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The information contained in this document and communicated verbally to you including the speeches of the presenter(s), the question and answer

session and any materials distributed at, or in connection with it, (together the "Presentation") is confidential and is being supplied, in Ireland only to

qualified investors (within the meaning of the Prospectus (Directive 2005/71/EC) Regulations 2006 of Ireland) and, if permitted by applicable law, is being

supplied outside Ireland only to professionals or institutions whose ordinary business involves them in investment activities. The information contained in

this Presentation is not intended to be viewed by, or distributed or passed on (directly or indirectly) to, any other class of persons.

No representation or warranty, express or implied, is made as to and no reliance should be placed on the fairness, accuracy, completeness or correctness

of the information or opinions contained in the Presentation. The information in the Presentation is subject to verification, completion and change. The

contents of the Presentation have not been verified by the Company or its subsidiary undertakings (the "Group"). No liability is accepted for any such

information or opinions by the Company or any of its respective directors, members, officers, employees, agents or advisers.

Accordingly, information contained in the Presentation is being supplied to you solely for your information and may not be copied, reproduced or further

distributed to any person or published in whole or in part, for any purpose. In particular, the distribution of this document in jurisdictions other than Ireland

may be restricted by law and persons into whose possession this document comes should inform themselves about, and observe any, such restrictions.

Any failure to comply with these restrictions may constitute a violation of laws of any such other jurisdiction. In particular, this document is not for

distribution in the United States, Australia, Canada or Japan.

The Company is under no obligation to update or keep current the information contained in this Presentation or to correct any inaccuracies which may

become apparent, and any opinions expressed in it are subject to change without notice. Save in the case of fraud, neither the Company nor any of its

directors, members, officers, employees, agents or advisers nor any other person accepts any liability whatsoever for any loss howsoever arising from any

use of this Presentation or its contents or otherwise arising in connection therewith.

This document and the information contained in it does not constitute a prospectus and does not form any part of an offer of, or invitation to apply for,

securities nor shall this document or any part of it, or the fact of its distribution, form the basis of or be relied on in connection with any contract or

commitment whatsoever. This Presentation should not be considered a recommendation by the Company or any of their respective directors, members,

officers, employees, agents or advisers in relation to any purchase of or subscription for ordinary shares in the Company.

This Presentation includes "forward-looking statements" which include all statements other than statements of historical facts, including, without limitation,

those regarding the Group's financial position, business strategy, plans and objectives of management for future operations (including development plans

and objectives relating to the Group's products and services), and any statements preceded by, followed by or that include forward-looking terminology

such as the words "targets", "believes", "estimates", "expects", "aims", "intends", "will", "can", "may", "anticipates", "would", "should", "could" or similar

expressions or the negative thereof. Such forward-looking statements involve known and unknown risks, uncertainties and other important factors beyond

the Group's control that could cause the actual results, performance or achievements of the Group to be materially different from future results,

performance or achievements expressed or implied by such forward-looking statements. Such forward-looking statements are based on numerous

assumptions regarding the Group's present and future business strategies and the environment in which the Group will operate in the future. Among the

important factors that could cause the Group's actual results, performance or achievements to differ materially from those in forward-looking statements

include those relating to the Company’s funding requirements, regulatory approvals, clinical trials, reliance on third parties, intellectual property, key

personnel and other factors. These forward-looking statements speak only as at the date of this Presentation.

The Group expressly disclaims any obligation or undertaking to disseminate any updates or revisions to any forward-looking statements contained in the

Presentation to reflect any change in the Group's expectations with regard thereto or any change in events, conditions or circumstances on which any

such statements are based. As a result of these factors, prospective investors are cautioned not to rely on any forward-looking statement.

By attending this presentation and/or accepting a copy of this document, you agree to be bound by the foregoing limitations and conditions and, in

particular, will be taken to have represented, warranted and undertaken that you have read and agree to comply with the contents of this notice including,

without limitation, the obligation to keep this document, its contents and the Presentation confidential.

Disclaimer
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Management Team

John Lynch, CEO

•20 years at multinational healthcare companies 

•Led a $100m business for Abbott

•Business Development, Commercial Development

•Ernst & Young, Bayer, Abbott

Kin Chan, PhD CBO

• 20 years commercial & business development 

experience in healthcare industry.

• Development of commercial strategies in drug 

delivery sector

•DBV Technologies, ProBioGen, Eurand

Jonathan O’Connell, CFO

• 18 years as a CFO with commercial   experience

• Floated Trinity Biotech  (Nasdaq & ISEQ)

•Spectel – raised funding (30m) (trade sale for $105m)

Thomas Leonard, PhD CSO

•23 years pharmaceutical industry experience

•Inventor on 30 drug patents & numerous 

•Products through approval process

•Product formulation, R & D Management 

•Wyeth- Ayerst, aaI Pharma, Endeavor

John Fox, PhD CDO

•20 years at multinational/ specialty pharmaceutical 

companies

•Pharmaceutical development, regulatory affairs

•Portfolio planning

•Hunter Fleming, Shire, Lilly

Board Composition

P O’Sullivan, J Lynch, H Stratford, P Thornton, M McKenna, F Maher, M Donnelly, A Carragher



