test strip to
confirm correct nasogastric position

24/10/2017

06/07/2017

15/08/2017

14/12/2016

22/08/2017

05/09/2017

aNvEl)N 17/L0/0506 220370

A Single Arm, Open-Label, Multi-Centre, Phase I/l Study Evaluating the
Safety and Clinical Activity of AUTO3, a CAR T Cell Treatment Targeting CD19
and CD22 in Paediatric and Young Adult Patients with Relapsed Refractory B-
cell Acute Lymphoblastic Leukaemia.

18/09/2017

12/01/2017

04/09/2017

05/07/2017

15/09/2017

18/09/2017

18/09/2017

aNvE(0x17/NW/0399 224760

STUDY OF THE MEASUREMENT OF VOLATILE AGENTS TO DIAGNOSE
UROLOGICAL DISEASE

03/10/2017

14/07/2017

21/08/2017

25/07/2017

21/08/2017

30/08/2017

11/09/2017

aNvElyN 16/NW/0787 216022

Albatross: A phase 2a randomised double blind placebo controlled study to
evaluate GLPG2222 in ivacaftor-treated subjects with Cystic Fibrosis
harbouring one F508del CFTR mutation and a second gating (Class 1)
mutation

10/03/2017

30/09/2016

06/01/2017

22/12/2016

16/02/2017

15/02/2017

09/03/2017

NPEEN 16/WM/0436  [208631

Archigen/AGB002-SAIT101 vs Rituximab in patients with low tumour burden
FL

30/09/2016

04/01/2017

03/01/2017

23/03/2017

28/03/2017

04/04/2017

Neither

(NPElZ816/L0/1795 215435

GEKO 2: Intermittent Pneumatic Compression fo the foot versus Geko TM
plus R-2 Neuromuscular Electrostimulation Device in Venous Leg Ulcer
patients: comparison of effects of lower limb circulation

13/01/2017

24/02/2017

23/11/2016

15/03/2017

17/03/2017

Sponsor

aNMPElEN 16/NW/0717 202204

PIROUETTE: A randomised double blind placebo controlled phase 2 study of
the efficacy and safety of Pirfenidone in patients with Heart Failure and
Preserved Left Ventricular Ejection Fraction

23/03/2017

22/11/2016

20/02/2017

15/12/2016

02/03/2017

02/03/2017

07/03/2017

(vl 16/NE/0238 204031

Senior Rita: The British Heart Foundation older patients with non-ST segment
Elevation Myocardial Infarction randomised interventional treatment trial

28/09/2016

07/02/2017

08/08/2016

21/02/2017

03/03/2017

15/03/2017

Neither

aNvElyAl 17/EM/0044 217658

Nintedanib: A double blind randomised placebo controlled trial evaluating
the efficacy and safety of nintedanib over 52 weeks in patients with
Progressive Fibroing Interstital Lung Disease (PF-ILD)

12/06/2017

09/01/2017

24/04/2017

24/04/2017

15/05/2017

16/05/2017

26/05/2017

aNvE(08 17/NE/0115 218417

Multicentre, International, Double-blind, Two-arm, Randomized, Placebo-
controlled Phase Il Trial of Pirfenidone in Patients with Unclassifiable
Progressive Fibrosing ILD.

15/08/2017

18/10/2016

22/06/2017

26/05/2017

29/06/2017

03/07/2017

05/07/2017

aNvEloN 16/EE/0305 190307

PrimeTime:

