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The information contained in this presentation (this "presentation") has been prepared by Acacia Pharma Group plc ("the Company") as at the date of this presentation and is subject to updating, completion, 
revision, further verification and amendment without notice. This presentation is for general information only and is the property of the Company. Making this presentation available in no circumstances whatsoever 
implies the existence of a commitment or contract by or with the Company, or any of its affiliated entities, or any of its or their respective subsidiaries, directors, officers, representatives, employees, advisers or 
agents for any purpose. 

This presentation has not been approved by the United Kingdom Listing Authority under the Prospectus Rules (made under Part VI of the Financial Services and Markets Act 2000 ("FSMA")), by the Belgian 
Financial Services and Markets Authority or otherwise, by the regulated market of Euronext Brussels. This presentation does not constitute or form part of any offer for sale or solicitation of any offer to buy or 
subscribe for any securities nor shall it or any part of it form the basis of or be relied on in connection with, or act as any inducement to enter into, any contract or commitment whatsoever. No reliance may be placed 
for any purpose whatsoever on the information or opinions contained in this presentation or on the completeness, accuracy or fairness thereof.

No undertaking, representation, warranty or other assurance, express or implied, is made or given by or on behalf of the Company or its directors, officers, partners, employees, agents or advisers or any other 
person as to the accuracy or completeness of the information or opinions contained in this presentation and no responsibility or liability is accepted by any of them for any such information or opinions or for any 
errors, omissions, misstatements, negligence or otherwise for any other communication written or otherwise. In addition, in issuing this presentation, the Company undertakes no obligation to update or to correct any 
inaccuracies which may become apparent in this presentation. Notwithstanding the aforesaid, nothing in this paragraph shall exclude liability for any undertaking, representation, warranty or other assurance made 
fraudulently.

The statements contained in this presentation may include "forward looking statements" that express expectations of future events or results. All statements based on future expectations rather than on historical 
facts are forward looking statements that involve a number of risks and uncertainties and the Company cannot give assurance that such statements will prove to be correct. Any forward looking statements made by 
or on behalf of the Company speak only as of the date they are made. The Company gives no undertaking to update forward looking statements to reflect any changes in expectations, events, conditions or 
circumstances upon which such statements are made.

The presentation should not be considered a recommendation by the Company or any of its affiliated entities, or any of its or their respective subsidiaries, directors, officers, representatives, employees, advisers or 
agents in connection with any purchase of or subscription for securities of the Company.

This presentation is not directed to, or intended for distribution to or use by, any person or entity that is a citizen or resident or located in any locality, state, country or other jurisdiction where such distribution or use 
would be contrary to law or regulation or which would require any registration or licensing within such jurisdiction. In particular, this presentation should not be copied or distributed by recipients and should not be 
distributed by any means including electronic transmission, to persons with addresses in the United States of America, Canada, Australia, South Africa or Japan their possessions or territories or to any citizens 
thereof, or to any corporation, partnership or such entity created or organised under the laws thereof. Any such distribution contrary to the above could result in a violation of the laws of such countries.

Important notice
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Overview

• On 26 February, the FDA approved BARHEMSYS® for sale in the US

– Priority for 2020 is gaining as many hospital formulary approvals as possible

• Current unmet needs in PONV treatment provide large commercial opportunity

– Initially focussing on ~16m patients each year in need of rescue treatment after failed prophylaxis

– Opportunity also exists for ~18m higher risk patients each year in need of combination prophylaxis

• BARHEMSYS has a broad and unique label to address these unmet needs

– It is the first drug approved for rescue treatment following failure of prophylaxis with standard of care

– And the first drug approved for prophylaxis combination use with a 5-HT3 antagonist

• Experienced team in place to support the launch that has been working for the last 2 years to prepare the market

• Financial position strengthened and portfolio expanded through the Cosmo/Byfavo transaction in January 2020

– €10m ($11.1m) equity injection received from Cosmo and €10m loan facility now available
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BARHEMSYS® and the opportunity in PONV

BARHEMSYS

A new option in PONV

• BARHEMSYS is the first drug indicated for rescue treatment of PONV following 

failed prophylaxis with standard of care

• Differentiated antiemetic mechanism (dopamine D2/D3)

• Clinically proven in 4 pivotal PONV trials, demonstrated economic savings up to 

~$670 per patient

Significant US market

opportunity in PONV

• ~65m eligible surgeries annually with ~49m patients receiving preventative antiemetics

