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Target to doubl e
patients who <can
drug trials f

Prof Bryan Hennessy, Clinical Lead, Cancer
Trials Ireland, and Consultant Oncol ogist,
Beaumont Hospital.

Our purpose is to enable the opMemivreg safardas dmavoy kc aomcear nati onal
trials in Ilreland, and indeed ima nEREwreareaan sgsuretnr.i es, and
oversee the running of these trials.

We are providing greater support
These trials have three tangi blre skeeamresfhi tusnii ts around the countr

i They take us closer to findiWegalriefsteemanddiemgng our | inks w
treat ment s. partners.

1 They enable patients to getwaacc‘@§’§ donged!dn®fndndis against

treatments which are only avdi P48 & v&afedprdtwhdoqy édhe Sta
on trials.

When this cut came into effect |
. . f W i mpl n wi h r
i They save the HSE millions |usc‘1‘:'rugse csosps.y I_gast0 t ou
yearés saving is est6 maitleldi dam. be more than .
However , It is time for the Stat
. . ut's but |ncrease S ori inal c
Given these concrete benefits, there i ab's Iuter no 9
justification for not trying to open more rhcer trials. 1t co
. . We, ‘al.so wa St at to commi-'t
in fact be argued that it would be irr spon e no 0. .
who can ac ess cancer drug trial
involve increa3|n its GdAhve st men
At the moment only about 3% of mpa\ .ents. with arcer %‘
. . I|onTha| syeranrve%tment II s e
part in cancer drug trials. Thes are tr t |nv0Ive es
. rug cost
the efficacy and safety of promi ng new drugs or
combinations of drugs. Sometimes .they invol ve testlng %r
. . his |nvestment a our
already |Iicensed for certain disease types d] t| as
. researdc.hers aro nd t co ntry t
a potenti al new treatment for other i sease typ _n
. . able us to attract |nternat|on
situations they offer people th cancer early access
. . . run by European and gl obal resea
promi sing treatment options. . ) . .
maj or pharmaceutical organisatio
Over the ast few ears, Cancer Tri.al _Ireland has b
. . P y . | n dd i on, we want he heal th
making i mportant strategic changes gr_on t he umb o
. ance trial.s  wit nthe heal t h
peopl e who can take part in cancer rug trial's

t hat cancer trials are treatment
ancer ar.e e t|tled to choose fr

We have modernised the way we are organise
strengthenin our overnance and over si ht
g g ¢ I ask aIIgof you, our members, t
. us to doub e the number of eopl
We have broadened our portfolio 't i ncl J more trials |np p_
. part|C|pat|ng in cancer drug tri
more di sease areas
. The alternatlveisthat we wi ||
We are expanding, for example, our trans|l i,onal research
that are Waltlngfor us on the h

portfolio.
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Reaching out
| mpact beyond

c.an(.er

% trials

Eibhlin Mulroe, CEO, Cancer

ASCO Thanks to the support of our pha

ASCO (the American Society of (?Iayelcal\]a&sse o’gybb Ve Sy eROChe’ A
bi ggest _ever I_,oubllc |nford*nat

worl d's |l eading professional organlsatlon ffor physicians

oncol ogy professionals caring flar bpedpdlse owi tthh ec aamorepra.i gint swe i nt
annual conference is the most iwnpdr toaurt ndaartee cihma ntghee adida rwe ohfo pae
cancer clinical researcher. Manmnfye adfurteh eo fd eoluerg actad se nadraer .wor | d

|l eaders in their fields and pulelshedarien fhoiugrh impaclej oeunrtnalso.

s an event that brings togettheime tweed vbher irgumt d sotc ad n da ntdh en akt @ sotn &
worl d. The Cancer Tri al s | rtehlanrkds tteoca nb roofa d@macsa lea g iBsothsb,y Ker r

archers and two staff members did their ve y qest at .

. S e av b.een act!iW e y .generating
meeting to solidify partnetrrslhal pss leitthn caIlahboratolveagtrioeunpt
ECOG, ANZUP, GEI CAM, etc. s al,so an opportunltpy

. hpubl for_ cancer trials’. We, ¢
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Il rel and. publications dating back to 2006
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n the "agenda in the cancer

Wel iwg Htl dofe tkheee pfi Miogo rt shheo tmoo me nt um
WL t\hieade skerrd seisd eorft ,prlodd | Bi dean .si n
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(See back page for more detail sWe) hope that through the devel op

of an integrated trials manageme
Just Ask Your Doctor! . ; .