23/10/2017

02/02/2017

23/05/2017

03/11/2016

01/08/2017

10/08/2017

25/09/2017

Neither
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Date

Date Site
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Manchester University
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akPENIN16/WM/0118A |182909A [SMART: Sentimag along with routine evaluation of Sentinel Node Biopsy 11/09/2017 |20/02/2017 |10/03/2017 |05/07/2016 17/07/2017 04/08/2017 14/08/2017 Sponsor
ikPEREN 17/N1/0255 227279 |A double-blind, randomized, placebo controlled study of the efficacy and 16/11/2017 |06/03/2017 |22/09/2017 |26/07/2017 05/09/2017 15/09/2017 05/10/2017
safety of three doses of orvepitant in subjects with chronic refractory cough.
(Volcano I1)
ikPEEPN 17/5C/0236 226436 |Peanut Allergy oral immunotherapy study of AR101 for desensitisation in 21/08/2017 |09/06/2017 |10/08/2017 |08/06/2017 14/08/2017 22/08/2017 17/08/2017
children and adults (Palisade) follow on study (ARC004)
aMPENEN 16/WM/0472  |211270 [Confirm: Checkpoint blockade for Inhibition of Relapsed Mesothelioma: A 29/06/2017 |[21/03/2017 |23/04/2017 |14/03/2017 07/06/2017 05/06/2017 12/06/2017 Sponsor
phase 3 double-blind, placebo controlled trial to Evaluate the Efficacy of
Nivolumab in Relapsed Mesothelioma
ukPENVS17/NI/0096 225743 |HYDRATION FOR OPTIMAL PULMONARY EFFECTIVENESS 06/09/2017 |13/06/2017 |28/09/2017 |14/08/2017 20/09/2017 29/09/2017
ikPENEN 17/SC/0016 218645 |BMS CA209-743 15/11/2017 |17/03/2017 (16/08/2017 |16/03/2017 18/09/2017 22/09/2017 06/11/2017 NHS Provider
EPEFIN 16/NW/0629 211995 |CF START 28/08/2017 |[31/05/2017 |01/09/2017 |22/09/2016 04/10/2017 29/09/2017 11/01/2017 Neither
akPENEN 17/EM/0060 215678 |I1F-MC-RHBY ?COAST extension 24/04/2017 |05/12/2017 (25/04/2017 28/06/2017 05/07/2017 Sponsor
EPEFEN 16/SC/0655 212212 |Knee Replacement Bandaging Study (KREBS) 03/11/2017 |04/05/2017 |04/09/2017 |08/02/2017 06/09/2017 11/10/2017 12/10/2017
ikEPIIN 16/SC/0462 208830 |DRAFFT 2 - Distal Radius Acute Fracture Fixation Trial 2 04/09/2017 |17/05/2017 |14/07/2017 |11/11/2016 03/08/2017 17/08/2017 18/08/2017
iEPEPEN 16/NW/0718 204299 |Clinical and cost effectiveness of the Respiratory Distress Symptom 13/07/2017 |23/08/2016 |09/06/2017 {19/12/2016 09/06/2017 05/07/2017 05/07/2017
Intervention
kPEYPH17/NW/0019 212375 |A3921192 SOAR ? A Study of a Once-A-day investigational drug for RA 29/09/2017 |08/07/2016 |28/04/2017 |06/04/2017 02/06/2017 20/07/2017 20/07/2017 Sponsor
iKPEPEN 16/WM/0448A |212745A |Shire Solstice 16/10/2017 |23/01/2017 |08/12/2017 |08/02/2017 23/05/2017 05/06/2017 12/07/2017 Sponsor
kbEYZN17/1.0/0794 223700 |SPIRIT H2H 04/01/2017 |28/07/2017 (28/07/2017 28/07/2017 02/08/2017 25/09/2017 Sponsor
KPEPIN 17/L0/0683 226533 |A Phase 2, Randomized, Double-blind, Controlled Study to Evaluate the 06/09/2017 |24/07/2017 |23/08/2017 |14/08/2017 23/08/2017 24/08/2017 31/08/2017
Safety and efficacy of VX-659 Combination Therapy in Subjects Aged 18 Years
and Older With Cystic Fibrosis
bSOl 17/NW/0247 222303 |A Phase 3, Multicenter, Randomized, Double-Blind, Placebo-Controlled Study 28/03/2017 (17/11/2017 |30/08/2017 07/12/2017 12/12/2017
to Evaluate the Efficacy
a0k 17/NW/0440 230115 |Family History Lifestyle 29/11/2017 |05/07/2017 |18/10/2017 |10/10/2017 03/11/2017 09/11/2017 13/11/2017
b0 15/WM/0453 172946 |An Open Label, Randomised, Pre-surgical, Pharmacodynamics Study to 05/12/2017 |04/08/2017 |24/10/2017 |28/07/2017 18/10/2017 24/10/2017 25/10/2017
Compare the Biological Effects of AZD9496 versus Fulvestrant in
Postmenopausal Women with ER positive HER-2 negative Primary Breast
Cancer
M E(0kEN 17/NW/0504 212210 |Routine usE of Cerebral Oximetry monitorinG iN cardlac SurgEry. A 27/07/2017 |28/09/2017 |28/09/2017 22/11/2017 29/11/2017 23/10/2017 Sponsor
Randomised Controlled Single Centre Study to evaluate the use of
neuromonitoring to identify and reduce postoperative complications
(RECOGNISE)
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115014

