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Dear Investigator,

Welcome to the Q1 edition of the TUH Cancer Clinical Trials Newsletter. In this issue we will update you on the
trials we have currently recruiting. Our mission is to keep you informed about the trials we have available in
Tallaght University Hospital and offer these trials to patients not only in TUH, but throughout the country.

We welcome our newest team member Fiona Smith. Fiona, an experienced Oncology Nurse, has started with
us as a CNM 2 in Cancer Clinical Trials.

We are delighted to have randomised the first patient in Ireland to the De-Escalate trial ‘Intermittent Androgen
deprivation Therapy in the era of AR pathway inhibitors; a phase 3 pragmatic randomized trial’

Prof Ray Mc Dermott Dr Lynda Corrigan Dr Sebastian Trainor

Our Principal Investigators

Prof Fergal Kelleher Dr John Greene Prof Helen Enright
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Clinical Trials Activity
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in 2026
1 Bladder
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19 patients on active
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pending site
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RENAL

Protocol ] MK6482-033 LITESPARK-033
A Phase 3, Randomized, Open-label Study of Belzutifan + Zanzalintinib Versus Cabozantinib
for the Treatment of Participants with Locally Advanced or Metastatic RCC who Experienced
Disease Recurrence During or After Prior Adjuvant Anti-PD-1/L1 Therapy

PI Prof Ray Mc Dermott

Research Nurse  TBC email: christine.leonard@tuh.ie Phone: 01-414 4204

Key Inclusion/ e Advanced renal cell carcinoma with clear cell component

Exclusion e Disease recurrence during/following prior adjuvant anti-PD-1/L1 therapy <24 months from
Criteria last dose.

e No prior systemic treatment
Expected Closing Opening February 2026. Last patient in projected November 2027

Key Eligibility Criteria:

' ?jf?::;foﬁgﬁtwnh Clear Arm1 Belzutifan 120 mg qd +

+ Measurable disease per Zanzalintini G9img 94
RECIST v1.1 Posttreatment

+ Diseaserecurrence follow-up for
during/following prior N=904 ' sgfety,
adjuvant anti-PD-1/L1 imaging?, and
therapy (=24 months survival
from last dose) Aen®

» No other prior treatment Cabozantinib 60 mgqd |
for metastatic RCC

PROSTATE
Protocol \ MK2400-001 (IDEATE-Prostate01)

A Phase 3, Open-label Study of Ifinatamab Deruxtecan Versus Docetaxel in Participants with
Metastatic Castration-Resistant Prostate Cancer (mMCRPC) (IDeate-Prostate01)

PI Dr Lynda Corrigan
Research Nurse Heather Sloane Email: heatherj.sloane@tuh.ie Phone: 01-414 4208
Key Inclusion/ e Metastatic Castration-resistant prostate cancer
Exclusion e Failed one or two prior ARPI for nmHSPC, mHSPC, nmCRPC, mCRPC
Criteria o Docetaxel for HSPC allowed if no radiographic progress within one year of last dose
o Prior taxane chemotherapy for mCRPC not allowed
e ECOG 0-1

Expected Closing August 2027

@ymlilrilgpigilitg: \ / Study Endpoints: "\

Failed 1or 2 prior ARPI for nmHSPC, mHSPC, Arm1: Primary:
nmCRPC or mCRPC I-DXd - 0s
- Docetaxel for HSPC allowed if no radiographic N=approximately 720 - rPFS )
progression within 1 year after last dose ?ﬁf;;_;_iary-
- Prior taxane chemotherapy for mCRPC not _OR
allowed 1:1 Randomization - DOR
- ECOG 01 i
Stratification: ] )
Metastasis: Liver vs. Bone-only vs. Other Arm 2: ) ;:;;Er:: P:rzgrngre“m"
Geographic Region: I_legion 1 vs. ROW Docetaxel - Time togirst <SRE
B7-H3 Expression: High vs. Low vs. Unevaluable N=approximately 720 ~Saloly snd telersbilliy

