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All hosted, commercial clinical trials active between 01 April 2014- 31 March 2015

Date Agreed to

Tust Research. SUllE . Recruitment Recruit Target . Target Met Within
Reference Committee Name of Trial Trial Status ’ Comments
Target Number of Agreed Timeframe?
Code Reference Number )
Patients
A Multicentre, Randomised, Placebo-controlled, Double-blind Study of
the Efficacy, Safety, and Pharmacokinetics of Lubiprostone in . Trial remains open and therefore is still able
C&W13/081 14/LO/0565 Paediatric Subjects Aged = 6 Years to < 18 Years with Functional 2 01/10/2015 Open Not applicable to meet recruitment target.
Constipation
CaW13/085 13/EE/0270 A GIoba] Reglstry to Evaluate Lo‘ng—Term Effectiveness of 20 04/07/2016 Open Not applicable Trial remains open and therefore is still able
Neurostimulation Therapy for Pain to meet recruitment target.
A Phase lll, Open Label, Randomized Study of AZD9291 versus
Platinum-Based Doublet Chemotherapy for Patients with Locally
Advanced or Metastatic Non-Small Cell Lung Cancer whose Disease . Trial remains open and therefore is still able
C&w14/079 14/EE/1063 has Progressed with Previous Epidermal Growth Factor Receptor 2 31/08/2015 Open Not applicable to meet recruitment target.
Tyrosine Kinase Inhibitor Therapy and whose Tumours harbour a
T790M mutation within the Epidermal Growth Factor Receptor Gene
A multiple dose, open label, pivotal, 4- period, 2-treatment, 2-sequence
full replicative cross-over study to assess the bioequivalence (BE) of
CaW14/083 14/L0/1288 TEVA's generic once dglly nevirapine 400 mg prolonged—releqse (PR) 46 01/05/2015 Open Not applicable Trial remains open and therefore is still able
formulation compared with the approved reference product Viramune® to meet recruitment target.
400mg prolonged-release tablets under fasted conditions in HIV-1
infected patients
A Randomized, Open Label, Phase 4 Study Evaluating the Renal Effect
of Elvitegravir/ Cobicistat/ Emtricitabine/ Tenofovir DF or other
Tenofovir DF-containing Regimens (Ritonavir-boosted Atazanavir plus Trial remains open and therefore is still able
C&W14/092 14/LO/1513 Emtricitabine/ Tenofovir DF or Efavirenz/ Emtricitabine/ Tenofovir DF) |3 04/06/2015 Open Not applicable op
. ! . . PR to meet recruitment target.
compared to Ritonavir boosted Atazanavir plus Abacavir/ Lamivudine in
Antiretroviral Treatment-naive HIV-1 Infected Adults with eGFR =70
mL/min
GA29103 - Phase lll, randomised, multicentre, double blind, double
CaW14/131 14/NE/1099 dummy, stue_ly tp e_vr_;lluate_ the gﬁlcacy_and safety of etrollzumab_ Np date agreed Open Not applicable Trial remains open and therefore is still able
compared with infliximab in patients with moderate to severe active with sponsor to meet recruitment target.
ulcerative colitis who are naive to TNF inhibitors
An open label, extension and safety monitoring study of moderate to No target set b No date agreed gg::wr; T::;}f c;pizéygsriﬁreu:TzE;a;?Et has
C&W15/023 14/NE/1100 severe ulcerative colitis patients previously enrolled in etrolizumab g y g Open Not applicable yag