trials environment we wil/l be ab
On International Clinical Triealls nDayal20Ir7d awes lcaoumoumed yourand h

Just Ask Your Doctor! campaign.an exemplar for the way forward.
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Our net work carri es out m ¢
research organisations 1 n

Speaking at our Internatio tion
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commi t mdinlrth etyo hyaower ap ateisenmtvoiand fy dkwnrowl e
ing cancerahd gecreeatrmM WwWhioawh i s unmatched
area of research in Ilreland.
commi tted to supporting you as best we
el op your t d@a&Lmanbd nrd, Coaitre calncert harkdd r es e
I companies which cwamd reggnablei tcarmogrieng out more cl
pment supporrtesteariteh prragwind esdatti @ ntsh & wrhiet s ai
( es 14

She said that the network has be
t tama iintse d rmptogd atnrciealand r el evance
ei tdhewarhkadd emrg ewi lolf gredblieng to gri
f warctuht eer ,a smaekviiemrg it more attractiywv
d breaking trials.

Ailt is a power ful resource in ou
Foll owing on from Prof Bryan Hdrenwvassywydds omomrhant < amrcetrhean del i
need to reframe cancer trials awnienmtoaugr asluptportth e tsrheatsma rdt.
options available to people with cancer and not as an outlier,
Dr Coate emphasised that our network of research units has
a huge role to play in supporting this shift in mind set.
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cancer
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How can
[]
| find out
more? Your Doctor!
To mark this yeards Internatio
201wWwe | aunched the Just Ask You
information campaign.
The campaign includes national
netyvocknoér trials ragearadventltnsalug[g',y sponsors of the Just Ask
social media advertising and ad®yeffdesd md t AR)tIDafuzn BRoIDodirdek 1 (1L,
press. Government Affairs and Communicati
Medi cal Science Liaison, Merck;
X . i Area Manager Oncology, Bayer; Lei
't is desicpuedgteo people with cagagesent;0and kpiank8d £ uArea t Ma niagler ,
doctor i f thereds a cancejroitm.i &li bhhiant Muh e gye mi @QEOt, EBanaerl &rials
There are three ways to Just AxKkYnr) (LPr ; ]
Bryan Hen
1 Clinical
1As& Just Ask Your Doctor! Eibhlin M
2. VWisamcertrials.ie CEODr Lind
Coate, Vicg
3. @allrli sh Cancer SocidCtr)ee(DmmmeeléeaMUrgbll
ancer Tri
1800 200 700 pyjgin this study / trial? Creland will
Thereos | ot s  Thefirstthingyol dois to talk to your doctor and/or Goodb®awn, ‘
A confAttekatyils for the cancer trials research units in Medi c al M a s
a b out t ; I a I Z hy not Print thispage and bring it with you. It will F Abbvi e. r
revampe we "
B Print this page
Full Listing R 5
cancer trial Formoredetdled information ‘{} Q
like to disc [y —
a patient, you can print off
. . . . invited te jo!
Fhe trial |nformat|on.u5|ng FErkea.mBRéJ\‘TofT@bﬁpcf GEsabsiit on t hat
is located on each trial 0s | i(btriobBurpeasge poane aind g t along
toheir next appointment. advertisements) flor the campaign,.
Our thanks to our industry

campaign.

MSD

INVENTING FOR LIFE

Ne—
janssen )’

Science For A Better Life

aobbvie

) NOVARTIS

ONCOLOGY

w‘ ds of people 1r
Ireland are taking partin
cancer trials. There may be
one suitable for you—Just Ask
‘Your Doctor!
Fora list of current trials see
cancertrials.ie
Cancer rials ireland is supported by

Y RE

the Cancer Nurselin¢
?\llephone 1800 200 700

cancertrials.ie

s supported by:
the Just Ask Your Doctor! public nformation campaiga b pPOT

]ansSEn‘f obbvie

Smsp_ ® ||
e |

MERCTK

Ul NOVARTIS



http://www.cancertrials.ie/contact/cancer-trials-research-units/
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Celebrating I nternational Clin
Mansion House and I n research

Dr Jonathan Westrup,
Trials Ilreland.

