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Examiner: N/A Patent Serial No.: 7,977,484 

Filed, November 5, 2007 
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For: NOVEL CRYSTALLINE FORM OF CYANO-1-CYCLOPROPYL-7-1S,6S-2,8-
DIAZ ABIC Y-C LO [4.3 .0iNONAN-8-YL) -6-FLUORO-1,4-DIHYDRO-4-GXO-3-
QUINOLINE CARBOXYLIC ACID 

* * * * * * 

APPLECA" ON FO EXTENSION OF PATENT 'ERN NDER 35 USC§ 156 

Filed v a EFS 
U,S, Patent and "rademark Office 

Sir: 

ELANCO ANIMAL HEALTH GMBH, formerly known as BAYER ANIMAL HEALTH 

GMBH, is the assignee of U.S. Patent No. 7,977,484 (the "'484 :Patent"), as evidenced by the 

first assignment recorded on December 11, 2007 at Reel/Frame 020224/0985, the second 

assignment recorded on February 5, 2009 at Reel/Frame 022213/0726, the third assigmnent 

recorded on April 1, 2013 at Reel/f rame 030127/0549, the fourth assignment recorded on 

February 8, 2024 at ReebTrame 066525/0898, and the fifth assignment recorded on February 7, 

2024 at Reel/Frame 066401/0955, copies of which are attached hereto as :Exhibit A.  ELANCO 

ANIMAL HEAT  .TH GMBH (the "Applicant") hereby submits this application for extension of 

patent term for the '484 :Patent under 35 -U.S.0 § 156, by providing the following inforrnati on as 

required by 37 C.F.R. § 1.740.1 

ELANCO ANIMAL HEALTH GMBH, the patent owner, and ELANCO US, INC, the applicant for regulatory 
approval of Pradalexg, are wholly owned subsidiaries under the common control of the same parent company 
Elanco Animal Health Inc„ (Exhibit J)„&s such, Elanco Animal Health GMBH has the right to reference the 
regulatoiy files necessary to file this application. 
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First-Named Inventor: Hubert Rast 
Ser. No.: 11/547420 
:Docket No.: BHC 031064; 2920951-000297 

i. A complete identification of the approved product as by appropriate chemical and 
generic name, physical structure or characteristics. 

The approved product is PRADALEX®, a product that contains pradofloxacin, in the 

form of pradofloxacin trihydrate for use in the treatment of bovine respiratory disease, and swine 

respiratoiy disease. A copy of the product label of PRADALEXO is attached hereto as Exhibit  

B. 

Pradofloxacin trihydrate, a fluoroquino one carboxylic acid;  is a member of the class of 

8-cyano-fluoroquinol one compounds. The chemical name of pradofloxacin trihydrate is 8-

cyano-l-cyclopropyl-74 S,6S)-2,8-diazabicyclo[4,3.0]nonan-8-y1)-6-fluoro-1,4-di hydro-4-oxo-

3-quinoline carboxylic acid trihydrate. 

The primary mode of action of pradofloxacin trihydrate involves interaction with the 

enzymes essential for the major DNA functions of bacteria like DNA replication, transcription 

and recombination. The primary targets for pradolioxacin trihydrate are the bacterial DNA 

gyrase and topoisomerase fV enzymes where reversible association between them and 

pradofloxacin results in inhibition of these enzymes and death of the baaerial cell. 

The structural formula of pradofloxacin trihydrate is: 

0 

COOH 

x 3 H20 

2. A complete identification of the Federal statute including the applicable provision of 
law under which the regulatory review occurred. 

Regulatory review of pradofloxacin trihydrate occurred under § -12 of the Federal Food, 

Drug;  and Cosmetic Act (21 U.S.C. § 360b). 
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First-Named h-iventor: Hubert Rast 
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3. An identification of the date on whieh the product received permission for 
commercial inarketing or use under the provision of law under which the applicable 
regulatory review period occurred. 

The pradofloxacin trihydrate product received permission on April 9, 2024 for 

commercial marketing or use under § 512 of the Federal Food, Drug, and Cosmetic Act (21 

U.S.C. § 360b). A copy of the approval letter is attached hereto as Exhibit C. 

4. In the case of a drug product, an identification of each active ingredient in the 
product and as to each active ingredient, a statement that it has not been previously 
approved for commercial marketing or use under the Federal Food, Drug, anti 
Cosmetic Act, the Public Health Service Act, or the Virus-Serum-Toxin Act, or a 
statement of when the active ingredient was approved for commercial marketing or 
use (either alone or in combination with other active ingredients), the use for which 
it was approved, and the provision of law under which it was approved. 

The approved product, PRADALEX®, includes the active ingredient pradofloxacin, in 

the form of pradofloxacin tri hydrate (Exhibit B), 

PRADALEX® is indicated for the treatment of swine respiratory' (lisease (SRD) 

associated with Bordeteila bronchiseptica, Glaesserella (Haemophilia) parasua, Pasteurelia 

inultocida„reptococcus suis, and 11j)copiasma hyopneumoniae in weaned swine intended for 

slaughter (nursery, growing, and finishing swine, boars intended for slaughter. barrow, gilts 

intended for slaughter, and sows intended for slaughter). 

PRADALEX® is also indicated for the treatment of bovine respiratory disease (BRD) 

associated with Mannheimia haemolytica, Pasteurella multocida, Histophilus somni and 

Mycoplasma bovis in cattle intended for slaughter (beef calves 2 months of age and older, 

growing beef steers, growing beef heifers, and beef bulls intended for slaughter), and in cattle 

intended for breeding less than 1 year of age (replacement beef and dairy' heifers less than 1 year 

of age and bed and dairy bulls less than 1 year of age). 

PRADALEX® is administered in the form of an injectable solution. 

Pradolioxacin trihydrate has never been previously approved for commercial marketing 

or use in food-producing animals under the Federal Food, Drug, and Cosmetic Act, the Public 

Health Service Act, or the Virus-Serum-Toxin Act. 

VERAFLOX® is a product that contains the active ingredient pradolloxacin, in the form 

of pradofloxacin anhydrate. A copy of the product label of VERAFLOX® is attached hereto as 



First-Named Inventor: Hubert Rast 
Ser. No.: 11/547,420 
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Exhibit D (no water molecules in the chemical formula). VERAFLOX® was previously 

approved on November 7, 2•012 for commercial marketing or use under the Federal Food, Drug, 

and Cosmetic Act for use in non-food producing companion animals. For example, 

VERAFLOX® is indicated for the treatrnent of skin infections (wounds and abscesses) in cats 

caused by susceptible strains of Pasteurella multocida„Weptococcus amis, Staphylococcus 

aureus, Staphylococcus ?lis, and Staphylococcus pseudintermedius. VERAYLOX® is 

administered in the tbrm of an oral suspension. 

To the extent the FDA and PTO consider PRADALEX® and VERAFLOX® to contain 

the same active ingredient, PRADALEX® is eligible for patent term extension under 

1,720(0(4 As the MPEP states in § 27. I Section V, referring to 35 -U.S.C. 56(a)(5)(C) and 

37 CFR 1.720(e)(3) "Wor animal drugs or products, prior approval for use in a non-food 

producing animal will not make a patent ineligible for patent term extension based upon a 

later approval of the drug or product for use in food producing animals, if the later 

approval is the first approval of the drug or product for use in food producing animals" 

(emphasis added). To the extent the drugs are considered the same by the FDA/PTO the above 

scenario is applicable to the present situation (i.c,, VERAFLOX(2, was approved first for non-

food producing animals, PRADALEX® was subject to a separate multi-year and extensive 

review process, was subsequently approved, and is the first approval of the drug for use in food-

producing animals). 

If for some reason the FDA/PTO -finds that the above situation does not apply, 

pradolloxacin trihydrate, the active ingredient of PRADALEX® (Exhibit B), may be considered 

different from pradofloxacin anhydrate, the active ingredient of VERAFLOX® (Exhibit D) for 

purposes of PTE. In some instances, the FDA recognizes that polymorphic/solvate forms of a. 

drug substance (e.g., anhydrate and hydrate forms) can have different chemical and physical 

properties that may impact drug product stability, dissolution, and bioavailability. Thus, 

differences in physical properties could lead to a finding that vadofloxacin trihydrate from 

pradofloxacin anhydrate are not the same active ingredient for purposes of PTE analysis. In that 

situation, PRADALEX® would be the first approval of the active ingredient pradofloxacin 

trihydrate, and eligible for vrE. Applicant reserves the right to present additional evidence on 

that issue if needed, but believes that 1.720(e)(3) applies in the first instance, 
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5. A statement that the application is being submitted within the sixty day period 
permitted for submission pursuant to § 1.720(f) and an identification of the date of 
the last day on which the application could be submitted. 

PRADALEX® was approved on April 9, 2024 for commercial marketing or use. 

Therefore, the present application is timely filed within the sixty-day period. The last day for 

timelv filing the present application is June 7, 2024. 

A complete identification of the patent for which an extension is being sought by the 
name of the inventor, the patent number, the date of issue, and the date of 
expiration. 

Inventors: Hubert Rast, Iris Heep, Alfons Grunenberg, Werner Hallenbach, Jordi 

Benet-Buchholz 

Assignee: BANCO ANIMAL HEALTH GMBH (fIkla BAYER ANIMAT. 

HEALTH GMBH) 

U.S. Patent No.: 7,977,44 

U.S. Application No.: 11/547,420 

issue Date: July 12, 2011 

Expiration Date: August 29, 2027 

The 20-year term of the '484 Patent under 35 U.S.C. § 154(02) expires on March 19, 

2025. The term of the patent was adjusted under 35 U.S.C. § 154(b) by 893 days. Therefore, the 

current expirati xi date of the '484 Patent is August 29, 2027. 

A copy of the patent for which an extension is being sought, including the entire 
specification (including claims) and drawings. 

A copy of the '484 Patent is attached hereto as Exhibit  

8. A copy of any disclaimer, certificate of correction, receipt of maiutenauce fee 
payment, or reexamination certificate issued in the patent. 

The 4' tt , and 12th  year maintenance tees for the '484 Patent have been timely paid, 

Copies of the receipts showing payment of the 4'h gth, and 1211  year maintenance fees are 

attached hereto as Exhibit F. 



First-Named Inventor: Hubert Rast 
Ser. No.: 11/547;420 
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No disclairners, certificates of correction, or reexamination certi cates have been 

submitted or issued for the '484 Patent. 

9. A statement that the patent claims the approved product... and a showing which 
ts each applicable patent claim and demonstrates the manner in which at least one 

such patent claim reads on: (i) The approved product.—

 

Clairns 1-3 of the '484 Patent an claim the approved product PRAD! IX& 

Claim 1 of the '484 recites: 

1. A pradofloxacin trihydrate of formula (11) 

0 

COOH. 

x 3 H,0 

The above formula is the same as that shown on the approved label for PR DA HX®. 

Accordingly, at least claim 1 of the '484 patent reads on the approved product. 

Claim 2 further defines the crystal stnicture of the prado oxacm trihydrate. Claim 2 

recites: 

2. The pradooxacin trihydrate of c airn . ; having an X ay powder diffractograrn having 

the rel. ections 

6 



First-Named Inventor: Flubert Rast 
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20 (2 theth) 

10.6230 
14.1386 
18.4032 
20.942 
22.5604 
22.8420 
24.5165 
25.8426 
26.4972 
26.8759 
27.1231 

of high and average intensity (>30% relative intensity). RRADALEX® contains 

pradofloxacin trihydrate and pradofloxacin trihydrate exhibits characteristics of the X-ray 

powder diffractogram of claim 2. See also '484 Patent at 2:30-45 (Table 1). Accordingly, claim 

2 reads on the approved product. 

