PERFORMANCE IN INITIATING CLINICAL RESEARCH (Q1, 2013/14)

Research Ethics

Name of Trial

Date of Receipt of

Date of First Patient

Benchmark Met?

Reason for not meeting benchmark

Committee Reference Valid Research Recruited
Number Application
12/5C/0435 Efficacy and safety of 3 doses of S38093 (2, 5 and 20 mg/day) versus 19/10/2012 20/05/2013 No No patients were consented during the 70-day period
placebo, in co-administration with donepezil (10mg/day) in patients with
moderate Alzheimer's Disease
GTAC192 Stem Cells in Rapidly Evolving Active Multiple Sclerosis (STREAMS) 19/10/2012 23/03/2013 No No eligible patients were identified in clinics during the 70-day period /
delays during NHS permissions and approvals process
11/L0/1465 MAPPING: Diagnostic accuracy of MRI, diffusion-weighted MRI, FDG-PET/CT 27/09/2011 19/03/2013 No Delays during NHS permissions and approvals process
and FEC-PET/CT in the detection of lymph node metastases in surgically
staged endometrial and cervical carcinoma
09/50703/98 TOUCAN (Bladder cancer) Vandetanib in non-cisplatin fit patients with 06/01/2011 No No eligible patients were identified in clinics during the 70-day period /
urothelial cancers - A randomised phase Il Trial of carboplatin and delays during NHS permissions and approvals process
gemcitabine +/- vandetanib in first line treatment Of advanced Urothelial cell
Cancer in patients who are not?
12/EE/0165 A Phase 3, Multicenter, Randomized, Double-blind, Active-controlled, 27/04/2012 No Delays during NHS permissions and approvals process
Parallel-group Trial with an Open-label Extension Phase to Evaluate the
Efficacy and Safety of Oral E5501 versus Eltrombopag, in Adults with Chronic
Immune Thrombocytopenia (ITP)
11/5C/0408 Surgical and large bore pleural procedures in malignant pleural 01/06/2012 No No eligible patients were identified in clinics during the 70-day period /
Mesothelioma And Radiotherapy Trial (SMART trial): a randomised delays during NHS permissions and approvals process
controlled trial evaluating whether prophylactic radiotherapy reduces the
incidence of procedure tract metastases
12/L0/0355 192024-041D - A Multicenter, Paired-eye Comparison, Dose-escalation, 18/06/2012 No Delays during NHS permissions and approvals process
Single Dose, 24-Month Study of Safety and Efficacy of Bimatoprost
Preservative Free Intracameral Drug Delivery System (Bimatoprost PF IC
DDS) in Patients With Open-Angle Glaucoma
11/5C/0454 A phase lllb parallel group, open label study of pegylated interferon alfa2a 08/10/2012 04/04/2013 No No eligible patients were identified in clinics during the 70-day period /
monotherapy (PEGIFN, Ro 258310) compared to untreated control in delays during NHS permissions and approvals process (sponsor
children with HBeAg positive chronic hepatitis B amendments)
11/NW/0548 A Randomised Investigation of Alternative Ofatumumab-containing regimens 24/06/2012 No No eligible patients were identified in clinics during the 70-day period
in less fit patients with CLL (RIAItO version 1)
12/NE/0266 A phase 3 multicenter, randomised, double-blind, placebo-controlled study 09/10/2012 29/10/2012 Yes First patient recruited within 70 day benchmark
to investigate the efficacy and safety of GS-7977 + Ribavirin for 12 weeks in
treatment naive and treatment experienced subjects with chronic genotype
2 or 3 HCV infection
11/L0/0958 FASTForward: a randomised clinical trial testing a 1-week course of curative 28/08/2012 19/09/2012 Yes First patient recruited within 70 day benchmark
whole breast radiotherapy against a standard 3-week schedule in terms of
local cancer control and late adverse effects in women with early breast
cancer
10/MRE00/12 Efficacy of Metformin in Pregnant Obese Women, a Randomised Controlled 24/06/2012 No Delays during NHS permissions and approvals process

Trial (EMPOWaR)