(Bel ow) Evelyn OO6Rou
the Board of Cancer
RTE.

tCroiyanles (Clo

Advocates for-Rjgamaery ar e;
Sligo; Robert Phayre, Co Dublin; Emily
survivor and guest speaker at the | aun

(Right) Eibhlin Mulroe, CEO, Ci:

O6Connor , Head of R&D &Heal th

Linda Coate, Vice Clinical Lea

University Hospital Limerick;

Board of Cancer Trials Irela r
Control Progr amme, HSE; Oona

Managlemfrastructure, Net wor k

Research Board.
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b

Me er of the Board

Ir aEd@bRour ke, Mem

Bo d of Cancer RITr& al {

br dcRst&onat han West
e
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Trials Ireland;
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(Right) BrRacklJohonw Mc Cor
Chief Executive, |Iris "
O6Donnell, Director ofge>s
Af fairs and Communicat
Gartland, Therapeutic |
Oncology, Bayer Vibr Li
Clinical Cheadl| fadt On
University Hospital L iy
Cof fMeymber of the Boar
Trials | betaoatdoandf
Cancer Control Progr
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et
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Front -ReoviEilbhl in Mulro
Trials I reland; Bl §nai
Science Liaison, Mer c Kk
O'" Connor , Head of Re s ¢
Society; and Prof Brys§g
Lead, Cancer Trials lre
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Just

OSk . k ‘.iﬁlgm(iel.

Your Doctor! - : @lq ng|

\

Tallaght (Hogmi tRgl Rut h Mc Gi nn, yhaityae rManayg eHos@pRrlttad R) m@dudick Nagle, Rese:
Fergal Kel |l eher, Consultant Onge@olradginsattiorAs hslieyp nBad zni "oo TB&d e n Data Man:
Leader; Maria Gillespie, CNM I&¢u®yoobio Rax oMc Ber metzte.gor z Korpanty, Loc

Consultant Oncologist; Rhonda Meemneyn Otar Maypagexnmamnd; /s Team Leader .
Annmari e O6Shea, CNM I 1| .

§ i
University HosiLt alo W3t &rlfoardde|l i za Cal ac
Hel ena Dwyer, Research Nurse; Dr Paul a

Bon Secours Ho(slpittoalR) Quorlkett e Mws&eMor ganséind El aine Shanahan, Data M:

Cancer Society; DmmvE@wslt i Alamed ,; $mb‘r131 Dal vy, :

Laboratory Reception Manager ;- Dr Rai mundas i aliauskas, Sub ]

I nvestigator; Dr Brian Bird, Principal/ I‘vej—tigator; Siobhan "Fin:

Data Manager; Aof i-er dDidrSdtear,; SDrud@o [Cloet. -

Mur phy, Principal Investigator an B é ]
)\

Radi ol ogi st .

Mater HdespitwmalR) Brian Whel an, Data Ma

Research Nurse; Martina Smith, Clinic
Data manager; Miriam Coffey, Patient;

Consultant Medica Oncol ogist; Karen
Y| R eeney

Cork Universfltyt ®doRpiEladi ne Croniﬁ,PMB yvgl L Cepeevincentds Univers

reto?;Réei

Leni han, Research Nurse and Debr a %nﬁﬁre am L

and n e
R i

r gDhaeytlce Rf)a c&iiwlgi o Cal za
e r T .
athlee acosr, diCldtndorc adinar d essi

Speciali st
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Wedr e on

Later this year Ca
relocating its heal
City Universityds
DCU ALPHA, in Gl as
northside.

DCU ALPHA offers
business environmejf,
promote invention
innovatifwmb oft ¢t
devel opment across
serving gl obal mar

There are currentl
wor king across the
of different sized
smal | incubator en
as Siemens. The | o
people working on

Commenting on the mov
CEO, Ei bhlin Mulroe s
at the right ti me.

AiOQur city centre offi

to now competitively

we naturally had to s

meet our | imited pur

environment which ref

ADCU ALPHA is an energetic an

built on a foundation of disc whi c
are central to our work.

ilt offers a wonder ful bright i ch
wi || meet all our needs in a e sa
Thbusinesses | ocated at DCU A

their own self contained faci ot h
innovators through shared ser on
site restaurant, theatre [/ <co

reception, circul ation areas, ver
flow desk facilities. They a DCL
campus and all it has to offer.

