
FDADECISION

Scope:	These	rules	shall	apply	to	this	contract.

Underlying:	The	Underlying	for	this	Contract	is	the	U.S.	Food	and	Drug	Administration’s	(FDA)	disposition,	in	<time	period>,	of	
the	marketing	application	for	<drug>,	as	documented	by	the	Source	Agency.	Revisions	to	the	Underlying	made	after	Expiration	will	
not	be	accounted	for	in	determining	the	Expiration	Value.

Source	Agency:	The	Source	Agency	is	AppliedXL.

Type:	The	type	of	Contract	is	an	Event	Contract.

Issuance:	After	the	initial	Contract,	Contract	iterations	will	be	listed	on	an	as-needed	basis	at	the	discretion	of	the	Exchange	and	
corresponding	to	the	risk	management	needs	of	Members.

<drug>:	<drug>	refers	to	a	pharmaceutical	product,	biologic,	vaccine,	therapeutic,	cellular	or	gene	therapy,	or	combination	product	
that	is	the	subject	of	a	marketing	application	before	the	FDA,	as	specified	by	the	Exchange.	<drug>	may	be	identified	by	its	
International	Nonproprietary	Name	or	generic	name	(e.g.,	“lecanemab”),	its	proprietary	or	brand	name	(e.g.,	“Leqembi”),	its	
development	code	or	compound	designation	(e.g.,	“RP-L201”),	an	associated	application	number	(e.g.,	an	NDA,	BLA,	or	supplement	
number),	or	an	associated	trial	identifier	(e.g.,	an	NCT	number).	The	Exchange	may	specify	the	indication	or	population	at	issue;	
where	the	Exchange	specifies	an	indication,	only	an	FDA	decision	on	the	application	for	that	indication	(or	an	indication	
encompassing	it)	shall	be	considered.	Where	the	Exchange	specifies	no	indication,	any	FDA	decision	on	the	marketing	application	
for	<drug>	shall	be	considered.	Where	<drug>	is	renamed,	rebranded,	or	reformulated	in	a	manner	that	does	not	alter	the	active	
ingredient	or	application	under	review,	the	Contract	continues	to	track	the	same	application	under	its	updated	designation,	as	
announced	by	the	Exchange.

<drug	manufacturer>:	<drug	manufacturer>	refers	to	the	applicant	or	sponsor	of	record	for	the	marketing	application	for	<drug>,	
as	specified	by	the	Exchange.	<drug	manufacturer>	may	be	identified	by	its	legal	corporate	name,	a	widely	recognized	trade	name,	or	
a	ticker	symbol,	and	includes	any	subsidiary,	division,	or	wholly	owned	affiliate	that	is	the	applicant	of	record.	The	identity	of	<drug	
manufacturer>	shall	remain	consistent	throughout	the	life	of	the	Contract.	Where	the	application	is	transferred,	or	where	<drug	
manufacturer>	undergoes	a	name	change,	merger,	or	acquisition,	the	successor	applicant	of	record	shall	be	treated	as	<drug	
manufacturer>,	and	the	Exchange	will	announce	any	such	determination	to	Members	pursuant	to	Rule	7.1.

<time	period>:	<time	period>	refers	to	a	specific	duration	or	range	of	time	as	specified	by	the	Exchange.	May	be	expressed	as	a	
calendar	year	(e.g.,	“2026”),	a	calendar	month	and	year	(e.g.,	“June	2026”),	a	calendar	quarter	(e.g.,	“Q2	2026”),	a	specific	week,	or	
other	bounded	time	periods	as	appropriate	to	the	Contract	subject	matter.	All	time	periods	are	interpreted	in	Eastern	Time	(ET)	
unless	otherwise	specified.	The	end	of	<time	period>	is	defined	as	11:59:59	PM	ET	on	the	final	day	of	the	specified	period	unless	
otherwise	specified.	The	Exchange	may	list	iterations	of	the	Contract	corresponding	to	variations	of	<time	period>.