\Prior PSMA TRT: Yes vs. No / \
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Protocol

DE-ESCALATE

PI
Research Nurse

Key Inclusion/
Exclusion
Criteria

Expected Closing

Intermittent Androgen deprivation Therapy in the era of ARpathway inhibitors; a phase 3
pragmatic randomized trial

Dr Lynda Corrigan
Fiona Smith Email: fiona.smith4@tuh.ie Phone: 01-414 4259
e Treated with ADT and an ARpI for mHSPC for six-12 months
e PSA <0.2ng/mL
e May have received docetaxel and radiotherapy
Excluded
e Patients with M1a on modern imaging technique
e Underwent or will undergo a bilateral orchiectomy

e Systemic anti-prostate cancer treatment not approved by EMA
April 2028

Progression (defined as investigator
decision to start next OS prolonging drug)

mHSPC

vs MAB + prostate RT
* PSA>0.1vs £0.1 ng/mL
* Age<70vs > 70 yrs
» < 9vs 2 9 months of MAB
prior to enrolment

PSA<0.2 ng/mL after 6 to 12 YE
months of MAB S
°
8
Stratification =
* Country g [ ] Death
* MAB vs MAB + docetaxel 'E
©
o

Endpoints:

Co-Primary (hierarchical)

1. Proportion of patients who did not restart IMAB
treatment at one year

2. Overall survival

T ¢

reatment reinitiated a

v Resuspended if PSA<

estigator discretion

0.2 ng/ml

Protocol

MK3475-365

PI

Research Nurse
Key Inclusion/
Exclusion
Criteria

Expected Closing

Phase Ib/II Trial of Pembrolizumab (MK-3475) Combination Therapies in Metastatic Castration-
Resistant Prostate Cancer COHORT I Open to recruitment

Prof Ray Mc Dermott
Heather Sloane Email: Heatherj.sloane@tuh.ie Phone: 01-414 4208
I: t-NE mCRPC*

« Prior ADT for metastatic disease
e < 2 chemo for mCRPC

« < 2 second generation hormonal therapies for mCRPC
« PD within six months before screening

« ECOG PS 0-1

12" June 2026

Arm 1: Pembro + Carboplatin + Etoposide
(n=401t0100)

Cohort | (t-NE)

Arm 2: Carboplatin + Etoposide
(n=401t0100)
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Protocol BMS 071-1000 -RechARge

A Phase 3, Two-part, Randomized, Open-label, Adaptive Study Comparing BMS-986365 versus
Investigator’s Choice of Therapy Comprising Either Docetaxel or Second Androgen Receptor
Pathway Inhibitor (ARPI), in Participants with Metastatic Castration-resistant Prostate Cancer
(mCRPC) - RechARge

PI Prof Ray Mc Dermott
Research Nurse Heather Sloane Email: heatherj.sloane@tuh.ie Phone: 01-414 4208
Key Inclusion/ e Confirmed mCRPC
Exclusion e ECOGPSOto1
Criteria e Post ARPI (received in castration sensitive or resistant setting
e Mildly symptomatic, asymptomatic (score of <4 as logged on BPI-SF. A score of 2-3 will be
considered mildly symptomatic)
e Chemotherapy naive in CRPC (docetaxel for mCRPC allowed if >12 months since completion)
e No liver metastases.
e No use of opioid analgesics for cancer-related pain currently or any time within 4 weeks.
e No impaired cardiac function or clinically significant cardiac disease

Recruitment Part One complete (dose finding) Currently paused
Period Part Two will open following two month pause for analysis (likely March)
[ Part 1 {dose selection) > [ Part 2 (confirmatory) >
([ estment perioc® | [ rretment peror )

