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12 month operational review highlights significant progress 

 
Philadelphia PA and Sydney Australia, 27 June 2017:  Medical dermatology company Botanix 

Pharmaceuticals Limited (ASX: BOT, “Botanix” or the “Company”) is pleased to release a 12 month 

operational review, enclosed with this announcement. The review tracks Botanix’s significant progress 

across all key operational aspects of the company, including executive management, intellectual 

property, business and product development, as well as significant progress in the development of 

new product opportunities - all within the first 12 months of listing.  This strong progress supported 

the April placement to new and existing institutional and sophisticated investors, that raised A$7.4 

million. 

TARGET MILESTONES ACHIEVED WITHIN THE FIRST 12 MONTHS OF LISTING  

• Appoint experienced industry leaders for team positions 

• Formalisation of world-class Scientific Advisory Board  

• Secure synthetic source of drug substance for BTX 1503 

• Completion of GMP Manufacturing and testing for BTX 1503 

• Filing TGA, DEA and/or Customs licenses for BTX 1503 

• Pipeline development progress – psoriasis and atopic dermatitis 

• New product addition to pipeline (based on Permetrex™ delivery platform)  

• Commencement and then completion of first human trials of BTX 1503 

• Conference presentation/attendances  

• Collaborative research arrangements 

 

Matthew Callahan, Executive Director, commented, “We are pleased with our strong operational 

performance, and demonstrated ability to deliver on our milestones over the last year. Our significant 

achievements have Botanix well positioned to rapidly progress our lead acne product, and further 

develop and commercialise our wider product portfolio.” 

 

About Botanix Pharmaceuticals 

Botanix Pharmaceuticals is dedicated to developing next generation therapeutics for the treatment 

of serious skin diseases.  Our mission is to improve the lives of patients battling acne, psoriasis and 

atopic dermatitis, by providing new treatment options for conditions that currently are inadequately 

addressed or are treated with therapeutics that are burdened with side effects profiles.  Botanix is 

harnessing the untapped potential of a synthetic active pharmaceutical ingredient known as 

cannabidiol, which has a well-established safety profile. Botanix is preparing for the first human 

trials with synthetic cannabidiol utilising a proprietary drug delivery system (Permetrex™) for direct 



 

 

skin delivery of the therapy and plans to progress the development of its pipeline of other 

PermetrexTM enabled products alone, or in collaboration with partners.  

For more information on Botanix, please visit www.botanixpharma.com or follow us on Twitter 
@Botanixpharma. 
 

For more information, please contact: 

General enquiries                                             Investor Relations 
Matt Callahan                                                     Ben Walsh 
Botanix Pharmaceuticals Ltd   WE Buchan 
Executive Director                                              P: (02) 9237 2801 
P: +1 215 767 4184    E: bwalsh@buchanwe.com.au 
E: mcallahan@botanixpharma.com  
 
Media enquiries  
Arthur Chan 
WE Buchan 
P: (02) 9237 2805 
E: achan@buchanwe.com.au 
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Target	milestones	for	first	12	months		
Botanix	has	successfully	delivered	on	its	target	milestones	within	its	first	year	of	lis-ng			

Secure	synthe7c	source	of	drug	substance	for	BTX	1503	

Comple7on	of	GMP	Manufacturing	and	tes7ng		for	BTX	1503	

Filing	TGA,	DEA	and/or	Customs	licenses	for	BTX	1503	

Commencement	and	then	comple7on	of	first	human	trials	of	BTX	1503	

Pipeline	development	progress	–	psoriasis	and	atopic	derma77s		

New	product	addi7on	to	pipeline	(based	on	Permetrex™	plaPorm)	

Collabora7ve	research	arrangements	

Appoint	experienced	industry	leaders	for	team	posi7ons	

Formalisa7on	of	world-class	Scien7fic	Advisory	Board		

Conference	aSendance	and	presenta7ons	
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Details	of	BTX	1503	milestones	achieved	
Completed	ini-al	manufacturing	and	tes-ng;	obtained	key	export	licenses	and	
approvals,	commenced	first	human	clinical	trials	for	BTX	1503	with	Phase	1a	results	due	