From Potential to Value Crystallisation

Merrion 
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Broad, high potential crystallising to value creation

90’s/00’s 
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delivery 
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Orazol 

Phase II 

results 

Acquire 

new 

Facility

MERRION PHARMACEUTICALS PLC

Current market cap: €68m

Ticker: ESM: Merr
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 10 to 50 fold increase 

in bioavailabilty

 GRAS status 

simplifies 

development 

 505(b)2 regulatory 

pathway

 Excellent 

reproducibility

 No interaction 

between the API and 

absorption enhancer

 Straightforward tablet 

press manufacture

 Robust technology 

extensive database

Orazol in GIPET® Technology



GIPET works on a broad horizon of compounds

Small Molecules       Peptides          

300MW                                                                          10,000MW

Conventional molecules

Bisphosphonates

Desmopressin

Insulins 

Other peptides
Antisense 

Glycosaminoglycans

GLP-1

GnRH Analogues 

Factor Xa Inhibitor

HDAC

Calcitonin

VancomycinPlatinum

Clinical Studies Preclinical compounds

Demonstration

Compounds
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Merrion Capabilities
From idea to final phase II formulation in our own cGMP facilities

 Speed development & reduce risk

 Facilities

 30,000 sq.ft. purpose built 

 Highest specification of design, layout and equipment

 21 Processing Rooms - Class D clean room

 FDA Audit – Previous pre-approval, EU License

 People

 40 Employees - 34 highly qualified R&D scientists



Novo Nordisk
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Novo Nordisk Collaboration
 NN World leaders in Diabetes heath care since 1923

 2009 Revenue $9.5bn – diabetes 73%

 Diabetes Mkt $17bn – Insulin $9bn

 52% market share in Insulin

 License Deals

 Oral Insulin November 2008

 Oral GLP-1 January 2009

 Combined milestones $116M (first products) / Royalty on sales

 Equity investment €900k in January 2009 (1.8%)

 Fees / Milestones received to date

 Up front  payments

 Development Milestone of $2m for start of first human clinical trial 

 Total received in 2009 €4,079k

 Total received to end 2009 €5,567k

 Status

 Oral Insulin analogue ‘First Human Dose’ in Phase I/II trial - November 2009 

 Oral GLP-1 analogue ‘First Human Dose’ in Phase I/II trial – April 2010 

 Novo are funding additional programmes currently at Pre-clinical stage



 Novo Nordisk Press comments on the Merrion Programmes

 ‘A potential game-changer’ in the diabetes field - CEO

 ‘Two decisive scientific breakthroughs in the last 24 months’ - CSO

 Novo Nordisk success in creating stable versions of insulin/GLP-1 molecule

 GIPET successfully getting absorption into bloodstream preclinical

 Novo Nordisk – Presentation at Delivery Partnerships Conference

 Vacumn cleaned technology space – picked Merrion uniquely for oral insulin

 ‘like dealing with large pharma company – not like small pharma company’

 ‘High quality scientists - Expert in oral drug delivery technology’

 ‘Team Players - Overcommunicated’ – ‘trust built quickly’

 ‘Achieved acceleration plan to beat deadlines’

 Novo Nordisk are willing to provide positive references to new partners

 Collaborating on scale up of GIPET manufacturing process

Novo Nordisk – Validation 



Orazol™

Improving the Standard of Care in Bone 

Metastases
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Orazol

 Orazol is a weekly oral tablet form of zoledronic acid, currently marketed as  
Zometa infusion (monthly)

 Indicated for bone metastases - Bone pain, pathological fractures, spinal cord 
compression – breast, prostate, MM, lung 

 Zometa® in 2009 had worldwide sales $1.5 billion - current standard of care in 
bone metastases

 US patent expiry March 2013

 Orazol is formulated in Merrion’s proprietary GIPET technology.

 Large increase in bioavailabilty with good CV% (low variability)

 Excellent Safety & tolerability profile

Infusion Oral

Orazol
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Orazol™ (MER 101-03) Data

For patients with breast cancer, a 40% reduction in baseline NTX  

from the median level was associated with an 11% lower risk of 

death (RR 0.89) and a 12% lower risk of a first SRE (RR 0.876; 

P<0.05)*

*Lipton et al. (2007)
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Orazol weekly patients met key 50nmol target
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MER 101-03
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ORAZOL - A New Branded product
 Long patent life

 3 US patents allowed/issued (2020-2027), new filings in progress (2030)

 Strong positive opinion from ‘generic litigator’ patent lawyer (NYC) 

 Based on gold standard drug (3 million treated)

 Zoledronic acid is the drug oncolgists want to prescribe, safety profile established

 Key patient advantages Quality of life (QOL) & bone pain

 Research shows patients are currently making unnecessary clinic visits

 Phase II data showed very strong trend to improved pain control

 Key safety & side effect advantages

 Renal deterioration – Orazol 25% cmax Zometa

 Acute Phase Reaction (Flu) common in Infusion leg Phase II (50%) Vs Orazol weekly 0%