Claim 3 further defines the crystal structure of the pradofloxa -in trihydrate. Claim 3 

recites: 

3. The pradofloxacin trihydrate of claim 1, wherein the crystal system is monoclinic t 

space group is P21, the dimensions of the unit cell are a=12.4790(18) Â ct=90°, b=12.1275(18' 

ii= 11,009(6)°, c=15.010(2) Å 7=90" and the volume is 2120.6(5) A.3. RRADALEX® contains 

pradofloxacin trihydrate and pradofloxacin trihydrate exhibits the crystal structure characteristics 

of claim 3. See :isfso '484 Patent at 2:52-60 (Table 2). Accordingly, claim 3 reads on the 

approved product. 
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First-Named Inventor: Hubert Rast 
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N. A statement beginning on a new page of the relevant dates and information 
pursuant to 35 U.S.C. 156(g) in order to enable the Secretary of Health and Human 
Services or the Secretary of Agriculture, as appropriate, to determine the applicable 
regulatory review period as follows: 

(i) For a patent claiming a new animal drug: 

(A) The date a major health or environmental effects test on the drug was 
initiated, and any available substantiation of that date, or the date of 
an exemption under subsection (j) of Section 512 of the Federal Food, 
Drug, and Cosmetic Act became effective for such animal drug; 

(B) The date on which a new animal drug application (NADA) was 
initially submitted and the NADA number; and 

(C) The date on which the NADA was approved. 

INAD Number (swine): 012380 (Exhibit G). 

The INAD's effective date (swine): September 17, 2013. 

New Animal Drug Application ("NADA") Number: 141-550 (Exhibit C). 

The NADA's submission date: February 15, 2024. 

The NADA's approval date: April 9, 2024. 



First-Named Inventor: Hubert Rast 
Ser. No.: 11/547420 
Docket No.: BHC 031064; 2920951-000297 

11. A brief description beginning on a new page of the significant activities undertaken 
by the marketing applicant during the applicable regulatory review period with 
respect to the approved product and the significant dates applicable to such 
activities. 

PRADALEXO was approved by the U.S. Food and Drug Administration (the "FDA"' 

following subnfission of;  infer atia, an 1NAD for swine, and a NADA. 

A brief description of the significant pre-marketing regulatory activities undertaken by 

the Applicant during the regulatory review period applicable to this PTE application with respect 

to :PRADALEX® and the significant dates applicable to such activities is attached hereto as 

Exhibit H.  
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12. A statement beginning on a new page that in the opinion of the applicant the patent 
is eligible for the extension and a statement as to the length of extension claimed, 
including how the length of extension was determined. 

In the opinion of the Applicant, the '484 Patent is eligible for extension under 35 U.S.C. 

§ 156 and 37 C.F.R. § 1.720 because it satisfies all the requirements for such an extension as 

follows: 

A. 35 -U.S.C. § 156(a) and 37 C.F.R. § 1.720(a)  

The '484 Patent claims, inter alia, pradofloxacin trihydrate, the active ingredient of the 

appro ed product PRADALEX®. 

B. 35 U.S.C. § 156(a)(1) and 37 C.F.R. § 1.720(g)  

The term of the '484 Patent has not expired before the submission ofthis application as 

its expiration date is currently August 29, 2027. 

C. 35 U.S.C. 156(a)(2) and 37 C.F.R. 1.720(b)  

The terrn of the '484 Patent has never been extended under 35 U.S.C. § 156. 

D. 35 U.S.C. 156(a)(3) and 37 C.F.R. § 1.720(c)  

This application is subrnitted by FJ.L.ANCO ANIMAL HEALTH GMBH, the owner of the 

'484 Patent in accordance with 35 U.S.C. § 156(d) and 37 C.F.R. § 1.740. This application is 

submitted within the sixtv-day period beginning April 9, 2024 when the product received 

perrnission for commercial marketing or use under § 512 of the Federal Food, Drug, and 

Cosmetic Act (21 U.,S.C. § 360b) and contains the information required under 35 U.S.C. 

§ 156(d)(1). 

E. 35 U.S.C. 156(a)(4) and 37 C.F.R. § 1.720(d)  

The approved product was the subject of an INAD for cattle and an MAD for swine, 

which became effective on June 27, 2000 and September 17, 2013, respectively. A copy of the 

swine MAD submission record and FDA's approval letter is attached hereto as Exhibit Ci 

while an liNAD for cattle was also submitted to the FDA, the initial studies for cattle were 

largely based on pradolioxacin anhydrate and took place before the issuance of the '484 Patent. 

Therefore, for the purpose of determining the applicable PTE for the '484 Patent, the later 

September 17, 2013 date related to the INAD for swine is being relied upon for the purposes of 

the instant PTE calculation. 
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The approved product was the subject of an -NADA filed on February 15, 2024 and 

approved on April 9 2024. Accordingly, the product was subject to a regulatory review period 

under § 512 of the Federal Food, Drug, and Cosmetic Act (21 -U.S.C. § 360b) before its 

commercial marketing or use. 

F. 35 U.S.C. 156(a)(5 (C) and 37 C.F.R. § 1.720(e)(3), MPEP § 2751, Section V 

The product PRADALEX® satisfies the requirements under 35 U.S.C. § 156(a)(5)(C) 

and 37 C.F.R. § 1.720(e)(3). This is evidenced by: 

(1) The '484 Patent claims the product, pradofloxacin trihydrate. 

(2) Pradofloxacin trihydrate is not covered by the claims in any other patent that has been 

extended, 

U.S. Patent No. 6,.) 5,21 .5 (the "' .13 Paten ) was granted a PTE for the earlier appro ed 

product VERAFLOX®. However, the ' 13 Patent expired on or around September 7, 2021. 

(Exhibit 1). Accordingly, the current product pradotioxacin trihydrate is not covered by the 

claims of the '213 Patent.' 

(3) The term of the '484 Patent was not extended on the basis of the regulatory review 

period for use in non-food producing animals. 

(4) The approval of PRADALEX(2, is the first permitted commercial marketing or use of 

pradofioxacin trihydrate for administration to a food-producing animal (cattle and swine); and 

this application is filed within the sixty-day period beginning April 9, 2024. 

G. 35 U.S.C. § 156(c)(4) and 37 C.:FR. § 1.720(h)  

No other patent term has been extended for the same reguiatory revie y period for the 

proc Jct. PRADALEX®. 

H. 35 U.S.C. § 156(d)(1 • and 37 C.F.R. § 1.720(f) 

This application is filed within the sixty-day period beginning April 9, 2024 when 

PRADALEX® received permission for comrnercial marketing or use under § 512 of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. § 360h). 

2  As explained in the Federal Register, "covered by the claims" means that the drug or product 

would infringe a claim in the other patent. 54 Fed. Reg. 30,377 (July 20, 1989). A product 

cannot infringe an expired claim. 
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First-Narned Inventor: Hubert Rast 
Ser. No.: 11/547420 
Docket No.: MC 031064; 2920951-000297 

Statement as to the Length of the Extension Claimed 
in Accordance with 37 C.F.R. § 1.778 

Applicant believes that the extension should be for 1,827 days '5 years), so that the 

expiration date for the '484 Patent shall now be August 29, 2032. The term of the extension is 

calculated as follows: 

12 
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(a)  3803 The number of days in the period beginning on the earlier of the date a 
major health or environmental effects test on the drug was initiated or 
the date an exemption under subsection (j) of section 512 of the 
Federal Food, Drug, and Cosmetic Act became effective for the 
approved animal drug (September 17, 2013 1NAD effective date) and 
ending on the date an application was initially subrnitted for such 
animal drug under section 512 of the Federal Food, Drug, and 
Cosmetic Act (February 15, 2024). (37 C.F.R. § 1.778(c)(1)) 

(lb) 54 The number of days in the period beginning on the date the application 
was initially submitted for the approved animal drug under subsection 
(b) of section 512 of the Federal Food, Drug, and Cosrnetic Act 
(February 15, 2024) and ending on the date such applicafion was 
approved under such section (April 9, 2024). (37 C.F.R. § 1.778(c)( ) 

(c) 3857 The length of the regulatoiy review period (the sum of (a) and (b)). 
(37 C,F,R. § 1.778(c)) 

(d) 0 The number of days in the regulatory review period that were on and 
before the date on which the patent was issued (July 12, 2011). (37 
C.F.R. § 1.778(d)(1)(i)) 

(e) 0* The number of days in the regulatoty review period during which it is 
deterrnined under 35 U.S.C. § 156(d) by the Secretary of Health and 
Human Services that applicant did not act with due diligence. (37 
C.F.R. § 1.778(d)(1)(ii)) 

*There has been no such determination at this time. 
f) 1901 One-half the number of days remaining in the period (a) after that 

period is reduced in accordance with (d) and (e). (37 C.F.R. 
§ 1.778(d)(1)(iii)) 

(g) 1956 Tern) of extension ((c) - (d) (e) - (f)), (37 C.F.R. § 1.778(d)(1)) 
h) 08/29/2027 The original term of the '484 Patent. 

_())  01/05/2033 The term of the '484 Patent as extended. (37 C.F.R. § 1.778(d)(2)) 
(j) 04/09/2038 14 years from the date of approval of the application under section 512 

of the Federal Food, Drug, and Cosmetic Act, (37 C.F.R. 
§ 1.7780)(3)) 

(k) 01/05/2033 The earlier of (i) and (j), (37 C.F.R. § 1.778(d)(4)) 
(I) 08/29/2032 5 years from the original expiration date of the '484 Pate 137 C.F.R. 

§ 1.778(d)(5)(i)) 
(n) 08/29/2032 The earlier of (k) and (I). (37 C,F,R. § 1.778(d)( )(ii)) 

13 A statement that applicant acknowledges a duty to disclose to the Director of the 
United States Patent and Trademark Office and the Secretary of Health and Human 
Services or the Secretary of Agriculture any information which is material to the 
determination of entitlement to the extension sought. 

Applicant acknowledges a duty to disclose to the Director of the United States Patem and 

Trademark office and the Secretary of Health and Human Services any inforrnation of which it is 
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aware and which is material to the determination of entitleinent to the extension sought in 

accordance with 37 C.F.R. § 1.765. 

14. Prescribed fee. 

The prescribed tee for receiving and acting upon the application for extension is 

submitted herewith. The Commissioner is hereby authorized to charge Deposit Account No. 50-

6936, referencing Attorney Docket No. 2920951-000297, for fees due or any deficiencies of fees 

and to credit any overpayments. 

15. The name, address, telephone number, and email address of the person to whom 
inquiries and correspondence related to the application for patent term extension 
are to be directed. 

David L. Vanik 
Make Moore & Vanik ll. LLC 
10 South Market Street, 2nd Floor 
Frederick, NM 21701 
Telephone: 301-453-6100 
Facsimile: 301-476-4851 
Email: dvanik@minviplaw.com 

This PTE application, including its attachments and supporting papers, is being submitted 

via the USPTO patent electronic filing system in accordance with 37 C.F.R. § 1.740(b). 

In view of the above, Applicant respectfully requests that the Commissioner grant an 

extension of 1,827 days (5 years) to U.S. Patent No. 7 977 484. 

