
What Is Claimed Is: 

1. Pirfenidone for use in treating a patient in need of pirfenidone therapy, characterized in 

that the treating comprises (a) avoiding, contraindicating, or discontinuing er-usiwg-with-eatttion 

concomitant use or co-administration of a cytochrome P450 1A2 (CYP1A2) inhibitor that is a moderate to 

strong inhibitor of both (i) cytochrome P450 1A2 (CYP1A2) and (ii) another CYP enzyme selected from 

CYP2C9, CYP2C19, 	CYP2D6, the group consisting of 	 and/or 	or (b) ti-si-R-g-w-ith-eatitien-fl-FfenideRe-ifi 

- 	- 	- 	- 	• - 	 discontinuing or 2. 	- 	_ : 	; 	_ 	: 	. 	z -€:Y111-.k-2-7eri-e-} avoiding, contraindicating, or 	 using 

inhibitor in with-eaatiefi-a strong CYP1A2 	patients receiving pirfenidone,-er--(4)-aveidifigr  eefitfaindi•eating, 

- 	- 	- - 	- 	CYP1A2 inhibitor 	 - 	- 	- 	' 	- : 	4 	: i 	• 	: • 	. 	a 	 select-(14 	: 	: . 3 	: 	: : 	. 

- 	: :- : 	 • 	: I ' - wherein thepatient - : 	• - 	- 	• 	: 	: ' : 	 . 	: • 	: : : 	- - : 	- 	: 	- 	- • 	' . . 	. 	 _ 

is in need of the CYP1A2 inhibitor. 

2. Use of pirfenidone in preparation of a medicament for treating a patient in need of 

pirfenidone therapy, characterized in that the treating comprises (a) avoiding, contraindicating, or 

discontinuing 

	

	 or co-administration of a cytochrome P450 1A2 or using with caution concomitant use 

(CYP1A2) inhibitor that is a moderate to strong inhibitor of both (i) cytochrome P450 1A2 (CYP1A2) and 

(ii) another CYP enzyme selected from the group consisting of CYP2C9, CYP2C19, and/or CYP2D6, or 
. 	. 

- 	 avoiding, (b) • 	: . 	. 	: 	 . 	 . 

contraindicating, or discontinuing er--usifig-with-eatttien-a strong CYP1A2 inhibitor in patients receiving 

CYP1A2 inhibitor pirfenidone, 	eantfai-adieating,diseefitinuifig-eFusing with caution a 

from 	-: 	- • 	- 	 - 	• 	- 	2 Gdected 	 ., 	:, 	: 	. 	,. 	: 	. 

, - 	- - 	 - - : : • -. wherein the patient is in need of the CYP1A2 inhibitor. 

3. The pirfenidone or use of claim 1 or claim 2 wherein the CYP1A2 inhibitor is a moderate 

to strong inhibitor of CYP1A2 and another CYP enzyme selected from the group consisting of CYP2C9, 

CYP2C19 and/or CYP2D6. 

4. The pirfenidone or use of claim 1 or claim 2 wherein the CYP1A2 inhibitor is a strong 

CYP1A2 inhibitor. 

5. The pirfenidone or use of any of claims 1-4 wherein the CYP I A2 inhibitor is 

discontinued prior to starting pirfenidone therapy to avoid an adverse drug interaction with pirfenidone, or 

to avoid a reduced clearance of pirfenidone. 
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6. The pirfenidone or use of any one of claims 1-5 wherein the CYP1A2 inhibitor is 

discontinued within 1 month prior to starting pirfenidone therapy. 

7. The pirfenidone or use of any one of claims 1-6 wherein the CYP1A2 inhibitor is 

discontinued within 2 weeks prior to starting pirfenidone therapy. 

8. The pirfenidone or use of any of claims 1-3 wherein the CYP1A2 inhibitor is avoided 

during pirfenidone therapy. 

9. The 	 1 8 	 - 	- 	- pirfcnidonc or use of any of claims 	wherein the . 	 : : 	: - 

CYP1A2 inhibitor. a 

The 	 l-41_8 	 CYP1A2 inhibitor i3 4-09. 	pirfenidone or use of any of claims 	wherein the 	 used 

impatient is suffering from a fibrotic condition. 

The 	 4-1-01 9 	 has idiopathic 

	

410. 	pirfenidone or use of any one of claims 	wherein the patient 

pulmonary fibrosis (IPF). 

