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Important notice

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.
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Overview

Acacia Pharma

Pipeline

Milestones

Financial

Hospital pharmaceutical group based in Cambridge UK 

and Indianapolis US developing & commercialising new 

nausea & vomiting products

BARHEMSYS™ PONV NDA accepted for filing and under 

review by FDA

APD403 CINV completed one Phase 2 study

BARHEMSYS PONV PDUFA date October 5 2018

Launch targeted 2Q 2019

APD403 CINV second Phase 2 1H 2019

IPO March 2018 Euronext Belgium : ACPH

Raised €40m to fund PONV pre-launch activities

Market cap ~ €190m 
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Nausea & vomiting and BARHEMSYS™

• Post-operative nausea & vomiting (PONV) is a large, concentrated, US hospital opportunity    

which can be addressed efficiently 

• Rescue treatment of PONV is a major unmet need

• Opportunity to improve patient outcomes

• Significant pharmacoeconomic incentives to better manage PONV

• BARHEMSYS (intravenous amisulpride) can provide the solution

• NDA accepted for filing; PDUFA date 5th October 2018

• Broad label sought; including rescue treatment and high risk combination prophylaxis

• Second indication in chemotherapy induced nausea & vomiting (CINV)

• Phase 2 proof of concept in delayed CINV completed

• Opportunity size similar to PONV
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Register 

BARHEMSYS™ 

for PONV rescue

Launch 

BARHEMSYS 

for PONV rescue

Exploit        

US commercial 

infrastructure

Partner assets 

in RoW

NDA accepted for filing

PDUFA date 5th October 2018

60 reps initially rising 

to 100 over 3 years 

Broaden marketing to 

PONV prophylaxis

add CINV indication 

and other products

Exploit hospital 

pharma networks ex US
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To build a US hospital pharmaceutical company 

providing solutions for unmet needs in the 

management of nausea & vomiting

Company vision



Led by an experienced team based in 

Cambridge UK and Indianapolis IN

Dr Julian Gilbert
CEO & Co-founder

Co-founder Arakis

Repurposing & supportive 

care Arakis & Mundipharma

Partnering/licensing

Dr Gabriel Fox
CMO

Repurposing NeXstar

Oncology & supportive care 

Hoffmann La Roche

Christine Soden
CFO & CoSec

CFO BTG & Optos

Transition from development 

to US sales

Mike Bolinder
CCO Acacia Pharma Inc

Head of Hospital Marketing at 

Cadence/Mallinckrodt

Led commercialisation of 

OFIRMEV® to anaesthetists

Dr Patrick Vink
Chairman

COO Cubist

Hospital pharma commercial 

& technical

Scott Byrd
Non-executive Director

CCO Cadence

Launched OFIRMEV® to 

anaesthetists and built 

infrastructure
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CNS

Cortex 

Thalamus

Hypothalamus

Meninges

GI tract and heart

Mechanoreceptors 

Chemoreceptors

5-HT3 receptors

Chemoreceptor trigger zone (area postrema)

Chemoreceptors

D2 receptor 

NK1 receptor?

(5-HT3 receptors)

Vestibular system

H1 receptor 

M1 receptor

Parasympathetic and 

motor efferent activity

Vomiting centre

Chemoreceptor 

trigger zone

Vomiting centre

(nucleus tractus solitaries)

H1 receptor 

M1 receptor

NK1 receptor?

(5-HT3 receptors)

• Multiple pathways 

involved

• In particular:

– Serotonin (5-HT3)

– Substance P 

(NK1)

– Dopamine (D2)

• Combinations of 

antiemetics with 

different 

mechanisms of 

action are used

• Current standard-

of-care

– 5-HT3s and 

corticosteroids

– NK1s added in 

cancer

• Despite this

– ~32% of 

surgical patients 

still get PONV 

– Up to 50% of 

cancer patients 

get CINV

Nausea & vomiting is a complex process 

managed with combinations of antiemetics
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Increases 

hospital costs

Unanticipated & extended 

in-patient hospital stays and 

extended time in PACU

per day

Distressing 

to patients

Patient satisfaction linked to 

income and used as a 

marketing tool

over pain 

High incidence of PONV increases morbidity, 

& hospital costs, reducing income potential

Common complication 

of surgery (30-80%)

