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EPOP2: Peri-
operative isometric
exercise programme:
Basic Exercise
Training to Enhance
Recovery:-
Evaluation of the Please Pl

11524016/LO/1983 209521 Yes 20/04/2017|3 38 41 Yes 07/06/201610/03/201709/03/2017|07/06/2017 | 13/03/2017 | S S 01/04/2017 oase

N . elect... Select...

perioperative
isometric-resistance
exercise intervention
programme for
patients undergoing
elective abdominal
surgery for
STAR(flo Glaucoma
Implant Clinical Please

115241]16/LO/1461 |210300 Experience Program |Yes 26/03/2017(9 52 61 Yes 25/07/2016|24/01/2017|14/10/2016|25/07/2016 |02/02/2017 Select 25/02/2017 Neither
in a Real-World
Patient Population
CREDO 2-A Contract was re-issued
randomised, double by Sponsor causing
blind, parallel-group, delay in confirming
placebo and active approval, also
controlled, A- amendment was
multicentre phase Il S submitted late on in
study of the efficacy MMMdMam\_% Mww ed the process of
and safety of Please D- w nsor _|reviewing feasibility. 1

115242(16/LO/0880 (205661 Olokizumab in No 55 No 04/07/2016)|01/03/2017|21/02/2017)27/03/2017 | 25/04/2017 Select 21/06/2017 Dela ﬂo patient screened in Both
subjects with e m«mm June but ineligible
moderately to severe availal 11/10/17 further patient
active Rhumatoid issues screened 3/8/17 but
Arthritis inadequatly failed - no other pts so
controlled by far who fit criteria
Methotrexate 25/01/18 still no
therapy. Protocol patients due to tight
CL04041023 inclusion criteria
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The management of

Delays due to complex
study design and
introduction of AMBER
CARE into the service.
Also delays with
sponsor due to
amendments to

principle efficacy for
designated targeted
therapies in patients
with advanced

breast cancer where

Jan 18. She will be
meeting with CH-W to
discuss priority of trials
and will let us know
the outcome of
meeting. 25/01/18 No

clinical uncertainty in _ Wm:ammmo:m M.B.ooo_ m:amn:m:mm to
end of life care: a Please f I. Also staff capacity
115243|16/LO/2010 |212178 feasibility cluster Yes 04/01/2018(218 124 342 No 22/09/2016)|27/01/2017|25/01/2017(18/04/2017 | 02/09/2017 Select... 19/12/2017 Mm_.mmmapamwﬂ_ma issues with research Both
RCT of the AMBER Del m<_wo team due to a number
care bundle of key staff leaving the
department. 12/10/17
although C&C letter
issued, site not
actiivated to
recruitment by sponsor
- expected Dec 17
TFF completion,
A- contract delays.
o~ 11/101/7 - 3 patients
ATLANTIS An MMMWHM%\_MMM ed mo_.mm:wa 2 of which
adaptive multi-arm D - Sponsor have mmusma a pre-
phase Il trial of - Delays moq.w.m:_ﬂm oo:ﬂma and
maintenance ease - waiting biomarker
115244 |16/WS/0197 | 186191 targeted therapy No 152 No 03/02/2017)03/02/2017)01/02/2017(08/06/2017 | 05/07/2017 Select... 25/07/2017 M<mwhwm_< rastits to confirt Both
after chemotherapy issues eligibility for
in metastatic H- randomisation.25/01/18
urotherial cancer Contracting 3 patients have been in
delays pre-screen but non
eligible for recruiting to
date
A randomised double
blind phase Il study w_u"_ﬁ%w%w,m% was
of Pembrolizumab not activated by
Aﬁxgﬁwv plus A - oncology research
W_mMMMo M_W%< vs . ) . _umzammmo:m. team or m.vo:moq.a:m to
116245 161L0/1108 (207909 |Chemolherapy for _|No 179 ke NOt [31/01/2017 1710272017 15/08/2016(24/07/2017 | 1510812017 w,wmwﬂ_vﬁm delyonenied copaninissues A (1o
.uasocww _E:ﬂ% availability  |notified 25/1/18 that
‘noperable focally issues decision taken not to
En::ma.oq . open study now as due
Bmﬂmm.ﬁm:n triple to close to recruitment
negative breast scoh
cancer (keynote 355)
"PlasmaMATCH The
UK plasma based In set up - Breast team
Molecular profiling of is not at fully capacity.
Advanced breast Delays in setting up
cancer to inform and undertaking
Therapeutic Choices feasibility 13/12/17
(plasmaMATCH) Spoke with TS
Trial: A multiple regarding set-up of
| cohort, open- A- study and she
label, multi-centre Permissions [confirmed that TFF
phase lla clinical Please delayed/denied|would not be looked at [NHS
115246 (16/SC/0271 |187103 frial aiming to No No 09/02/2017(27/02/2017)21/09/2016 Select... until into the new year |Provider
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the targetable further update from TS
mutation is identified regarding set up of
through ctDNA study.
screening”
Delays due to ARSAC
application,