Experimental Dose 1

Patient Population

BMS-986365 (400 mg BID) ever
» Confirmed mCRPC —= ) +/

Experimental Dose Selected

28 days
-ECOGP50to1 {r:-|60} I
o :’ﬁﬂ :u:spil I BMS-986365 (Experimental Dose selected)
rece In every 28 days
castration sensitive I . ¥
or castration BMS-986365 (300 mg BID) every {n = 240) Endof
resistant setting) 1:1: 28 days I
+ Mildly symptomatic, (n = 160) Treatment
emptome @D
- Chematherapy Control Arm | Control Arm and
naive in CRPC,
docetaxel for Investigator's Choice of l Investigator's Choice of Follow-up
mCSPC permitted if -Docetaxel 75 mg/m? IV + pred every 21-days I -Docetaxel 75 mg/m? IV + pred every 21-days (10 (Safety and
= 12 months since (10 cycles maximum) cycles maximum) Survival)
completion or or
» No liver mets *| -27¢ ARPI every 23-days (abiraterone 1000 mg | -2 ARPl every 28-days (abiraterone 1000 mg QD +
\ ) QD + pred or enzalutamide 160 mg QD) I pred or enzalutamide 160 mg QD)
= —
Protocol | PEACE-6 Vulnerable

A Double-Blind Randomised Phase III Trial Evaluating the Efficacy of
ADT +/- Darolutamide in de novo Metastatic Prostate Cancer Patients with Vulnerable Functional
Ability and not Elected for Docetaxel or Androgen Receptor Targeted Agents.

PI Prof Ray Mc Dermott

Research Nurse Heather Sloane Email: heatherj.sloane@tuh.ie Phone: 01-414 4208

Key Inclusion/ e Men with histologically or cytologically confirmed adenocarcinoma of the prostate
Exclusion e De novo metastatic disease defined by clinical or radiographic evidence of metastases.
Criteria e Ineligible for treatment with all of the following drugs: docetaxel, abiraterone, enzalutamide,

apalutamide
Expected Closing TBC 2026

2yrs 10yrs
[ »ia Lal

D1 D30 D80 D120 D180 D240 Q120 days Q180days Disease progression

ADT + placebo

Long-term follow-up

Screening o |

vill vl wall vall Vs
+ CT scan/MRI
- Bone scan
+ Geriatric assessment
« Qol assessment

ADT + darolutamide 600mg po bid

Vn+1 Vn+1 EOT visit l

* CT scan/MRI * CT scan'MR} * CT scan/MRI

- Bone scan = Bone scan = Bone scan

« Geriatric assessment « Geristric assessment « Clinical exam

= Qol assessment » Qol. assessment = Lab analyses
= Genatri ssessment
» Qol assessment

'« FEPE Biopsy sample (archived) - Biopsy (if medically feasible)
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Protocol

PI

Research Nurse

Key Inclusion/
Exclusion
Criteria

Expected Closing

MK5684-01A (OMAHA)

A Phase 3 Randomized, Open-label Study of MK-5684 Versus Alternative Abiraterone Acetate
or Enzalutamide in Participants With Metastatic Castration-resistant Prostate Cancer (mCRPC)
Previously Treated With Next-generation Hormonal Agent (NHA) and Taxane-based
Chemotherapy

Prof Ray Mc Dermott

Una Murtagh Email: una.murtagh@tuh.ie Phone: 01-414 2328
e Metastatic Castration-resistant prostate cancer

e AR-LBD status confirmed by central lab

e ECOGO, 1

e Late-line

e Failed 1 NHA mHSPC, nmCRPC, or mCRPC

e Failed docetaxel

November 2026

Two part screening for AR-LBD status.

Participant Population
mCRPC, all comers Open-Label
Treated with 1-2 NHA for
nmMHSPC/mHSPC/nmCRPC/mCRPC Arm Al:
MK-5684¢ ]
Treated with no more than1CTx N <100
(taxane) for mCRPC Adrenal Recovery
Up to ~24 weeks from
ECOG 0,1 Safety Lead- Arm A2 discontinuation of MK-5684
—> in? — MK-5684 + Olaparib [
MN=~10 N = ~40%
Screening Phase Allocation?®/ Safety Lead Arm A3:
=42 days prior to |—] Randomization |—] arety Lead- : | |
randomization LR 1 i =] MK-5684°+ Docetael End of
N = ~10 N = ~40° Treatment
ISafety Follow-up| [Efficacy Follow-up| ISuwivaI Follow-up)|
LSafety Lead- Arm Ad:
Randomization Stratification Factor® in® [ MK-5684< + Cak;azutaxe:—
N=~10 N = ~40 - -
" X N Primary Endpoints
AR LBD Mutation aShtstus. positive or Efficacy Phase: PSA Response
hagathe [Safety Lead-in and Efficacy Phase: Safety and Tolerabilityj