Increases morbidity and is 

a driver for ERAS protocols 

to improve mobilisation

increase in length of stay

Better PONV management can therefore 

reduce morbidity & hospital costs and optimise hospital income

1st~$2,30025%
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Management of PONV & unmet need 

Assess risk factors: Female, Prior history, Non-smoker, Opioid pain control 

P
ro

p
h

y
la

x
is

Low risk (0/1) Medium risk (2) High risk (3 or 4) 

No antiemetic 

“Wait & see” and treat if 

needed

Give one 

antiemetic

Give multiple 

antiemetics from different 

mechanisms of action

PREVENTION

~32% of surgical patients get PONV after prophylaxis ~16 million pts a year in US 

No prophylaxis given Prophylaxis given but patient suffers PONV 

Treat with any available 

antiemetic

Treat using an antiemetic from a mechanism that has 

not been given prophylactically

T
re

a
tm

e
n
t

TREATMENT

Can’t use 5-HT3s, can’t use steroids too slow

~90% of patients get 5-HT3, ~80% 2nd drug get steroid 
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Rescue treatment 

- the major unmet need



Current options for rescue treatment are unsuitable

• 90% of US prophylaxis includes a 5-HT3

antagonist 

And yet

• 69% rescue patients receive a 5-HT3

(against guidelines, contrary to label)

• 20% receive a steroid that takes 2 hours 

to work

• Metoclopramide and promethazine weak 

antiemetics and have side effect issues

“When rescue therapy is required, the antiemetic should be chosen from a different 

therapeutic class than the drugs used for prophylaxis” (Consensus Guidelines)

No drug currently indicated for rescue treatment of PONV

A real need for a safe and effective antiemetic from a different therapeutic class

0%

10%

20%

30%

40%

50%

60%

70%

80%

OND DEX MET PROM

PONV Rescue Current Practice
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Boxed warning in 2001 for QT prolongation

Also extrapyramidals and sedation

Lack of “old style” 

dopamine side effects

Dopamine antagonist without 

cardiac, sedation and 

extrapyramidal issues

30 years of safe use in psychosis

High doses given chronically

Never been launched in US

Can follow 5-HT3s and 

corticosteroids Antiemetic

Mechanism 

(not 5-HT3

or steroid)

BARHEMSYS™ (amisulpride) designed to 

provide the solution for PONV

Droperidol 

was drug of 

choice

“Safe 

droperidol”

Dopamine 

antagonist

Atypical 

antipsychotics
Amisulpride

BARHEMSYS could be the first drug registered for rescue treatment
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Prior PHX

BARHEMSYS

vs placebo

560 patients

Initiated Mar 16

Data Oct 16

BARHEMSYS™ NDA under review by the 

FDA
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TreatmentProphylaxis

DP10018
Phase 3 pivotal trial

successfully 

completed

DP10015
Phase 3 pivotal trial 

successfully 

completed

DP10017
Phase 3 pivotal trial 

successfully 

completed

✓

✓

✓
DP10019

Phase 3 pivotal trial 

successfully 

completed

✓

• NDA accepted by FDA for filing; 

PDUFA date 5th October 2018

• Broad and unique proposed label:

– Treatment of established PONV 

(including after failed 5-HT3

prophylaxis) with 10 mg single dose

– Prophylaxis of PONV (alone or in 

combination) with 5 mg single dose

• Comprehensive and robust NDA 

package of 8 clinical trials, 4 of 

which are pivotal, conducted in US 

& Europe

• Extensive database:

– ~3,000 patients of whom ~2,000 

received BARHEMSYS
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BARHEMSYS™ shown to prevent and treat 

PONV, alone and in combination

DP10019
Phase 3 pivotal rescue treatment study in 705 patients

Significantly improved the complete response rate

Placebo 28.5% vs BARHEMSYS 41.7% (p=0.003)

BARHEMSYS 10mg 

rescues patients who 

have failed prior 

prophylaxis

DP10017
Phase 3 pivotal combination prophylaxis study in 1147 patients

Significantly improved the complete response rate

Placebo 46.6% vs BARHEMSYS 57.7% (p=0.0002)

BARHEMSYS 5mg  is 

additive in combination 

preventing PONV in 

high risk patients

DP10015
Phase 3 pivotal monotherapy prophylaxis study in 342 patients

Significantly improved complete response rate

Placebo 32.5% vs BARHEMSYS 44.3% (p=0.034)

