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The players

Pre-Clin	 P1/2	 P2/3	 Market	

US	BARDA	 +++	 +++	 +++	

US	NIAID	 +++	 +++	 ++	

EC	(JPIAMR,	IMI,	FP6,	FP7,	H2020)	 +++	 +++	 +++	

Wellcome	Trust	(UK)	 +++	 ++	

Other	Governments	(e.g.,	UK	AMRC,	UK-China	Fund)	 +	 +	

FDA	 +++	 +++	

EMA	 +++	 +++	

PMDA	 +	 +	

SE	(2H09	EU	Presidency)	 +++	

Chatham	House	(2014-15)	 +++	

WHO	Global	Ac/on	Plan	(2014+)	 +	

US	PCAST,	CARB,	&	PACCARB	(2014+)	 ++	

DRIVE-AB	(IMI,	2014-17)	 +++	

UK	(O’Neill	AMR	Review,	2014-16)	 +++	

Duke-Margolis	(2016+)	 +++	

NE	(1H16	EU	Presidency)	 +++	

DE	(2017	G20	run-up)	 ++	

+++:	Strongly	engaged;	++:	Visibly	engaged;	+	Early	engagement	&/or	limited	details`	

Major	
reports	

Updated	
Guidance	

Funding	&	resources	

UNGA	2016	



Convergence of principles

• Need	for	both	“push”	and	
“pull”	mechanisms	
• Delinkage	(i.e.,	revenues	
delinked	from	volumes	sold)	
• Access	and	sustainable	use	
are	integral	
• Global	collabora/on	and	
financing	necessary	

	

June	17,	2016:	“Ac6vely	engage	in	ini6a6ves	and	proposals	to	implement	a	
new	business	model	to	bring	new	an6bio6cs	to	the	market,	including	
models	in	which	investment	costs	or	revenues	are	de-linked	from	sales	
volumes.”	



Incen/ves	

Chatham	House,	Towards	a	New	Global	Business	Model	for	An6bio6cs:		
Delinking	Revenues	from	Sales	Oct.	2015	

BARDA	
NIAID	
IMI	
Wellcome	Trust	
Orphan	Drug?	
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ENABLE	
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Market	Entry	Rewards	
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Delinkage Models
Market	Entry	Rewards	



Structure	
• Guaranteed,	unambiguous	payment			

upon	FDA	registra/on	
• Size	of	payment	varies	with	TPP	
• Payment	spread	over	5	years	
• No	profits	from	sales	volume	
• Condi/ons	for	stewardship																										

&	global	access	
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Magnitude	

Taking	the	smallest	es6mate,	roughly	adjusted	to	2017	
dollars	=	$1b	total	or	a	base	payment	of	$200m	a	year		

paid	for	five	consecu6ve	years	aaer	FDA/EMA	registra6on.	
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Model to provoke debate

• Define	one	base	payment	as	$200m/yr	x	5yr	
•  This	is	the	global	PROFIT	to	the	developer	
•  No	other	profit	permijed;	actual	sales	effec/vely	at	cost	

•  Then	this	scheme	on	a	global	basis…	

1Rex	&	Oujerson.	LID	2016.	It	is	possible	to	earn	mul/ple	payments,	but	CDC	pathogen	category	payments	can	only	
earned	once.	Payments	need	not	be	concurrent.	Defined	Indica/ons	Novel	Class	are	broadly	lumped,	not	finely	
divided	–	a	consensus	rule	may	be	needed.		Slide	from	Rex.	

Requirement	 Step	earned	

FDA	&	EMA	approval,	treats	
a	CDC	2013	threat	pathogen	 1x	Base	

Treats	CDC	Urgent	pathogen	 1x	Base	

Treats	CDC	Serious	pathogen	 0.5x	Base	

First	of	a	novel	class	 1x	Base	

2nd,	3rd,	or	4th	of	a	novel	class	
0.75x,	0.5x,	or	
0.25x	Base	

Requirement	 Step	earned	

5th	or	later	of	novel	class,	but	
offering	safety,	efficacy	or	
dosing	improvement	

0.1x	Base	

Delivery	of	pediatric	
commitment	

Cost	recovery	
payment	

2nd,	3rd,	or	4th	defined	
indica/on	for	a	given	agent	

0.25x	Base	for	
each	

Oral	dosage	form	 0.25x	Base	
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A	spectacular	new	oral	Gram-nega6ve	
agent	would	be	well	rewarded:	3.75	x	

base	in	this	case	



Adjustments	

Also	consider	a	much	smaller	but	long-term	“market	access”	payment	to	support	warm	mfg	base	



Adjustments	
• Target	Product	Profile	(previous	slides)	
• Clawback	for	federal	grants	&	tax	credits	

(assumed	in	ERG)	
• Global	coordina/on	
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Other	Rules	
• Payment	rules	must	be	guaranteed	when	
R&D	decisions	are	made	(i.e.,	
grandfathered	for	>	decade)	
• Payments	cease	if	drug	withdrawn	from	
market	or	key	condi/ons	violated	
• Generics	may	need	special	rules	
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Funding	
1.  General	taxa/on	

2.  Pay	or	play	
3.  User	fees	

4.  Transferable	exclusivity	
vouchers	(In	US	only,	with	

guardrails)	
 2	–	AMR	Review;	3-	Hollis	&	Ahmed	NEJM	2013;	4-	Oujerson	&	McDonnell,	

Health	Affairs	May	2016	



Bo)om	Line	

• Globally	coordinated	
• Tripod	

• Both	push	&	pull	
• Billions,	not	millions	

• Sustainable,	not	short-term	
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