to welcoming you to o
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Terms of Reference for Clinical
At a very well attended meeti ndhleelCd iinn c/Aadr iElx,ectutd v@l iCoimmdlt t ee
Executive Committee voted to rdwiisd tclhaencammiairtee ates elaarcrhs | eade
of Reference. The new terms were subsequently approved
by the Board of CanéBpritials 1GOIAEIdhadsC €
Prof Bryan Hennessy 1 s the ChaiTheofcCltime cCalo meikCéas e e ecarmliititvece o f
Commi ttee and he explains the bacakrodr ooufn dDjtroe ctthoer sc hoafn gCGancer Tr i
In 2014, the Board of Cancer TrTiha@osmmirted @enrdt swatso etshea bB a asrhde da n d
It is designated the or-makisgt iroenporse suelntti naantde milaekcei srieocno mmendat i ¢
authority. behal f of the Cancer Trials Res:e¢
The organisationds governance sithr&ocmmirichse €&hyainmg g gb Yo utth & rGlpi ni ¢
the Board have matured very welfl€PrTenSiesn tiesd cOoMn stihser eBnora ryfi tbpy ttnhee
recommendations of the HRB I nteGlnatiiconlallePadnel Revi ew
(2012) and in keeping with goodugdfNe¥f B&Nncpe in the context
of Charit({2608¢rt
Me mber s hi@o noni itirheeda des the follo
As part of this ongoing devel opment process we eeded
clear Terms of Reference for tthC|C'Iﬁ'n¢%|alL€5kd3cut|ve
Commi twwthédéec,h i s described in theﬂM/qrEOeracqq%mcaar]dLead
Articles of Association.
) ) ) _ T One Consultant representative
Foll owing consultation within thseuﬁ’ﬁ@ratnéosaéér?@erWf"ripéle§)al-*2é9§jezf‘r
draft Terms of Reference which was |rculated to all
members cofmmti he ee 1. St Lukeds Hospltal ( SLH)
) . 2. Our Ladyds Childrendés Hospit:
I'n April, we held an ecxotrmnalotrtdelenary meeting of the
at which the Terms of Referenced wel%2 LR netpt|'é0d5paI tdal (BH)
approved. 4. Mater Misericordiae Universi:
The Clinic&ombmkécemiome cl early recogniVddfentos University Hospl
within the organisationds gover6nanSte kameusd surhto sapi ttehle (¢S J Hh)i c al
Il eadership body of Cancer Trialys Ioafdiadi9% e and Meat h Hospital {
Il'ts overarching aims are to adv8i.seUminwe rpgiotvyi dio sgpuii tdaaln cWa tteor f o r «
the Boagdiotpaccess for clinicigns Caor}ok puar1t|iveenrtssitty° Hospital (CcuUl
cancer racease movel therapeutlcs Irlsr{ - it oal Li ) K
cancer patientsexcaeridlmnaadplrotrrwpees Pnlver5| y cspita N ' €
cancer research in Ireland. 11.Un|ver3|ty Hospital Gal way (|
It is the key forum for engagenfe@ne b@dmweent ant ni epraesent ati ve
working in cancer medicine in | etbdiealshi Resodreschi dnidtesi gnated
Cancer Trials Research Units (|ncludi'ng, but not I |ted o
1. L I-|| etterkenn o |
the eight HSE designated cancer centre(s nd cye)r Trlaﬁ
lrelandds Group Central Office 2-GcYH (9! pg'%)V||d' nske‘adftoc’ruLH"cf’or
di scussion and knowledge exchan3ge B Semncurdse rHd s pint aolf, Cor k | |
strategic issues of importance 42t o0 £apeEd I-Td§pfi| Sail el g t o s
bet ween personnel at Cancer Tri5aIsM_Rde|seadrchR n_itsI |_c|)und_t |
the country, GCO and the Board. ! ands eglona SRR |
h f ow m dal n s e
I't enables the organisationés ﬂTne_c ? 5,- e%fs Og Ith p
. . be inc u not al ?dy ep
ultimately responsible for the execut.i cancer trla
each participating Cancer Trialls RTehsreeaercrhaijnaitt',ont 0© MCa0/l 0 9 Y repr
structured and accountabl e engag®PreenSt® "idth Vieh ef Ofo sSLHlct i ve
clinicians engaged in cancer r e2s.ea0nceh siunr glircealla nodn caonldo ghya vree pr e s ¢
collective and effective represse_ntd'tntei Ohnaean’iattohleogoyr graenpirseasteinotnaétsi\
apex.

P 4. One translational represent at
The Clinic&lombhx &ad e®i wmaelvi ses andhmakes . iodHe b el d
recommendations to the Board P empnoerxttaonnf(;@imsmsmdgews etl £t 'f on
to clinical and operational aspeCQIUStof cancer care delivery
relevant to cancer trial execution.