amendment to protocol
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and 2nd costing
KEYNOTE-604 MK- template to review.
3475: > phase llI Signed Contract back
randomised double- from Sponsor, Service
blind placebo- support departments
controlled trial of A- agreement from
pembrolizumab (MK- Permissions biochemistry. Sponsor
3475) in combination delayed/denied delay in providing final
115247|17/LO/0441 |222471 with ) No 128 No 26/01/2017|21/03/2017|08/05/2017|20/07/2017 | 27/07/2017 | P 1ease 13/09/2017|D - SPORSOr | Agreements for Trust  [goth
etoposide/platinum Select... Delays signature. Pharmacy
(Cisplatin or E - Staff Green Light Received
Caboplatin) for the availability 13.09.17. As of
first-line treatment of issues 11/10/17 no patients
subjects with recruited despite
extensive stage screening, Pl has
small cell lung commnented that no
cancer pts have not been fit
enough to go on
study.25/01/18 No
eligible pts seen
IDRIS Phase A-
randomised trial of Permissions
immunomodulatory Please delayed/denied|In set -up - Staff NHS
115248 16/L0O/0592 |179775 therapy in high risk No No 31/03/2017|31/03/2017{09/08/2016 Select... E. Staff resources 25/01/18 Provider
solitary bone availability
plasmacytoma issues
N3 A phase Ib/ll trial
of combination Nab- A-
paclitaxel and Permissions __,“mmoﬂ:.uw_w mmmhm,\ in
115249[17/L0/0427 |199962  |Nintedanib or Nab- |\, No 22/03/2017|03/04/2017|30/06/2017 Please delayed/denied| . iawing costs with |Both
paclitaxel and Select... E - Staff local study team
placebo in relapsed availability avail mz__aw
NSCLC issues
adencarcinoma
Delays due to staff
capacity in office and
TFF completion. Study
not prioritised due to
study centre advising
(25/08/17) that test
strips not currently
available and therefore
A- not commencing with
INGENZA - A _— new sites until
diagnostic accuracy Mmm_ms_m ons resolved. Site visit
yed/denied .
study to evaluate Please D - Sponsor planned for August did
115250(16/LO/0998 |192968 point of Care Yes 09/11/2017 (174 43 217 No 06/04/2017|06/04/2017)27/10/2016|19/04/2017 | 27/09/2017 Select 31/1012017| elays not go ahead. Both
lipase/pH test strip Ex m«mm Continued with
to confirm comrect availabilit govemance and
s 2 Yy i
nasogastric position {SsTias approval issued. TFF
received 18/08/17. No
patients recruited as of
11/10/17 as
studycentre only
received strips
10/10/17 and are in
process of organising
an SIV which is
expected to be soon
Delays with study set-
up due to both parties.
Local SSD delays and
agreeing costs.
Contract delays as
KEYNOTE 522 - A sponsor IT systems
Phase IlI affected by
randomized double cybersecurity incident
lind study to A- which has hindered the
evaluate Permissions | progression of the
Pembrolizumab plus delayed/denied|contracts therefore
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Chemotherapy vs D - Sponsor  |study not progressed
115251(17/LO/0347 221524 Placebo plus No 127 No 22/12/201610/04/2017|05/05/2017|20/07/2017 | 15/08/2017 [ 12258 Delays for at least a month.  |goth
Chemotherapy as Select... E - Staff Also staff capacity
Neoadjuvant availability issued in KOC
Therapy and issues contributed to delays in
Pembrolizumab vs H- processing paperwork
Placebo as Adjuvant Contracting  |and obtaining local
Therapy for Triple delays confirmation of
Negative Breast support. Study
Cancer (TNBC) approved by R&D,
25/01/18 Study not
activiated for
recruitment as yet due