BARHEMSYS 5mg 

prevents PONV

DP10018 

Phase 3 pivotal treatment study in 560 patients

Significantly improved complete response rate

Placebo 21.5% vs BARHEMSYS 31.4% (p=0.016)

BARHEMSYS 10mg 

treats PONV
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BARHEMSYS™ has important safety benefits

• 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

• Absence of the key toxicities which limit use of other antiemetics:

– No cardiac toxicity (unlike droperidol, haloperidol)

– No extrapyramidal side effects (unlike droperidol, metoclopramide, prochlorperazine, etc)

– No sedation (unlike older D2 antagonists, anti-histamines)

– No tissue damage on infusion (unlike promethazine)

– No anticholinergic effects eg dry mouth (unlike transdermal scopolamine patch, 

promethazine)

• Effect on QT interval below 10 ms threshold of FDA concern

– Maximal QT prolongation with 5 mg BARHEMSYS dose = 5.0 ms (upper bound of CI: 7.1 

ms)

– Standard extrapolation of 10 mg treatment dose: maximal prolongation = 7.9 ms (upper 

bound of CI: 9.1 ms)

BARHEMSYS offers the benefits of a dopamine antagonist without the risks
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BARHEMSYS™ is an effective, safe 

antiemetic with a unique proposed label

BARHEMSYS shown to be an effective dopamine antiemetic
▪ Works in both rescue treatment and combination prophylaxis

▪ Unique profile in rescuing patients after failure of prophylaxis with other antiemetics

▪ Effectiveness translates into faster mobilisation and discharge from PACU and hospital

BARHEMSYS shown to be a safe dopamine antiemetic
▪ Absence of “old style” D2 side effect problems – QT, EPS & sedation

▪ Extremely low incidence of the side effects that have limited the use of antiemetics such as 

scopolamine, metoclopramide, promethazine, etc

BARHEMSYS has a unique proposed label
▪ No other antiemetic has rescue treatment claim after failed prophylaxis

▪ No other antiemetic has combination use claim in prophylaxis
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BARHEMSYS™ provides significant commercial 

opportunity

• Large hospital market opportunity in US

– ~32m rescue treatment events a year

– ~18m high risk prophylaxis events a year

• Highly concentrated, addressable, profitable 

opportunity

– ~1,600 US hospitals; 80% of surgical procedures

– Address with 60 reps initially, rising to 100

– Favourable cost of goods 

• Unmet need exists for an effective antiemetic 

with a different mechanism

– US research indicates physicians intend to use 

BARHEMSYS in ~60% of their patients

– Rescue treatment for failed prophylaxis 

represents the greatest unmet need

Applicable invasive surgical procedures (US)

~65 million

Prophylactic antiemetic treatments

~49 million

~16 million rescue patients

~32% patients fail antiemetic prophylaxis

High risk patients

~18 million
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Price BARHEMSYS™ to optimise access in US 

hospitals 

• Real unmet need

– No drug approved for rescue treatment

• Paid for through capitated fixed fee for 

surgical procedure - “the DRG”

• Key to demonstrate pharmacoeconomic 

benefit

– ~¼ day saving in length of stay ~$750

• Key to have appropriate restrictions on 

use

– Use following failed standard of care

• Price for access on >80% of hospital 

formularies
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Anaesthesia Pharmacy Key surgeons

Reviews assessment 

and votes to revise 

formulary 

Pharmacy & 

Therapeutics 

Committee



Key US commercial leadership already in 

place, other positions in process

Mike Bolinder

CCO

Sales

(68 staff)

Marketing

(6 staff)

Managed Markets

(6 staff)

Commercial 
Operations

(4 staff)

Back Office

(5 staff)

Gabriel Fox

CMO

Medical Affairs

(10 staff)

Christine Soden

CFO

Support Functions

(3 staff)

▪ Medical Director

▪ Health Outcomes 

Director

▪ Regulatory 

Officer

▪ Head Field 

Medical

▪ Medical Science 

Liaisons (6)

▪ VP Sales

▪ Sales Training

▪ Area Sales 

Directors (6)

▪ Sales Reps (60)