Protocol MK5684-003 (OMAHA) |
A Phase 3 Randomized, Open-label Study of MK-5684 Versus Alternative Abiraterone Acetate
or Enzalutamide in Participants With Metastatic Castration-resistant Prostate Cancer (mCRPC)
Previously Treated With Next-generation Hormonal Agent (NHA) and Taxane-based
Chemotherapy

PI Prof Ray Mc Dermott

Research Nurse Heather Sloane Email: heatherj.sloane@tuh.ie _Phone: 01-414 4208

Key Inclusion/ e Metastatic Castration-resistant prostate cancer

Exclusion e AR-LBD status confirmed by central lab

Criteria e ECOGO, 1

e Late-line

e Failed 1 NHA mHSPC, nmCRPC, or mCRPC
e Failed docetaxel

July 2026

Two part screening for ARLBD status.

Expected Closing

MK-5684 v Alt NHA in
late-line mCRPC

Metastatic Castration-resistant

prostate cancer
Arm1:
Al Comans MK-5684 + HRT

N=approximately 600

ECOG O, 1

Late-line

End of
treatment
/ Discon-
tinuation

1:1 Randomization
Failed 1 NHA mHSPC,

nmCRPC, or mCRPC Arm 2:

Alternative Abiraterone
or Enzalutamide
N=approximately 600

Failed docetaxel

Post
Treatment
* Adrenal
Recovery
Assessment
+ Safety
Follow-up
+ Adrenal
Recovery
Follow-up
+ Efficacy
Follow-up
Visits
* Survival
Follow-up
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Protocol

PI

Research Nurse
Key Inclusion/
Exclusion
Criteria

Expected Closing

MK5684-004 (OMAHA)

A Phase 3, Randomized, Open-label Study of MK-5684 Versus Alternative Abiraterone
Acetate or Enzalutamide in Participants with Metastatic Castration-resistant

Prostate Cancer (mCRPC) That Progressed On or After Prior Treatment with One Next-
generation Hormonal Agent (NHA)

Prof Ray Mc Dermott

Heather Sloane Email: Heatherj.sloane@tuh.ie Phone: 01-414 4208

e Metastatic Castration-resistant prostate cancer

e Front-line

e AR-LBD status confirmed by central lab

e ECOGO, 1

e Failed 1 NHA mHSPC

e Prior docetaxel for mHSPC allowed

Currently paused. Will open with two part screening (for AR-LBD) in Feb/Mar-26

MK-5684-004

Primany:
- ' Y - OSARLBD
M|(_ 5684 v _{’" Arm 1: ' mutation positive
MHA in front-line mCRPC MK-5684 + HRT . Adrenal - OSARLBD
Metastatic Castration-resistant N = approxi ty 750 Recovery rPFS"tI:; :’_‘;’l’;twe
prostate cancer Assessment et ey g e
End of - Safety rPFS® AR LBD
- All Comers Treatment Fulicrns-ug mutation negative
1:1 Randomization / Discon- + Adrenal Secondary:
- ECOG O, 1 tinuation Recovery - TFST
Follow-up D oEan
. +  Efficacy
- Front-line Foll - OR
il DOR
Arm 2: Visits T PSA
= Failed T NHA mHSPC Alternative . Survival ime to P
Abiraterone acetate or Enzalutamide Follow-up [t o2
- i N= i 750 - PSAresponse
Prior docetaxel for approximately \_ AN J © Time to firet SSRE
mHSPC allowed . Safetyand
tolerability
» HRQoL

