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APPLICATION INFORMATION

1. NEW	DRUG	APPLICATION	NUMBER:		N205625

Fluticasone	Furoate	(FF)	is	a	steroid	that	has	already	been	approved	in	
combination	with	vilanterol	for	the	inhalation	powder	(or	dry	powder	
inhaler	or	DPI)	drug	product	of	NDA	204275	(approved	10-MAY-2013)	
for	long-term	treatment	of	chronic	obstructive	pulmonary	disease	
(COPD).		The	current	FF	DPI	in	100	and	200	mcg/actuation	strengths	is	
proposed	for	the	treatment	of	asthma	in	patients	of	12	years	of	

	
	

	both	

2. Drug	Name:	Fluticasone	Furoate	Inhalation	Powder

3. RECEIVED	DATE: 22-OCT-2013 (Applicant:	Glaxo	Group	Ltd.	(doing	
business	as	GlaxoSmithKline	or	GSK)

4. RELATED	REVIEW DOCUMENTS:

a. Drug	Master	Files listed	on	356h	form:

DMF	# TYPE HOLDER
ITEM	 LOA	DATE COMMENTS

4 E 13-FEB-2013 Verify	LOA	in	file;	
Last	reviewed	25-

3
	

12-APR-2012

3 17-DEC-2012

Reference ID: 3412356

(b) (4)(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



ONDQA Initial Quality Assessment (IQA) and Filing Review 
For Pre-Marking Applications

NDA	#:	205625																		Received	Date:		22-OCT-2013

Page	2 of	17

3 	 	 	
l

24-SEP-2012

3 t 18-MAR-2013

b. Recommended Consults

CONSULT YES NO COMMENTS:	(list	date	of	request	if	already	sent)
Biometrics X The Parametric Tolerance Interval Test (PTIT) 

requirements are the same as what was approved for NDA 
204275.  Request evaluation of stability data if trends in 
parameters will limit expiry, but unlikely considering the 
stability data observed for NDA 204275 (i.e., consult likely 
unnecessary).

Clin	Pharm X
EES X Sub by	ONDQA	PM on	07-NOV-2013
Pharm/Tox X Note, 	 	 	 s	

	in	the	drug	product,	thus	with	a	200	
mcg	 osure	is	limited	to	 	 g/day	or	
less.

Methods	Validation X Left	to	reviewer	discretion	if	any	drug	product	methods	
are	questionable and	warrant	assessment	by	the	
Agency	laboratory.

EA X Applicant	claims	environmental	introduction	
concentration allows	exclusion	as	per	21	CFR	25.31(b);	
reviewer	can	evaluate	if	any	data	are	needed	to	support	
claim

New	Drug	Micro X Two tier microbial quality specification proposed with 
water activity testing (tier 1) and a microbial limit testing
(tier 2) (appears similar to what was approved in 
N204275).  The microbiology team has been notified 

Reference ID: 3412356

(b) (4) (b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)



ONDQA Initial Quality Assessment (IQA) and Filing Review 
For Pre-Marking Applications

NDA	#:	205625																		Received	Date:		22-OCT-2013

Page	3 of	17

regarding the NDA.
CDRH X Device	is	the	same	as	approved	for	N204275
Other X Reviewer	may	need	consult	for	Near	IR	method	for	

determination	of	water	activity	if	it	differs	from	that	for	
approved	N204275

c. Other	Applications	or	Submissions	to	note	(if	any):	

DOCUMENT	NAME DATE
APPLICATION

NUMBER
DESCRIPTION

IND	 30-OCT-2003 48647 For	Allergic	Rhinitis
IND 23-JUN-2005 70297 For	Asthma
IND 23-MAY-2008 77855 For	Asthma	and COPD
IND For	Asthma
NDA 28-JUN-2006 22051 For	Allergic	Rhinitis

d. Previous	Communications	with	the Applicant	to	note	(see	module	
1.6.3	for	complete	detail):

DOCUMENT	NAME DATE
APPLICATION

NUMBER
DESCRIPTION

Meeting	minutes 11-FEB-2013 IND	70297 Pre-NDA	meeting	(DPARP)
Meeting	minutes 08-APR-2013 IND	70297 CMC	Pre-NDA	meeting
Meeting	minutes 16-MAR-2013 IND	70297 EOP2	meeting

Reference ID: 3412356
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7

Are drug substance 
manufacturing sites 
identified on FDA Form 
356h or associated 
continuation sheet?  For 
each site, does the 
application list:
 Name of facility,
 Full address of facility 

including street, city, state, 
country 

 FEI number for facility (if 
previously registered with 
FDA)

 Full name and title, 
telephone, fax number and 
email for on-site contact 
person. 

 Is the manufacturing 
responsibility and function 
identified for each facility?, 
and

 DMF number (if applicable)

X

Note that the associated continuation 
sheet includes a GSK R&D site at 

 that 
was responsible for collection of the 
primary stability data for the drug 
product and the micronized FF.  This 
site is not intended to be used for 
these functions once commercial 
production takes place.  Dr. E. Duffy 
has indicated in an electronic mail 
message of 07-NOV-2013, that this 
site does not need to be included in 
the EER.

8

Are drug product 
manufacturing sites are 
identified on FDA Form 
356h or associated 
continuation sheet.  For 
each site, does the 
application list:
 Name of facility,
 Full address of facility 

including street, city, state, 
country 

 FEI number for facility (if 
previously registered with 
FDA)

 Full name and title, 
telephone, fax number and 
email for on-site contact 
person.

 Is the manufacturing 
responsibility and function 
identified for each facility?, 
and

 DMF number (if applicable)

X See comment above in 7.
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29.

Does the section contain 
description of to-be-
marketed container/closure 
system and presentations?

X
Also see DMF  for the  

30.
Does the section contain 
controls of the final drug 
product?

X

The reviewer can assess the drug product 
control relative to what was approved for 
N204275 to assure consistency, 
particularly for unique features (e.g., PTIT 
for DDU, APSD retesting proposal, two 
tier/method microbiology testing, no 
impurities testing at release); note that 
NDAs 203975 and 205382 are also 
currently under review and use the 
Ellipta® drug product device and 
associated protective packaging.

31.

Has stability data and 
analysis been provided to 
support the requested 
expiration date?

X

Twenty-four months of long term 
(25°C/60%RH) stability data are provided 
for three batches manufactured at the 
commercial site using a 
“representative commercial process.”  The 
scale was and  kg (said to be 
“typical”), but packaging into the 
protective packages was said to be pilot 
scale “representative of production scale.”  
The inhaler used for these batches was that 
to be used commercially after approval.  
No statistical analyses have been 
performed and the applicant proposes a 30 
month shelf-life.  Three months of in-use 
stability data were collected on new and 
aged drug product (in-use period is 30 
days).  A six-week in-use period is 
requested.

32.

Does the application contain 
Quality by Design (QbD) 
information regarding the 
DP?

X

The applicant’s QbD approach is outlined 
in P.2.1.  The only “regulatory flexibility” 
that is observed is the absence of testing of 
the drug product for impurities at release 
(same approach as for approved 
N204275).  QbD principles were also 
applied in the method development (see 
P.5.3).  No design spaces are proposed.

33.

Does the application contain 
Process Analytical 
Technology (PAT) 
information regarding the 
DP?

X
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