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Disclaimer 

It is important to note that this information contains forward-looking statements which are based on the currently 

held beliefs and assumptions of the management of PAION AG, which are expressed in good faith and, in its 

opinion, reasonable. Forward-looking statements involve known and unknown risks, uncertainties and other 

factors, which may cause the actual results, financial condition, performance, or achievements of PAION AG, or 

industry results, to differ materially from the results, financial condition, performance or achievements expressed 

or implied by such forward-looking statements. Given these risks, uncertainties and other factors, recipients of 

this information are cautioned not to place undue reliance on these forward-looking statements. PAION AG 

disclaims any obligation to update these forward-looking statements to reflect future events or developments.  

 

This presentation constitutes neither an offer to sell nor a solicitation to buy any securities of PAION AG  

(the ñSecuritiesò) in Germany, the United States of America, the United Kingdom or any other jurisdiction.  

Neither this presentation nor anything contained herein shall form the basis of, or be relied on in connection  

with, any offer or commitment whatsoever.  

 

The Securities have not been and will not be registered under the U.S. Securities Act of 1933, as amended  

(the ñSecurities Actñ). The Securities may not be offered or sold in the United States absent registration or an 

exemption from registration under the Securities Act. 
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Agenda 
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1. Corporate overview 

2. Financials 

3. Remimazolam 

- U.S. Strategy 

- EU Strategy 

- Japan/Asia Strategy 

4. Summary 
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Corporate overview 
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Corporate overview 

PAION AG is a specialty pharma company with  

a focus on anesthesia products 

Remimazolam, PAIONôs lead drug candidate,  

in Phase III development   

Six regional partnerships for Remimazolam in  

China, South Korea, Canada, Russia (CIS), Turkey and 

MENA region  

 

 

Dr. Jörg Spiekerkötter (Chairman) 
Background: Former CFO, Schering AG, Organon  

Dr. Karin Dorrepaal 
Background: Former Schering AG Board Member  

John Dawson 
Background: CEO Oxford BioMedica 

Dr. Wolfgang Söhngen 
Title: CEO, Founder 

Abdelghani Omari 
Title: CFO 

Headcount of 38 (incl. Mgmt Board), HQ in Aachen, 

Germany: PAION AG with subsidiaries in  

Cambridge (UK): PAION UK Ltd 

New Jersey (U.S.): PAION, Inc. 

~ EUR 33 million cash and cash equivalents (End of 

2015) Sufficient funds for Phase III program with Remimazolam 

in the U.S.  

Management Supervisory Board 

Dr. Juergen Raths 
Title: COO 
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Corporate overview 

Capitalization Financial Data 

Current Share Price ú 2.28 ô15 Revenue ú 0.07 

FD Shares Outstanding 50.6 ô15 EPS ú -0.56 

Market Cap ú 115 ô15 Cash   ú 32.7 

Mean target price of  

3 analyst reports 

(Edison, Oddo Seydler, 

First Berlin) 

 

ú 3.43 

Market Data  

(EUR in million except per share data) 

Stock Performance 2015 

(price and volume in EUR) 

Listed on Frankfurt Stock 

Exchange, Prime Standard  

(FSE: PA8) 

High liquidity  

(3-month period Xetra):  
 17 million shares traded, 

 

Market capitalization:  

EUR ~ 115 m 
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Financials 



|  www.paion.com  8 

Consolidated statement of comprehensive income 

In accordance with IFRS (all figures in EUR k if not otherwise noted) 

3,456 

72 

FY 2014 FY 2015 

Revenues R&D Costs 

Net Result 

-9,105 

-28,212 

FY 2014 FY 2015 

-11,799 

-29,385 

FY 2014 FY 2015 

· No significant revenues in 2015, revenues in prior-year period mainly related to Remimazolam license agreements 

· R&D costs significantly increased according to plan due to intensified investment in Remimazolam 

· Net result in line with plan 

 

SG&A Costs 

-3,702 

-5,729 

FY 2014 FY 2015 
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Balance sheet and employees 

In accordance with IFRS (all figures in EUR k if not otherwise noted) 