Page 10. DSSG Dbdg§esmmer 2017

|l rel and very well oGEpROYET

Ol wyn Deignan, Senior Clinical eRradjuadti oMa mMmed crodwsi,t lwhi oft aaree t h
Cancer Trials Ilreland, reports Taumotulre me@Isar @aneintt su rairrearcy i t i c al
Cancers Symposium organised by mehtesAradriicc @i s®accieetayndoft hese mea
Clinical Oncol ogy (ASCO) held dwri tcheFalkrswdnty iamdF lamrail ys.i s of
Wa&chfo in the, future as techn

Il reland was very well represente this yearés symposi um.
The Chairs of our Genitourinary DSSG, Pr%f Ray McDermott
Prlor 't o it 5 cl\ﬂnf ence, WwWe succ
and Dr Paul Kelly, were there aIf e%< V(Velrtnhal ree't|nan§ elatln t o
O6Connor , Dr Richard Bambury, I9rof ohn "Mc qf.freyq }5 9
. trlalﬁs ortfoli P'r of J\’a cDer
Paul Donnel |l an, Prof Liam Grogan, r V\ﬁlchaehl !\2 %r an .
. attende eac o] t se I n thelr
John Greene, to name just a fe ) .
nvestigators and the Genitourin
There were man hi hili hts duri.n t e conference, incl u
. y g g . Toggetrher we attended tCh qn(} er na
a session | attended called 6Prostate Cancel_r l?vo utl%n
. - . . .ommJ.IItee (1rTsc fé)l‘ t NZAMET
Progressioné. During this se35|aonnd omehetPhreostlaotbeaI asncoensor ANZ UF
Proj'dhtich is a patient driven projecE was Br8géntdff
Launchinkhgi sopnoBréecad ilsnsati tute/
Cancer Institute research initi tien
to accelerate and share discove
Cancer. This could certainly be
trials, particularly transl ati o
I also attended the Poster sess
trial OPercoodpeeccttiedelbyasel i ne Er e(
1,173 consecutive newly diagnos
referred forf*Xroadiuctt ear dyy &or k
Hospital and University Coll ege
Il ed by Dr Jill Ni chol son and Dr
This is a fantastic achievementf ved
& A
A Keynote Lecture was given by F &
Distinguished Professor of Medi i8] y
School of Medicine and an OncoIEoN:]Z%MET P&rbd‘ EEN%%R)AQ Internati on:
pioneered the deveadwipmgnme @if c a4 lhGeo mmiftet ee meeting 15th Feb 2017,
treatment in 1974 % mvoltwisng cuh@ar cancer
addition of platinum therapy. Thies Ei@@RIeN sgerdo utph eh eclud eam aitreve st i

from 10% to 95%. Only for his wdrek,uprloariinrgu r® RPOMBERIERRAPAI@M H zadd Yo A

no |l onger haB&Pbésnausédemot her &ppydy Co mREaRroipreg ati ve Nivol umab v
treatment still used to treat tiestPiaaduleart sc Reint@eriChdp alndoantasd U nadteerrc
BEP is named after thebliencinyicailndepfhrtelcd odnmywbgs Tihs esd :meeti ng was Vv
et oposi de ampldatcispmpatint (was inkpishtiowastiogators and reflecte
hear the Professor in person. We |owrkr g§motrlwarhlavwe ttvie oCamacer Tri
trials in testicular cancer i n cownrtimari tnfgoltioo.f alth d iftiart st owutru dhy s
collaboration with the EORTC canalneedyi MIgGER.l alnmd ngt,hearc,t i vati ng a
called P3BEP, is currently in dewswgplompmeérdte dmod i iEurope within

coll aboration with ANZUP. At t hereemd eaf offi sadljaotannrte RRmafl Cel |
Ei nhorn provided his contact datrdialls csad |teldatl manoyt i cromo 10d i Sts /c u

medi cal professional in the worilnd:lucsaulydIoecdnttadtalhim if they
needed any advice on how to trel_aht the| pati ents. Prof .

co ere ce also rovided a ¢
Mc Der mott and Dr Paul Kelly bot chonsfolme eo({1 tohua}'t itnhduysthraveartne
made contact with Prof. Einhorn |n the past and receiv@/dp
very hel pful answers and advicd.astly we attended the | RONMAN I

| RONMAN r#&gi stproymsored by the Pr
I also attended a session wher &ltimd crads ullrti sal sf CtomfeCarntdierim,Trl laC
60St ancddimande versuassbmpeaetieresponisreel and is coll aborating to run
evaluati onfWd CAREN@®sented. The sltruedlyampd.oved t he
hypot hesi s tahsasti sctoemdp uttuemmour r esponse
evaluation reduced errors and time of evaluatior&:, nir.l
better overall effectiveness than manual tumour resp