115015

115016

115017

115018

115019

115020

115021

115022

115023

115024

115025

115026

115027

115028

REC REF

Name of Trial

Date of First
Patient
Recruited

Date Site
Invited

Date Site
Selected

HRA Approval
Date

Date Site
Confirmed By
Sponsor

Date Site
Confirmed

Manchester University
MHS Foundation Trust

Non-Confirmation Date Site Ready
To Start

Reasons for
delay
correspond to:

17/YH/0055 215194 [Multiple Interventions of Diabetic Foot Ulcer Treatment Trial 19/09/2017 (19/09/2017 (24/05/2017 11/10/2017 17/10/2017 27/10/2017 Sponsor
17/EM/0183 220783 |Arandomised, double-blind, parallel group Phlll study to assess the clinical 16/05/2017 (11/09/2017 (28/06/2017 19/09/2017 22/09/2017 02/01/2018 Sponsor
efficacy and safety of 100 mg SC Mepolizumab as an add on to maintenance
treatment in adults with severe bilateral nasal polyps
17/NW/0548 230870 |Evaluation of the impact of varying size of catheter diameters on Anal 21/08/2017 |23/11/2017 |09/11/2017 24/11/2017 24/11/2017 24/11/2017
Acoustic Reflectometry (AAR) parameters in the continent anal sphincter
17/NW/0549 231440 |A Study of Anal Sphincter Function and the Recto-inhibitory Reflex (RAIR) in 21/08/2017 |23/11/2017 (20/10/2017 24/11/2017 24/11/2017 24/11/2017
patients receiving General Anaesthetic (GA) with Neuromuscular Blockade
(NMB) using Anal Acoustic Reflectometry (AAR)
17/NW/0547 230569 |Anal Acoustic Reflectometry (AAR) and Recto-anal Inhibitory Reflex (RAIR) in 21/08/2017 |23/11/2017 |20/10/2017 24/11/2017 24/11/2017 24/11/2017
the Assessment of Patients with Rectal Intussusception and Prolapse
17/EM0044 217658 |A double blind, randomized, placebo-controlled trial evaluating the efficacy |12/06/2017 (09/01/2017 |24/04/2017 |24/04/2017 15/05/2017 16/05/2017 26/05/2017
and safety of nintedanib over 52 weeks inpatients with Progressive Fibrosing
Interstitial Lung Disease (PF-ILD).
17/EE/0255 227279 |VOLCANO 2 16/11/2017 |06/03/2017 |22/09/2017 |26/07/2017 05/09/2017 04/10/2017 05/10/2017
17/YH/0313 232939 |RelAxCough 17/08/2017 |01/11/2017 |01/11/2017 01/11/2017 08/11/2017 29/11/2017
17/L0/0182 213821 |A Prospective, Randomized, Multicenter Controlled Trial of CERAMENT?|G  |23/11/2017 (14/07/2017 |20/10/2017 |30/03/2017 26/10/2017 27/10/2017 27/10/2017
as Part of Surgical Repair of Open Diaphyseal Tibial Fractures
15/5C/0240 165189 |Randomised Ambulatory Management of Primary Pneumothorax(RAMPP) 13/10/2017 |06/01/2017 |18/08/2017 |29/06/2016 08/09/2017 12/09/2017 19/09/2017
16/EE/0370 198596 |[MesoTRAP: A feasibility study comparing video-assisted thoracoscopic 24/02/2017 |05/12/2017 (11/01/2017 22/11/2017 07/12/2017 11/12/2017
partial pleurectomy/decortication with indwelling pleural catheter in
patients with trapped lung due to malignant pleural mesothelioma designed
to address recruitment and randomisation uncertainties and sample size
requirements for a phase Il trial.
14/WA/1054 136117 |A randomised controlled phase Il trial of oral vinorelbine as second line 19/10/2017 |17/06/2016 |08/09/2017 |15/06/2016 26/09/2017 29/09/2017 09/10/2017
therapy for patients with malignant pleural mesothelioma
17/YH/0074 219173 |[Studying Pleuroscopy in Routine Pleural Infection Treatment (SPIRIT) Trial 27/02/2017 (22/02/2017 |13/04/2017 22/02/2017 06/11/2017 06/11/2017 Neither
15/NS/0070 183761 [Multi-centre randomised controlled trial of clinical and cost-effectiveness of |12/06/2017 |[24/04/2017 |24/04/2017 |27/04/2016 20/03/2017 07/04/2017
drug coated balloons, drug eluting stents and plain balloon angioplasty with
bail-out bare metal stent revascularisation strategies for severe limb
ischaemia due to atherosclerotic femoro-popliteal, with or without infra-
popliteal involvement, peripheral arterial disease
12/L0/1320 104290 [Aneurysm Treatment using the Aptus Heli-FX EndoAnchor System Global 09/08/2017 |[20/02/2017 |30/03/2017 |24/01/2017 13/04/2017 21/04/2017 09/06/2017 Sponsor
Registry
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Manchester University
MHS Foundation Trust