to staff
issues/capacity in K
DRAFFT 2 Distal
radius acute fracture
fixation trial. A
randomised Pl delay in attending
controlled trial of GCP training. Seeking
manipulation and agreement from
surgical fixation with Please A- orthopaedic consultant NHS
115252|16/SC/0462 |208830 K-wires versus Yes 20/12/2017|90 146 236 No 26/04/2017(28/04/2017|11/11/2016 |26/05/2017 | 27/07/2017 | g g0 ot 14/09/2017 Permissions  |colleagues. 11/10/117 (o 0
manipulation and delayed/denied|no patients recruited
casting in the referrals from doctors
treatment of adult not coming through at
patients with a present
dorsally displaced
fracture of the distal
radius
Delay in receiving TFF
(recv'd R&D 11/09/17)
due to availability of
KReBS - A staff, .mmo support -
Randomised seurcing and
Controlled Trial of purchasing of
the effect of a two- A- cmaammmm and holiday
2 Please —_— eriod. 11/10/17 no NHS
115253|16/SC/0655 |212212 layer compression  [Yes 17/11/2017 |11 64 175 No 26/05/2017|26/05/2017|08/02/2017|26/06/2017 | 14/09/2017 s 29/09/2017|Perm pen ¢ ,
bandage system on elect... delayed/denied patients _‘mn:._:md 8. Provider
i date, T&O waiting lists
knee function i By g
following Total Knee is so long _r_m causing
Arthroplasty uBU_m_dm with
screening pts -
currently being
addressed with the pre
assessment unit.
NeoART Phase Il Amendment submitted
randomised double A- whilst undertaking
blind placebo Permissions C&C which needed to
115254 |16/L0/0585 |188gee  [controlled tialof {yeq 05/12/2017|124 60 184 No 20/03/2017|04/06/2017|15/09/2016|12/06/2017 | 0671072017 | Please 07/11/2017 |delayed/denied|Onsidered as part of |5y,
neoadjuvant Select... D - Sponsor set-up. 11/10/17 No
artesunate in stage Dela: WO patients recruited, site
11/111 colorectal Y not yet opened to
cancer recruitment
"CTC-STOP: A
Utilising Circulating N
Turice Cell [OTC) Please Aetay et dardedI Sebpi- R NHS
115255|16/L0O/1502 |178292 Counts to Optimize |No No 23/05/2017|23/06/201707/10/2016 Selkot i nied)in.sel-Up - Resources, ;
Systemic Therapy of elect... E- mﬁm._. staff capacity 25/01/18 |Provider
Metastatic Prostate wm,\wmhmmm ity
Cancer."
CREDO4A In set-up - Delays in
Multicenter, Open- obtaining TFF
Label, Phase Il authorisation
Study of the signatures. 25/01/18
Efficacy and Safety Please A- not prioritised by NHS
115256 |17/LO/0957 |226146 of Olokizumab in No No 06/07/2017|06/07/2017|12/07/2017 Select Permissions |research team as Provid
Subjects with delayed/denied| CREDO 2 has no rovider
Moderately to patients recruited as
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Severely Active yet, and this is a
Rheumatoid feeder study for
Arthritis. CREDO 4.
Number of meetings
PRODUCT: What held with local
after the first ; . : consultants to obtain
115257 [16/WM/0268[202084  |propess. A No e Not_10s/06/2017)06/07/2017| 0810912016 Eio Sevlined decision to take part. |Neither
. participate 5 i
comparative Final decision was
prospective study made not to participate
in the study.
ETOP 9-15
PROMISE-meso A
multicentre
randomised phase I 11/10/17 - First patient
trial comparing Please A- recruited 27/9/17 and
115258|17/SC/0231 (221097 pembrolizumab Yes 27/09/2017|35 42 77 No 31/03/2017|12/07/2017|27/06/2017(12/07/2017 | 16/08/2017 Select 01/09/2017|Permissions  |another 3 pts possibly [Neither
versus standard delayed/denied|eleigible and under
chemotherapy for review
advanced pre-treated
malignant pleural
mesothelioma