7orable action is earnestly solicited. 
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Dated: 6 J.  e 2024 

Customer No. 84331 

10 S Market St, 
2nd Floor 
Frederick, MD 21701 

Telephone: 301-453-6100 
Facsimile: 301-476-4851  

R.espectfuiiy s )mitted, 

M,CBEE MOORE & VANIK P, LLC 

By: /David L. Vanik/ 
David L, Vanik 
Registration No.: 64,:y4 

Susan E. Shaw McBee 
Registration No.: 39,294 

Attorneys for Applicant 
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For valuable consideration, the receipt and adequacy of which is hereby 
acknowledged, 

I/We 

1)RAST, Hubert 2)HEEP, Iris 3)GRUNENBERG, Alfons 
4)HALLENBACH, Werner 5)BENET-BUCHHOLZ, Jordi 

1)Auf dem Bruch 77a, 51381 Leverkusen, Germany 
2)Griiner Weg 7a, 50859 Köln, Germany 
3)Gneisenaustr. 15, 41539 Dormagen, Germany' 
4)Lichtenbergerstr. 68, 40789 Monheim, Germany 
5)Placa Romani  3A, 43893 Altafulla, Spain 

hereby sell, assign, and transfer unto Bayer HealthCare AG a corporation of 
Germany located at 51368 Leverkusen, Germany the entire right, title, and 
interest in and to my/our application for Letters Patent of the United States, 
executed concurrently herewith, entitled 

NOVEL CRYSTALLINE FORM OF 8-CYANO-1-CYCLOPROPYL-
7-(1S,65-2,8-DIAZABICYCLOL4.3.0iNONAN-8-
YL)-6-FLUOR0-1,4-DIHYDRO-4-0X0-3-QUINOLINE CARBOXYLIC ACID 

Filed: March 19, 2005 PCT-Serial No.: PCT/EP2005/002953 

and mylour entire right, title, and interest in and to all my/our inventions, 
whether joint or sole, disclosed in said application for Letters Patent, and in 
and to all divisional or continuation applications that may be filed for United 
States Letters Patent for any of said inventions, and in and to all patents tha 
may be granted .on the foregoing applications, and i/we hereby agree, whenev-
er requested, to communicate to said assignee, its successors and assigns, any 
facts known to my/us respecting said inventions and to execute all applications 
or papers necessary to obtain and maintain proper patent protection on said 
inveritions in the United States. 
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Application Number: 11631089 
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Property Type 

Application Number 

Application Number: 

Application Number: 

, 
Number 

11547420 

10682127 
, 

10576408 

Application Number 

Application Number: 

4.  i5o -7 

Otyo,9., 

Application Number: 0516344 

Application Number ,,,,057053 
, 

Application Number: 17995750 
-, , 

Application Number: 71,416195 

Application Number 17908194 
, 

Application Number: .:. 7795652 
, 

Application Numt)er: 111'66151 

Application Number 746'6'863 
, 

Application Number: 17053680 

 

, 
ApOcation Number: 16624117 

Application Number 1 6776377 

Application Number: 18 776374 

Application Number: 16762068 

 

, 
Application Number; 16757083 

 

, 
Application Number: 
_  

6716205 

Application Number:: 6636 -16 

Application Number 166'08744 

Application Number: 16484670 

Application Number: 16348797 

Application Number; 16320256 

Application Number: 16093565 

Application Number: 6074289 

Application Number: 6058888 

Application Number: 14916244 

Application Number: 1489 -1762 

Application Number: 1596'241,4 

Application Number: 15571650 

Application Number: 15504294 

Application Number: 16325665 

Application Number: 15318967 

Application Number: 15313343 

Application Number: 15109880 

 

, 
Application Number: 15037564 ____________ 
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Property Type Number 

T5037402 

1603.3926 

1 5022533 

Application Number. 

Application Number 

Application Number: 

Application Number 

Application Number: 

Application Number: 

Application Number. 

14653676 
............................ 
14633920 

1,4414'254 

1 4 4 0 74 5 5 

CORRESPONDENCE DATA 
Fax Number 7166269366 
Carrespondence will be sent o the e-mail address first; if that is unsuccessful, it wl be sent 
using a tax number, if provided; if that is utIsuccesstul, if will be sent via US Mail 

62'394300 

Correspondent ante: 
Address Line• 
Address tine 
Address Line 4';.. 

.-';',0..rf:IPOrt@obleenio,ygr000;pern, 
Ellen S. $itripsen 
'OnisOn Lay.,,.e•prOup 
.55. 51yjaln$treet 
Euff, N.PV: VQRK 4221 

'BPNooli 

NAME OF SUBMITTER: ELLEN StNIPSON 
. . . . . . 

SIWSQN 

02108/2024-
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English translation from the Gerrn9Rianguage 
pa(ip 1 
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Retrieval of 'vay 3, 2023 11:01 Pa e 1 of 15 
En- 
try 

a)Firm name 
b)Seat, establishment, -'`,., 
domes& business address, 
authorized recipient, 
branch establishments 
c)Purpose of the enterprise 

Share or rules of representation 
' \nominal a agement board, management organ, 

ovital nartagEng directors, general partners, Prokura 
-‘,.., managers, authorized representatives and 

N , speclal powers of representation 

 

a)Legal form, 00 manc9tnt, articles of a) Date of 
association or sharêfders agreement entry 
b)Other legal r ' b) Remarks 

1 

1-3 

2 3 4 

      

... N.. 
'N.. 

'N. 

    

4 a) 
Bayer Animal Health GmbH 

 

.N.... 
'N.. 

N 

'N 
"N.. 

N 
.ss, 

f  

Z 

/ 

a) 
On March 70, 2008, the hateholders' meeting 
adopted a resolution amending the cornpany 
name and, accordingly, the shareholders' 
agreement in § 1, and also the purpose of the 
enterprise and, accordingly, the shareholders' 
agreement in § 3. The shareholders' agreement 
was reworded,  

a) 
March 3 2.008 
Keusch 

c) 

   

Z5-79 
NI 

  

80 a) 
Banco Animal Health GmbH 

  

,,,,./ 

..7  
./ 

/../ 

N... 
"N. 

N. 
N. 

N. 
'N... 

'\.. 
..N.. 

'N 

a) 
The shareholders' meeting of January 10, 2023 
adopted a resdution amending the shareholders' 
agreement in § 1 (cdrpany name) and thereby 
the company name. 

a) 
March 31, 7023 
Asmussen 

81 

  

..X
../ 

 

/
7 N. 

N. 

 

- 

Commercial Regist of the District CQurt Köln 
"N. 

Number of the firm: HRB 52145 Imprint ( 

Partially translated on the hasis of the extfroni the Commercial Register o [)istrict Court Min, historical -trttout, HRB 52145, retrieved oi 
2023, mot am, 
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Number 
of the 
entry 

a)Company name 
b)Registered office, branch 
office, domestic business 
address, authorized recipient, 
subsidiaries 
 c) Object of the co pany 

Share 
capital or 
nominal 
capital 

a)General representation regulations 
b)Management board, management 
body, managing directors, personally 
liable partner, managing director, 
authorized representatives arid special 
power of representation 

Procuration a)Legal form, 
commencement, articles of 
association or partnership 
agreement 
b)Other legal relaticmships 

a) Date of 
entry 
b)Remarks 

7 1 2 _, 3 4 5 6 
1 a) 

Elanco Animai Health GmbH 

b) 
Monheirn am Rhein 
Business address: 
Alfred-Nobel-Strage SO, 40789 
Monheim am Rhein 

c) 
Distribution, other industrial 
activity or provision of seneces in 
the field of animal health and 
animal care. 

25,000.00 
EUR 

a) 
If only one managing direc-tor has been 
appointed, they shaIl represent the 
cornpany alone. If several managing 
directors have been appointed, the 
company shali be represented by two 
managing directors or by one managing 
director together with an authorized 
signatory. 

b)Managing director: 
Dr. Bongaerte, Sabine, Dormagep, 
*11 14.1968 
authorized to act as sole representative 
with the authority to conclude legel 
transactions in the name of a third 
oily. 

Managing Director: 
Vehling, Lisica, DOsseldorf, *C.3.09.1977 
authorized to act as soie representative 
with the authority to conclude legal 
transactions ln the name of a third 
party. 

Individual power of 
representabon: 
Dr. Laber-Probst, Birgit, 
Cologne, *05.28.1966 
Riedel, Dirk, Leverkusen, 
*03.04.1964 
Dr. Stanneck, Derothee, 
Solingen, *05.12.1967 
Dr. Storch, Matthias, 
Leverkusen, *07.04.1961 
Felten,lulia, Cologne, 
*11.19.1981 
Krebsfenger, Niels, Cologne, 
*01.11.1972 
Stöiting, lern, Cologne, 
*04.30.1967 
Puschmann, Stefan, 
Leverkusen, *03.18.1974 
Kettner, Andrea, Cologne, 
*11,12.1974 
Dr. Mertens, Christina Maria, 
Essen, *06.21.1967 
Dr. Hellmann, Marc, 
Langenfeld, *09.16.1974 
Wichmann, Cindy, Butzbach, 
*10.15.1987 

a) 
Limited liability cornpany 
Articles of association dated 
12.09.2003, subsequently 
arnended. The shareholders' 
meeting on 01.10.2023 
arnended the Articles of 
Association in Section 2 and 
with it the relocation of the 
registered office frorn 
Leverkusen {previously 
Cologne Local Court HRI3 
52145) to Monheim arn Rhein. 

b) 

A profit and loss transfer 
agreement was made with 
Elanco GmbH, Cuxhaven 
(Tostedt Local Court, HRB 
206619), as the controlling 
company on 08.10.2020. It was 
approved by the shareholders' 
meeting on 08.11.2020. 

a) 
04.04.2023 
Sonnichsen 

2 

 

b) 
No longer managingelirector 
Dr. Bongaerts,  Sabine, Dorrnaxen. 
*11.14.1968 

  

a) 
08.23.2023 
Kronz 
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. ti$ 

c Pre Tuno Assigni ern, Agr lent 
and 

Consent to Rf.r,eirtial 
United States 

THis DF:EID is made ...between 

Bayer Intellectual Property GmbH, a company duly organized and existing under the Laws of 
Germany, of Alfred-Nohel-Strasse SO, 40789 Monheim am Rhein, Germany 
("the Assigh0r); 

and 

Bayer Animal Health GmbH, aeompany duly oi•ganized and existing uncle, the Lav,,s of Germary, 
of K„zit.f...-ier-Vsillhelm.-Aiee 51373Leverkosen, G e rat a ny, now kflOWY1 as Ei an c 0 A nim al H ea i t h 
GMbH 
("the Assignee"): 

(a) Assignor, was the proprietor oí.  the patents in United States as s-,1` out in the attached 
schedule marked Annex A; 

(b) Assignor and Assignee have agreed that pate s fisted in the attached schedule "Annex As' 
shouici he transferred to the Assignee, 

f's This Assignment is made and effective itts of Sep mber 2019 1../y Assigno, ohm/eying 
eights to Assignee MI that date; and 

/TS.AC,fi.REE1.).. THAT:. 

For 9000 anti vatuatAe consideration, receipt Of whtch ts itertthy acknowiedged tiy the Assignor, the 
Assignor hereby aeSK,.1r1S, transfers and Sets over unto the A.,./signee, its successors and asstgns ail 
rights, title.  and interests in United States in the patents together With the goodvAii of the business 
represented and symbolistz,id t.ty the ixittents and the As.signee •accepts the said i'*ssignment. 

iN WiTNESS WHEREOF, the Assignor and Assignee have cause° this Assfgnment to .xechtea by 
their authorized representatives, 

Signed as a Deed in Munich art behalf Of the Sigoeil as a. Deed in Munichoobehaif of the 
Assignor thisl8th day of Jantiary 2824 by ASsignee this 18th day of Januaty 2o2.4 by 

Michai ic art:,.Prcixt•-•-tiottler 
8.ayerf...iriteifeettfat Property. .G.rrt,bt-i Elanc.0.AnimarHealith GmbH 

PATENT 
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14113778 

141862103 

141824145 

1631089 

547426 

es408 , , 

10/567057 

An ot,.x A 

Grant No, 
PatOM Title unknown/ not 
available 
Patent Title unknov,tal not 
available 
Patent Titl e novo/ nOt 
available 

9307764 

9609871 

9801355 

Patent Titl , unknown! not 
aVa 

14/808425 9610297 

Patent 'Title unknown/ not 
ava i able 
Patent Title unknowrd not 
available 
Patent Title unknown/ not 
available 
Patent Title unknown/ not 
available 

14t360713 

13/878,961 

I 390302 

la/282586 

9593140 

9744127 

e923 

Patent TitIP unknown/ not 
available 
i,,ateilt Title ifIl=i;nowni not 
available 

13/147068 

12/951581 

913 9,39 

908955Z 

Patent Title inknowal not 
available 
Patent Title Unknown/ not 
available 

12/676568 

12/5205 

8143411 

8071116 

Patent Title unknown/ not 
available 
Patent Titie unknown/ not 
available 

121442680 

0446: 

6497377 

10231925 

Patent Title nknown/ not 11/716914 
available 
Patent Title unknown/ riot 
available 
Patent Title unknOwnl not 
available 
Patent Title. unknown/ not 
available 
Patent Title unknovvni not 
available 
Patent Title gown/ not 
available 
Patent Tale unknown/ not 
avail ab le 

10/555298 

9662309 

Patent: T ti e un kn ovqn / 0 t 
!able' 

atent. Title unknown,/ not 
avai ab le 

10/510344 

1118-7 302 9399037 

PATENT 
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Nadal 
(piradotiozadn ection) 
200 mg pradofloxacinimi. injectable solution 
Atm 

cAuTioN 
Federal law restricts this drug to use by or on the order of a licensed veteOrPrian 

Federal law prohibits the extra-label use of this drug in food-producing :Pima's. 

ib ensure responsible antimicrobial drug use, llsn of pradofioxac in should be 
limited to treatment of bovine respiratory disease (BRD) :n :ate ard treotmcnt 
of swine respiratory disease (SRD) in swine only after consideration of other 
non-flooroguinoione therapeutic options. 