Date of First ) . Date Site . . . . Reasons for
Date Site Date Site  HRA Approval Date Site Non-Confirmation Date Site Ready

REC REF N f Trial Patient Confirmed B del
ame oFiria 4 |(=:n Invited Selected Date ontirmed By Confirmed Status To Start clay
Recruited Sponsor correspond to:

aNTopsN 17/NW/0188 162347 |The AAA Get Fit Trial: A Pilot Randomised Controlled Trial of Community 08/11/2017 |14/06/2017 |27/10/2017 |03/08/2017 01/11/2017 07/11/2017 07/11/2017
Based Exercise to Improve Fitness and Reduce Morbidity and Mortality of
Patients with Abdominal Aortic Aneurysm

aN0E(0N 17/EM/0063 213979 |A Phase 3 Multicenter, Randomized, Double-Blind, Placebo-Controlled Trial 07/08/2016 |19/09/2017 (27/04/2017 06/10/2017 13/10/2017 17/11/2017 Neither
of the FLT3 Inhibitor Gilteritinib (ASP2215) Administered as Maintenance
Therapy Following Induction/Consolidation Therapy for Subjects with
FLT3/ITD AML in First Complete Remission

kRN 17/EM/0121 221773 |Arandomized, open, multinational, multicentre, 2-part study in 13/01/2017 (06/12/2017 (22/05/2017 07/12/2017 11/12/2017
spontaneously breathing preterm neonates with mild to moderate
respiratory distress syndrome to investigate the safety, tolerability and
efficacy of inhaled nebulised poractant alfa (porcine surfactant, curosurf?) in
comparison with nCPAP alone

ak 0PN 17/NE/0027 215796 |CReST2 trial: ColoRectal Stenting Trial 2 - Uncovered vs covered endoluminal |12/06/2017 |01/02/2017 |24/03/2017 |03/04/2017 25/04/2017 08/05/2017 Neither
stenting in the acute management of obstructing colorectal cancer in the
palliative setting

sk 0EEN 17/EE/0026 220207 |A Prospective, Randomized, Controlled, Multi-Center Clinical Study of 29/06/2017 |24/02/2017 |01/06/2017 |19/06/2017 01/06/2017 15/06/2017 28/06/2017
theACRYSOF 1Q Extended Depth of Focus (EDF)
aNET0EEN 17/NW/0127 218752 |Risk-based, response-adapted, Phase |l open-label trial of nivolumab + 10/04/2017 |02/10/2017 |01/06/2017 24/10/2017 24/10/2017 29/11/2017 Neither

brentuximab vedotin (N + Bv) for children, adolescents, and young adults
with relapsed/refractory (R/R) CD30 + classic Hodgkin lymphoma (cHL) after
failure of first-line therapy, followed by brentuximab + bendamustine (Bv +
B) for participants with a suboptimal response. CheckMate 744: CHECKpoint
pathway and nivolumab clinical Trial Evaluation