11/L0/1385

A phase 1 study to assess the safety, tolerability and pharmacokinetic profile
of boceprevir and sildenafil when dosed separately and together in healthy
male volunteers (the boceprevir and sildenafil PK study)

15/11/2012

15/12/2012

Yes

First patient recruited within 70 day benchmark

10/H0402/77

Dexamethasone Reduces Emesis After Major gastrointestinal Surgery
(DREAMS trial) - a prospective, doubleblind, multicentre, randomised control
trial

27/08/2012

11/10/2012

Yes

First patient recruited within 70 day benchmark

12/L0/0750

Imaging baseline mu opioid receptor availability and stimulated release of
endogenous opioids in pathological gamblers using [11C] carfentanil PET and
amphetamine challenge

14/08/2012

28/09/2012

First patient recruited within 70 day benchmark

11/NE/0228

ION Is ablative radiOiodine Necessary for low risk differentiated thyroid
cancer patients

09/08/2012

18/09/2012

Yes

First patient recruited within 70 day benchmark

12/YH/0159

HERO: Hydroxychloroquine Effectiveness in Reducing Symptoms of hand OA,
a randomised, doubleblind, placebo-controlled trial

11/10/2012

27/11/2012

Yes

First patient recruited within 70 day benchmark

12/L0/1427

Is digital breast tomosynthesis effective in reducing the recall rate in the
prevalent screen of women invited to the breast screening programme?

22/11/2012

21/01/2013

Yes

First patient recruited within 70 day benchmark

11/YH/0442

Enhanced Control of Hypertension and Thrombolysis Stroke Trial
(ENCHANTED)

05/09/2012

08/11/2012

Yes

First patient recruited within 70 day benchmark

12/L0/1173

An Open-Label Phase I/1l Study of GSK2110183 in Combination with
Carboplatin and Paclitaxel in Subjects with Platinum-Resistant Ovarian
Cancer

20/07/2012

04/02/2013

No

No eligible patients were identified in clinics during the 70-day period

11/L0/1909

Impact of renal denervation on symptomatology, chemoreflex, baroreflux,
cardiopulmonary exercise physiology and cardiac performance in patients
with chronic heart failure compared with sham procedure

07/08/2012

06/09/2012

Yes

First patient recruited within 70 day benchmark

11/WS/0012

Reducing with Metformin vascular lesions in TLDM (The REMOVAL Study)

10/10/2012

01/12/2012

Yes

First patient recruited within 70 day benchmark

12/L0/0597

Yoga and Cardiovascular Health Trial (YACHT)

26/07/2012

03/10/2012

Yes

First patient recruited within 70 day benchmark

12/L0/1598

A Study to Evaluate the Safety and Effect of ABT-450, Ritonavir and ABT-267
(ABT-450/r/ABT-267) and ABT-333 Coadministered With Ribavirin (RBV) in
Hepatitis C Virus (HCV) Genotype 1-infected Adults With Compensated
Cirrhosis (TURQUOISE-II)

12/11/2012

28/01/2013

No

Delays during NHS permissions and approvals process

11/5C/0372

ChemoCentryx CLO05_140 Study

18/07/2012

03/10/2012

No

No eligible patients were identified in clinics during the 70-day period

12/EE/0176

Randomised, phase IV, placebo-controlled, comparative study to evaluate
the efficacy and safety of tapering methotrexate (MTX) dosage versus
maintaining the dosage in patients with severe active rheumatoid arthritis
(RA)

12/12/2012

28/02/2013

No

No eligible patients were identified in clinics during the 70-day period

12/L0/1597

A Randomized, Double-blind, Placebo-controlled Study to Evaluate the
Efficacy and Safety of ABT-450/Ritonavir/ABT-267 (ABT-450/r/ABT-267) and
ABT-333 Co-administered with Ribavirin (RBV) in Treatment-Experienced
Adults with Genotype 1?(SAPPHIRE-II)

13/11/2012

05/02/2013

No

Delays during NHS permissions and approvals process

12/YH/0318

A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study Evaluating
the Efficacy and Safety of GS-1101 (CAL-101) in Combination with
Bendamustine and Rituximab for Previously Treated Chronic Lymphocytic
Leukemia