• ~16m of these still develop PONV and need rescue treatment with a different

mechanism

• Patients receive on average 2 doses of current rescue treatments

• ~18m of these patients are high-risk and eligible for combination prophylaxis

Concentrated market,  

addressable by small direct 

sales force

• ~80% of surgeries carried out in ~1,600 hospitals

• Plan to launch with 30 sales territories to address the account targets with the greatest

opportunity

• Core team in place, field force recruitment underway, planning to launch 2H 2020
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Nausea and vomiting is a complex process 
- managed by combinations of antiemetics targeting multiple mechanisms

• Multiple pathways 
involved, including:

• Serotonin (5-HT3)

• Dopamine (D2)

• Inflammatory 
mediators

• Substance P (NK1)

• Previous drug of 

choice in PONV 

was D2 antagonist 

droperidol, now 

rarely used due to 

safety issues

• Prevailing 

standard-of-care 

for PONV 

prophylaxis: 

5-HT3-RA ±

corticosteroid

• NK1-RA added in 

CINV

• Despite this

– About one-third of 

surgical patients 

still get PONV 

– Up to 50% of 

cancer patients 

still get CINV

D2

5HT3

NK1

H1

Fear, anxiety, 

memory

GI tract

Bloodstream 

emetogens

Inflammation?

Vestibular system
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• “When rescue therapy is required, the antiemetic should be chosen 
from a different therapeutic class than the drugs used for 
prophylaxis” (Consensus Guidelines)

• 90% of US prophylaxis includes a 5-HT3 antagonist 

And yet…

• 69% of rescue patients currently receive a 5-HT3 (against 
guidelines, contrary to label)

• ~20% of rescue patients receive a steroid which has slow onset

• Before approval of BARHEMSYS, no drug was indicated for 
rescue treatment of PONV

• No other drug shown to be effective for rescue in randomised 
controlled trials

Options for rescue treatment were unsuitable/ineffective

Major unmet need for an effective, safe antiemetic that is not a 5-HT3 or steroid

“Most rescue therapies 

are ineffective, would 

be a nice option to try” 

- OND/MET rescue user

“It seems ideal if we can 

use it the way we used 

droperidol before 2001”

- Promethazine user
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• Comprehensive clinical package of 9 clinical trials – 3,343 subjects enrolled of whom 1,954 received BARHEMSYS

• All 4 pivotal trials are published in the peer-reviewed literature

• First drug to be approved for rescue treatment following failed standard of care prophylaxis

• Saves time in PACU and overall length of stay delivering potential net saving of ~$670 per rescue patient dosed* 

BARHEMSYS® – effective for treatment and prevention of PONV
demonstrated clinical benefit and significant economic benefits 

References – 1) Kranke P, et al. (2013) Br J Anaesth 111(6): 938-945;   2) Kranke P, et al. (2018). Anesthesiology 128(6): 1099-1106;   3) Candiotti KA, et al. (2018). Anesth Analg doi: 10.1213/ANE.0000000000003733; 4) Habib AS, et al. 

(2019). Anesthesiology, 130:203-212

* Assuming a price of $80 per 10 mg rescue dose
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BARHEMSYS® - excellent safety profile

• Excellent safety profile in all clinical trials

– Number of adverse events generally lower with BARHEMSYS than placebo

– Consistent with large published literature on high-dose oral amisulpride use

• Unlike droperidol, no boxed warning for QT prolongation

– BARHEMSYS label contains similar QT language to ondansetron, the most widely 

used antiemetic

• Approved for use without dose modification in wide range of patients:

– Elderly

– Hepatic impairment

– Mild and moderate renal impairment

• Absence of other key toxicities that limit use of older antiemetics:

– Extrapyramidal side effects

– Sedation

– Tissue damage on infusion

– Anticholinergic effects

*References – 1) Taubel J, et al. (2017) Br J Clin Pharmacol 83(2): 339-348.   2) Acacia Pharma DP10022 study report on file



9*Full prescribing information can be found at www.barhemsys.com

BARHEMSYS® prescribing information* - a broad and unique indication



10*Full prescribing information can be found at www.barhemsys.com

BARHEMSYS® prescribing information* - no boxed warning
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BARHEMSYS® 

- stable formulation, convenient presentation

• Single terminally sterilized aqueous 

solution of 5 mg in a 2 mL glass vial

– 10 mg 4 mL vial in development

• 5 year shelf life

• No refrigeration required

• No reconstitution required 

• Fits in Pyxis™ machines

• Uncomplicated manufacturing process
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Education on the current unmet needs in PONV is key to laying a solid 
foundation for launch

Why?