Secure	drug	
substance	supply	
and	comple7on	of	
GMP	manufacturing	

and	tes7ng		

Filing	TGA,	DEA	
and/or	Customs	

licenses			

Commencement	
and	comple7on	of	
first	human	trial	

(BTX	1503)	

§  Manufacturing	and	ini-al	tes-ng	of	BTX	1503	formula-on	completed	within	5	
months	of	lis7ng		

§  Commercial-scale	supply	of	synthe-c	cannabidiol	secured	

§  BTX	1503	clinical	trial	material	manufactured	by	US	partner		

§  Tes-ng	and	stability	work	completed	in	-me	for	first	Phase	1a	study	

§  Key	export	and	import	licenses	and	approvals	obtained	within	8	months	of	lis7ng		
§  US	DEA	approved	export	license	and	Australian	Office	of	Drug	Control	approved	

import	of	synthe-c	cannabidiol	for	Botanix’s	planned	clinical	studies		

§  Successfully	obtained	ethics	approval	for	Phase	1a	human	studies	within	9	months	
of	ini7a7ng	the	BTX	1503	program			

§  Commenced	Phase	1a	safety,	tolerability	and	pharmacokine-cs	(amount	of	drug	in	
blood)	study	for	BTX	1503	in	May	2017	

§  Data	from	Phase	1a	study	due	by	end	June	2017	(within	12	months	of	lis7ng)	
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Development	pipeline	milestones	achieved		

Pipeline	
development	

progress	(psoriasis	
and	atopic	
derma77s)			

New	product	
addi7on	to	pipeline	

(based	on	
Permetrex™)		

Collabora7ve	
research	

arrangements	

§  Successful	expansion	of	license	and	filing	of	5	new	patent	applica-ons	(covering	
products	for	psoriasis	and	atopic	derma--s)	for	Permetrex™	technology	within	7	
months	of	lis7ng		

§  Permatrex™	license	expanded	to	encompass	all	ac-ve	drugs	being	used	to	treat	
skin	diseases	(not	just	cannabinoids)	

§  New	formula-ons	for	psoriasis	and	atopic	derma--s	created	

§  Achieved	posi-ve	data	from	first	human	clinical	trials	of	Permetrex™	in	humans	
proving	safety	of	the	delivery	system	

§  Added	a	new	over-the-counter	(OTC)	facial	cleanser	product,	BTX	1701	(based	on	
the	Permetrex™	technology),	to	the	Botanix	product	pipeline	

§  Completed	posi-ve	pilot	study	in	humans	of	new	BTX	1701	(OTC	facial	cleanser	
product	based	on	Permetrex™	technology)	within	first	11	months	of	lis7ng	

§  Concerted	business	development	effort	has	resulted	in	mul7ple	engagements	by	
third	par7es	to	use	the	PermetrexTM	delivery	technology	

§  Permetrex™	delivery	technology	usage	to	solve	formula7on	problems	

§  Currently	undertaking	early	stage	project	with	unnamed	partner	

Further	expansion	and	development	of	the	Botanix’s	product	pipeline	and	growing	
industry	acceptance	of	the	advantages	of	the	PermetrexTM	delivery	technology	
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Key	corporate	milestones	achieved	
Appointed	several	experienced	team	members	and	remain	focused	on	increasing	
Botanix’s	profile	with	complementary	market	awareness	ac-vi-es	

Appointment	of	
experienced	

industry	leaders	

Conference	
aSendance	and	
presenta7ons		

§  Highly	seasoned	team	assembled	with	decades	of	dermatology	industry	experience	
§  Dr	Michael	Thurn:	opera-ons	(>20	years	experience)	

§  Mark	Davis:	clinical	and	regulatory	(>35	years	experience	with	19	FDA	approvals)		

§  Steve	Newhard:	manufacturing	and	packaging	(>30	years	experience)	

§  Phil	Johns:	toxicology	(>35	years	experience)	
§  Formed	world-class	Scien-fic	Advisory	Board	