66,548 

43,468 

31 Dec. 2014 31 Dec. 2015 

Total assets 

Equity 

62,607 

35,562 

31 Dec. 2014 31 Dec. 2015 

· Equity ratio as of 31 Dec. 2015 was 81.8 % 

Cash and cash equivalents 

58,912 

32,680 

-26,232 

31 Dec. 2014 Total Cash Flow 31 Dec. 2015 

Employees in the Group 

17 

29 

FY 2014 FY 2015 
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Financial Outlook 2016 

Actual FY 2015  

EUR million 

Plan FY 2016  

EUR million 
Comments 

Revenues ú 0.1 m  < û 0.1 m 
No significant revenues expected in 2016 due to 

concentration on development of Remimazolam 

Costs R&D ú 29.4 m û 24 m ð û 27 m 
Significant R&D expenses due to U.S. Phase III 

development of Remimazolam, but lower than prior year 

SG&A ú 5.7 m û 4.5 m ð û 5 m 
SG&A costs will decrease, mainly due to lower selling 

expenses 

Tax credits ú 5.8 m û 4 m ð û 4.5 m 
Tax credits on parts of R&D expenses from UK tax 

authorities 

Net result ú -28.2 m û -24.5 m ð û -27.5 m Net loss will slightly decrease 

· Liquidity 

· Cash is sufficient for conducting the clinical Phase III program in the U.S. 

· Further funding of ~ ú 10 m required until filing 

· Further funding of  

· ~ ú 10 m required until approval 

· ~ ú 30 m required until approval in case of own commercialization in order to guarantee market readiness upon approval 
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Pipeline overview 
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Yichang Humanwell (China) 

R-Pharm (Russia+CIS, 

Turkey, MENA) 

Hana Pharm (S Korea) 

Pendopharm (Canada) 

Remimazolam 
i.v. anesthetic/ 

sedative  

General Anesthesia 

General Anesthesia 

Procedural Sedation 

ICU Sedation 

Indication Compound PC Ph I Ph II Ph III 

Status of Development Estimated peak 

sales (worldwide p.a.) Partners 

M6G  
i.v. opioid Peri-operative Pain 

GGF2 
i.v. glial growth factor Heart Failure 

500m US$ 

Yichang Humanwell 

(China) 

Acorda  

(worldwide) 

Japan 

Japan 

PAION 

PAION 

No Development Activities 

500m US$ 

500m US$ 
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Jan Feb 

Events in 2016 
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PAION discontinues European 

Remimazolam Phase III Trial in 

cardiac surgery patients due to 

insufficient recruitment 

PAION reports positive pre-NDA 

Meeting with Japanese authority 

PMDA 

U.S. Patent & trademark office 

grants substance patent for 

Remimazolam besylate 

Mar 



|  www.paion.com  13 

Remimazolam 
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PAIONôs lead product Remimazolam 

14 

Product 

· Ultra-short-acting anesthetic/ 

sedative 

Trials 

· Far more than 1,000 volunteers/  

patients have received 

Remimazolam in trials 

· Current focus is conducting 

Phase III in the U.S. 

 

Market 

· Market exclusivity expected until 

at least 2027 (2031 in the U.S.)  

· Attractive peak sales potential of 

~US$ 500 m worldwide per year 

in each indication 
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Remimazolam ð Extensive efficacy and safety database 

15 

Completed Studies with far more than 1,000 

volunteers/patients on drug 

Ongoing/planned studies 

Procedural Sedation 

·4 Phase I/II trials in the 

U.S. 

General Anesthesia 

·3 Phase I/II trials in  

Japan (Ono) 

·2 Phase III trials in  

Japan (Ono) 

·1 Hepatic impairment 

study in the U.S. (Ono) 

·1 Phase II trial in Germany 

Procedural Sedation 

·Phase III program in  

the U.S. 