phase Il studies

sponsor

with sponsor

recruits is dependent upon number of patients
enrolled in the parent trial




An International, Multicentre, Prospective Observational study of the

No date agreed

Closed - in follow

Trial remained in follow up during this

HHGO09004NI  [09/H1102/54 safety of maraviroc used with optimized background therapy in 5 with sponsor u Yes reporting period. 44 patients were screened,
treatment-experienced HIV-1 infected patients p p of which 44 were enrolled.
A Phase llI, randomised, double blind study of the safety and efficacy of
GSK1349572 50 mg once daily to raltegravir 400 mg twice daily both Closed - in follow Trial remained in follow up during this
C&W10/103 10/HO0706/69 administered with fixed-dose dual nucleoside reverse transcriptase 10 31/01/2013 u No reporting period. 13 patients were screened,
inhibitor therapy over 96 weeks in HIV-1 infected antiretroviral therapy P of which 9 patients were enrolled.
naive adult subjects.
A Multi-Centre, Randomised, Blinded, Placebo-Controlled Study to Trial remained in follow up during this
Evaluate the Safety of Maraviroc in Combination with Other Closed - in follow ) A v up 9
C&W11/052 11/LO/0785 ; . . . . 2 30/09/2013 Yes reporting period. 4 patients were screened, of
Antiretroviral Agents in HIV-1 Infected Subjects Co-Infected With up . :
which 3 patients were enrolled
Hepatitis C and / or Hepatitis B Virus )
A Phase 3, Randomised, Double-blind, Placebo-controlled, Parallel-
group, Multi-centre Study to Evaluate the Safety and Efficacy of No date agreed Closed - in follow Trial remained in follow up during this
C&W11/075 11/SC/0329 5 Yes
Ustekinumab Maintenance Therapy in Subjects with Moderately to with sponsor up reporting period.
Severely Active Crohn's Disease
) . . Trial remained in follow up during this
C&W12/016 11/LO/1974 A Multicenter, controlled, Open-Label _Extensmn (OLE) Study To 2 19/03/2013 Closed - in follow No reporting period. 1 patient was screened, of
Assess the Long-Term Safety and Efficacy of AMG 145 up . :
which 1 patient was enrolled.
CaW12/092 12/L0/1434 Lung Volume Reduction Coil Treatment in Patients with Emphysema 3 30/10/2014 Closed - in follow Yes Trial remained in follow up during this
(RENEW) Study up reporting report.
Trial remained in follow up during this
reporting period. 3 patients were screened, of
C&W13/015  [11/L0/1455 Gilead HCV Registry 0122 Responders 8 01/10/2016 Closed -in follow 1, which 3 were enrolled. The number of recruits
up was dependent upon the number of patients
enrolled in the parent trial, and therefore it
was not possible to meet target.
Trial remained in follow up during this
A Long TemFoloup Regty Sty o Sbfcts Wi O o
C&W13/016 11/LO/1456 Achieve a Sustained Virologic Response in Gilead-Sponsored Trials in |5 01/10/2016 u No recruits v?/as dependent u or; the number of
Subjects with Chronic Hepatitis C Infection P ) pe P :
patients enrolled in the parent trial, and
therefore it was not possible to meet target.
A Phase 3 Open-label Safety Study of Trial remained in follow up during this
Elvitegravir/Cobicistat/Emtricitabine/Tenofovir Alafenamide Single- Closed - in follow . A v up 9
C&W13/039 13/LO/0821 . ) o . . ) 01/02/2016 No reporting period. 3 patients were screened, of
Tablet Regimen in HIV-1 Positive Patients with Mild to Moderate Renal up A .
Impairment (GS-US-292-0112) which 1 patients was enrolled.
A Phase 3, Randomized, Double-Blind Study to Evaluate the Safety and
Efficacy of Elvitegravir/Cobicistat/Emtricitabine/ Tenofovir Alafenamide Closed - in follow Trial remained in follow up during this
C&W13/050 13/LO/0572 Versus Elvitegravir/Cobicistat/ Emtricitabine/Tenofovir Disoproxil 10 22/01/2016 u No reporting period. 8 patients were screened, of
Fumarate in HIV 1 Positive, Antiretroviral Treatment- Naive Adults (GS- P which 6 patients were enrolled.
US-292-0104)
A Phase 3, Randomized, Double-Blind Study to Evaluate the Safety and
Efficacy of Elvitegravir/Cobicistat/Emtricitabine/ Tenofovir Alafenamide Closed - in follow Trial remained in follow up during this
C&W13/052 13/LO/0574 Versus Elvitegravir/Cobicistat/ Emtricitabine/Tenofovir Disoproxil 10 22/01/2016 No reporting period. 12 patients were screened,

Fumarate in HIV 1 Positive, Antiretroviral Treatment- Naive Adults (GS-
US-292-0111)

up

of which 9 patients were enrolled.




A Phase 3, Open-Label Study to Evaluate Switching from a TDF-
Containing Combination Regimen to a TAF-Containing Combination