ab 101N 17/5C/0083 218035 |A Prospective, Randomized, Open Label, Multi-center Study of the Safety 13/02/2017 |04/12/2017 |07/07/2017 13/12/2017 14/12/2017 15/12/2017
and Pharmacokinetics of Apixaban versus Vitamin K Antagonist or LMWH in
Pediatric Subjects with Congenital or Acquired Heart Disease Requiring
Chronic Anticoagulation for Thromboembolism Prevention

b0y 17/NW/0209 213231 |An open-label ascending dose cohort study to assess the safety, 27/10/2017 |09/11/2017 (18/05/2017 23/11/2017 24/11/2017 30/11/2017
pharmacokinetics, and preliminary efficacy ofneoGAA (GZ402666) in patients
with infantile-onset Pompe disease treated with alglucosidase alfa who
demonstrateclinical decline or sub-optimal clinical response

uk 0k 16/NE/0325 199217 |Eculizumab in Shiga-Toxin producing E. Coli Haemolytic Uraemic Syndrome 16/09/2016 |30/11/2017 |05/06/2017 07/12/2017 14/12/2017 05/01/2018
(ECUSTEC): A Randomised, Double-Blind, Placebo-Controlled Trial

akE0EN 17/YH/0076 208944 |CALM- DIEM ? CONTROLLING AND LOWERING BLOOD PRESSURE WITH THE 24/04/2017 |06/11/2017 (18/05/2017 08/11/2017 09/11/2017 01/12/2017
MOBIUSHD? ? DEFINING EFFICACY MARKERS
ab10%008 17/NS/0018 223787 |FUTURE Study - Female Urgency, Trial of Urodynamics as Routine Evaluation; 17/05/2017 |27/10/2017 |11/08/2017 23/11/2017 28/11/2017 13/12/2017

a superiority randomised clinical trial to evaluate the effectiveness and cost
effectiveness of invasive urodynamic investigations in management of
women with refractory overactive bladder symptoms.

a0 6N 17/NW/0529 226070 |The Impact of Postoperative Packing of Perianal Abscess Cavities: a 16/08/2017 (07/12/2017 (05/12/2017 11/12/2017
multicentre randomised controlled Trial (PPAC2)
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115042

115043

115044

115045

115046

115047

115048

115049

115050

115051

115052

115053

115054

115055

REC REF

17/5C/0237

220963

Name of Trial

A multi-centre, double-blind, parallel-group, randomised, placebo controlled
phase Il a study to investigate safety,tolerability, pharmacodynamics, and
pharmacokinetics of different doses of orally administered Bl 1467335
during al2-week treatment period compared to placebo in patients with
clinical evidence of NASH.

Date of First
Patient
Recruited

Date Site
Invited

08/06/2017

Date Site
Selected

10/11/2017

HRA Approval
Date

17/08/2017

Date Site
Confirmed By
Sponsor

14/12/2017

Date Site
Confirmed

18/12/2017

Manchester University
MHS Foundation Trust

Non-Confirmation Date Site Ready
To Start

22/12/2017

Reasons for
delay
correspond to:

17/L0/0371

212841

Randomized, Assessor-Masked, Active-Controlled, Phase 3 Study to Evaluate
Efficacy, Safety and Tolerability of 0.08% Polyhexamethylene Biguanide
(PHMB) Ophthalmic Solution in Comparison with 0.02% PHMB + 0.1%
Propamidine Combination Therapy in Subjects Affected by Acanthamoeba
keratitis

21/12/2017

21/06/2016

27/09/2017

19/06/2017

27/09/2017

19/10/2017

23/10/2017

Neither

16/YH/0452

130824

PHASE I-I1 STUDY OF VINBLASTINE IN COMBINATION WITH NILOTINIB IN
CHILDREN, ADOLESCENTS AND YOUNG ADULTS WITH REFRACTORY OR
RECURRENT LOW-GRADE GLIOMA

27/06/2017

02/10/2017

09/12/2016

09/11/2017

16/11/2017

20/11/2017

Sponsor

17/EE/0204

207238

A randomized, double-blind, placebo-controlled, dose-ranging, study to
evaluate the efficacy, safety and tolerability of single doses of BCX7353 as an
acute attack treatment in subjects with hereditary angioedema

20/12/2016

17/11/2017

19/07/2017

28/11/2017

04/12/2017

14/12/2017

17/L0/0023

215490

MUK nine b: OPTIMUM. A phase Il study evaluating multiple novel
agentsoptimised combination of biological therapy innewly diagnosed high
risk multiple myeloma and plasma cell leukaemia.