01/11/2012

11/01/2013

No

No eligible patients were identified in clinics during the 70-day period




11/L0/0097 VIP: A prospective, phase Il, double blinded, multicentre, randomised clinical 26/06/2012 29/10/2012 No No eligible patients were identified in clinics during the 70-day period /
trial comparing combination gemcitabine and vandetanib therapy with delays during NHS permissions and approvals process
gemcitabine therapy alone in locally advanced or metastatic pancreatic
carcinoma
12/YH/0178 A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study Evaluating 13/10/2012 06/02/2013 No No eligible patients were identified in clinics during the 70-day period
the Efficacy and Safety of GS-1101 (CAL-101) in Combination with Rituximab
for Previously Treated Chronic Lymphocytic Leukemia
12/NwW/0431 A Multi-Centre, Open-Label, Adaptive, Randomised Study of Palifosfamide- 10/10/2012 26/02/2013 No Delays during NHS permissions and approvals process
tris, a Novel DNA Crosslinker, in Combination with Carboplatin and Etoposide
(PaCE) Chemotherapy versus Carboplating and Etoposide (CE) Alone in
Chemotherapy Naive Patients?
12/NW/0251 A multi-centre, stratified, open, randomized, comparator-controlled, parallel- 29/09/2012 08/02/2013 No No eligible patients were identified in clinics during the 70-day period
group phase Ill study comparing treatment with 177Lu-DOTAO-Tyr3-
Octreotate to Octreotide LAR in patients with inoperable, progressive,
somatostatin receptor positive?
12/NW/0045 A RandoMised study of best Available therapy versus JAK Inhibition in 22/06/2012 01/11/2012 No No eligible patients were identified in clinics during the 70-day period
patients with high risk Polycythaemia Vera or Essential Thrombocythaemia
who are resistant or intolerant to HydroxyCarbamide (MAJIC)
12/S5/0045 A phase 2, multicentre, randomised, double-blind, placebo-controlled trial of 09/07/2012 No Sponsor withdrew study before participants could be recruited
AMG 479 or placebo in combination with gemcitabine as first-line therapy
for locally advanced unresectable adenocarcinoma of the pancreas
12/WA/0051 A stratified phase Il study of neoadjuvant chemotherapy given before SCPRT 24/07/2012 15/01/2013 No No eligible patients were identified in clinics during the 70-day period /
as treatment for patients with MRI-staged operable rectal cancer at high risk delays during NHS permissions and approvals process
of metastatic relapse
12/L0/0570 Randomised clinical trial comparing VNUSClosureFAST with Clarivein for 23/06/2012 22/01/2013 No No eligible patients were identified in clinics during the 70-day period
varicose veins
12/L0/0477 A Phase |l study to assess the safety and efficacy of the steroid sulfatase 06/06/2012 06/02/2013 No No eligible patients were identified in clinics during the 70-day period /
inhibitor Irosustat when added to an aromatase inhibitor in ER positive delays during NHS permissions and approvals process
locally advanced or metastatic breast cancer patients (IRIS)
12/EE/0005 A multicentre, double blind, randomised controlled Clinical Investigation to 21/06/2012 28/02/2013 No No eligible patients were identified in clinics during the 70-day period /
validate the EPS1 device as a treatment for stroke induced dysphagia - A delays during NHS permissions and approvals process
Study of Swallowing Treatment using Electrical Pharyngeal Stimulation
(STEPS Study)
10/MRE00/55 BIG 307 - DCIS (Ductal Carcinoma in situ) Boost Trial 21/01/2011 20/11/2012 No No eligible patients were identified in clinics during the 70-day period /
delays during NHS permissions and approvals process
11/NW/0690 Bardoxolone Methyl Evaluation in Patients with Chronic Kidney Disease and 01/08/2012 First patient recruited -
Type 2 Diabetes: the Occurrence of Renal Events (BEACON) awaiting confirmation
of date
12/L0/0098 A randomized, double-blind, placebo-controlled, multiple dose study to 30/08/2012 13/12/2012 No No eligible patients were identified in clinics during the 70-day period
evaluate the safety, tolerability and efficacy of intravenous administration of
secukinumab (AIN457) in patients with asthma not adequately controlled
with inhaled?
12/EE/0055 Research Project in Association with Protocol WN25 203 "CSF sample 08/08/2012 No Delays during NHS permissions and approvals process

retention for biomarker assay development"