<outcome>:	<outcome>	refers	to	a	category	of	FDA	regulatory	disposition	specified	by	the	Exchange	and	listed	as	a	strike	of	the	
Contract.	The	categories	listed	for	a	given	Contract	iteration	are	mutually	exclusive	and	collectively	exhaustive,	such	that	exactly	one	
<outcome>	resolves	Yes.	Unless	the	Exchange	specifies	otherwise	in	the	Contract	listing,	the	listed	categories	are:	"Full	Approval,"	
"Conditional	/	Accelerated	Approval,"	"Denied	(CRL	Issued),"	"Withdrawn	by	Sponsor,"	and	"No	Decision."	Each	category	is	
defined	in	the	Payout	Criterion.

Payout	Criterion:	The	Payout	Criterion	for	the	Contract	encompasses	the	Expiration	Values	that	the	FDA’s	decision	on	<drug>	in	
<time	period>	is	<outcome>.

For	the	purposes	of	this	Contract,	the	following	definitions	apply.	

An	“approval”	means	the	FDA’s	issuance	of	an	approval	letter	for	the	marketing	application	for	<drug>,	including	a	New	Drug	
Application	(NDA),	Biologics	License	Application	(BLA),	supplemental	NDA	or	BLA	(sNDA/sBLA),	Abbreviated	New	Drug	
Application	(ANDA),	or	351(k)	biosimilar	application,	whether	granted	through	the	standard	(traditional)	process	or	through	
the	accelerated	approval	pathway.	
A	“limited	authorization”	means	any	of	the	following	FDA	actions	that	permit	some	authorized	use	of	<drug>	short	of	a	full	
standard	marketing	approval:	(i)	an	Emergency	Use	Authorization	or	other	authorization	of	an	unapproved	product;	(ii)	a	
tentative	approval	(e.g.,	an	ANDA	tentative	approval	where	the	application	is	found	to	meet	approval	requirements	but	final	
approval	is	barred	by	an	unexpired	patent	or	exclusivity);	(iii)	an	FDA	approval,	license,	or	permission	solely	for	export	or	for	
use	outside	the	United	States;	or	(iv)	an	authorization	or	grant	solely	under	an	expanded-access,	compassionate-use,	or	right-to-
try	program.	



A	“Complete	Response	Letter”	(CRL)	means	a	letter	issued	by	the	FDA	stating	that	the	application	cannot	be	approved	in	its	
current	form.	
A	“withdrawal”	means	the	applicant’s	formal	withdrawal	of	the	marketing	application,	effectuated	before	the	FDA	has	taken	
final	action	(approval	or	CRL)	on	the	then-current	application.

The	applicable	<outcome>	is	determined	by	applying	the	following	classification	rules	in	order;	the	first	rule	whose	condition	is	
satisfied	governs,	and	no	subsequent	rule	applies:

(1)	Full	Approval.	If	the	FDA	issues	an	approval	for	<drug>	within	<time	period>	(and,	where	the	Exchange	has	specified	an	
indication,	for	an	indication	that	encompasses	the	specified	indication),	and	that	approval	is	not	granted	under,	and	is	not	
expressly	subject	to,	the	FDA’s	accelerated/conditional	approval	pathways	as	described	in	the	next	bullet	point,	the	<outcome>	
is	“Full	Approval.”
(2)	Conditional	/	Accelerated	Approval.	Otherwise,	if	within	<time	period>	(a)	the	FDA	issues	an	approval	for	<drug>	(and,	
where	the	Exchange	has	specified	an	indication,	for	an	indication	that	encompasses	the	specified	indication)	that	is	granted	
under,	or	expressly	subject	to,	the	FDA’s	accelerated	approval	pathway	or	(b)	the	FDA	grants	any	limited	authorization	for	
<drug>,	the	<outcome>	is	“Conditional	/	Accelerated	Approval.”	This	category	captures	FDA	dispositions	that	permit	some	
authorized	use	of	<drug>	on	a	conditional,	accelerated,	provisional,	emergency,	or	otherwise	limited	basis	short	of	a	full	
standard	marketing	approval,	including	an	accelerated	approval	and	any	limited	authorization.	For	the	avoidance	of	doubt,	
rules	(1)	and	(2)	are	mutually	exclusive:	a	full	standard	(traditional)	marketing	approval	is	classified	under	rule	(1),	whereas	an	
accelerated	approval	or	a	limited	authorization	is	classified	under	rule	(2),	and	never	as	both.	A	disposition	counts	under	rule	
(1)	or	rule	(2)	regardless	of	any	Risk	Evaluation	and	Mitigation	Strategy	(REMS),	boxed	warning,	or	distribution	restriction	
attached	to	it,	and	regardless	of	any	subsequent	withdrawal	of	that	approval	or	authorization	after	it	is	granted.
(3)	Denied	(CRL	Issued).	Otherwise,	if	neither	rule	(1)	nor	rule	(2)	governs	and	the	FDA	issues	a	Complete	Response	Letter	
for	the	application	within	<time	period>,	the	<outcome>	is	“Denied	(CRL	Issued).”	A	subsequent	withdrawal	of	the	
application	following	a	CRL	does	not	change	this	classification.
(4)	Withdrawn	by	Sponsor.	Otherwise,	if	neither	rule	(1)	nor	rule	(2)	governs,	no	Complete	Response	Letter	is	issued	within	
<time	period>,	and	<drug	manufacturer>	effectuates	a	withdrawal	of	the	application	within	<time	period>,	the	<outcome>	is	
“Withdrawn	by	Sponsor.”
(5)	No	Decision.	Otherwise	(none	of	rules	(1)	through	(4)	applies	—	within	<time	period>	the	FDA	issues	no	approval,	grants	
no	limited	authorization,	and	issues	no	Complete	Response	Letter,	and	the	applicant	effectuates	no	withdrawal;	for	example,	
where	the	FDA	extends	its	review	or	the	application	remains	pending	as	of	the	end	of	<time	period>),	the	<outcome>	is	“No	
Decision.”

Additional	clarification(s):

Announcement	governs;	timing.	An	FDA	disposition	is	treated	as	occurring	on	the	date	the	FDA	issues	the	operative	
document	(approval	letter,	CRL)	or	the	date	the	applicant	effectuates	withdrawal,	as	documented	by	the	Source	Agency.	A	
disposition	documented	only	after	Expiration	is	not	accounted	for	and	is	treated,	for	resolution	purposes,	as	not	having	
occurred	within	<time	period>.
Narrower-indication	approvals.	Where	the	Exchange	has	specified	an	indication,	an	FDA	approval	limited	to	a	population	
or	indication	narrower	than	the	specified	indication,	such	that	it	does	not	encompass	the	specified	indication,	does	not	
constitute	an	approval	under	rule	(1)	or	rule	(2);	the	classification	then	proceeds	under	the	remaining	rules	with	respect	to	the	
specified	indication.	The	Exchange	will	announce	any	determination	that	an	approved	indication	is	the	substantive	equivalent	
of	the	specified	indication	pursuant	to	Rule	7.1.
Advisory	committees	and	interim	communications.	Advisory	Committee	votes	or	recommendations,	FDA	information	
requests,	refuse-to-file	letters,	and	PDUFA-date	extensions	do	not,	in	themselves,	constitute	an	approval,	a	CRL,	or	a	
withdrawal,	and	do	not	resolve	the	Contract.	Only	the	operative	documents	defined	above	govern.

The	following	are	examples	for	illustration.	In	each	scenario,	the	named	<outcome>	strike	resolves	Yes	and	every	other	listed	
<outcome>	strike	resolves	No.

The	FDA	issues	a	standard	(traditional)	approval	letter	for	<drug>	within	<time	period>,	not	designated	as	an	accelerated	
approval.	—	“Full	Approval.”
The	FDA	approves	<drug>	within	<time	period>	and	the	approval	letter	designates	it	an	accelerated	approval	based	on	a	
surrogate	endpoint,	with	a	required	confirmatory	trial.	—	“Conditional	/	Accelerated	Approval.”
The	FDA	grants	an	Emergency	Use	Authorization	for	<drug>	within	<time	period>	and	does	not	issue	a	full	or	accelerated	