11/01/2017

31/10/2017

30/03/2017

06/11/2017

17/11/2017

17/L0/1088

228921

A Phase 3, 2-Arm, Open-label Study to Evaluate the Safety and
Pharmacodynamics of Long-termlvacaftor Treatment in Subjects With Cystic
Fibrosis Who Are Less Than 24 Months of Age at Treatment Initiation and
Have a CFTR Gating Mutation

29/06/2017

03/11/2017

03/08/2017

30/11/2017

19/12/2017

17/EM/0239

228843

A phase Il, open-label, non-controlled, intra-patient dose-escalation study to
characterize the pharmacokinetics after oral administration of eltrombopag
in pediatric patients with refractory, relapsed or treatment naive severe
aplastic anemia or recurrent aplastic anemia

10/08/2017

30/11/2017

26/10/2017

05/12/2017

06/12/2017

13/12/2017

17/NE/0200

220486

Strategic MAnagement to Optimize Response To CardiacResynchronization
Therapy Registry (SMART Registry)

06/11/2017

19/04/2017

11/09/2017

24/08/2017

16/10/2017

18/10/2017

20/10/2017

17/L0/0041

219676

CardioMEMS Heart Failure System "Outside US" Post-Approval Study

18/04/2017

22/09/2017

06/03/2017

31/10/2017

09/11/2017

13/11/2017

Sponsor

15/LO/1665

188241

A randomised controlled trial of an intervention delivered by mobile phone
messaging to reduce sexually transmitted infections (STI) by increasing
sexual health precaution behaviours in young people.

02/11/2017

28/07/2017

21/09/2017

27/04/2016

09/10/2017

12/10/2017

18/10/2017

17/NE/0136

224520

A Long-Term Follow-up Study to Evaluate the Safety, Tolerability, and
Efficacy of Adeno-Associated Virus (AAV) rh10-Mediated Gene Transfer of
Human Factor IX in Adults With Moderate/Severe to Severe Hemophilia B

18/10/2017

17/07/2017

10/10/2017

18/05/2017

16/10/2017

16/10/2017

16/10/2017

17/wm/0241

224978

Blood pressure monitoring in high risk pregnancy to improve the detection
and monitoring of hypertension

29/11/2017

19/09/2017

02/10/2017

11/08/2017

19/10/2017

25/10/2017

28/11/2017

16/L0/0878

201070

Prospective, multi-centre study to evaluate the everlinQ endoAVF System
when used to create an endovascular arteriovenous fistula (endoAVF) for
patients who require vascular access for haemodialysis.

09/08/2017

23/11/2017

16/09/2016

04/01/2018

08/01/2018

23/01/2018

17/NS/0106

230907

The hydrus microstent for refractory open-angle glaucoma: A prospective,
multicenter clinical trial

18/10/2017

31/10/2017

05/12/2017

28/11/2017

05/12/2017

03/01/2018
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] ) Date Site Non-Confirmation Date Site Ready
Patient Confirmed By delay

REC REF IRAS Name of Trial ) )
) Invited Selected Date Confirmed Status To Start
Recruited Sponsor correspond to:

28/07/2017

Date Site Date Site  HRA Approval

28/02/2017 |08/12/2017 |08/02/2017 14/12/2017

212745 |A Phase 3, Multicenter, Randomized, Open-label, Active-controlledStudy to
Assess the Efficacy and Safety of Maribavir TreatmentCompared to
Investigator-assigned Treatment in Transplant Recipientswith
Cytomegalovirus (CMV) Infections that are Refractory or Resistantto
Treatment with Ganciclovir, Valganciclovir, Foscarnet, or Cidofovir.

NEVEEN 16/WM/0448
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