10/H1306/5 Phase Ill Open, Multicentre Study to Investigate the Safety and Efficacy of 02/09/2012 First patient recruited -
BPLs High Purity FACTOR X in the Treatment of Factor X Deficient Subjects awaiting confirmation
Undergoing Surgery of date
10/H1005/6 Does co-careldopa treatment in combination with routine NHS occupational 04/09/2012 No No eligible patients were identified in clinics during the 70-day period
and physical therapy, delivered early after stroke within a stroke
rehabilitation service, improve functional recovery including walking ability
and arm function?
11/L0/1966 A Study to Measure In vivo Changes in Oestrogen Receptor DNA Binding 21/09/2012 First patient recruited -
Events in Breast Cancer Treated with Endocrine Therapy for Primary or awaiting confirmation
Recurrent Disease of date
12/WS/0180 A multi-center, two stage, phase Il study, evaluating the efficacy of oral 05/10/2012 No Delays during NHS permissions and approvals process
BEZ235 plus best supportive care (BSC) versus placebo plus BSC in the
treatment of patients with advanced pancreatic neuroendocrine tumors
(pNET) after failure of mTOR?
09/H0406/106 Ofatumumab versus Rituximab Salvage Chemoimmunotherapy followed by 10/10/2012 No Delays during NHS permissions and approvals process
ASCT in Relapsed or Refractory DLBCL
12/L0/1211 A phase llI, open-label, multi centre pilot study to assess the feasibility of 10/10/2012 First patient recruited -
switching, individuals receiving Atripla or Kivexa plus Efavarinz with awaiting confirmation
continuing Central Nervous System (CNS) toxicity, to a fixed dose of of date
tenofovir/emtricitabine
11/NW/0075 Phase IlI study comparing post-operative conformal radiotherapy to no post- 10/10/2012 No Delays during NHS permissions and approvals process
operative radiotherapy in patients with completely resected non-small cell
lung cancer and mediastinal nodal N2 involvement
12/1L0/0517 Cognitive pattern and progression in cognitive variant of multiple sclerosis: a 10/10/2012 No No eligible patients were identified in clinics during the 70-day period
follow-up study
12/YH/0179 A Companion Trial to Study GS-US-312-0116: A Phase 3, Randomized, Double{ 13/10/2012 No No eligible patients were identified in clinics during the 70-day period
Blind, Placebo-Controlled Study Evaluating the Efficacy and Safety of GS-
1101 (CAL-101) in Combination with Rituximab as Therapy for Patients with
Previously Treated Chronic?
11/WM/0287 A randomized multi-center study to compare the efficacy of additional tumor 10/10/2012 25/05/2013 No No patients were consented during the 70-day period / delays during NHS
debulking surgery versus chemotherapy alone for recurrent platinum permissions and approvals process
sensitive ovarian cancer AGO-OVAR-ID: AGO-OVAR OP.4 (DESKTOP 1)
12/L0/0066 A phase Il double blind, randomised controlled trial of vegf inhibitor axitinib 05/09/2012 17/09/2012 Yes First patient recruited within 70 day benchmark
monotherapy with early dynamic conrast enhanced ultrasound monitoring in
chemorefractory third line metastatic colorectal cancer (AXMUS-C)
12/L0/0926 Ward Randomised Case-crossever trial of a new Personal Hand Hygiene 19/10/2012 20/02/2013 No No eligible patients were identified in clinics during the 70-day period
Device by ORBEL
12/L0/1100 A phase 1 open label, dose-escalation study to asess the safety, 15/08/2012 01/10/2012 Yes First patient recruited within 70 day benchmark
pharmacokinetics and activity of NUC-1031, an RRVeoside analogue, in
patients with solid advanced tumours
11/SW/0307 The effect of exercise on wound healing in venous leg ulcer 22/10/2012 No No eligible patients were identified in clinics during the 70-day period