 Significant economic advantages

 US study $370 administration cost per Zometa infusion

 Economic cost of pain, renal damage, Acute Phase Reaction, QOL

 Use of healthcare infrastructure

 Allow significantly better utilisation of infusion clinics

 Excellent pricing potential

 Research indicates parity/premium to Zometa (>$800 per month)

 Significant market expansion opportunity

 Orazol only product profile with realistic potential for use at each stage from diagnosis

 Zoledronic acid highly efficacious



Market Expansion Opportunity
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173,394 

2,094,385 

Prevalence of Breast, Prostate, MM, Lung Cancer

MBD

Non MBD

$2bn market



Orazol™, Zometa®, Prolia® Comparison
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Factor Orazol™ Zometa® Prolia®

Efficacy

Reduce/delay Skeletal  Related Events (SRE) ++ ++ +++

Activity on bone pain ++ + +

Direct/synergistic anti-tumour effect + + _

Potential for early use in cancer patients
• Access

• Known risk/benefit

• Compliance

• Patient convenience/Quality of Life

• Health economics

++ _ _

Use in late stage ‘at risk’ patients
• Skeletal related events

• Pain

++ + ++

Safety

Serious Adverse Events (SAEs) + + +

Potential for life threatening SADR ++ + _

Clinical use

Cost effectiveness + +/- _

Patient convenience ++ _ +/-

Clinical experience ++ ++ _



Strengthening Patent Position

 Base GIPET Patent - P24,375 

 Issued US (09/510,560) with claims directed to bisphosphonates

 Issued in EU (00905186.3) and allowable in CA (2363123) with broad claims

 Continuation allowable in US (12/172,707) with claims directed towards ZA

 Continuation in progress in US (12/553,196) on base patent

 Expiry 22 Feb 2020

 Specific product patent P31,578 on Orazol 

 Allowed in US (11/733,007)

 Filed WW (EP 07755266.9)

 Claims directed to tablet strengths and %Bioavailibility

 Anticipated expiry 9 Apr 2027

 Further patent filings to expire in 2030

 Conducted Strategic review of patent portfolio 

 Engaged US patent litigator with expertise in acting for generic companies

19
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ORAZOL status

 Favourable regulatory advice CHMP (EMEA),

 Final discussions with FDA

 Licensing process under way 

 Discussions with multiple pharma players



Financial Update
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Year ended 

31 Dec 2009

€’000

Year ended 

31 Dec 2008

€’000

Year ended 

31 Dec 2007

€’000

Increase

(Decrease)

2008-2009

Revenue 6,335 1,340 469 373%

Cost of sales (1,256) (448) (153) 180%

Gross profit 5,079 892 316 469%

R&D expenses (5,247) (3,898) (3,331) 35%

R&D tax credit 837 - -

Administration expenses (2,477) (2,420) (2,844) 2%

Net Interest income/(exp) 178 363 (6,217) (104%)

Net Loss for the year (1,629) (5,062) (12,076) (210%)

Loss per share (€0.10) (€0.30) (€1.60)

Consolidated P&L - year to 31 December 2009



Year ended 

31 December 2009 

€’000

Year ended 

31 December 2008 

€’000

Revenue Margin Revenue Margin

Revenue

Milestone amortisation 1,049 842 99 (117)

Development milestone 1,207 1,069 - -

Development fees 4,079 3,168 1,241 1,009

Total 6,335 5,079 1,340 892

Deferred  Revenue 4,450 2,416

Revenue analysis - year to 31 December 2009



31 Dec 2009

€’000

31 Dec 2008

€’000

Fixed assets 5,015 788

Trade and other receivables 3,029* 753

Cash 7,218 8,140

15,262 9,680

Trade Creditors and accruals 1,487 1,593

Deferred income 4,450 2,416

Loans & borrowing 3,258 -

Retained Loss (30,358) (28,733)

Equity 36,425 34,404

15,262 9,680

Consolidated Balance Sheet as at 31 December 2009

* January receipts €1,883,000



Year ended 

31 Dec 2009

€’000

Year ended 

31 Dec 2008

€’000

Net loss (1,629) (5,062)

Non cash items (17) 759

Change in working capital 1,247 1,396

Net interest 215 299

Cash used in operations (860) (2,608)

Acquisition of Fixed assets (4,816) (135)

Share issue 1,452 11

Loans 3,258 -

Decrease in cash (916) (2,732)

Consolidated cash flow - year to 31 December 2009



• Good cash position - No Immediate funding requirement

• Low overhead base

• Novo Nordisk deals

• Validating/reference deal with major industry player 

• $116m in milestones, royalties on 2 potential blockbusters

• Results on clinical trials in 2010/2011

• Improved capability and capacity in new facility – IMB License 

• Strengthened patent position – further IP to be issued this year

• High value internal development projects – Orazol

• Positive phase 2 results  - license potential this year

• Other partner programs in progress - Potential license deals this year

• New partner programs and new pipeline products

Summary and Newsflow 
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Question & Answers
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