
RU	Pharma	

GSM	Drug	Opportunity	Evalua9on	



•  Ourselves	–	who	we	are	and	where	do	we	want	to	go	
–  Therapeu9c	focus,	areas	of	expansion,	capabili9es,	funding	
(capital	markets),	compe99ve	dynamics	(IP,	new	technologies)	

•  Opportunity	itself	
–  Product	viability	(technical,	clinical,	regulatory,	IP)	
–  Market	viability	(commercial	assessment,	pricing,	penetra9on,	
compe99on,	IP,	regulatory/reimbursement)	

–  Revenue	es9mates	–	pricing,	discoun9ng,	rebates,	chargebacks,	
gross	to	net	

–  Expense	es9mates	–	COGS,	R&D,	marke9ng	
–  Financing/funding	

•  Due	Diligence	–	Due	Diligence	–	Due	Diligence	–	Don't	
Guess	

Areas	of	considera9on	



DUE	DILIGENCE	–	DUE	DILIGENCE		

•  Substan9ate	everything	
•  Use	your	resources	–	internal	and	external	
•  Don’t	guess		
•  It	is	all	an	EXPERIMENT	based	on	assump9ons		
– Are	the	assump9ons	valid?	



Central	ques9ons	

•  Is	the	risk	worth	the	reward?	

•  Are	you	pricing	the	asset	accurately?	
	



RU	Pharmaceu9cals	
•  Who	Are	We?	
–  Therapeu9c	Focus	–	Autoimmunity/Inflamma9on	
–  $500	MM	Market	Cap	
–  $100	MM	Cash	
–  One	Product	on	the	market	genera9ng	$50	MM	revenue	–	
small	in-licensed	RA	Product		

–  Expected	cash	burn	$25	MM	(spending	abut	$75MM	
annually)	

–  Lead	development	candidate	A	entering	Phase	III	this	year,	
with	expected	approval	in	3	years.	

– Will	have	enough	cash	to	get	to	profitability	in	5	years,	but	
just	enough,	most	likely	will	need	to	do	a	financing	in	the	
next	three	years	to	support	product	launch.	

	



	GSM	Product	Opportunity	
•  Rare	Skin	Disorder	–	ICSA	(I	Can’t	Study	Anymore)		
–  Believed	to	be	autoimmune	
–  Presents	as	severe	local	pain,	discolora9ons	of	the	
skin,	that	wax	and	wane,	not	life-threatening	

–  Current	treatments	include	oral	and	topical	steroids,	
opioids	for	pain,	heavy	make-up	if	lesions	are	on	the	
face	or	hands	
•  NO	PRODUCTS	CURRENTLY	INDICATED	FOR	ICSA	

– QOL	–	pa9ents	score	ICSA	similar	to	severe	psoriasis	
–  ICSA	is	believed	to	afflict	5,000	people	in	the	US,	EU	
and	ROW	
•  Orphan	status	(US	and	EU)	



GSM	Product	Opportunity	
•  Administered	SC	monthly,		complex	biologic	
•  Completed	Phase	II		
–  60	pa9ents	
–  2	to	1	randomiza9on	
–  15	academic	centers	in	US	

•  Improves	the	signs	and	symptoms	of	ICSA	on	a	
standardized	scoring	scale		
–  70%	improvement	with	a	p	of	0.025	
–  Visual/cosme9c	clearance	improvements	were	marked,	P	
<0.01	

–  Pain	improvements	were	clinically	meaningful	yet	variable	
with	p	of	0.045	

	



GSM	Opportunity	

•  Ph	II	Safety	Profile	
– Mild	skin	reac9ons	around	injec9on	site,	transient	
– Headache,	mild	and	transient	in	10%	of	pa9ents	
(5%	of	placebo)	

– Mild	and	transient	LFT	eleva9ons	in	2	pa9ents	
•  Not	believed	to	be	an	issue	by	thought	leaders	and	SAB	

	



Revenues	

•  Pa9ent	popula9on,	US,	EU	and	ROW	
–  Is	popula9on	well	defined?	
– Advocacy	groups	

•  Penetra9on	
– Compe9tor	penetra9on	
– Advocacy	groups	
– Concentra9on	of	pa9ents,	hospital,	primary	care	



GSM	Revenue	Model	



COGS	
•  In-house,	contract	manufacturing?	
•  Royal9es	
•  Complexity,	biologic,	complex	protein,	
therapeu9c	protein,	small	molecule		

•  Manufacturing	patents	
•  Regulatory	issues	
•  Up	front	–	Cap	Ex	–	build	a	plant?	
•  Compe99ve	advantages		
– Are	there	deficiencies	in	the	market	on	which	we	can	
capitalize?	



GSM	-	COGS	



Sales	and	Marke9ng	

•  Sales	People	
•  Marke9ng	budget	(staff	and	spend)	
•  Clinical	reps	
•  Build	it	bolom	up,	cost	per	fully	loaded	rep,	
etc.	

•  Also	look	at	comps	-	check	your	assump9ons	



G&A	

•  Management	overhead	
•  How	many	managers,	CFO,	HR,	administra9ve	
overhead,	etc.	

•  Build	it	bolom	up,	cost	per	individual	
•  Also	look	at	comps	-	check	your	assump9ons	
	



GSM	–	SG&A	



R&D	

•  Clinical	trial	requirements	for	regulatory	approval	
•  Addi9onal	indica9ons	
•  Timing	
•  Post-marke9ng	commitments	
•  Inves9gator	sponsored	trial	(IST)	support	plans	
•  Compe99ve	analysis	
•  Collaborate	with	marke9ng,	regulatory,	clinical,	
sales	and	manufacturing		
–  Feasibility	and	buy-in	



GSM	–	R&D	



Income	Analysis	

•  Annual	es9mate	–	go	out	10,	15,	20	years		
•  Look	at	growth	rates	–	check	your	work	–	does	
the	growth	rate	seem	reasonable		
–  Is	it	decelera9ng,	why?		
–  Is	it	accelera9ng,	why?	
–  Is	it	lumpy,	why?			

•  Look	at	margin	trends	



Taxes	

•  Are	there	jurisdic9ons	we	can	go	to	lower	our	
tax	burden?	
–  Ireland,	Bermuda,	Switzerland	
– Can	we	invert	into	another	en9ty	

•  Does	the	product	come	with	tax	benefits		
•  All	has	to	be	included	in	model	



GSM	–	Income	Analysis	



Financing	Costs	–	Cost	of	Capital	
	

•  Cash	on	hand	
•  Equity	raise	
– Dilu9on	

•  Debt	
–  Interest	expense	

•  Timing	of	financing	
•  Different	firms	may	have	different	costs	of	
capital,	which	has	implica9ons	for	your	ability	
to	compete	

	



NPV	

•  What	will	you	use	for	your	discount	rate/risk?	
–  Is	it	different	for	different	stages	of	the	project?	

•  Is	there	a	hurdle	rate?	
•  What	should	we	offer?	
•  What	does	it	mean	for	share	price?	

Discount PV (MM)
10% 1,076$  
12% 830$     
14% 658$     
16% 533$     
18% 441$     
20% 370$     