12/L0/1857 Randomised Phase Il study of cetuximab alone or in combination with 16/11/2012 No No eligible patients were identified in clinics during the 70-day period
irinotecan in patients with metastatic CRC with either KRAS WT or G13D
mutation. ICE CREAM: The Irinotecan Cetuximab Evaluation and the
Cetuximab Response Evaluation Among Patients?
12/1L0/1289 Pre-Exposure Option for reducing HIV in the UK: an open -label 12/02/2013 14/03/2013 Yes First patient recruited within 70 day benchmark
randomisation to immediate or deferred daily Truvada for HIV negative gay
men
12/L0/0486 An Ascending Single Dose Study to Evaluate the Safety, Tolerability and 21/11/2012 No No eligible patients were identified in clinics during the 70-day period /
Pharmacokinetics/Pharmacodynamics of PF-05280602: A Recombinant delays during NHS permissions and approvals process
Factor Villa Variant (813), in adult Hemophilla A and B Subjects with or
without inhibitors
12/SC/0538 A Double-Blind, Placebo-Controlled, Randomized, Parallel Group, 12-Month 28/11/2012 No Delays during NHS permissions and approvals process
Safety and Efficacy Trial of Leuco-methylthioninium
bis(hydromethanesulfonate) in Subjects with Behavioral Variant
Frontotemporal Dementia (bvFTD)
13/L0/0696 Glycaemic index testing of carbohydrate containing foods using a 23/05/2013 28/05/2013 Yes First patient recruited within 70 day benchmark
standardised method
13/L0/0552 SinuSys Patency of Maxillary Sinus Ostia Study 05/06/2013 12/06/2013 Yes First patient recruited within 70 day benchmark
13/L0/0126 Proportion of excision volume and length after treatment for cervical intra- 23/04/2013 07/05/2013 Yes First patient recruited within 70 day benchmark
epithelial lesions: cervical healing, quality of regenerated tissue, immunology
and pregnancy outcome
13/L0/0425 A Randomized, Double-Blind, Controlled Study to 18/04/2013 03/05/2013 Yes First patient recruited within 70 day benchmark
Evaluate the Efficacy and Safety of the Combination
of ABT-450/Ritonavir/ABT-267 (ABT-450/r/ABT-26 )and BT-333 With and
Without Ribavirin (RBV) in
Treatment-Naive Adults with Genotype 1a Chronic?
12/L0/1278 Mechanisms of interplay between allergy and viruses in asthma: A human 23/01/2013 18/02/2013 Yes First patient recruited within 70 day benchmark
model of rhinovirus induced acute asthma exacerbations
12/L0/1570 Neuroinflammation in HIV individuals stable on cART: a [11C] PBR28 PET CT 25/02/2013 28/03/2013 Yes First patient recruited within 70 day benchmark
study
12/EE/0499 A Phase Il Randomized, Dose Ranging, Clinical Trial to Evaluate the Safety, 10/01/2013 18/02/2013 Yes First patient recruited within 70 day benchmark
Tolerability, and Efficacy of Different Doses of MK-5172 When Administered
Concomitantly with Peginterferon alfa-2b and Ribavirin in Treatment Na?ve
Subjects with Chronic?
13/L0/0455 Retinal Embolisation in Transcatheter Aortic Valve Implantation: Pilot Study 17/05/2013 02/07/2013 Yes First patient recruited within 70 day benchmark
12/L0/0331 ACE-EPIC: Enhancing the effects of pulmonary rehabilitation in COPD 29/10/2012 19/12/2012 Yes First patient recruited within 70 day benchmark
11/SW/0036 Randomised Controlled Trial of the Efficacy and Mechanism of Levothyroxine 07/01/2013 04/03/2013 Yes First patient recruited within 70 day benchmark
Treatment on Pregnancy and Neonatal Outcomes in Women with Thyroid
Antibodies
12/5C/0025 A 24-month, phase lllb, openlabel, randomized, active controlled, 3-arm, 21/08/2012 16/10/2012 Yes First patient recruited within 70 day benchmark
multi-center study assessing the efficacy and safety of an individualized,
stabilization criteria driven PRN dosing regimen with 0.5mg ranibizumab
intravitreal injections...
12/L0/1320 Aneurysm Treatment using the HeliFX Aortic Securement System Global 24/09/2012 28/11/2012 Yes First patient recruited within 70 day benchmark