https://en.wikipedia.org/wiki/Distinguished_Professor
https://en.wikipedia.org/wiki/Indiana_University_School_of_Medicine
https://en.wikipedia.org/wiki/Indiana_University_School_of_Medicine
https://en.wikipedia.org/wiki/Testicular_cancer
http://www.macmillan.org.uk/Cancerinformation/Cancertypes/Testes/Testicularcancer.aspx
http://www.macmillan.org.uk/Cancerinformation/Cancertreatment/Treatmenttypes/Chemotherapy/Individualdrugs/Bleomycin.aspx
http://www.macmillan.org.uk/Cancerinformation/Cancertreatment/Treatmenttypes/Chemotherapy/Individualdrugs/Etoposide.aspx
http://www.macmillan.org.uk/Cancerinformation/Cancertreatment/Treatmenttypes/Chemotherapy/Individualdrugs/Cisplatin.aspx
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Dr Kat hl een Skdead

of Operations and ms

Dr Kathleen Scott has been appgd

positHead oédf Operations and Cli

Cancer Trials Ireland. I n this

aspects of the organisation's

Kat hl een joined the organisati

wasChinical Program Leader. Kat

years cancer <clinical research

clinical, and pharmaceutical s an

Il rel and.

In her role at Cancer Trials | t ea

of approximately 40 clinical r a

di verse range of clinical trial —c o oo e o o — ar e

and support the work of the cane®athlieens Seakteardeml yarareti nors

across the country. Kathleen wiAT99E3RY iPHQE BoYaa VENPGSPrafm! I Ni

responsibility for haematology trials including multiple

myel oma. She has worked proact ibveluyg hwi ttho Iltehaeed posi ti on a great

haematologists in Ireland, i nt erpreataitdmals cxlpleal cerncteorasndanddcader

phar maceuti cal partners to design and develop new trials

and bring new myeloma treat mentisKattc | ppeetni ehmatss pilmylerdelaamd.al | y i n

Kat hl een published a Cochrane Rlewiedw pimme n20 Iod ttihtel eed gani sati on

6Bortezomib for the treat ment dfhemihlatsi pglree amy edlrd maed .and ener gy a
cancer trials. Coupled with her

Wel coming the appointment, ProfshBr wdan |Hecmmassnyu,e Gaonaomarke an enc

Trials I relandds Clinical Lead dssavied otphmeetn t Kaatntdl ¢ ehre devel opment

teams, 0 he said.

Continued from Page 10.

61l RONMAN Registryo I nvestigator meeting 17th Feb 2017.

wor k and dedication of each of th
I would Iike to thank our | eadershoppteamsfpargiei pgtmegthe ou
opportunity to attend this vemyg wonrahdhilg basisre@uoe.close in
with them at every stage of the t

I would also |Iike to thank PrbfeMabdrmovergndnDgu&epl gcento wo
particular for their support during the conference. Witnessing
the enthusiasm of our Irish MBdfeméenaed: Radi ation Oncologists
and their work at these confeiﬁ??e%_}?w (Nomgt? arédtbroirng
Cesearch to lreland is very ipiribegielee PBRRTRDSEC L] o),
Manager and DSSG operations |l gadipkheymedecimMuePi afleadwr/ dmceau/l t y/
Einhorns as they always take #heéetpiméascopndwenrghedomédbsall0. 1
and sometimes logistical quesdCO®n20iRaB5Swb_HAEBBB! t838pen and

progress trials in Ireland angdbitdeelfhRCCESarr 9/ Equally, the h



https://www.pcproject.org/
http://meetinglibrary.asco.org/record/140577/video
https://medicine.iu.edu/faculty/4942/einhorn-lawrence/
http://ascopubs.org/doi/abs/10.1200/JCO.2017.35.6_suppl.432
http://ascopubs.org/doi/abs/10.1200/JCO.2017.35.6_suppl.432
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Quality and Training unit provides

Cancer Trials I|lrelandds Qual it wWearad sTor aiumi rsip etcd &§m ci < owa rstersa If loy

involved in ensuring that all trreigulesterde carried out to the

hi ghest clinical and ethical standards and comply with the

rigorous | egislation and regul &@tnicen.a Hearad n®lnigv idatMc lamudg H loicra,t i c

Quality and Training Manager , $Saemdr a e®loladritiem,de®salairtey naontd fi ed,

Training Associate |1, and Daviugpdhitd mmign ¢ ,h eQu alaii tnyi nfgs <wrua rsee s | i

Audi tor describe the key areas saifc ht laesi rwourkisthtop swo rkln.owl edge as s
forms.