PRODUCT DESCRIPTION 
Pradalex (pradofloxacin injection) is a sterile, ready-to-use injectable 
antinicrobial solution that contains pradofloxacin, a broad-spectrum 
fluoroquinolone a ntinicrobial agent. 

Each ML of Pradalex contains 227 mg pradofloxacin trihydrate; equivalent to 
200 mg of pradofloxacin. Excipients are citric acid (antioxidant) 1 mg, 
gluconolactone (for pFI adjustment) 77 mg, and water for injection q.s. 

Pradofloxacin is a fluoroquinolone antimicrobial and belongs to the class 
of guinxiine carboxylic acid derivatives. Its chemical name is 8-cyano-1- 
cyclopropyl- 6-fiuoro-7- [(46.7aS)-octahydro-6Hpyrroio[3,444yridin-6-ylj-
4-mo-1,4 -dihydroquinoiine-3-carboxylic ar id. 

0 0 

Pradofloxacin Trihydrate 
INDICATIONS 
Cattle: Pradalex is indicated for the treatment of BRD associated with 
Mannheimia haemolytica, Pasteurelia muitecida, Histophilu.s semi aoCL 
ivilycoplasma bovis in cattle intended for slaughter (beef calves 2 months of age 
and older, growing beef steers, growing beef heifers, and beef bulls intended 
tor slaughter), and in cattle intended tor breeding less than 1 year of age 
(replacement beef and dairy heifers iess than 1 year of age and beef and dairy 
bulls less than 1 year of age). Not for use in cattle intended for breeding 1 year 
of age and older (replacement beef and dairy heifers 1 year of age and older. 
beef and dairy bulls 1 year of age and older, and beef and dairy cows). beef 
calves less than 2 months of age. dairy calves, and veal mines. 

Swine: Pradalex is indicated for the treatment of SRO associated with 
Bordotelia bronchiseptica, Glaesserella (!laemophilos) parasuis„Dasteureila 
moilocida, Streptococcus suis, and 114ycop/asma hyopneumoniae in weaned 
swine intended for slaughter ;nursery, growing, and finishing swine, boars 
intended for slaughter, barrows, gilts intended for slaughter, and sows intended 
for slaughter). 
Not for use in swine intended for breethng (boars intended for breeding, 
replacement gilts, and sows intended for breeding) and in nursing piglets. 

DOSAGE AND ADMINISTRATiON 
Cattle: Administer once as a subcutaneous injection at a dosage of 10 mg/kg 
(2.3 m1_100 lb) body weight. Do not inject more than 15 rnl_ per subcutaneous 
'njection sfte 

Table l. Pradalex Dose Guide for Cattle (2.3 mi_/100 lbs)  

Swine: Administer once aG an intramuscular injection in the neck at a dosage 
7.5 mg/kg (1.7 rnIJ100 lb) body weight. Do not inject more than 5 mi. per 

'ntrarniiscular injection site. 

Table 2. Pradalex Dose Guide for Swine (1.7 mL/100 lbs) 

Dilution of Pradalex: Prodalex may be diluted with sterlie water, sterile saline 
(0.9%), or 5% dextrose (D5W) prior to injection. The diluted product should be 
used within 24 hours. Store diluted solution in amber glass bottles between 
25-40°C (77-104°P). 
Table 3. Dilution Guide for Swine' 

Swine Weight  mL of Pradalex  IA of diluent**  Number of doses 

b lb 8.5 nil_ 91.5 ml.. 100 
10 lb  17 ra.L.  03 nil_  100 
15 lb 25.6 rriL 74.4 ret 100 
20 lb 30 1 raL 65.9 rnl_ 100 
95 lb 42.6 rat_ 57.4 ml_. 100 
30 lb 51.1 rat. 48.9 ral.. 100 
35 lb 59.7 rriL 40.3 ret 100 
40 lb 68 2 raL 31.8 rnl_ 100 
45 lb 76/ rat_ 23.3 ml_. 100 
50 lb 85.2 rat. '14.8 ral.. 100 

*Fo! 1 Ili dose vt..lurne from thluted solution 
*Tradalex can be diluted with sterile ',voter, sterile saline (0.9%), 
or 5% dextrose 105W) for injection 

Use bottle within 6 months of first puncture. When adMinistering from the 
250 inL bottle, puncture a maximum of 120 times. If more than 120 punctureS 
are anticipated, the use of multi-dosing equipment is recommended. When 
using a draw-off spike or needle with bore diameter larger than 16-gauge, 
discard any product remaining in the vial immediately after use. 

WITHDRAWAL PERIODS and RESIDUE WARNINGS 
Cattle intended for human oriesemptio must not be slaughtered within 
4 days of treatment. Swine intended tor human consumption must not 
be slaughtered within 2 days of treatment. Not for use in female dairy 
cattle 1 year of age and older, including dry dairy cov,fs; use in these 
cattle may cause drug residues in milk and/or in calves born to these 
cov,fs. Not tor use in beef calves less than 2 months of age, dairy calves, 
and veal calves, a withdrawal period has not been established for this 
product in pre-ruminating calves. 

USER SAFETY WARNINGS 
Not for use in humans. 1<.seep out of reach of children. Avoid contact with 
eyes and skin. in case of ocuier contact, immediateiy remove contact lenses 
and flush eyes with copious amounts of water for 15 minutes. in case of 
dermal contact, wash skin with soap and water for at least 20 seconds. 
Consult a physician if irritation persists following ocular or dermal exposures, 
or in case of accidental ingestion. Individuals with a history of hypersensitivity 
to quinoiones should avoid this product. In humans, there is a risk of user 
photosensitization within a fevi hours after excessive exposure to quinolones. 
If excessive accidental m:posure occurs, avoid direct sunlight. Do not eat, 
drink or smoke while handling this product. To obtain a copy of the Safety Data 
Sheet, contact Flanco al 1-800-428-4441. 

ANIMAL SAFETY WARNINGS 
Not for use in anirnals intended for breeding because the effects of Pradalex 
on bovine arid swine reproductive pelformance, pregnancy, and lactation have 
not been determined. Not for use in pre-ruMinating caines or nursing piglets 
because safety and effectiveness has not been demonstrated. Swelling and 
inflammation may be seen at the injection site after administration. These local 
tissue reactions may persist beyond the slaughter withdrawal period and may 
result in trim loss of edible tissue at slaughter. 

Ouinolones should be used with caution in animals with !Town or suspected 
central nervous system (CHS) disorders. in such animals, quinolones have, 
in rare instances, been assodated with CHS stimulation that rnay lead to convulsive 
seizures. Ouinolones have been shown to produce erosions of carhlage of weight-
bearing joint, and other signs of arthropathy in immature aniMals of various 
species See TargetAnimal Safety secton for addifionai information. 

ADVERSE REACTIONS 
Mild to moderate inflammatory changes of the injection site may be seen in 
cattle and swine treated with F'radalex. 

CONTACT INFORMATION 
To report suspected adverse drug experiences, for technical assistance or to 
obtain a copy of the Safety Data Sheet, contact Fiance, at 1-800-428-4441. 
For additional information about reporting adverse drug experiences for animal 
drugs, contact FDA at 1-888-FDA-OFS http://www.fda.gov/reportanimalae. 

CLINICAL PHARMACOLOGY 
Mechanism of Action 
Pradoflooacin is a synthetic fluoroquinolone antibacterial drug. Pradofloxacin 
acts via inhibition of DNA gyrase and topoisomerase fií engroas in bacteria 
to inhibit DNA and RNA synthesis. It is bactericidal with a broad spectrum of 
activity. As a class, fluoroquinolones are considered concentration dependent 
antimicrobials. Pradotioxacin induces long post-antibiotic effects (PAE) and 
extended post-antibiotic sub-fvliC effects (PA SklE), both in aerobic and 
anaerobic bacteria. 

Pharmasokinetice 
Cattle:The pharrnacokinetic parameters of pradoilmacin in Table 4 WM 
determined frorn two studies following subcutaneous administration of 
pradofloxacin in 4- to-5-month-old weaned calves weighing 158 to 319 kg. 

PASKI278x 

Weight (lb) Dose Volume (reIL) 

100  2.3  
200 4.13 

300  6.9  
400 - 

500  11.5  
600 13.8 
700  16.1  

800 18.4 
900 20.7 

Weight (Ib) Dose Voiurne (mL) 

15 0.3 
30  
50  

100 
0.9  

150 2.6 
200 3.4 
250 43 



:, 'f• 

Pi adoflooac(o exposuie (Dm and AUC) was dose proportional over a 10 to 
50 mg/kg dose lenge with no accumulation when administered once every 
4 days over 8 days. 
Pradodoxacin was excreted in both the urine and the feces, largely unchanged, 
with the majority of the admostered dose being excreted in the first 24 hours 
post-dosing 
Swine.  The pharmacokinetic parameters of pradofloxacin in Table 4 were 
determined foilowing intramuscular administration of pradofloxacin in 
18-day-old weaned pigs weighing 5 5 to 7 9 kg. Pradofloxacin exposure 
(C. „, aod AUC) was dose proportional over a 7 5 to 37.5 mg/kg dose range 
with no accumulation when administered once every 2 days over 4 days. 

adofloaccin was mcrered in both the urine and the feces, largely unchanged, 
with approximaie'q one-Third of the administered dose being eacrered in the 
first 24 hours post-dosing 
Table 4. Arithmetic mean (± standard deviation) plasma pradofiaxacin 
pharmacokinetic parameters following the first of three administrations of 
Pradalex (pradofimacin injection). 

Pharmacokinefic 
Parameter 

Weaned calves (N.12) 
IP rng/kg 8W SC 

Weaned pigs (N = 8) 
7.5 mg/kg BW lM 

C,,,, (pg/roL) 1.9 ± 0.4 2.5 ± 1.9 

T,,,, (houisy 111 to 2) 0.75 (0.5 to 2) 

AUG„ (I-Ir. :2;01U 10.5 ± I 2 26.2 ± 3 7 

t.,2  (hours) 2.0 -_!. 0.4' 8.5 ± 2 6 

Reported as-  Median (raoge) 
N, 11 due to inabiiity to calculate half -life in 1 animal 

- maximum concentration 
T.„= rime V.:,  maximum concentration 

, area under the curve from the ti Me of dosmg to the rime of the last 
measurable concentration 

, half life 

MICROBIOLOGY 
Cattle: The minimal inhibitory concentrations (MICs) of pradofloxacin were 
cetermined for isoiates of Mannheimia haerriolytica. Pasteurelia rpuitocua, 

sornili. and Mycopiasrna bovis which were obtained from cattie 
enrolled in the 2015 BRD fielo study conducted in the U.S. MC determinations 
were completed using Clinicai aod Laboratory Standards Institute (CLS1) 
standard methods excepr for 01. bovis. The methods and quality conrrol 
performance standards for M. boy/5 were vaiidared with a muki-center 
laboratory sthdy. The results are shown belovv in Table 5. 
Tabte 5, Pradofloxacin MIC valuer of BRD pathogens iso(ated from the 
'M(5 field study 

BRD Pathegen'
„ 

 
No. of 

Isolates 
Ming" 
(pg/mL) 

• 

MIC90" 
(pg/m0 

MIC range 
(gent) 

M. haemolytica 365 1 0 008 2 0 001 to 2 
P mulloma  248 1 0.008 1 0 015 0.001 to 0.12  
H sorno + 106 i - : 0 015 i i 0.015 0 015 to 0 25 
/If boos 159 1 0.12 05 0.002 to 1 

"The correlation between rn vitro susceptibility data and an cal effectiveness 
1.3 unknown. 
- The lowest MC to encompass 50% and 90% of the most susceptible 
1.3olates, respectively. 
Swine: The MICs of pradoflomcin were determined for isoiates of Borriatella 
broach/soot/co Gíaosserelb (Haeropphilos) parasuis, Past-aura/la rnuItocicia aod 
Streptococcus sills which were obtained from swine enrolied in the 201/ SRD 
held stuoy conducted in the U.S. MIC determinations were completeo using 
CLSI standard methods except for G. palasuis. The methoos for G. parasols 
were vaiidated with a multi-center iabor ate; y study. Tire resaito are shown 
below in Table 6. 
Table 6, Pradoiloxacin MIC values* of SRD pathogens isolated from the 2017 
f eld study. 