·Phase III in colonoscopy 

started in March 2015 

·Phase III in bronchoscopy 

started in June 2015 

·3 Phase I studies ongoing 

·ASA III/IV patients started 

in Dec 2015 

General Anesthesia 

·Phase III study in  

the EU 

·Discontinued 

 

More than 2,000 patients on drug planned @filing 
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About Remimazolam 

Procedural sedation 

·Standards of care: midazolam and propofol 

· U.S. Phase III program vs. midazolam 

General Anesthesia 

·Standards of care: propofol and volatile gases 

· EU Phase III study (discontinued) 

· Japan Phase III program vs. propofol (completed) 

16 

·Member of the benzodiazepine family 

·Rapidly metabolized by tissue esterases 

·Ultra-short-acting intravenous sedative/anesthetic 

·Can be reversed with flumazenil if required 

·Results to date indicate: 

· Efficacy and safety in studied populations 

· Rapid onset and offset of action 

· Appropriate depth of sedation 

· Hemodynamic stability 
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Remimazolam ð U.S. Strategy 
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U.S. ð Launch indication targets growing outpatient 

colonoscopy screening market 

Procedural 

Sedation 

Hospital Out-Patient 

Procedural 

Sedation  

(eg. day cases) 

Surgical General 

Anesthesia 

 ICU 

Sedation 

Remimazolam 



|  www.paion.com  19 

Market Opportunity: Primary focus ð Colonoscopy  

Rapidly growing market, big push for colorectal cancer screening: 

·Colonoscopy = the only diagnostic proven to prevent cancer 

·Regular and appropriate colorectal cancer screening is both recommended and covered by all major health plans including 

CMS 

·More than 4 million patients turn 50 and are newly eligible each year, baby boomers are all ñof ageò for screening,  

i.e. > 50 years  

·Millions more covered lives in the U.S. as a result of the Affordable Care Act 

U.S. Market Size 

20 million procedures were 

performed outside of hospitals 

and represent the most 

attractive segment for PAION 

Total U.S. market for 

procedural sedation =  

33 million procedures 

29 million unique procedure 

claims for colonoscopy and 

endoscopy in 2013 

National Health Statistics Report ï Number 

11 ï Jan. 28, 2009 revised; procedure 

estimates from the NSAS   National Survey 

of Ambulatory Surgery 

Colonoscopy/endoscopy procedures 

updated with 2013 CPT, ICD9, HCPCS 

procedure code data from Symphony 

Health Solutions.  
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GI PROCEDURES 

Colonoscopy 

Most common procedure 

Upper Endoscopy 
Sedation choices seem to follow 

colonoscopy rationale 

In-Patient 

~10-20% 
More often high 

risk patient or 

diagnostic 

formulary is a 

driver 

 

Out Patient ~80-90% (~ 20-21M/year) 

 

ñOpenò ASC 

~40-50% of out-patients 
Many different Ownership Models 

Hosp. 

Controlled 

ASC 

Formulary 

drives 

access 

Clinic Setting 
Multispecialty or GI 

Office Setting  

GI 

 

Open Sites 
Formulary not a major factor 

 

Market is Driven in the Outpatient Setting* 

*Feedback summary from Remi Qualitative Research October 2015 
20 
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U.S. colonoscopy market split into 2 main segments 

~20 million GI Procedures per year outside of hospitals 

Considerations 

Providers using midazolam: 

·Predominantly in West, Midwest and South 

·Lower cost for Insurers and CMS 

·Problem:  

·Less clinic efficiency   

·Less revenue for providers 

Providers using Propofol : 

·Predominantly in Northeast & Eastern U.S. 

·More revenue for providers 

·Problem:  

·Higher cost for insurers and CMS  

·Dependency on anesthesia assistance  

 

·Market short on innovation - One other compound in Phase I development 

·Sedatives are covered as part of a medical reimbursement; included in cost of the procedure 

·Quality of patient experience ï efficacy, safety, and recovery time 

·Physician experience - predictability of patient response 

·Efficiency, throughput, and number of procedures per day 

·Total medical resource utilization 
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Midazolam > 10 million patients in Procedural Sedation   

Remimazolam offers many potential advantages 

22 

· Metabolism  

·Metabolized by tissue esterases 

· Inactive metabolite 

· Short half-life  

· Fast onset and offset of effect 

Midazolam Remimazolam 

In the  

benzodiazepine family 

Administered intravenously  

administered by proceduralist/nurse 

(anticipated) 