Closed - in follow

Trial remained in follow up during this

C&W13/044 13/SC/0279 Single Tablet Regimen (STRY in Virologically Suppressed, HIV1 5 22/01/2016 up Yes \r;r;])ic;;]ugg gﬁgr(:tds. v?leprz:ureenctrsu;/tv:(;e screened, of
Positive Subjects (GS-US-292-0109) p ’
Secukinumab In patients with moderate to severe active, chronic plaque Closed - in follow
C&W13/068 13/EE/0241 psoriasis who have failed on TNFa antaGoNists: A clinical Trial 2 16/01/2015 u Yes
EvalUating Treatment REsults (SIGNATURE) P
A Phase 3B Randomized, Open-Label Multi-Center Trial Assessing Trial remained in follow up during this
C&W13/075 13/EE/0276 Sofosbuvir + Rlbayl_nn for 16 or 24 Weeks .and SqfOSbUV" + Pegylated 5 21/05/2014 Closed - in follow No reporting period. 3 patients were screened, of
Interferon + Ribavirin for 12 Weeks in Subjects with Genotype 2 or 3 up which 3 patients were enrolled
Chronic HCV Infection (GS-US-334-0153) p )
Trial remained in follow up during this
A Phase 3, Randomized, Double-Blind, Switch Study to Evaluate F/TAF Closed - in follow xﬁgﬁ'gg Zzggg' Lgaet'::rtzl;’;’Zrznzcazeenfod' of
C&W14/062 14/SC/0225 in HIV 1 Positive Subjects who are Virologically Suppressed on 8 15/06/2016 u No s onsor?:losin recruitment sooner than
Regimens containing FTC/TDF (GS-US-311-1089) P pon: 9 .
anticipated, enroliment of a further 2 patients
was not possible.
Trial remained 1n follow up during this
A Phase Il Open-Label Clinical Trial to Study the Efficacy and Safety of reporting period. 13 patients were screened,
the Combination Regimen of MK-5172/MK-8742 in Treatment-Naive Closed - in follow of which 8 patients were enrolled. Due to
C&W14/063 14/L0/0667 Subjects with Chronic HCV GT1, GT4, GT5, and GT6 Infection who are 11/05/2015 up No sponsor closing recruitment sooner than
Co-Infected with HIV anticipated, enroliment of a further 1 patient
was nat nossihle
A Phase Il Multicenter, Double-Blind, Randomized, Active Comparator-
Controlled Clinical Trial to Evaluate the Safety and Efficacy of Closed - in follow Trial remained in follow up during this
C&W14/098 14/L0/1381 Reformulated Raltegravir 1200 mg Once Daily Versus Raltegravir 400 |5 30/03/2017 u No reporting period. 2 patients were screened, of
mg Twice Daily, Each in Combination With TRUVADA™, in Treatment- P which 2 patients were recruited.
Naive HIV-1 Infected Subjects
A Phase 3, Randomized, Double -Blind Study to Evaluate the Safety
and Efficacy of Elvitegravir/Emtricitabine/Tenofovir Disoproxil . .
C&W10/035  |10/H0711/33 Fumarate/GS-9350 versus Ritonavir-Boosted Atazanavir Plus 9 28/02/2013 Closed - follow up |y ¢ Last patient last visit took place 21/06/2014,
L T - . complete with site having met recruitment target.
Emtricitabine/Tenofovir Disoproxil Fumarate in HIV 1 Infected,
Antiretroviral Treatment-Naive Adults QUAD
A Phase 3, Randomized, Double-Blind Study to Evaluate the Safety and
Efficacy of GS 9350-boosted Atazanavir versus Ritonavir-boosted Closed - follow up Last patient last visit took place 21/06/2014,
C&W10/036 10/HO711/34 Atazanavir Each Administered with Emtricitable/Tenofovir Disoproxil 1 28/02/2013 complete Yes with site having met recruitment target.
Fumarate in HIV 1 Infected, Antiretroviral Treatment-Naive Adults
A Randomised Multicenter, Open-Label, Phase 3 Study of Gemcitabine- Last patient last visit took place 24/11/2014,
Cisplatin Chemotheraphy Plus IMC-11F8 Versus Gemcitabine-Cisplatin Closed - follow up with site having not met recruitment target. 2
C&W10/046 09/5501/68 Chemotherapy Alone in the First-Line Treatment of Patients with 4 31/01/2013 complete No patients were screened, of which 1 patient
Squamous Stage IlIb or IV Non-Small Cell Lung Cancer (NSCLC) was enrolled.
A Phase 3, Open-label Safety study of Cobicistat-containing Highly Closed - follow U \Il_veiltsht g?:e;;\ll?ﬁt Y}';; trzglr(u'ijtlri(;?wtog rloe/t201114
Cew11/044  [11/L0/0751 Active Antiretroviral Regimens in HIV-1 Infected Patients with Mid to |5 31/07/2013 P lves . 9 Nt target.
. complete patients were screened, of which 7 were
Moderate Renal Impairment
enrolled.
A randomised, prospective study, assessing changes in cerebral Last patient last visit took place 25/09/2014,
Ca&W11/100 11/L0/1034 function in treatment naive HIV-1 infected subjects commencing either No date agreed Closed - follow up No with site having not met recruitment target. 6

boosted atazanavir with Truvada or boosted draunavir with maraviroc
and Kivexa

with sponsor

complete

patients were screened, of which 3 were
enrolled.