SRO Pathogens 
No. of IIIIIC5O'' 

Isolates 64/roL) t 
MIC90** 
4101) we a"ge' (tiWar0 

8 brooch:septic,  111 1 0.12 0.12 1 0.12 to 0 25 
G. parasols 93 1 0 001 0.004 1 0.00025 to 0 008 
P mottooda 1 99 I 0.004 0 008 I 0 004 to 0 008 
S. sus 212 0.06 0.25 1 0.015 to 4 
' The correlation between In vitro susceptib: ity data and clinical effegiveness 
s unknown. 
" The (owes-, MC to encompass 50% and 90% of the most susceptible 
solates, respectively. 

EFFECTIMESS 
Cattle: The effectiveness of Pradalex for the treatment of BRD associated 
with Mannhollma haernoiyfica, Pasteurella rookocida, sowni and 
Mycoplasma bovis was demonstrated in a multi-site natural infection field 
study conducted in the U S. A total of 630 commercial mixed-breed male 
and female calves with clinical BRD were enrolled Calves were administered 
a single subcutaneous dose of either Pradalex at 10 mg/kg body weight or 
an equivalent volume of sterile saline. Calves were evaluated for clinical 
iacciisS on Day 10. The success rare of Pradalex treated calves (49.7%) was 
statistical(y significantly different (p = 0.0089) aod numericaliy greater Ina!:  

that of sal(ce-beated ca:ves (25.6%) ibaseq on back-transformed least squares 
means) No adverse events associated with Pradaiex administration were 
reported in the study 
Swine: The effectiveness of Pradalex for tne treatment of SRD associated 
w:th Bordotaila bronchiseptica, Giaassemlia (Haernophilus) parasbis, 
Pasteurrila robItocida„Streptococcus Slits, and Mycopiasma kvopneupioniao 
was demonstrated in a multi-site, natural infection field study conducted in the 
U.S. A total of 1,200 castrated main and female growing pigs with clinicai SRD 
were enrolled. At enrollment, pigs v,iere administered a single intramuscular 
dose of either Pradaim at 7 5 mg/kg body weight, or an equivalent volume of 
sterile saline. Pigs were evaluated for clinical MOSS on Day 7. The silCUSS 

rate of Pradaim-treated pigs (45 2%) was statistically significantly different 
(p, 0.02/4) and numencai(y greater than that of the sa(ine-treated pigs (34.2%) 
(based on least squares means). No adverse events associated with Pradalex 
administralioo were reported in the study. 
A total of 72 castrated run and fernale growing pigs were enrolieo in an 

hyoprouaroiaa-induced challenge model study. Pigs were inoculated 
a fieid strain of M. hyorpleurroniae once daily for three consecutive 

days. Three days after the final inoculation. pigs were administered a singie 
.:.'Vamuscular dose of either Pradaiex at 7.5 mg/kg body weight. or an 
equivaient voiume of sterile saiine. Pigs were euthanized ano necropsied on 
Day 10. There was a significant difference (p, 0.0002) in the mean total lung 
iesion score in favor of Pradalm-treated pigs (11.7%) compared to the saline-
:read: eigs 

TARGET ANIMAL SAFETY 
Cattle: Pradaim was evaluared in a margin of safety study with 32 healthy. 
weaned calves. Calves were random:zed to four treatment groups-  OX (saline 
control), IX (10 mg pradofimacin/kg), 3X (30 mg pradofimacin/kg) and 
511(50 mg pradofloxacin/kg). CaNcs were administered subcutaneous doses 
on Days 0, 4. and 8 All calves remained clinically normal throughout the in-life 
study and survived until scheduied necropsy on Day 9. Injection site swelling 
was noted in the 1X and 5X groups. Neutrophil counts, monocyte counts 
and creatine kinase levels were generally higher in the treated groups, 
and this was attributed to inflammation and tissue damage at the injection 
sites. At necropsy, injection site lesions consisting of discoloration and 
edema. with microscopically visible hemorrhage, inflammation, and necrosis 
were reported in most treated animals No signs of fluoroquinolone-induced 
arthropathy'Nora reported. No other clinicaily significant adverse effects related 
to Pradalex were reported. 
Pradaiex was aiso evaluated in a margin of safety study focusing on pathologic 
changes to the testes and epidioymioes in 16 healthy, weaned buil calves. 
Ca(ves were randomized to four treatment groups: OX (saline control), 
1X (10 rng pradafloaacia/kg). 3X (30 rng pradafloxacin/kg) ano 5X (50 nig 
pradofioxacin/kg). Calves were administered subcutaneous doses on Days 0, 4. 
and B. Ail calves reinaineo ciinicaily nor inal throughout the study and survived 
untii scheduled castration on Day 9. injection site sweliing was noted in the 1X, 
3X, and 5X groups. In the 1X group. 3 of 4 caives developed milo to moderate 
subcutaneous sweliings, one resolved by 6 hours post-treatment and two were 
not resoived by the end of the study. No abnormai macroscopic or microscopic 
pathoiogy in the testes or epioidyinides was reported. 
Swine: Pradalex was evaluated in a margin of safety study with 32 healthy 
weaned, crossbred pigs. Pigs were randomized to four treatment groups-
OX (saline contro(), 1X (7 5 mg pradofloxacin/kg), 3X (22.5 mg pradof(oxacin! 
kg) and 5X (37.3mg pradofloxacin/kg). Pigs were administered intramuscular 
doses on Days 0 2, and 4. All pigs remained clinicaily normal throughout 
the in-iife study and at pigs survived until scheduied nec.ropsy on Day 11 
Aspartate aminotransferase (AST) and creatine phosphokinase (CK) showed 
elevations and statisticaily significant treatment by day interactions in Pradaim• 
treated pigs. These were attributed to inflammation and tissue damage at 
the injection sites and the values returned to normal by Day 10 There were 
no other clinicaily reimant effects on the remaining ciinical pathology results. 
At necropsy the only mac.roscopic and microscopic. iesions attributable to 
Pradain were related to tissue injury at the intramuscular injec.tion sites 
No signs of fiuoroquinolone-induced arthropathy were reported. No other 
clinica(iy significant adverse effects reiated to Pradalm litioie reported. 

STORAGE CONDITIONS 
Protect from direct suniigrit Do Pot refrigerate or freeze. Store at 25'C (77T), 
exLai,yoriv pdmitted up to 40"C (104T) arid down to -20'C (-4'F). 
See in-use instructions provided in the Dosage and Administration section. 

HOW SUPPLIED 
200 mg/m1 250 mL bottles 
200 mg/m1 100 mL bottles 

Pradaiex is protected by one or more U.S. patents: 
see patent information at http://wwweiancopatents.con 
Approved by FDA under NADA # 141-550 

Pradaim, Elanco and the diagonal bar logo are 
trademarks of Elanco or its affiliates. 
CO 2024 Elanco or its affiliates 
Product of Germany 

Manufac.thred b9 TriRx Pharmaceutical Services, 
Shawnee Mission, Kansas 66216 tl S. 
Revision January 2024 

TAKE TIME 

OBSERVE LABEL 
DIRECTIONS 
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Banco US Inc 
Attention: Jennifer T. Schofield, DVM, CPH 
Advisor, Regulatory Innovation 
2500 Innovation Way 
Greenfield, IN 46140-9163 

Re: Original approval 

Dear Dr. Schofield: 

We approve the original new animal drug application (NADA) for PradalexTm you submitted, 
under section 512(c)(1) of the Federal Food, Drug, and Cosmetic Act (the FD&C Act). We 
received the application on February 15, 2024. PradalexTm (pradofloxacin injection) injectable 
solution is approved for the following indications: 

Cattle: PradalexTm is indicated for the treatment of bovine respiratory disease (BRD) 
associated with Mannheitnia haemolytica, Pasteurelia muitocida, Histophilus somni and 
Mycoplasma bovis in cattle intended for slaughter (beef calves 2 months of age and 
older, growing beef steers, growing beef heifers, and beef bulls intended for slaughter), 
and in cattle intended for breeding less than 1 year of age (replacement beef and dairy 
heifers less than 1 year of age and beef and dairy bulls less than 1 year of age). Not for 
use in cattle intended for breeding 1 year of age and older (replacement beef and dairy 
heifers 1 year of age and older, beef and dairy bulls 1 year of age and older, and beef 
and dairy cows), beef calves less than 2 months of age, dairy calves, and veal calves. 

Swine: Pradalex TM  is indicated for the treatment of swine respiratory disease (SRD) 
associated with Bordetella tronchiseptica, Glaessereila (1-laemophilus) parasuis, 
Pasteureila tnultocida, Streptococcus suis, and Mycoplasma hyopneumoniae in weaned 
swine intended for slaughter (nursery, growing, and finishing swine, boars intended for 
slaughter, barrows, gilts intended for slaughter, and sows intended for slaughter). Not for 
use in swine intended for breeding (boars intended for breeding, replacement gilts, and 
sows intended for breeding) and in nursing piglets. 

The expiration dating for this new anirnal drug is 36 months. We forwarded a notice of this 
approval for publication in the FEDERAL REGISTER. You must notify us of any change to the 
conditions established in this approval according to 21 CFR 514.8. Any change to the conditions 
of the approval may require the submission of a supplemental application. 

PradalexTM, as approved in this letter, qualifies for THREE years of marketing exclusivity 
beginning as of the date of this letter. This drug qualifies for exclusivity under section 
512(c)(2)(F)(ii) of the FD&C Act because you submitted an original NADA that contains new 
studies that demonstrate the safety and effectiveness of PradalexTm. 

U.S. Food & Drug Administration 
10903 New Harnpshire Avenue 
Silver Spring, MD 20903 
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Your final printed labeling must be identical to the approved labeling received on February 15, 
2024 (A-0000, 12 x 100 rni_ shipper and 12 x 250 rnl_ shipper). Your iabeling was considered 
facsimile because information regarding the size of the label was not included. Please submit a 
single copy of each component of the final printed labeling before distributing and rnarketing 
your new animal drug. The labeling should be submitted via eSubmitter in Portable Document 
Format (,pdf) files, which are an exact electronic representation of the final labeling. Any 
changes to this approved labeling will require a supplemental application (see 21 CFR 
514.8(c)). 

Your final printed labeling received on February 15, 2024 (A-0000, package insert, 100 mL vial 
and carton, 250 rnL vial and carton), is acceptable. It is not necessary to resubmit this labeling. 
Any changes to this approved labeling wiil require a supplemental application (see 21 CFR 
514.8(c)). 

Under current good manufacturing practice (cGMP) regulations (21 CFR parts 211 and 226), 
you are required to vaiidate your manufacturing processes. This validation provides assurance 
that the manufacturing processes will reliably meet predeterrnined specifications. This validation 
is demonstrated by documenting that the manufacturing processes are adequate to preserve 
the identity, strength, quality, and purity of the new animal drug. If your validation information 
was not available or was found deficient at the time of the pre-approval inspection, you should 
contact FDA after you complete manufacturing validation and before you ship the product. A 
product that does not conform to cGMP is adulterated under section 501(a) of the FD&C Act, 

If you submit correspondence relating to this letter, your correspondence should reference the 
date and the principal submission identified in this letter. If you have any questions or 
comments, please contact Dr, John Mussman, Leader, Antimicrobial Drugs Team, at 240-402-
0589 or at john.rnussmanrcDfda.hhs.gov. 

If you have questions or need assistance with the drug development process or project updates, 
contact your project manager. If you do not know who your project manager is, send an email to 
CVM.ONA DE. PM@fda, hh s. gov. 

Sincerely, 

'ssee 
Tracey H. Forfa, J.D., M.Div. 
Director 
Center for Veterinary Medicine 

Enclosure: 
Freedom of Information Summary 
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Veraflox, 

P111.1131. 0111.1.f fax,,/,rt pi.11,311111.,111N.W.241 NW: 

1,3 
11.,/ 

15G 

(pradofloxacin) 

Oral Suspension for Cats 
25 ingimi_ 

Do not use In dogs. 
Federal law prohibits ihe extralatiel use of this drtg in f ucing 'nïials. 

CAUTION 
Federal law restricts this dmg to use by ur on the order of a 
licensed veterinarian. 