Registry




13/Nw/0171 A Phase 2b, Randomized, Double-blind, Placebo-controlled Study 13/05/2013 19/07/2013 Yes First patient recruited within 70 day benchmark
Investigating the Efficacy and Safety of Inhaled CVT-301 (Levodopa
Inhalation Powder) in Parkinson?s Disease Patients With Motor Response
Fluctuations (OFF Phenomena)
12/L0/1748 A Phase 3, Multicenter, Randomized, Open-Label Study to Investigate the 25/01/2013 04/04/2013 Yes First patient recruited within 70 day benchmark
Efficacy and Safety of Sofosbuvir/GS-5885 Fixed Dose Combination +
Ribavirin for 12 and 24 weeks in Treatment-Na?ve Subjects with Chroinc
Genotype 1 HCV Infection
13/WM/0027 Venous Insufficiency and Neuromuscular Stimulation 15/04/2013 04/07/2013 No No patients were consented during the 70-day period
12/L0/1174 AKTRES study: A Biologic Study of the early effects and determinants of AKT 15/11/2012 04/02/2013 No No patients were consented during the 70-day period
inhibition using GSK2110183 alongside chemotherapy in patients with
Platinum RESistant Adenocarcinoma of the ovary
12/5C/0024 A 24 month, phase Illb, open label, single arm, multi-center study assessing 19/06/2012 07/11/2012 No No patients were consented during the 70-day period
the efficacy and safety of an individualized, stabilization criteria driven PRN
dosing regimen with 0.5mg ranibizumab intravitreal injections applied as
monotherapy in...
13/WA/0064 A performance evaluation study of Urosens mecmS5 Elisa test in the diagnosis 28/03/2013 02/07/2013 No No patients were consented during the 70-day period / delays during NHS
of bladder cancer in patients presenting with haematuria and lower urinary permissions and approvals process
tract symptoms with suspicion of malignancy
13/L0/0115 A phase | clinical trial investigating immunisation strategies using DNA, MVA 22/03/2013 28/06/2013 No No patients were consented during the 70-day period / delays during NHS
and rgp140 adjuvanted with GLAAF to maximise antibody responses permissions and approvals process
12/L0/1361 A two-centre randomised controlled trial investigating the effect of remote 07/11/2012 25/02/2013 No No patients were consented during the 70-day period
ischaemic preconditioning (RIPC) on blood and myocardial biomarkers of
stress and injury-related signalling in patients having isolated coronary artery
bypass grafting?
12/SC/0014 Vasopressin vs. Noradrenaline as Initial therapy in Septic Shock 13/08/2012 09/02/2013 No No patients were consented during the 70-day period
11/L0/0935 Genetic analysis for personalised medicine for morbid obesity 09/11/2011 02/08/2012 No Delays during NHS permissions and approvals process
11/NW/0782 A phase lll randomised trial of adjuvant chemotherapy versus observation in 21/05/2012 11/07/2013 No No patients were consented during the 70-day period / delays during NHS
transitional cell carcinoma of the upper tract permissions and approvals process
12/L0/1861 A Randomised, Open-label, Active-controlled, Multi-centre Study to Evaluate 10/12/2012 No No eligible patients were identified in clinics during the 70-day period
the Safety of Rivaroxaban and Vitamin K Antagonists in Subjects Undergoing
Catheter Ablation for Atrial Fibrillation
12/SS/0007 A randomised Phase 2 Placebo-Controlled Study of LY2495655 in Patients 10/12/2012 No No eligible patients were identified in clinics during the 70-day period /
with Advanced or Metastic Pancreatic Cancer Receiving Chemotherapy delays during NHS permissions and approvals process
12/L0/0268 Open-Label, Phase 3b Study to Determine Efficacy and Safety of Telaprevir, 17/12/2012 First patient recruited -
Pegylated-Interferon-alfa-2a and Ribavirin in Hepatitis C Virus Treatment- awaiting confirmation
Na?ve and Treatment Experienced Subjects with Genotype 1 Chronic of date
Hepatitis C and Human Immuno?
12/1L0/1769 Exploring the Physiological role of proportionate in glucose homoeostasis in 15/01/2013 No No eligible patients were identified in clinics during the 70-day period /
man delays during NHS permissions and approvals process
11/L0/0185 PROMIS Prostate MRI Imaging Study (MRC PR11) - Evaluation of Multi- 01/02/2013 No Delays during NHS permissions and approvals process