LUNG

Protocol

PI

Research Nurse
Key Inclusion/
Exclusion

' V940-002
A Phase 3, Randomized, Double-blind, Placebo- and Active-Comparator-
Controlled Clinical Study of Adjuvant V940 (mRNA-4157) Plus Pembrolizumab Versus
Adjuvant Placebo Plus Pembrolizumab in Participants With Resected Stage II, IIIA, IIIB
(N2) Non-small Cell Lung Cancer

Dr Sebastian Trainor

Una Murtagh, Email: una.murtagh@tuh.ie Phone: 01-414 2328
e Resected (RO) stage II, IIIA, IIIB(N2) NSCLC (AJCC8)

¢ No neoadjuvant treatment

Criteria .

Received adjuvant chemotherapy (platinum doublet) with no recurrence
Confirmation that either EGFR-directed or ALK-directed therapy is not indicated as primary
therapy. Absence of tumor-activating EGFR mutations [ie, DEL19 or L858R] or ALK mutations

Expected Closing November 2026

Screening Treatment Follow-up
NGS exome sequencing ] V340 Pembrolizumab starts C1D1
i manufacturing | V840iplacebo to start C1D22
or by C4D1
Key Eligibility Criteria
= Pathological sf 11, 1A, INB(NZ r
NSCLC per A.}?_‘,Dga (N2) - \mu {q3w = 9 doses)® +
= Mo neocadjuvant treatment é pembrolizumab (q6wx 9 cycles)* m
B, B, 4 ; afety
Y adjuvant apy .
from margin | | Chemotherapy (platinum doublet) with no recumence E . gmi;:::u
negative, * NoDEL19or LB5RR EGFR mutation 'E Placebo (g3w * 9 doses)* ¥ + «  Survival FU
completely * Ne ALK. mutation = pembrolizumab (géwx 9 cycles)®
resected = FFPE tissue and blood for NGS and | |

NSCLC*

V840 generation (may be provided
prior to full screening period for NGS
uencing)
+ ECOGPSO0or1
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Protocol

PI

' V940-009

A Phase 3 Randomized Double-blind Study of Adjuvant Pembrolizumab

With or Without V940 in Participants With Resectable Stage II to IIIB (N2) NSCLC not
Achieving pCR After Receiving Neoadjuvant Pembrolizumab With Platinum-based Doublet
Chemotherapy (INTerpath-009)

Dr Sebastian Trainor

Research Nurse Una Murtagh, Email: una.murtagh@tuh.ie Phone: 01-414 2328
Key Inclusion/ e Resectable Stage II, IIIA, or IIIB (N2) NSCLC (AJCC 8th Edition)

Exclusion
Criteria

ECOG 0-1
e Able to undergo surgery and receive chemo + Pembro
e No EGFR /ALK mutations

Expected Closing November 2028

Screeni I Neoadjuvant given priort Screening for randomizati "
T || i | | = || Randomization | Adjuvant phase, V940iplacebo start C1D22-C4D1
SR /EIIgIbillty for randomization: \
Key eligibility criteria for * NopCRYby local testing’ Pembrolizumab 400 mg IV q6w X 7
* Completed (RO-R1) surgery? 3

enroliment:
» Stages II-IIB(N2) NSCLC

No disease at re-baseline image

V940 IM q3w 9 doses

+ ECOG 01 Pembrolizumab (200 mg) @ + Adequate surgical tissue available for
+ Able to undergo surgery IV g3wx 4 .‘.: NGS (V940 is designed based on y
« Able to receive chemo + t 2 surgical tissue) and PD-L1 testing ~\
pembro chemotherapy® q3w X 4 - * Participants previously treated Pembrolizumab 400 mg IV qéw X7
« Exclude EGFR and ALK outside the study with ngoadjuvanl +
mutations pembrolizumab and platinum-based Placebo IM q3w x 9 doses
chemotherapy and who successfully
N completed surgery with surgical tumor J

Stratification factors: tissue sample available may advance

* Histology (squamous vs nonsquamous) to screening for randomization.