 

Similarities  



|  www.paion.com  

Reversal with Flumazenil is a known 

safety feature: from loss of 

consciousness to fully alert in 2 min 

Bolus and top-ups maintain  

sedation for up to 30 minutes 

A new option for the Proceduralist: 
Fast onset, fast offset, rapid reversal and easily controlled 

Unprotected without reversal agent 

23 



|  www.paion.com  

U.S. Phase IIb data supports the clinical advantage vs. midazolam 

 
(composite primary endpoint : MOAA/S Ò 4 on 3 consecutive measurements AND completion of 

colonoscopy procedure AND no requirement for alternative sedative or ventilation)  

Success rate n/N (%) (ITT) 

Remimazolam - 8.0/3.0 mg 37/40 (92.5%), p = 0.066 

Remimazolam - 7.0/2.0 mg 38/40 (95.0%), p = 0.025 

Remimazolam - 5.0/3.0 mg 39/40 (97.5%), p = 0.007 

Midazolam - 2.5/1.0 mg 30/40 (75.0%), p = 0.007 

Descriptive p-values for remimazolam represent pair-wise comparisons between each group and midazolam 

Descriptive p-value for midazolam represents comparison to remimazolam groups combined 

 
. 24 

24 
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U.S. Phase IIb: supports business case (ability to treat more patients) 

·With an average reduction of 6 min/procedure and an average number of procedures of  

10-20/day/doctor, centers could increase throughput by 2.5ï5 procedures/doctor/day 

·Confirmatory Phase III studies in progress 

25 

Time to start procedure after initial dose Min (Mean/ITT) 

Remimazolam ï 5.0/3.0 mg 2.65 

Midazolam ï 2.5/1.0 mg 4.80 

Time to be ready for discharge after last dose Min (Mean/ITT) 

Remimazolam ï 5.0/3.0 mg 11.3  

Midazolam ï 2.5/1.0 mg 15.3  
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Reimbursement levels allow for positive pricing scenarios 

Colonoscopy and anesthesia reimbursement level may vary significantly depending on commercial  

MCO *  type.  Reimbursements paid by a given commercial MCO may vary significantly, as payers look to 

negotiate rates and contract for provider services. 

Future Bundle would 

combine  these 

Sources: www.cms.gov, accessed 05/11/2015. Campbell Alliance preliminary primary research interviews (n=3) conducted with one GI, one anesthesiologist and one CRNA. 

*Managed care organization, **Health maintenance organization  

Note: Reimbursement values shown are estimated national averages. Medicare national average was determined from the state reimbursement levels shown previously and the 

distribution in medicare patient share (see appendix). 

Payer Type 

CPT 45378 

Colonoscopy Reimbursement 
CPT 0080/00740 

Anesthesiology 

Reimbursement In-patient Out-patient 

Medicare $466 $836 $158 

Commercial  

HMO **  
$326 - $373 $585 - $669 $110 - $126 

Commercial 

(Non-HMO) 
$560 - $699 $1,003 - $1,254 $189 - $236 
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Common Criteria for Medical Necessity 

Á ASA III/IV physical status classification 

Á ASGE recommendations 

Á Doctor discretion 

Á Sleep apnea / increased risk for airway 

obstruction 

Á Intolerance to standard treatments 

Á Patientôs pain threshold 

Á Age (over 70, under 18) 

Plansõ policies regarding coverage of MAC (propofol with 

anesthesiologist) fall into two categories  

Types of Coverage for Monitored Anesthesia Care During 

Colonoscopies 

Always Covered Only When Medically Necessary 

27 

44% 56% 
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Increasing 
Trend Toward 
Colonoscopy 

Bundles 

Increasing  
Costs 

Lower 
Reimbursement Lower  Margins and 

Profitability 

Market forces are leading to colonoscopy bundling 

�‡ Bundles = contracted flat fee for the total cost of a colonoscopy 

�‡ Reducing variable costs and improving efficiency = path to higher margins  

�‡ Extremely positive scenario for Remimazolam 

How to fulfill demand for  

increased screening? 
How to maintain income? 

28 