DESCRIPTION 
Pradoiloxecin is a quirt-Neil-1(4one antibiotic and belongs to the class of quilioline carborylic add 
derivatives. Rs chemical name is: 7-1{4aS) octahydro-611-pyrrolo (3, 4-b1 pyridine-6ylj-8-
cyano-1 -cydopmpy1-6-fluoro-4-oxo-1,4-dihydro-3-quinoline carboxylic acid. Each mi. Of 
VERAFLOX Oral Suspension provides 25 mg of praddlosacin. 

0 0 

obi 

INDICATION 
VERAFLOX is indicated tnr fìre trerttment of skai infections (woialcIs arrd abscesses) in cats c used 
by susceptible strains of Pastoutulla onfilpeicfa, Streptococcus colas, Siaphylocaccus uurous, 
Staphylococcus fells, and Staphylococcus psuudintertuethos. 

DOSAGE AND ADMINISTRATION 
Shake well before Lise. To ensure a correct dosage, body weight should be determined as 
accurately as possible. The close of VERN:LOX is 7.5 mglkg (3.4 nrgilb) body weight once daily fur 
7 consecutive days. Use the syringe provided to ensure accuracy Of dosing to the nearest 0.1 mt. 
Rinse syringe between doses. 
A sample ot the lesion shoukt be obtained for culture and susceptibility testing prior to beginning 
antibacterial therapy. Once results become available, continue with appropriate therapy. 
It acceptable response to treatment is not obseived, Gr if no improvement is seen within 3 to 4 
days, their the diagnosis should be re-evaluated and appropriate alternative therapy considered. 

CONTRAINDICATIONS 
1)0 NOT USE IN 1)005. Pradotloxacin has been shown to cause bone marrow suppression in 
dogs. Dogs may be particularly sensitive to this effect, potentially resuffing iri severe 
thrombocylopenia and neutropenia. 
Quinolone-class drugs have been shown to atuse arthropathy in mmature animals of most 
species tasted, the dog being patticularly sensitive to this side effect. 
Praddloracin is cootraindicated in cats with a known hypersensttivity to guinolones. 

WARNINGS 
kfunrair Warnings. 
Not for human use. Hoeg out of teach of children. 
Individuals wit a history of puinolorre hypersensttivity should avoid this product. Avoid contact 
with eyes and skin. In case of ocular contact, anmediately flush eyes with copious amounts of 
water. In case of dermal contact, wash skin with soap and water immediately for at least 
20 seconds. Consillt a physician if initation persists following ocular or dermal exposure, or :n 
case ef accidental ingestiom ln humans, there is a risk of photosensttization within a few hours 
atter exposure to gointilones. If excessive accidental exposure occurs, avoid direct sunlight. 
Do not eat, drink nr smoke while handling this product. 
It is recommended that used syririges he kept out Of reach Of Children and disposed of properly. 
Animal Warningsi 
For use in cats only. 
The administration of pradofloxacin for longer than 7 days induced reversible leukocyte, 
neutrophil, and lymphocyte decreases healthy, 12-week-old kittens (see Animal Safety 
sectio. If an unexplained drop in leukocyte, neutrophil, andior lynrphocyte counts is rioted 
during_ pradolloxacin therapy, discontinuation of treatment is recommended. 

PRECAUTIONS 
Prescribing antibacterial drugs in the absence of a proven or strongly suspected bactehal 
infection is unlikely to provide benefit to treated animals and may increase the risk ef the 
development of drug-resistant animal pathogens. 
The use ot fttioroquinolones in cats has been associated 41.11 the development of retirioPalby 
andlor blindnerm.SUCh products should be used with Calitinir in cat. 
Ouinolones have been shown to produce erosions of cartilage of weight-bearing joints and Other 
signs of arthropatity in immature animals of various species. 
The safety of pradeflexacin in immune-compromised cat {i.e., cats infected with feline leukemia 
virus andior feline immunodeficiency virlis1 has but been evaluated-

 

ß0209214 PA502558X  

Quiriolones should be used with caution in animals with knnwn Of suspected central nervous 
system {CNS) disorders. In such animals, puinolones have, in rare instances, been associated with 
CNS stimulation that may lead to convulsive seizures. Tire safety of pradofloxacin In cats younger 
than 12 weeks of age has not been evaluated. 
The safety of pradofloxacin in cats that are used for breeding or ttrat are pregnant andior lactating 
has EInt been evaluated. 

DRUG INTERACTIOIIS: Compounds (e.g., sucratfate, anti:iris and multivitamins) contairiing 
divalent and bivalent cations {e.g., iron, aluminum, caklum, magnesium, arid zinc) may 
sutistantially interfere with ttie &sorption of quinolones resulting in a decrease in product 
bioavallability. Therefore, the concomitant oral administration of quinolones with foods, 
supplements, ot other preparations containing these compounds should be avoided. 
Tire dosage of theopirylline should be reduced when used concurrently with giiinolones. 
Cirnefirline tms been shown to interfere with ttre metabolism of quinolones and should be used 
with care when uSed concurrently. Concurrent use of quinolones with oral cyclosporine should be 
avoided. Concurrent administration oi quiriolones may inctease the action of oral anticoagulants. 

ADVERSE REACTIONS 
In a multi-site field study, 282 cats (ages 0.3 to 19 years) were evaluated for safety when given 
either VERAFLOX at a dose of 7.5 mg/kg (3.4 mg/lb) er placebo (vehicle without active ingredient) 
at a dose of 0.14 rriLlb (0.3 mtikg). Each group was treated once daily for 7 consectitive days. 
Adverse reactions are summarized in Table 1. 
Table 1: Number of Adverse Reacbons Among Cat 'treater( with Practotlosacin (14=-190) 
or Vehicle (N=92)* 

Adverse Rortctìorrs Praslofìoxaciu Vehicle 

Diarrhea i loose stools 7 2: 

Leukocytosis with neutrophilia 4 6 

Elevated CPK. levels 4 t 

Sneezino 4 

 

ilernaturia 2 2 

hypeisal Nation 2 

 

Pruritus 2 0 

I nappetence 1 3 

Lethargy .1 . ,) 

Cardiac mrrrrnur 1 

 

ReclusiVe behavior -; 

 

Vomiting 1 

 

Bacteriaia 1 

 

txriph no , 1 

 

Polydipsia I 0 

Upper respitatory iritctiorì i 0 

*Some cats may have experienced more than: one adverse reaction or more than orie occurrence 
of ttie sante adverse reaction during the study. 

The Safety Data Sheet (505) provides additional occupational safety littonnation. 
For product questions, to report adverse reactions, or tof a copy ef tho Safety Data Shoot (S0S), 
call Elanco Product &Veterinary Support at SSS-545-5973. 
For additional information abour.. reporting adverse drug experiences for animal drugs, contact 
FDA at 1-888-F0A-VETS rrr irtiplAimw.tda.govireportanimalae. 

CLINICAL PHARMACOLOGY 
Pharmacekinetics: 
Prarfoflexacin is rapidly absorbed following oral administratiori of VERAFLOX to fasted cats, with 
peak serum concentrations occurring in leK, than 1 hour. Howeves. food niarkedly diriiiifeies the 
serum Dioavaillability of pradoflomoin; mean peak serutir concentrations (Critax) are reduced 53% 
and mean exposbres (AUC) are decreased Dy 26%. The relative bieavailability of pradoilosacin, 
when administered aS the 2.5% oral suspension to fed and fasted cats, is provided in Tattle 2 
and Figurer. 

Table 2. Mean (1 SD) WW1 pradofluxacìn derived 
pharmacokinetics parameters in cats (N =12) following 
a brnwitg oral dose of VERAFLOX under fasted and led 
irrrrrrlìtìrrns. 

 

VERAFLOX 
5 ing/kg Dose 

Parameter Fasted Fed 
Crrrax ;ng/rnL) 2116 (549) 999 (400) 

Trna ir 0.8 1.4 

AUCO-24 91 39) 6745 (1524) 

Half-Life (hr) 7.3 (1.7) 6.4 .2) 



Bottle Size 

15 int 

30 mi. 

Appmxirriately 30% of the total diug concentrations are bound to plasma proteins in drug 
concentrations ranging from 150 to 1500 nglmL. Dose propoitional increases in drug 
cementations are observed when the oral suspension Is administered to fasted cats In doses 
ranging from 2.5 mg/kg to 10 mg/kg. Due to Its short elimination hialt life, there is rninimal 
pradrofloxacin accumulation following multiple daily administrations. 

Pharmacodynamics: 
Pitannacodynaniiim• was determined using in vitro susceptibility that st3owed the irithogens 
Pai&urelia riudtociria, Staphyfococcis pseridigt6wriedius, and Stmtucuccus sm. hail a 
pradolloxacin MIC, of :7;0.015 to 0.12 ugh»L. The pharinacodynainics metrics and 
AUG/MICK) were estimated using linear regression analysis of free drug steady-state 
pradofloxacin pharmacekinetics parameters from fasted cats and a pradofloxacin MIC, value ot 
0.12 irgimL. The 95% Confidence Intervals about predicted mean and ALICAlle„, 
values were 15 to 17 and 70 ID 81, respectively. It was concluded that the magnitude of the 
C/MIC4., and AUCIMIC„ values is predictive of product effectiveness when an oral dose of 
7.5 mg/kg body weight of the pradotIoxacin liquid formulation is administered to fasted cats. 
In addition, effectiveness was shown for cats dosed at 7.5 mg/kg body weight and fed free dike, 
or within two hours of dosing, in a field study. 

filicrebiolow  
VERAFLOX is bactericidal, with activity against Gram-negative, Gram-positive, and anaerobi 
bacteria. The mechanism of action is dual targeting through inhibition of DNA gyrase 
and topoisomerase IV. 
The minimum inhibitory concentrations (MICs) for pradofloxacin against Pasteurella mttocida, 
Strepiococcus COWS;  StapiTiococcus aufeus, Staphylowecus fells, and Sts"toorcus 
pseudirtermedius isolated from skin infections (wounds end abscesses) in cats in a U.S. field 
study from 2008 to 2009 are listed in Table 3. 011ly two isolat% from two pradollonein Treatment 
Failure cases had elevated pradefloxacin MICs (nen-hemolytic Staph. aims - MIC - 2 prfinit.; 
E. c.vil -MIC 4 pgirni.). 
Table 3. Activity of VERAFLOX against Pathogens Isolated from Cats Treated with VERAELDX in a 
Clinical Trial ilr the US irr 2008. 

Disease Pathogen Clinical 
Treatment 
Outcome 

Number 
of 
Isolates 

Sample 
Collection 
clime Relative 
to Treatment) 

MICw 
pgmt 

MIIC ) 
pgint 

MIC Range 
ug/rnL 

Sion 

Infections 

paskutrlia 

miiitodda 

Success 40 Pre-Natment 0.008 0.015 s' 0 - 05J3 

Failure 

 

Pre-Treattn nt 0.008 0.008 L1.004-0.015 

sh o ncws 

Canis 

SultDOSS 13 Pre-Treatment 0.12 0.12 0.03 - 0.25 

Falure 2 Pre-Treatment 

  

0.0 - 0.12 

& ,:itAtcans 
atitetis 

Sucepss 
' 

10 Pre-Treatment 0.12 0.12 0.015 - . 

Faiure 0 

    

stv ro xus 

fetis 

Success 13 Pre-Treatment 0.03 0.06 0.03-0.12 

Failure 1 Pre-Treatment 

  

0.06 

9Ratikuccx 

Psate- 
ntenpedis 

Success 10 Pre-Treattuent 0.06 0.06 0.03 - 0.06 

F-c*lure 

 

Pre-Treatment 

  

0.03 

ANIMAL SAFETY 
Taroet Animal Safety Study:  Sa ety was evaluated in 32 healthy, 12-week-old kittens 
administemd VERAFLOX once daily at doses of 0, 7.9, 23.7, or 39.5 trig/kg (0, 1, 3, and 5 times 
the recommended dose) for 21 consecutive days. Additional control (0X) and high-dose (5X) 
animals were maintained for 45 days after treatment cessation. 
There were statistically significant decreases iD nentrophils, lymphocytes, and monocytes in the 
3X and SX groups compared to the contols. During the treatment period, Utle 3X cat and three SX 
cats had absolate rieutrophil counts below the reference range. Bone marrow cytology results 
consistent with bone marrow suppression (myeloid hypoplasia) were seen in tbe 3X neutopenic 
cat and two of the three 5X neutropenic cats. The 3X cat was neutrepenic on the last day of the 
study prior to scheduled euthanasia, while absolute neutrophil values for the three 5X cats 
returned to normal either during treabnent or after the LT-Walk-Al of treatment. 
The most frequent abriurrial clinical finding was soft feces. Mile this IPM.S seen in both treated 
arid control groups, it was observed inure frequently in the 3X and 5X kittens. 