• No promotion or education in this space in over a decade

• Current medical practice for rescue is contrary to guidelines

How?

• Disease state campaign that highlights:

– Current clinical and economic impact

– Need for different options

– Need for different mechanism in rescue
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How? – leveraged close relationships with key opinion leaders

Top 
10 KOLs

59 KOLS

> 1,000 Health 
Care Professionals 

Accessed

Involved in design & execution of 

BARHEMSYS clinical trials

Conference presence and 

educational symposia at key 

meetings

52,000+ Anesthesiologists

34,000+ Pharmacists  

Involved in Advisory Boards to 

develop PONV education and 

raise awareness of unmet needs 

in PONV

Worse.Than.Pain. print 

advertising campaign and 

Special Report on clinical 

and economic impact of 

PONV
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How? - disease state awareness materials to educate and prepare the 
market

Booth panels

Educational video

Informational 

brochure

Print advertising

Special 

publication
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Supply chain in place to provide access to hospitals

Manufacturing
Contract manufacturing in place and fully operational 

with plan to make and store API and finished product 

to de-risk supply chain

3PL
Outsourced 3rd party logistics provider for product 

importation and distribution to wholesalers/hospitals 

contracted and ready to launch

Wholesalers
Distribution service agreements negotiated with the major 

hospital wholesalers plus specialty wholesalers for 

outpatient surgery centers

GPOs & IDNs
Ready to finalize contracts with the top Group Purchasing 

Organizations and Integrated Delivery Networks to facilitate 

ease of product access for hospitals
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Experienced team with demonstrated hospital success, 
aligned to drive efficiencies at launch

West 

Midwest 

South-Central 

Northeast

Mid-Atlantic

Southeast

Field Force Design 

• 1 VP of Sales

• 1 National Accounts Group Leader

• 1 National MSL Group Leader 

• 6 Sales Regions each with:

• 1 RBD

• 1 MSL

• 1 National Account Director

• 5 Hospital Territory Managers

25+ 
years avg 

industry

Commercial Leadership Team

60+ 
launches

Sales Leadership Team

23   
years avg  

industry

National Accounts Team

20+ 
years 

hospital

Medical Science Liaison Team

21 
years avg 

industry

17+ 
years 

hospital

22   
years avg  

industry

10+ 
years as 

MSL
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Resources to drive formulary access and point of care availability

Budget 

impact 

model

P&T committee 

dossier

Presentation deck

Fact sheet

Announcement letter
Formulary kit value message

Reprint and carrier
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… and to differentiate BARHEMSYS® and drive utilization

Conference booth
Website

Branded campaign

Announcement letter

Sales 

aid

Reprint and carrier
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Formulary access is key: 
- initial plan developed for access and pull-through based on rescue treatment

• Demonstrate real unmet need

– No drug approved for rescue treatment

• Price for broad access on hospital 
formularies

• Demonstrable pharmacoeconomic benefit

– ~$670 net saving per rescue patient dosed*

• Paid for through capitated fixed fee for 
surgical procedure - “the DRG”

• Appropriate restrictions on use in place

– Use following failed standard of care or in 

high risk patients

Anesthesia Pharmacy Key surgeons

Reviews assessment and votes to revise 

formulary 

Pharmacy & 

Therapeutics 

Committee

Appropriate use Standing orders 

and protocols

Point of care 

stocking

* Assuming a price of $80 per 10 mg rescue dose
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Formulary process and timing

• Highly experienced commercial team 

– Many successful hospital launches

– Knows what to expect

– Successfully launched a branded product (OFIRMEV®) into a generic post-

operative market to same key players (anesthesiologists) with a similar value 

proposition

• Hospital products require formulary approval before physicians gain access

– Average formulary process of 9-12 months

– Leading indicators we will track:

• Formulary reviews scheduled

• Positive formulary decisions

• Initial and repeat product orders by account
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Summary

• On 26 February the FDA approved BARHEMSYS® for sale in the US

• Priority for 2020 is to obtain as many hospital formulary approvals as possible

• Current unmet needs in PONV management provide large commercial opportunity

• BARHEMSYS has a broad and unique label to address these unmet needs

• Financial position strengthened and portfolio expanded through the Cosmo/Byfavo transaction in January 2020

• Experienced team in place to support the launch that has been working for the last 2 years to prepare the market

• We look forward to making this medicine available to physicians and patients to help solve an unmet need that:

– Patients perceive as Worse.Than.Pain.

– And to helping improve outcomes, reduce overall hospital costs and enhance surgical recovery for patients