marketing	approval,	a	CRL,	or	a	withdrawal	within	<time	period>.	—	“Conditional	/	Accelerated	Approval”	(an	EUA	is	a	
limited	authorization	under	rule	(2)).
Within	<time	period>	the	FDA	grants	an	Emergency	Use	Authorization	for	<drug>,	and	in	a	later	<time	period>	issues	a	full	
standard	marketing	approval;	for	the	iteration	whose	<time	period>	contains	the	EUA	only,	the	<outcome>	is	“Conditional	/	
Accelerated	Approval,”	and	for	the	iteration	whose	<time	period>	contains	the	full	approval,	the	<outcome>	is	“Full	
Approval.”
The	FDA	grants	a	tentative	approval	of	an	ANDA	for	<drug>	within	<time	period>	(the	application	meets	approval	
requirements	but	final	approval	is	barred	by	an	unexpired	patent),	with	no	final	approval	within	<time	period>.	—	
“Conditional	/	Accelerated	Approval.”
The	FDA	issues	a	standard	approval	with	a	REMS	and	a	boxed	warning	within	<time	period>.	—	“Full	Approval”	(REMS	and	
labeling	restrictions	do	not	change	the	pathway).
The	FDA	issues	a	Complete	Response	Letter	within	<time	period>,	and	the	FDA	grants	no	approval	or	limited	authorization	
within	<time	period>.	—	“Denied	(CRL	Issued).”
The	FDA	issues	a	CRL	within	<time	period>	(with	no	approval	or	limited	authorization	granted);	the	sponsor	then	withdraws	
the	application	within	<time	period>.	—	“Denied	(CRL	Issued)”	(the	CRL	governs;	a	post-CRL	withdrawal	does	not	change	
the	classification).
Anticipating	a	negative	decision,	<drug	manufacturer>	withdraws	the	application	two	weeks	before	the	PDUFA	date,	within	
<time	period>,	before	any	FDA	final	action	and	with	no	approval,	limited	authorization,	or	CRL	within	<time	period>.	—	
“Withdrawn	by	Sponsor.”
The	FDA	extends	the	PDUFA	date	by	three	months	following	a	major	amendment,	and	no	approval,	limited	authorization,	
CRL,	or	withdrawal	occurs	within	<time	period>.	—	“No	Decision.”
Within	<time	period>,	the	FDA	receives	a	CRL	response	and	resubmission	and	then	issues	an	approval	letter,	all	within	<time	
period>.	—	“Full	Approval”	or	“Conditional	/	Accelerated	Approval”	per	the	approval	letter	(rule	(1)	or	rule	(2)	governs	
because	an	approval	issued	within	<time	period>).

Minimum	Tick:	The	Minimum	Tick	size	for	the	Contract	shall	be	$0.01.

Position	Accountability	Level:	The	Position	Accountability	Level	for	the	Contract	shall	be	$25,000	per	strike,	per	Member.

Last	Trading	Date:	The	Last	Trading	Date	of	the	Contract	will	be	the	Expiration	Date.	The	Last	Trading	Time	will	be	the	
Expiration	time.

Settlement	Date:	The	Settlement	Date	of	the	Contract	shall	be	no	later	than	the	day	after	the	Expiration	Date,	unless	the	Market	
Outcome	is	under	review	pursuant	to	Rule	7.1.

Expiration	Date:	The	latest	Expiration	Date	of	the	Contract	shall	be	one	week	after	the	final	day	of	<time	period>.	If	an	event	
described	in	the	Payout	Criterion	occurs,	expiration	will	be	moved	to	an	earlier	date	and	time	in	accordance	with	Rule	7.2.

Expiration	time:	The	Expiration	time	of	the	Contract	shall	be	10:00	AM	ET.

Settlement	Value:	The	Settlement	Value	for	this	Contract	is	$1.00.

Expiration	Value:	The	Expiration	Value	is	the	value	of	the	Underlying	as	documented	by	the	Source	Agency	on	the	Expiration	Date	
at	the	Expiration	time.

Contingencies:	Before	Settlement,	Kalshi	may,	at	its	sole	discretion,	initiate	the	Market	Outcome	Review	Process	pursuant	to	Rule	
7.1	of	the	Rulebook.	If	an	Expiration	Value	cannot	be	determined	on	the	Expiration	Date,	Kalshi	has	the	right	to	determine	payouts	
pursuant	to	Rule	7.1	in	the	Rulebook.