A Phase 3b Randomized, Open Label Study to Evaluate Switching from
Regimens Consisting of a Ritonavirboosted Protease Inhibitor (PI/r) plus
Emtricitabine/Tenofovir FixedDose Combination (FTC/TDF) to the

Closed - follow up

Last patient last visit took place 14/10/2014,
with site having met recruitment target. 15

c&w12/017 11/5C/0523 Elvitegravir/Cobicistat/Emtricitabine/Tenofovir Disoproxil Fumarate 8 01/03/2013 complete Yes patients were screened, of which 8 patients
SingleTablet Regimen (EVG/COBI/FTC/TDF) in Virologically were enrolled.
Suppressed, HIV 1 Infected Patients
A Phase 3b Randomized, Open-Label Study to Evaluate Switching from
Regimens Consisting of a Non-nucleoside Reverse Transcriptase . .
Inhibitor (NNRT]I) plus Emtricitabine (FTC) and Tenofovir DF (TDF) to Closed - follow U \I;/?tit g?;'ir;tvzist r:;;trfgzigfg:t?:r/l;zg;‘l'
C&W12/018  [11/5C/0524 the Elvitegravir/Cobicistat/ 8 01/03/2013 P lves . 9 nt target.
T A . . . complete patients were screened, of which 9 patients
Emtricitabine/Tenofovir Disoproxil Fumarate Single-Tablet Regimen were enrolled
(EVG/COBI/FTCI/TDF) in Virologically-Suppressed, HIV-1 Infected ’
Patients
An Open-Label Study of GS-7977+ Ribavirin for 12 Weeks in Subjects ) . .
C&W13/010  |12/EE/0400 with Chronic HCV Infection who Participated in Prior Studies Evaluating |1 04/09/2014 Closed - follow up |y Last patient last visit took place 11/02/2014,
GS-7977 complete with site having met recruitment target.
Multicenter, Open-Label Study of Telaprevir in Combination With
Peginterferon Alfa and Ribavirin in Human Immunodeficiency Closed - follow up Last patient last visit took place 22/04/2014,
C&W12/047 12/L0/0497 Virus/Genotype 1 Chronic Hepatitis C Coinfected Subjects With Severe 01/02/2014 complete No with site not having met recruitment target.
Fibrosis or Compensated Cirrhosis
A Phase 3, Open-label Study to Investigate the Efficacy and Safety of
Sofosbuvir plus Ribavirin in Chronic Genotype 1, 2, 3 and 4 Hepatitis C Closed - follow up Last patient last visit took place 01/07/2014,
C&W13/013 13/L0/0006 Virus (HCV) and Human Immunodeficiency Virus (HIV) Co-infected 5 15/07/2014 complete Yes with site having met recruitment target.
Subjects
A Randomized, Double-Blind, Controlled Study to Evaluate the Efficacy
and Safety of the Combination of ABT-450/Ritonavir/ABT-267 (ABT- . .
CaW13/026  |13/L0/0425 450//ABT-267) and ABT-333 With and Without Ribavirin (RBV) in |5 01/11/2014 Closed - follow b, Last patient ast visit took place 29/07/2014,
Treatment-Naive Adults with Genotype 1a Chronic Hepatitis C Virus P 9 get.
(HCV) Infection (PEARL-IV)
Last patient last visit took place 29/09/2014,
Phase 3 open label study evaluating the efficacy and safety of with site having not met recruitment target. 4
CaW13/057 13/L0/0830 pegylated_ interferon lambda-1a, in comblr_latlon_wnh _nbavmn and i} 15/02/2015 Closed - follow up No patu_snts were recruited, and due to sponsor
daclatasvir, for treatment of chronic HCV infection with treatment naive complete closing recruitment sooner than anticipated,
genotypes 1, 2, 3 or 4 in subjects co-infected with HIV recruitment of a further 1 patient was not
possible.
Randomized, Placebo-Controlled, Multiple-Dose Study to Evaluate the Last patient last visit took place 16/10/2014,
CRW14/066 14/L0/0803 Pharmacodynamics, Safety and Pharmacokinetics of BMS-955176 22 23/12/2014 Closed - follow up No with site having not met recruitment target. 6

(Double-Blinded) and BMS-955176 with Atazanavir +/- Ritonavir (Open-
Labeled) in HIV-1 Infected Subjects

complete

patients were screened, of which 4 were
enrolled.
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