§  AusBiotech	2016	
§  Australian	Microcap	Investment	Conference	2016	

§  JP	Morgan	Healthcare	Conference	2017	

§  American	Academy	of	Dermatology	Annual	Mee-ng	2017	

§  Shaw	and	Partners	Investor	Seminar	2017	

§  Bioshares	Biotech	Summit	2017	(upcoming)	
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Upcoming	milestones	for	next	12	months	
Posi-oning	Botanix	for	significant	value	inflec-on	points	in	the	near	and	medium	term	

Phase	1a	data	for	BTX	1503	

Ethics	approval	for	Phase	1b	acne	pa7ent	pilot	study	for	BTX	1503	

Comple7on	of	Phase	1b	acne	pa7ent	trial	for	BTX	1503	

Pre-IND	mee7ng	and	IND	filing	in	an7cipa7on	of	US	Phase	2	studies	for	BTX	1503	

Collabora7on	agreement	for	use	of	Permetrex™	delivery	plaPorm	

New	products	for	pipeline	using	Permetrex™	delivery	plaPorm	

Progression	on	development	of	BTX	1701	facial	cleanser	for	mild	acne/oily	skin	

Progression	on	development	of	BTX	1204	for	atopic	derma77s	

Ini7al	data	on	use	of	synthe7c	cannabidiol	for	new	indica7on	

Conference	aSendance	and	presenta7on	
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Disclaimer	

This	presenta-on	prepared	by	Botanix	Pharmaceu-cals	Limited	("Company")	does	not	cons-tute,	or	form	part	of,	an	offer	to	sell	or	
the	solicita-on	of	an	offer	to	subscribe	for	or	buy	any	securi-es,	nor	the	solicita-on	of	any	vote	or	approval	in	any	jurisdic-on,	nor	
shall	there	be	any	sale,	issue	or	transfer	of	the	securi-es	referred	to	in	this	presenta-on	in	any	jurisdic-on	in	contraven-on	of	
applicable	law.	Persons	needing	advice	should	consult	their	stockbroker,	bank	manager,	solicitor,	accountant	or	other	independent	
financial	advisor.			

This	document	is	confiden-al	and	has	been	made	available	in	confidence.		It	may	not	be	reproduced,	disclosed	to	third	par-es	or	
made	public	in	any	way	or	used	for	any	purpose	other	than	in	connec-on	with	the	proposed	investment	opportunity	without	the	
express	wrieen	permission	of	the	Company.	

This	presenta-on	should	not	be	relied	upon	as	a	representa-on	of	any	maeer	that	an	advisor	or	poten-al	investor	should	consider	
in	evalua-ng	the	Company.		The	Company	and	its	related	bodies	corporate	or	any	of	its	directors,	agents,	officers	or	employees	do	
not	make	any	representa-on	or	warranty,	express	or	implied,	as	to	the	accuracy	or	completeness	of	any	informa-on,	statements	or	
representa-ons	contained	in	this	presenta-on,	and	they	do	not	accept	any	liability	whatsoever	(including	in	negligence)	for	any	
informa-on,	representa-on	or	statement	made	in	or	omieed	from	this	presenta-on.		

This	document	contains	certain	forward	looking	statements	which	involve	known	and	unknown	risks,	delays	and	uncertain-es	not	
under	the	Company’s	control	which	may	cause	actual	results,	performance	or	achievements	of	the	Company	to	be	materially	
different	from	the	results,	performance	or	expecta-ons	implied	by	these	forward	looking	statements.		The	Company	makes	no	
representa-on	or	warranty,	express	or	implied,	as	to	or	endorsement	of	the	accuracy	or	completeness	of	any	informa-on,	
statements	or	representa-ons	contained	in	this	presenta-on	with	respect	to	the	Company.	

It	is	acknowledged	that	the	Company	will	not	undertake	any	obliga-on	to	release	publicly	any	revisions	or	updates	to	these	
forward-looking	statements	to	reflect	events,	circumstances	or	unan-cipated	events	occurring	afer	the	date	of	this	presenta-on	
except	as	required	by	law	or	by	any	appropriate	regulatory	authority.	