* PD-L1 expression (TPS <1% vs 21%)

+ Disease stage (Il vs Ill per AJCC 8" edition) * Primary Endpoints: DFS by INV assessment

* Geographic region (North America/Westem * Secondary Endpoints: OS, DMFS, DFS2, LCSS, safety, PRO

Europe/Australia vs Rest of World)

Protocol ' TACTI-004
TACTI-004, a double-blinded, randomized phase 3 trial in patients with advanced/metastatic
non-small cell lung cancer (NSCLC) receiving Eftilagimod alfa (MHC class II agonist) in
combination with pembrolizumab (PD-1 antagonist) and chemotherapy.

PI Dr Sebastian Trainor

Research Nurse Heather Sloane, Email: heatherj.sloane@tuh.ie Phone: 01-414 4208

Key Inclusion/ e Histologically- or cytologically-confirmed diagnosis of advanced or metastatic (stage IIIB/C

Exclusion or stage IV) NSCLC

Criteria

e Not amenable to curative treatment or locally available oncogenic driver mutation-based
first-line therapy

e Treatment naive for systemic therapy given for advanced/metastatic disease (previous
palliative radiotherapy for advanced/metastatic disease acceptable).

e ECOG 0-1

e Measurable disease as defined by RECIST 1.1

Expected Closing August 2026

Screenin
e —_—
driver mutation

testing 6°c'
: x Cycle 1-35
: S erti 2w for 6 months, thereafter g3w + R enanats oot
: g3Iw + e & response status
: PD-L1 = ik

TPS Allcomer

EGFR/IALK/IROS1 =
neg. -
up to 105
e R e I I o i P | T e >

Randomised to End of treatment
treatment (EoT)
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Protocol ' CA224-1093
A Phase 3, Randomized, Open-label Study of Nivolumab + Relatlimab Fixed-dose Combination
with Chemotherapy Versus Pembrolizumab with Chemotherapy as First-line Treatment for
Participants with Non-squamous (NSQ), Stage IV or Recurrent Non-small Cell Lung Cancer and
with Tumor Cell PD-L1 Expression > 1%

PI Dr Sebastian Trainor
Research Nurse TBC email chistine.leonard@tuh.ie Phone: 01-414 4204
Key Inclusion/ e Stage IV or recurrent NSCLC

Exclusion e No prior systemic anti-cancer therapy for advanced/metastatic disease
Criteria e PD-L1 expression > 1% as determined by a central laboratory
e No EGFR mutations, ALK translocations, ROS-1, BRAF, RET, NTRK mutations
e ECOGO-1

Expected Closing June 2027

N= 10007

El\glbfhty. (Aroa A R
= Previously untreated, Nivolumab 360 mg + Relatlimab

histologically confirmed 360 mg FDC (1:1) Q3W "

Stage IV or recurrent non- 4 cycles of PDCT™*

squamous NSCLC _ Pemetrexed maintenance permitted J
= PD-L1 expression = 1%

— ~

= No EGFR, ALK, ROS-1, BRAF, Arm B

RET, NTRK mutations Pembrolizumab 200 mg Q3W
- At least 1 measurable lesion 4 cycles of PDCT™*

per RECIST 1.1 L Pemetrexed maintenance permitted )

\ ECOG PS O vs 1 -

Protocol ' KRYSTAL-7 849-007
A Phase 2 Trial of Adagrasib Monotherapy and in Combination with Pembrolizumab and a Phase
3 Trial of Adagrasib in Combination with Pembrolizumab versus Pembrolizumab in Patients
with Advanced Non-Small Cell Lung Cancer with KRAS G12C Mutation - Phase 3 open TUH

PI Dr Sebastian Trainor

Research Nurse  Una Murtagh, Email: una.murtagh@tuh.ie Phone: 01-414 2328

Key Inclusion/ e Untreated locally advanced or metastatic squamous and nonsquamous NSCLC with
Exclusion KRASG12C mutations