▪ Executive 

Director

▪ Product Manager 

– MM

▪ Product Manager 

– Brand/Strategy

▪ Marketing 

Operations

▪ Market Research

▪ Editor / Planner

▪ Executive 

Director

▪ Product Manager 

– Payer

▪ National 

Accounts Lead

▪ National 

Accounts 

Director (3)

▪ HR Director

▪ HR Field

▪ IT Contractor

▪ Office Manager

▪ Staff Admin

▪ Chief 

Compliance 

Officer / Legal

▪ Accounting 

Manager / 

Finance (2)

19

▪ VP Commercial 

Operations

▪ Supply Chain / 

Trade 

Operations

▪ Sales Operations 

Analyst

▪ Commercial 

Analytics



2017

Q4 Q1 Q2 Q3 Q4 Q1 Q2

2018 2019

PDUFA Launch

Commercial Manufacturing

National Accounts

Initiate Launch Programs

Sales Rep Identification

GPO Contracting

Key Account Engagement

Sales Representatives

National Distribution

Hospital P&T Process

Marketing & Med Affairs Teams

Infrastructure, Systems

Messaging/Brand Development

Hospital Budget Impact Model

Launch Marketing Materials

Final Pricing Research

Commercial Leadership

Brand Strategy & Positioning

Distribution Strategy

Medical Meetings & Education 

Publication Planning

KOL Engagement

Sales Force Plan/Targeting

AMCP Dossier

NDA

Medical Communications

BARHEMSYS™ US launch readiness plan
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Q3

+6 +9 +18 +8 +60

Commercial Planning & 

Strategy

Market Engagement 

& Production

Product Introduction

Market Research & 

Commercial Systems

Key launch workstreams completed and ongoing



APD403 for CINV

• Chemotherapy induced nausea & vomiting (CINV) 

common with many chemotherapy drugs

– Highly emetogenic (HEC) >90%, moderately 

emetogenic (MEC) 30-90%

– Two phases of CINV, acute (day 1) and delayed 

(days 2-5)

• Guidelines recommend triple therapy

– 5HT3 + NK1 + steroid

• Unmet medical is delayed CINV where up to 50% of 

patients are not controlled

– Predominant issue is delayed nausea

• APD403 (intravenous and oral amisulpride) shown to 

have a profound effect on delayed CINV and 

particularly nausea in Phase 2

– 32% relative risk reduction 

• Commercial opportunity similar to BARHEMSYS

PONV

• Potential launch in 2022 21

>90%
Patients get CINV when 

receiving HEC

Delayed

CINV
Is the unmet medical 

need

Two phases 

of CINV:

Acute
(Day 1)

Delayed
(Day 2-5)

32%
relative risk reduction of delayed CINV

Commercial opportunity similar size to 

BARHEMSYS™ PONV

Potential 

launch in:

2022
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CINVPONV

✓
New use of 

amisulpride for 

PONV

• Method of use patents allowed/ 

granted widely for BARHEMSYS™

and APD403, including Japan, US 

China and Europe

– Initial patent term to March 

2031

– Patent extensions likely

– Patents can be listed in 

Orange Book in the US

– Additional selection 

applications filed

✓
Method of use of 

<50mg 

amisulpride for 

PONV

✓

✓
New use of 

amisulpride for 

CINV

Method of use of 

1-40mg 

amisulpride in 

combo for CINV & 

2.5-20mg 

amisulpride for 

CINV

Commercial franchise patent protected to 2031
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Short term news flow on lead assets

2018

BARHEMSYS™

PDUFA

BARHEMSYS 

launch in the US

BARHEMSYS ex 

US partnering

BARHEMSYS 

formulary access

CINV dose 

ranging results

2019 2020

BARHEMSYS ex 

US partnering

BARHEMSYS  for mulary access and    

initial sales

Appoint US key 

commercial hires
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Overview

Acacia Pharma

Pipeline

Milestones

Financial

Hospital pharmaceutical group based in Cambridge UK 

and Indianapolis US developing & commercialising new 

nausea & vomiting products

BARHEMSYS™ PONV NDA accepted for filing and under 

review by FDA

APD403 CINV completed one Phase 2 study

BARHEMSYS PONV PDUFA date October 5 2018

Launch targeted 2Q 2019

APD403 CINV second Phase 2 1H 2019

IPO March 2018 Euronext Belgium : ACPH

Raised €40m to fund PONV pre-launch activities

Market cap ~ €190m 
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