A randomised
double-blind placebo-
controlled phase 3
study of
rovalpituzumab A- In set-up/Delay in
tesirine as Periissioiis obtaining feasiblility
maintenance therapy Please delayed/denied approval, staff NHS
115259|17/NE/0149 |224550 following first-line  [No 137 No 08/05/2017|31/07/2017|19/06/2017(10/11/2017 |15/12/2017 Select 05/01/2018| "4t resources and capacity Provider
platinum-based
chemotherapy in N
subjects with WSUes
extensive stage
small cell lung
cancer - MERU
M16-298
TITAN RCC A
phase Il single atm
clinical trial of a A- In set-up/Staffing and
Tailored T resources. Amendment
ImmunoTherapy Please MM_M“M%\%MM ed submitted during C&C NHS
115260|17/NW/0351 (224954 Approach with No No 22/05/2017|03/08/2017|03/08/2017 Select which impacts on local Provider
Nivolumab in study documents and
subjects with {ssues updated protocol
metastatic or version
advanced Renal Cell
Carcinoma
In set-up - TFF
pending as of 21/12/17
- directorate sign off
being cause of delay
FUTURE Ferale A GG eter roady 1o bo
trial of Please N h Y 1058 INHS
115261 |17/NS/0018 |223787 urgency in No No 04/07/2017|27/09/2017|11/08/2017 [19/12/2017 Soloct Permissions _issued - still pending  p, =1
urodynamics as E18Cks: delayed/denied|final signature for ©
routine evaluation contracts - Pl on leave
until 28/12/17 PI
signature . S
pending PI GCP/CV
as at 26/01/18
In set-up/Delays
negotiating costs and
GS-US-4454189 A completing
randomised phase 2 contract/review, 3 x
double-blind placebo- A substantial
controlled study to Permissions |a@mendments received
15262|17/L000825 |223457  |2SSess thesafety 146 No 24/02/2017|25/05/2017|30/06/2017|03/10/2017 | 1811072017 | F €ase 02/11/2017 |delayed/denied|during setupand |5
and efficacy of Select... D - Sponsor _|delays in obtaining
filgotinib GS-9876 =Aal TFF authorisation
and GS-4059 in adult elays
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subjects with active signatures25/01/18 no
sjogren's syndrome recruitment as yet due
to tight exclusion
criteria
In set-up/Capacity
issues for research
radiographer - TFF
drafted but with RR for
review and completion
prior to circulating to
SSDs.22/06/17 email
ADSCaN: A mm:” to study centre
Randomised Phase <<_5.m :.chQ .&
11 study of A- n_“hm:mm _:_ a._m._cﬂ m%
Accelbreted, Diose Please Permissions _moﬂmmﬂw M_Mﬁ_mﬂﬁw _ﬂ
115263 [16/WS/0165 | 190574 escalated, No No 06/03/2017|15/06/2017|13/02/2017| Select delayed/denied rticular attribution of Both
Sequential Chemo- elect... D - Sponsor particuiaralinbul 9.0

- " CT scans, also fields
_.mmﬂm_»_:mm_vmr__”mzoz. Delays completed incorrectly -

as of 30/6 email
Gareer received from SC to
say that they are
investigating with the
sponsor, as of
11/10/17 no further
update or resonses
received. .25/01/18 No
further communicati

Capacity with KOC
research team also
contributed to delays in
IMPRESS - A- set-up and providing
Improving radical Permissions |R&D with TFF. 1
treatment through Please delayed/denied|patient in screening NHS
115315|14/LO/0801 [137312 MR evaluation of es 21/09/2017(62 162 224 No 08/02/2017|09/02/2017|15/06/2016|24/02/2017 | 12/04/2017 Select... 27/04/2017 E - Staff July, first patient Provider
pelvic sigmoid availability suitable since study
cancers issues opened. First patient
recruited 21/9/17, 2
screened previous to
this but due to logistics
and tight time frames
unable to recruit.
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