Regul atory research

Clinical trials operate in a hiAdHhIlhy urghg wiea theadr ee mwivred mmerdt aad dt

regul ations and guidance come itrhemareyarfsgor mg¢. must be reviewed t
before each new course to incluc

In Ireland, we are under the j ureigudiadti ioomrs ofr wtild adcmre s tciha nagred

European regulations. Regul atoray rceosnedrdeh aitrnwonl wds arnea dieregl b ac k

and interpreting regulations amduguwiedandeordexwummprtes wei crecent |

are issued by regulators and ottmer ngprl afdes dihenalecently i ssued

organisations. The regulatory H&®R®RY )i.n I reland, the Health

Products Regul atory Authority R ST T

days or sessions related to th i n

lreland from time to ti me.

The European Regul ator (EMA: E

Agency) issues guidance docume

hosts public consultations on

ul ator , t he MHRA, al
hrough both their AGr
regularly wupdated bl

The UK reg
practice t
Gui de and

The -W&Ksed Research Quality Asso
provides regular updates on chamgebciapahtdevelLpreerhs . .GCP traini

There are also online forums where people can share their
experience, ask questions and iAnwviytpd catlhdrmrsaitnd ngpuaemiutec $tehasnidns | d
views. These resources are i ncrHedidb|Of fu ef waln da Re seanr chf fUnri t s &
insights which may not be obvi and fprraamtd crad a dJirmg po fwotrtke sessi or
regul ations.

Audit preparation
One of our teamds responsi bil i tCioend uictv ollgv easu di d esp ii r5g onpe tod t he
date with regulations and gui daeomnge won& ocompdriiersg wi H einAuteld @ ls a tiac
our current practices which we beocwmdanutctierd $tndredanrad |y to | ook
Operating Procedures (SOPs). Omansawgeh tguiiadsncet Research Unit s
documetnite | nternational Conferesigeciohi Hatrmoali san i smeci fic aspec
(I CH) Guidance on Good ClinicalorRraadtsiadd o(nGCRve iwmirtki aviltyh on o
i ssued -hmsl®®%n updated recently and is effective

n Europe ‘fJuom ©20Wda 714 The upcomiThg Bueppeahion for an audit at

i

Clinical Trial Regulation (CTR)pr(Ox®6/s20 Wh)i lexpgaet gk gtud add oinrs &
force fromtobée 2018 will have tahesisganef,i ctahret tirmpadcst t hemsel ves
on our work. It is vital that we aawpd epr ep &rliomgl fcamctehedea i al ha
changes now so that we are comglaibortatwhen ttelsdys ocomg airretdo t o a t
force breast or prostate cancer.
Training Members of our audit team may ne
Training is fundamental to ensuriisre@stehadaty pel itmi dalorroageédryc hunidse r
conducted according to current pagqQWwll &t iahds daontd methitde !l iwee sl so
We run regular GCP training cow@mMded awmi.c®Nal@nymeheetg oni c sys
our staff at the Head Office aratetrdfafl sid ocemdductr itadiles audi t e
Research Units around the country can attend. The schedul e

is available at cancertrials.ie. Continued on peé
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Conference dat a s
standard of car e

Laura Maher, Clinical Project

Il rel and, reports that data fr orf whi c
Cancer Trials IlIreland research | ed
to a new standard of care reco

colorectal cancer .

The data was presented by Dr M

University of Texas MD Ander s o s

Gastrglnte§t|nal (GI) Cancers yrmRnnE! I-m)rggn, ljnnlvezrigity Hospital
Francisco in January. Clinical Project Manager, at the GlI
Dr Overman presented -agdated data for single

nivolumab within the phase ||l CheckMate 142 study, which is
currently open for recruitment saltgg®ts.t iwign dédmtto sc albroizvaenrtsintiyh cor
Hospital, Beaumont Hospital and numiavdresnittsy wH d-ehp fpfr @rge @ésisa tvged we
This study, which is bet mgatce®d dedtred nidm ch ddeislt o merug sat hi stori
patients with metastatic col ordgdtfdli caudrdcdro ftgeatadr igng/ emi ghheir
microsatellite instability or DMNAMAUmhitsmatfcH hree paiars ed d fli SIVOGe yl,4 (
showed that nivolumab is showi mgdmdri kend oif mprreonueg mad retnsg bi it o cet u>
objective responsestedinseasei ¢ahigrnahfid claomd y prolonged progres:
patient quality of |life. Accor diirsgatse tcoentgtoddy ait 8V Shantt ipdaae td ernst | s
singgent nivolumab should be cd’r‘nestiadsetraetd ca codwrectal cancer.
standard of care for these individua