Parametric Magnetic Resonance Imaging in the Diagnosis and
Characterisation of Prostate Cancer




12/L0/1156 A Phase Ill, Randomised, Double-blind , Controlled Study of Cabozantinib 06/02/2013 No No eligible patients were identified in clinics during the 70-day period
(XL184) vs Prednisone in Metastatic Castration-resistant Prostate Cancer
Patients who have Received Prior Docetaxel and Prior Abiraterone or
MDV3100?

12/L0/0777 Maraviroc Switch Cental Nervous System Study (March CNS) Substudy - a 12/02/2013 No No eligible patients were identified in clinics during the 70-day period
substudy of MARCH

09/H0707/88 Amino acid regimen and intravenous lipid composition in preterm parenteral 12/02/2013 First patient recruited -
nutrition: a randomised double blind controlled trial of Nutritional Evaluation awaiting confirmation
and Optimisation in Neonates of date

10/H0706/65 A phase lll trial comparing standard versus novel CRT as pre-operative 15/02/2013 No No eligible patients were identified in clinics during the 70-day period
treatment for MRI defined locally advanced rectal cancer (ARISTOTLE)

10/H0715/48 A Randomised Multicentre Accelerated Radiotherapy Study of Dose 15/02/2013 No No eligible patients were identified in clinics during the 70-day period /
Escalated Intensity Modulated Radiotherapy vs Standard Dose Intensity delays during NHS permissions and approvals process
Modulated Radiotherapy in Patients Receiving Treatment for Locally
Advanced Laryngeal and Hypopharyngeal Cancers

13/LO/0063 The acute effects of dietry components on central blood pressure 18/02/2013 First patient recruited -

awaiting confirmation
of date

09/H0722/76 A randomised phase Il trial of single fraction radiotherapy compared to 26/02/2013 No No eligible patients were identified in clinics during the 70-day period
multifraction radiotherapy in patients with metastatic spinal cord
compression (SCORAD Ill)

12/L0/1896 Effect of Nike FuelBand on Exercise and Function in Claudicants 26/02/2013 No No eligible patients were identified in clinics during the 70-day period

13/L0/0036 The effect of a low-carbohydrate, ketogenic diet verses a low-fat diet on 27/02/2013 No No eligible patients were identified in clinics during the 70-day period
weight loss and appetite regulation in type 2 diabetics

12/NW/0555 Randomized phase Il study of BEZ235 or everolimus in advanced pancreatic 05/03/2013 No No eligible patients were identified in clinics during the 70-day period
neuroendocrine tumors

11/WS/0090 A Randomised Phase Il study investigating pazopanib vs weekly paclitaxel in 08/03/2013 No No eligible patients were identified in clinics during the 70-day period /
relapsed or progressive Transitional Cell Carcinoma (TCC) of the urothelium delays during NHS permissions and approvals process

13/EE/0010 A phase | clinical trial to assess the safety and immunogenicity of three HIV 08/03/2013 No No eligible patients were identified in clinics during the 70-day period /
GTU MultiHIV DNA immunisations administered via the Intramuscular, delays during NHS permissions and approvals process
Intradermal and Transcutaneous routes in healthy male and female
volunteers - CUTHIVAC 001?