Criteria e PD-L1TPS 250%

e ECOGPSOor1
Expected Closing November 2026

Key Eligibility Criteria
Untreated locally advanced or
metastatic squamous and

nonsquamous NSCLC with KRAS Investigational Arm (Cohort 3):
G12C mutation Adagrasib 400 mg BID
PD-L1 =50% + pembrolizumab 200 mg IV (Q3W)

ECOGPSOor1

Stratification Factors 4@"@

Known history of treated or
untreated brain metastases

(yes/no) Comparator Arm (Cohort 4):
ECOGPSOor1 Pembrolizumab 200 mg IV Q3W
Region (Asia Pacific vs. non-Asia

Pacific)

N = 550
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HAEMATOLOGY

Protocol

PI
Research Nurse

Key Inclusion/
Exclusion
Criteria

' KER-050-D301 (RENEW)

A Phase 3, Randomized, Double-Blind, Placebo Controlled Study to Evaluate the Efficacy and

Safety of Elritercept (KER-050) for the Treatment of Transfusion Dependent Anemia in Adult

Participants with Very Low-,Low-, or Intermediate-Risk Myelodysplastic Syndromes

Prof Helen Enright

Una Murtagh, Email: una.murtagh@tuh.ie Phone: 01-414 2328

e Diagnosis of MDS with or without RS that meets the IPSS-R classification of very low-, low-,
or intermediate-risk MDS with transfusion dependence
Refractory or intolerant to prior ESA treatment

e Less than 5% blasts on bone marrow (centrally assessed)

e ECOGO0-2
Expected Closing January 2027
Screening Period Double-Blind Treatment Period Safety ) Long-Term.
(Upto6 weeks) (48 weeks + Extension Phase) Follow-Up Period  Follow-Up Per:od
T T T (8 weeks) (3to 5 years®)
Primary Phase Secondary Phase Extension Phase
(24 weeks) (24 weeks) (Variable - after Secondary Phase
until treatment discontinuation)
Randomization MDS Disease MDS Disease Continue MDS Disease Assessments End of
(2:1, stratified| Assessment® Assessment ¢ Q24W During Extension Phase Study
F Screening Elritercept OR Placebo® Elritercept OR Placebo® Continue on Double-blind treatment ¢ _“ EOT /ET '_’. SFU Visits 4 and 8 4 Quarterly
i Assessments? : SCQ4W OR scaaw OR SCQawW H i i weeksafter EOT /ET : i StatusCheck® :
Protocol ' IRONMAN

PI

Research Nurse
Key Inclusion/
Exclusion
Criteria

Expected Closing
Protocol

PI
Research Nurse

Key Inclusion/
Exclusion
Criteria

Expected Closing

International Registry for Men with Advanced Prostate Cancer

Prof Ray Mc Dermott
Heather Sloane Email: heatherj.sloane@tuh.ie Phone: 01-414 4208
o Metastatic hormone sensitive prostate cancer (mHSPC):
a) No more than 1 year of continuous ADT
b) No more than 90 days of active systemic therapy
c) Metastatic disease M1a, b, or c stage or
e Castration resistant prostate cancer (CRPC):
a) A rising PSA indicating progressing disease or new metastatic disease
b) No more than 6 weeks of continuous systemic therapy for CRPC at the time of consent
) No active systemic treatment for a diagnosis of a second, non-prostate malignancy
TBC
WAYFIND-R
A Registry to Collect the Natural History of Solid Tumour Cancers in Patients Profiled with a Next
Generation Sequencing Test (WAYFIND-R)
Prof Ray Mc Dermott
Una Murtagh Email: una.murtagh@tuh.ie Phone: 01-4142328
e Any type of solid tumour cancer, at any stage of the disease, at the enrolment date
e Patient has undergone NGS testing, no longer than 3 months prior to the enrolment date,
irrespective of the availability of test results
TBC
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