Ocular Safety Study;  Ocular safety was evaluated in 20 healthy adult cats using oradofforacin in 
capsules administered orally, once daily at doses of 30 mg/kg and 50 ing/kg for 23 days. 
No effects were seen In the following Investigated ocular parameters: ophthalmic examinations, 
ER0s, and optical coherence tomography. Cats receiving Sit mg/kgiday of pradefloxacin showed 
mild weight loss. Cats receiving 30 and 50 mg/kg/day at pradolloxacin exhibited hypersalivation 
and vomiting throughout the study. Dose-dependent reductions in whtte blood cell counts were 
noted in the pradofloxacin-treateci cats. Dire cat receiving 30 nig/kg/day of riradefloxacin 
exhibited minimal photriceptor degeneration iM1 light and electron oljcroscopy of a type that 
differed from enrofloxaGo-treated cats (comparator used in this study), the effects of 
pradofloxacin on these retinal changes is unknown. 

Pilot Toxicity Study: Irt an oral toxicibi study, 4 cats received pradcfloxacin at 50 mg/kg/day for 
25 days. All cats exhibited vomiting and hypersalivation. Dee cat exiiitlited 
11uoroquinolone-induced neurologic signs (decreased mobility, staggerilig, and vocalization) on 
Day 5 of the shirty. 

STORAGE CONDITIONS 
Store below 30'C (86°F). 
After initial opening, VERAFLOX has derrronslrated in-use lability of 60 days. 

HOW SUPPLIED 

Approved by FDA under NADA If 141-344 
Made in Germany 

0 2022 Elanco or its affiliates. 

Veraflox, Elanco and the diagonal bar logo are irader of Elarroo or its ailìliales. 

Mantaactured for: 
Fiance US Inc. 

Greenfield, IN 46140 U.SA 
Revised: May 2022 

EFFECTIVENESS 
The clinical effectiveness of VERAFLOX was demonstrated in a multi-site (16 sites) field study. 
In this masked and randomized study, the effectiveriess of VERAFLOX was compared to a placebo 
control (vehicle without active ingredient). Of the 282 cats enrolled in this stridy, 190 were treated 
with 1/ERAFLOX once daily at 7.5 mg/kg (3A mg/lb) body weight for 7 consecutive days arid 92 
were treated witi placebo orrCe daily at 0.3 itiLlkg body weinht fur 7 consecutive days. 
The effectiveness database included 182 catsi 66 placebo (vehicle)-treated cats and 116 
VERAFLOX-treated cats. The analysis of this effectiveness database showed that the cure rate 
was greater in trie VERAFLOX group on Day 15, as summarized in Table 4. Study cure rates were 
determined approximately 15 days after initiation of therapy. The statistical evaluation of the 
primary effectweness endpoint (Study Cures) snowed that VERAFLOX was different from placebo 
with 73A% VERAFIOX study cores versus 38.9% placebo study cures. 
Tattle 4: Day 15 Case Classification 

Treatment Group 

 

VERAFLOX 
N. 116 

73.4% 

Placebo 
N. 66 

-4., 

P-value 0.0053 

9020' PA502558X wi 
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11.5 Year Closed Paid 
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3.b Year 07/12/2014 01/13/2015 07/13/2015 Closed Paid 

7.5 Year 07112/2018 01/16/2019 07/12/2019 Closed Paid 

LL: 

'11.5 Year 07/12/2022 01/13/2023 07/12/2023 Closed Paid 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health SennCe 

     

Food and Drug Admimstraton 
Rockville MD 20857 

Date: 06/18/2013 

To: rnary.hagier@bayer.com 

Subject: FDA Cyrvl EDSR User Submission Notification 

     

      

The Center for Veterinary Medicine, Food and Drug Administration acknowledges the receipt of 
your eSubmitter submission to the FDA CVM Electronic Submission System. The following 
information documents the state of your submission. If you have any questions, please submit 
an email detaHing your questions to cvmesubmittergfda.hhs.gov. 

Memo:  
Your submission has been accepted and has been forwarded for review. A document ID has been issued. 

._ 
CVM Received Date: 

_ .. _ 
06118i2013 

 

. 
----i 

i Transmission Identifier: cr1371587865399.189591@linap31 Je 

 

Submission Identifier: I-012380-A-0000-0T :I Review Division : I HFV-130
 i  

Firm Name: Bayer HealthCare LLC Animal Health Dsion i i 
4 

Established Drug Name(s): 

 

i 1, 
Submitted Document Type: 'INVESTIGATIONAL NEW ANIMAL DRUG i 

Type: INITIAL SUBMISSION iSubmission 

 

' Correspondence Date: 106/1812013 1 CVM Due Date: 109/26/ 3 
--

20 
i 
I 

Parent Submission: 

 

I Reference Submission' 

 

-I

 

1 

Notes: 

Stakehdder Receipt (EDSR) 5.1 

Digital Signature: 
Certfication s:gnature b CVM ESS Va:dty 
Unknown 

Dïgìtatly  signe ESS 
Date: 2013.06.1 :33 EDT 
Reason' ! am th .or of this 

•document 

   



Department of Health and Human Services 
Food and Drug Administration 
Center for Veterinary Medidne 

Electronic Submission 
Administrative Cover Sheet 

06/18/2013 

IDocument # Submission Type 

i A 

Submission Class Document Type 

OT FiFtec 130 

Correspondence Date 

06/18/2013 

Purpose of Submission 

Establish INAD File 

Flinn information 

Firm Name: Bayer HealthCare LLC Animai Health Division 

Address - Line I: 12809 Shawnee Mission Pkwy 

Address - Line 2: 

City: Shawnee State, Province, or Territory KS 

Country; us Postai Code or Zip Code: 66216 

Telephone Number: (913) 268-2000 DUNS Number: 152266193 

Responsible Official information 

Tide (Mr., Ms., Dr.): Ms. Occupation Title: Regulatory Affairs Manager 

First/Given Name: friary Middle Name: K. Last Name'.  Hagler 

Email Address: maty.hagier@tayer.com 

Firm Name: Sayer HealthCare LLC Animal Health Division 

Address - Line 1: 12809 Shawnee Mission Pkwy 

Address - Line 2: 

City: Shawnee State, Province, or Territory: KS 

Country: us Postai Code or Zip Code: 66216 

Telephone Number: (913) 268-2553 DUNS Number: 152266193 

Submitter information 

Title (Mr., Ms., Dr.): ms, Occupation Title: Regulatory Affairs Manager 

Arstven Name: Mary Middle Name: K. Last Name: Hagler 

Email Address: mary,hagler@bayer.com 

Firm Name: Bayer HealthCare LL.0 Animal Health Division 
Address - Line I: 12809 Shawnee Mission Pkwy 

Address - Line 2: 

City: Shawnee State, Province, or Territory: KS 

Country: us Postal Code or Zip Code: 66216 

Telephone Number: (913) 268-2553 DUNS Number: /52266193 

Versim: 3.0 2011102/14 



certify that: 

- have personally reviewed this submission (or received assurances from qualified 
personnel) and determined that this submission and ail supporting data are true, 
accurate, and complete to the best of my knowledge and belief, 

- For any information submitted by reference in this submission, Uwe have submitted 
to FDA documentation granting the right of reference and Uwe have confirmed to 
the best of our ability that the information contained in the referenced file is true, 

accurate, and complete, 

- No services of any person debarred under section 306(a) of the Federal Food, 
Drug, and Cosmetic Act have been used in any capacity related to this submission, 

and 

• l am aware there are significant penalties for submitting false information, including 
the possibility of fine and imprisonment for knowing and willful violations (18 U.S.C. 

§ 1001). 

Further, agree: 

- To comply with ail applicable statutes and regulations governing the investigational 
use and approval of new animal drugs. 

Responsible Official 

Mar H- gler 
Eligite.4.  Signed C)r$: OEV1S,2013, OS:32:47 PM 
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Submission Report 

Section: CVM ONADE SUBMISSIONS 

1.0 Document Information 
    1 

  

                      

                      

    

Department of Health and Human Services 
Food and Drug Administration 

CENTER FOR VETERINARY MEDICINE 

Welcome to the Office of New Animal Drug Evaluation eSubmitter Program 

   

       

       

   

lThis electronic submission tool automates the submission process for all regulatory 
submissions destined for CVM's Office of New Animal Drug Evaluation (ONADE). The 
software contains all of the templates necessary to build any submission reviewed by 
ONADE. The user will select a submission type and be presented with a question-based 
approach to guide them through the submission creation process. The questions asked 
throughout the process are founded on the Federal Food, Drug and Cosmetic Act (FFDCA) 
and the Code of Federal Regulations (CFR). 

  

   

'Paperwork Reduction Act Statement - A Federal agency may not conduct or sponsor, 
and a person is not required to respond to a collection of information unless it displays a 
currently valid OMB control number. The OMB numbers for this information collection are 
0910-0032 (expires 6/30/2013) and 0910-0669 (expires 10/31/2013). Send comments on 
any aspect of this collection of information, including suggestions for reducing this burden 
to: 

   

      

erqktoys or to 

           

   

U.S. Food and Drug Administration 
'Center for Veterinary Medicine 
Office of New Animal Drug Evaluation 
Attn: ONADE eSubmitter Program, HFV-100 
7520 Standish Place 
Rockville, MD 20855 

          

  

Please note: There are several icons within the software to help guide you. Most 
importantly, the yellow light bulb indicates additional instructions, definitions, and other 
helpful hints while blue dots indicates required fields. The red exclamation indicates critical 
irequired questions which must be answered in order to move forward through the 
'submission.  
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Fluoroquinolone Antibiotic 
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Section: initial 1NAD Submission (1/A/01) 

1,0 Genera! Information 

Establish investigational New Animal Drug (INAD) FUD 

Are you requesting at information in the ibtAD be pubhdy availabie? 

0 Please detail the scope of the disclosure or press the ADD (+) button to attach a File. The PDF file should meet the spec:vacations as described 

in the FDA eSubmitter User Manual (link above). 

Established Name (list all active pharmaceutical ingredients: maximum 100 characters): 
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Pradofloxacin 

wo.VANWIL VA NSW .7.7.1,,, , ,Nree 

Proprietary Name, 4 available (maximum 100 characters). 
1.Weis!....06,COMCC, 

TSD 

1 ,,,,....,..„. 
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[ ...1 
Select the Route of AdrninistraCon Variation: 
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!,'• 

• intramuscular 

`I 
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Warning: Failure to accept the above affirmation will result in the inability to process the new WYNAD file request. 

3.0 Supporting Information 1 

Please press the ADD (+) button below to attach the supporting information. Please provide the information in bookrnarked Portable 
Document Format (.pdf) files. The PDF file(s) should meet the specifications as described in the FDA eSubmitter User Manual (link 

above). 

Proposed lndication(s) for use, if known: 
Mk 

rreatment and control of swine respiratory disease. 

4.0 Investigational Labeling 

I affirm that the appropriate investigational labeling required under 21 CFR 511.1(a) or (b) will be affixed to the investigational drug 

product for studies conducted under 21 CFR 511.1(a) or (b), respectively 
[4] 

Please review the specifications for file attachments in the A tter User Mani 
if you have additional comments that you would like to include in this submission please press the ADD (+) button to attach a single PDF file 

that contains the information. The PDF file should meet tne specifications as described in the FDA eSubmitter User Manual (link above). 
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Request for Establishment of an MAD for the Use of Pradotioxacin Injectable in 
Swine 

Bayer Animal Health is in the early stages of evaluating the use of pradofloxacin in 
swine and is requesting an INAD for that purpose. When appropriate, we will schedule 
a development plan meeting with the Agency to discuss this use, 

Bayer Animal Health currently has INADs for the investigational use of pradofioxacin iri 
cattle (10-767), dogs (10-790) and cats (11-022). 