12/L0/1358 Randomized, Double-Blind, Phase 3 Study of TAS-102 Plus Best Supposrtive 11/03/2013 No No eligible patients were identified in clinics during the 70-day period
Care (BSC) Versus Placebo Plus BSC In Patients With Metastatic Colorectal
Cancer Refractory To Standard Chemotherapies

12/NE/0342 A Study to Evaluate the Efficacy and Safety of GFT505 once daily on 11/03/2013 No No eligible patients were identified in clinics during the 70-day period
Steatohepatitis in Patients with Non-Alcoholic Steatohepatitis (NASH) - A
Multicentre, Randomized, Double Blind, PlaceboControlled study, with an
adaptive design to allow for?

12/NW/0682 A Double-blind, Randomized, Placebo-controlled, Multicenter Study to 13/03/2013 No No eligible patients were identified in clinics during the 70-day period

Evaluate Safety, Tolerability and Efficacy of AMG 145 on LDL-C in Subjects
with Heterozygous Familial Hypercholesterolemia




13/L0/0006 A Phase 3, Open-label Study to Investigate the Efficacy and 09/04/2013 First patient recruited -
Safety of Sofosbuvir plus Ribavirin in Chronic Genotype 1, 2, 3 awaiting confirmation
and 4 Hepatitis C Virus (HCV) and Human Immunodeficiency of date
Virus (HIV) Co-infected Subjects
09/H0801/96 A Phase | Study Of Everolimus Therapy Before Nephrectomy In Metastatic 24/04/2013 Still within 70 day
Renal Cell Cancer (E-PREDICT) period
11/YH/0260 Combination FC plus Ofatumumab at Standard or Mega dose CLL 25/04/2013 Still within 70 day
period
13/L0/0223 Protexo Registry 25/04/2013 First patient recruited -
awaiting confirmation
of date
12/L0/1981 A Randomized, Multicenter, Open-Label Phase Ill Study To Evaluate The 02/05/2013 First patient recruited -
Efficacy And Safety Of Trastuzumab Emtansine Versus Trastuzumab As awaiting confirmation
Adjuvant Therapy For Patients With Her2-Positive Primary Breast Cancer of date
Who Have Residual Tumor Present?
13/5C/0146 A phase llI, randomised, open label, active controlled study of an interferon- 03/05/2013 First patient recruited -
free awaiting confirmation
regimen of BI207127 in combination with Faldaprevir and Ribavirin of date
compared to Telaprevir in combination with pegylated interferon and
ribavirin in treatment na?ve?
12/L0/1823 A Randomized, Double-blind Phase 3B Study to Evaluate the Safety and 17/05/2013 Still within 70 day
Efficacy of Elvitegravir/Cobicistat/Emtricitabine/Tenofovir Disoproxil period
Fumarate Versus Ritonavir-Boosted Atazanavir Plus Emtricitabine/Tenofovir
Disoproxil Fumarate in HIV 1?
11/L0/2047 Outcome measures in sleeve gastrectomy after staple line reinforcement: 22/05/2013 Still within 70 day
Seamguard vs Duet TRS period
11/L0/1023 A 12-Month, Multicentre, Randomised, Parallel Group Study to Compare the 03/06/2013 Still within 70 day
Efficacy and Safety of Ozurdex Versus Lucentis in Patients with Branch period
Retinal Vein Occlusion
12/NW/0711 Randomized, Double-Blind, Placebo-Controlled, Parallel-Group, 12-Month 06/06/2013 Still within 70 day
Trial of Leuco-methylthioninium bis(hydromethanesulfonate) in Subjects period
with Mild to Moderate
Alzheimer's Disease
13/L0/0410 Preventing enduring behavioural problems in young children through early 07/06/2013 Still within 70 day
psychological intervention: A pilot study (Healthy Start Happy Start: Helping period
with Children's Behaviour)
13/L0/0493 A randomised controlled trial of internet based cognitive behavioural 10/06/2013 Still within 70 day

therapy (CBT) versus treatment as usual (TAU) for pregnant women with
symptoms of depression

period