I 'n sp te' of these successes, t he
The three daypomesbiad, bgot he Anmeersiudan reported at the conferer
Gastroenterological Associ at i orprlormsspteicttu tvee, pthraesi ORI RDPRBODL GEal:
Society of Clinical Oncology (A8iC0)negtaHd veme rsihooawi nYo dioe tsyt at i st
for Radiation Oncology (ASTRO) ,geancd ttalhd n®o il aitsy ooxfa | S wrl pitd anl an «

Oncology (SSO), encompassed theg elcautrgsetncsec ifgrecece sium vdavraderog pat i
of the oesophagus and stomach; btiHd apayndrreaacs, csamalelr Fowdlowi ng 1
and hepatobiliary tract; and t hvel ORoliorh,i bridotrum,v eamnd iamiwss .( RADO (

significantly improve overall s
Il mmunotherapy featured strongly at thq meetin

oo Wtivilvh 0% € o've% a1 ! response r at
positive results Fr4ebp3tB82t ed fr om th
ATTRACI) ONh Ll ot | ¢ alone ng patients with gastri
(d -dD N ?S_e r|;a ° n qu uma}tiuonrtoppyhasmecﬂsltn e‘rpg \t i wiutmh
advance .g.as r!c or.gas rOGSOpraaqwdomlze-tkipCJ 'dud bclmaetnlctelrcentre, p h:
also positive interim resultsftromlthelag se | /11
CheckMate 040 study of nivolumab given as flrst or second
l'ine monotherapy to patients wiltahuradweameegd Hdpgaticmd!| IPulogrect M
carcinoma. It also heard promi gihreg Gle DSIStGs fwars tadrl getteod at t end
therapies with data from a s malglengerrosuse Stuipwed rgh d e m [Rotcrhiea IPr o ¢

Continued from page 12.

We also consider both our own i

Research Unitds SOPs in reviewi

the applicable regulations and

Audits at Research Units-3are us

days. We prepare an audit sched

Research Unit in advance so thd¢

involved and which personnel w

including whether a pharmacy a

pl anned. I't is important that t° ho i
responsible for the trial is a\Pé‘lth%'lpea”tté e e rteﬁéntau%qptttré'arhf'
review and discuss any issues that may arise. Careful

planning by both the audit teameamntkinhey Rygeanthhe Wkittra wor k i n
should mean less disruption to  hQePgyloi WY" Kiug tPradh@t igG&%atatly app

the Research Unit during the aLbdairtt-icipation of the Research Un
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Summer Devel opment Day f

We completed the Woirkdh8Siptd: File Maintenance, Vers

Devel opment ProgramnﬁeAIDaiytfsor

members of the (f(?r
. a

Research wunits fro

country on Thursd

és spent time working
ights on their own wuni
's
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e

p
So=

m
H—‘
50~

—SnVp® 3 ou-

tening to the experi
This meeting was oerse ts.of
Dublindé meeting anl_(g] w
Portl aoi se as a cent

good road and railW Ir
par

ir

di scussion an
g the feedback
ng to share bes
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Shane Ring, Psuséé‘r?é%r Trials R‘??

Devel opment Manag

We
Qu

r e
s h

Wo
do

Wo
Wo

@

The meeting was welels uned swiwi hh the wider net
rgzlltded that the area to c
)é)“l'r(\)n/aasl si WUstiefcet L ogpi mf t he n
ed Cancer Trials Ireland
began the day with a presepbaswondtr wmr ®©l dvsar Mbubedhtobont he
ality and Training Mamagdrh,em€anceg. ThThakspbrebanwill become
cent | CH Good Clinical PracteseaE6h(RR2)t Addegprdumi snpd t hen
ifted our focus onto 4 work§ngpaa{8rf%pet emalxg be IE)B?ne%?
rksho®pailning, Del egati on, arpdolvm\séstniagalyiqnmaamlcf*SEpdemhaffo20Iﬁ
cumentati on

>B Y0 ¥ § pXac~T
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e
epresented Wi %
specialties in attfen
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This meeting will see us return t
rkshbopf @r med Consent and EI| dagitki aindy full details will be for
|l ook forward to seeing you then.

rkshAgve8&8rse Event Capture

(L

to R) Moira Maxwell and Margaret BuiRlke, ( Rhiogad aUMovereyi t Wa@iommp ,iGti a il ;s

Ashl ey Bazin (AMNCH).

The

Devel opment Day involved a series of lively workshops.