	

4-211. 	The 	 4-1-01 9 	the 	 from pirfenidone or use of any of claims 	wherein 	patient suffers 	a 

disease selected from the group consisting of idiopathic pulmonary fibrosis, pulmonary fibrosis, :  

idiopathic interstitial 	 - 	• 	- 	- pneumonia, auteiniffitint-1-ung-tEliseasc. 	: : 	.1:- 

- 	- 	- 	 - 	 fibrosis, musculoskeletal fibrosis, : 	 : 	myocardiac 

liver 	fibrotic vascular disease, scleroderma, Hermansky-Pudlak post surgical adhesions, 	oirrhosis, 

• -, 	- 	- 	- 	- 	- 	lymph ' syndrome, neurofibromatosis,_ 	 : : : 	: : : 	: 	- 	node 

associated with 	: 	: : 	. 	 inflammatory pulmonary fibrosis 	 HIV, - - 	- 	- 	 e • e 

:: fibrosis, 

- . 	 - 

- : 

e -- 	• 	 - 	- 	- - . 	; 	: 	 . 

	

, pancreatic fibrosis,-,,  - - 	: -' 	: - 	 - - . : 	- - hepatic fibrosis,; 

	

aetrie-o chr ni-e-r-enel-diseaset and renal fibrosis; :. : : - 	 dope,;3yr-esisi 
. 	. 

• • 	- 	 • : 	 : : 	. : 	: 	: 	: 	. 

. 	 . 
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- 	- 	- 	 -: 	- 	 - 	- silicosis; pul 	: 	: 	: 	: 	: 	: 	: 	: : : 

- 	- 	 - 	 - . 	: 	. 	olorectal carci 	z 	. 	: 1 	. •• 	: 	.. 	- 

- 	- 	 • 	- 	- : 	 : 

Zoster, Herpes Simplex I 	II. influenza 	Severe Acute Respiratory Syndrome or 	virus, 	 (SARS) or 

hyperplasias), 	- 	- 	 - 	-- 	- acute i 	. 	 .: : 	: 	: 	: 	: 

• - 	-- 	 -- in 	. 	: 	 .. 	. 

(NSCLC); bone 	 - cancer 	 metastases; pain- 	 :. 

- 	 - 	- 	• 	 - 	 - : 	 . 	: 	: 	: 	: 	: 	 :: 	:... 	. 

- 	- 	- 	- • 	- 	 - 	- 	- 	- - .: 	 . 	::: 	.. 	: 	. 	: 	: 	: 	: 	: 	. 

• • 	- 	- 	 .. 	". " 	 " : 	. 	: . 	: 	. 	: 	: 	. 	: 	. 	. 	. 

aggregatieni-er-pfetezeal-diseases. 

4-312. 	The pirfenidone or use of any one of claims 4-4-2-1 11 wherein the pirfenidone is 

administered at a total daily dosage of at least 1800 mg. 

4-413. 	The pirfenidone or use of any one of claims 4--1-2-.1 11 wherein the pirfenidone is 

administered at a total daily dosage of 2400 mg or 2403 mg. 

-1414. 	The pirfenidone or use of any one of claims 4-1-21 1 I wherein 800 or 801 mg of 

pirfenidone is administered to the patient three times per day, with food. 

4415. 	The pirfenidone or use of any one of claims 4-441 14 wherein the CYP1A2 inhibitor is 

fluvoxamine. 

17. 	The 	 1 through 16 	the CYP1A2 inhibitor pirfenidone or use of any one of claims 	 wherein 

4-816. 	The pirfenidone or use of any one of claims -1--1-51 14 wherein the CYPI A2 inhibitor is 

enoxacin. 

17. The pirfenidone or use of claim 2 wherein the CYP1A2 inhibitor is amiodarone. 

18. The pirfenidone or use of claim 2 wherein the CYPI A2 inbibitor is propafenone. 

19. A package or kit comprising (a) pirfenidone, optionally in a container, and (b) a package 

insert, package label, instructions or other labeling comprising avoiding or discontinuing or 

inhibitor contraindicating concomitant use of or co-administration of or using with caution (1) a strong 	of 

CYP1A2, or (2) a moderate to strong inhibitor of both (i) 
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CYP1A2 and (ii) another CYP enzyme selected 

CYP2D6, or (3) a CYP1A2 inhibitor selected 

- 	- 	, 	- 	• , 	- 	- - 	• - - 	- 	in ; 	: 	• 	: 	; : . 	; 	: 	; 	. 

from the 

from the 

patients 

group consisting of, CYP2C9, CYP2C19, and/or 

group consisting of fluvoxamine; and enoxacin;  

receiving pirfenidone, optionally according to any 

of the embodiments of claims 1-18. 
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