In addition, under NADA 141-344, pradofloxacin is approved in cats for the treatrnent of 
skin infections (wounds and abscesses) caused by susceptible strains of Pasteurella 
mullocida, Streptococcus oanis, Staphylococcus aureus, Staphylococcus fells, and 
Staphylococcus pseudintermedius. 



DEPARTMENT OF HEALTH et HUMAN SERVICES Public Health Service 

 

Food and Drug Mrnstration 
Rockville MD 20857 

1-012380-A-0000-0T 

Bayer HealthCare LLC 
Animal Health Division 
Attention: Mary K. Hagler 
Regulatory Affairs Manager 
12809 Shawnee Mission Pkwy 
Shawnee, KS 66216 

Re: Request to open an investigational new animal drug (INAD) file 

Dear Ms. Hagler: 

In response to your request dated June 18, 2013, we have opened an investigational 
new animal drug (INAD) file for pradofloxacin injection. Pradofioxacin injection is 
proposed for the treatment and control of swine respiratory disease in finishing swine, 
when administered as an intramuscular injection. 

For administrative purposes, you have been assigned file number INAD 012380 for the 
above referenced use. Please reference this number in all drug shipments and 
correspondence with us concerning the drug while it is under investigational use. 

AUTHORIZATION FOR THE USE OF EDIBLE PRODUCTS 

This letter does not authorize the use of edible products derived frorn animals treated 
with your investigational drug. In accordance with Title 21, Code of Federal Regulations 
(CFR), section 511.1(b)(5), you must request and be granted an authorization for 
slaughter frorn CVM before you can use the edible tissues frorn investigational animals 
treated with your unapproved drug. When you request a food use authorization for 
treated anirnals, the request should be in writing and should include the following 
information: species, age, and class; proposed maximum close and duration of 
treatment; rnethod of adrninistration; preliminary toxicological and rnetabolic data; and 
a Material Safety Data Sheet for pradofloxacin injection. You may also propose the 
nurnber of animals to be covered by the authorization and a suggested withdrawal time. 

NOTICE OF CLAIMED INVESTIGATIONAL EXEMPTION 

Sections 511.1(b)(3) and (4) require the sponsor to maintain certain records and to 
submit specific information prior to each shipment or other delivery of the drug for 
clinical investigation in animals. You rnay file the notice of the drug shipment 
electronically to the Center for Veterinary Medicine (CVM) using FDA's eSubmitter tool. 
Please refer to the Center's electronic submission information on the CVM website at 

w w w.fcla,•nov/AnirnEdVeterinarviDeveopmentApprovaiPr.)cessiDectronicS missio 
:defìhtrn. Alternatively, you can send one copy of the completed form to CVM. 
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You must maintain records showing the name and post office address of the investigator 
to whom the investigational new animal drug is shipped and the date, quantity, and 
batch or code rnark of each shipment and deHvery for a period of two years after such 
shipment and deHvery. These records must be made available for inspection and 
copying upon our request, 

INVESTIGATIONAL LABELING 

The appropriate investigational labeling required under 511.1(a) or (b) must be affixed 
to your investigational drug product before shipping your drug product for studies 
conducted under 21 CFR 511.1(a) or (b), respectively, Affix the investigational label to 
each individual drug container. 

ADDITIONAL COMMENTS 

1, Use of an investigational new animal drug obligates you, as the sponsor, to comply 
with the requirements in 21 CFR Part 511. We recommend that you review those 
regulations for further inforrnation about your responsibilities. 

2. Your investigational new animal drug must be manufactured, processed, packaged, 
and labeled in such a way as to maintain appropriate standards of identity, strength, 
quality, and purity as needed for safety and to give significance to investigations 
made with the drug. 

In order for us to complete our files, the disposition of all investigational animals and 
unused drugs must be reported to this office. 

4. Promptly report to this office any adverse reactions that may suggest significant 
safety hazards. 

5. We recommend that you request a presubmission conference to discuss the 
requirements for approval of your product. 

6. After you have determined your product's proposed proprietary name, we 
recommend you submit it for our comment. 

7. As required by section 502(e) of the Federal Food, Drug, and Cosmetic Act, the 
established narne of animal drug products rnust follow the US Pharrnacopeia (USP) 
nomenclature structure. For drug products with an existing United States 
Pharmacopeia! (USP) monograph, the monograph title, published in the USP National 
Formulary (USP-NF), is the official compendia! (established) name. If a new drug 
product does not have an existing USP monograph, the established narne is 
comprised of the following three components in conformity with USP nomenclature 
policy: drug substance (active moiety) name + route of administration + dosage 
form. Based on the information provided in your submission dated 3une 18, 2013, 
the established name of your proposed drug product is "pradofloxacin injection", 



1-012380-A-0000-0T 
Page 3 

If you subrnit correspondence relating to this letter, you should reference the date and 
the principal submission identifier. If you have any questions or comments, please 
contact rne at (240) 276-8341. You may also contact Dr. Phillip G. Tuttle, Acting 
Leader, Antirnicrobial Drugs Tearn, at (240) 276-8616. 

Sincerely, 

$'re 

Cindy L. Burnsteel, DVM 
Director, Division of Therapeutic 
Drugs for Food Anirnals 
Office of New Anirnal Drug Evaluation 
Center for Veterinary Medicine 
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Addendum for Submission ID 1-012380-A-0000-0T 

Letter.pate... 

Cindy Burnsteei (Div on Director) 9/17/2013 

  

  

This is a representation of an electronic record 
that was signed electronically and this page is 
the manifestation of the electronic signature. 
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INAD 012-380, 10-767 
Pradoloxacin injectable Solution for Swine and Cattle 

Date  Subject  
06/27/2000 Assignment of the IN ki) number, INAD 10-767 (cattle). 
09/17/70'  Assignment of the 1NAD number. 1NAD 012380 (swine.  
10/01/2013 Request for Conference Development Plan Meeting (DPM), Cattle 
10/23/2013 Report of plasma pharmacokinetics of pradofloxacin 20% injectable solution comparative 

 study completed.  
11/19/2013 Discuss with representatives of CVM regarding pradofloxacin injection indicated for the 

treatment of bovine respiratory disease (BRD), 
01/02/2014 CVM letter enclosing the Memorandum of Conference sununarizing the rncetiiìg of November 

 

  19, 2013.  
01/14/2014 Request for changes/clarifications to CVM's -Memorandum of Conference summarizing the 

meeting of November 19, 2013. 
02/28/2014 CVM letter enclosing the amended Memorandum of Conference suriìrtiariziiìg the meeting of 

 

 November 19, 2013.  
03/31/2014 Request for Conference Effectiveness, Cattle 
06/25/2014 Discuss with representatives of CVM regarding proposed pivotal effectiveness protocol for 

 

 ..pradofloxacin injection for the treatment of bovine respiratory disease (BRDi  
06/30/2014 Slaughter Authorization Request, Cattle 
07/24/2014  Pivotal Effectiveness Study Protocol Submission, Cat&  
08/07/2014 CVM letter enclosing the -Memorandum of Conference summarizing the meeting of June 25, 

2014, 
08/21/2014  Submission of Pharmcologic-Toxicologic Sununary, Cattle  
08/27/2014 Study - Proof of Concept. Swine 
09/24/2014  TAS Study Roatocol Submission, Cattle  
10/01/2014 Slaughter Authorization Request Response, Cattle 
10/10/2014  Pivotal Effectiveness Protocol CVM Concurrence, Cattle  
11/24/2014 CVM Response to Pharmcologic-Toxicologic Summary, Cattle 
12/09/2014  TAS Study Roatocol CVM Concurrence, Cattle  
01/30/2015 Slaughter Authorization Request, Swine 
03/31/2015  Request for Conference DPM, Swine  
05/07/7015 Slaughter Authorization Request Response, Swine 
05/27/2015 

06/01/2015 

Discuss with representatives hf CVM regarding pradofloxacin 20% injectable solution in swine 
 for the treatment of swine respiratory disease (SRD),  

Safety evaluation (GSP) of pradolloxacin in piglets completed. 
0'7/10/2015 

07/29/2015 

CVM letter enclosing the Memorandum of Conference summarizing the necting of May 27, 
 	 2015,  

Request for Conference Microbiological Acceptable Da ly intake (mADI) Discussion, Cattle 
and Swine 

08/17/2015  Effectiveness Study Protocol Submission, Swine  
11/05/2015 Discuss with representatives of CVM regarding proposed development plan for pradollo. -' 

 

20% injectable solution for the treatment of respiratory disease in cattle and in swine. 
11/10/2015  Rcquest for Conference Target Animal Safety (TAS, hull calves), Cattle  
12/03/2015 Report of pivotal clinical efficacy study of pradolioxacin injectable solution for the treatment 

of bovine respiratory disease completed. 
12/14/2015 CVM lettcr enclosing the Memorandum of Conference summarizing the meeting of November 

 

5, 20115. 
12/16/2015 Pilot ADME, Cat le 
12/21/2015 Pilot ADME, Swine 
12/21/2015 Effectiveness Tcchriical Section Submission, 'a e 



01/07/2016 Discuss with tepresentatives of CVM regarding plan to perform an adjunct modified target 
animal safety study to evaluate the effects of pradolloxacin on specific tissues of the bovine 

 male reproductive tract.  
01/07/2016 Pivotal safety study of 20% pradofloxacin injectable solution following subcutaneous 

administration to cattle completed. 
01/21/2016  Effectiveness Protocol CVM Concurrence, Swine  
02/08/2016 TAS Technical Section Submission, Cattle 
02/19/2016 CVM letter enclosing the Memorandum of Conference summarizing theineeting of January 7, 

  2016.  
03/10/2016 Submission of Pharmcologic-Toxicologic Summary, S ' e 
03/18/2016 Request for presubmission conference to discuss development of pradofloxacin injectable 

 solution for the tmatment of respiratory disease in cattle and swine.  
05/18/2016 Discuss with representatives of CVM regarding information to be submitted in the Chemistry, 

Manufacturing, and Controls Technical Section for the Pradofloxacin Injection drug product. 
05/31/2016  Request for review of  proprietaiy names.  
06/10/2016 Submission of HFS Expert Statement, Guidance for industry (GFI) 159 
06/13/2016  Amend Food Use Authorization (Change to Citric Acid Formulation), Swine  
06/17/2016 Technical Section Complete (TSC) Effectiveness (P-0035), Cattle 
06/17/2016  CVM Response to Pharmcologic-Toxicologic Summary, Swine  
06/21/2016 Amend Slaughter Authorization (TAS bulls), Cattle, and Change to Citric Acid Formulation 
06/28/2016 

07/11/2016 

CVM letter enclosing the Memorandum of Conference sununarizing the rneetiiig of May 18, 
 2016,  

Request for Categorical Exclusion, Cattle 
07/13/2016  inADI Study Protocol Submission  
07/14/2016 Justification of 2-Day Dosing in TAS, Swine 
08/01/2016  TSC TAS Steer-Heifer P-0036, Cattle  
08/04/2016 Request for Categorical Exclusion, Swine 
08/08/2016  TAS Study Protocol Submission, Swine  
08/29/2016 mADI Protocol CVM Concurrence 
08/31/2016  Comments in res_ponse to the  proposed  proprietary names.  
09/08/2016 CVM Response to Amend Slaughter Authorization, Swine 
09/09/2016  CVM Response to Amend Slaughter Authorization, Cattle  
09/20/2016 Submission of information to establish the toxicological acceptable daily intake of 

pradofloxacin. 
09/23/2016  Submission of 14C moo Metabolism/Residue Study, Cattle  
12/01/2016 Concurrence on HES Expert Statement, Guidance for Industly (G 159 
12/12/2016  Submission of Risk Assessment (RA) for Bacteria of Human Health Concern  
12/16/2016 1AS Bull Calf Study Protocol Submission, Cattle 
12/29/2016  Total and Comparative Metabolism Submission Swine  
01/06/2017 TSC Environmental Impact, Cattle 
02/17/2017  TAS Study Protocol Submission, Swine  
02/24/2017 Residue Metabolism Incomplete, Cattle and Swi - 
04/04/2017  TAS Protocol CVM Concurrence, Swine  
04/19/2017 TAS 130 Calf Protocol CVM Concurrence, Cattle 
07/13/2017  Study - Method Validation, Cattle  
08/17/2017 Development mport on the formulation of the pradofloxacin trihydrate injectable solution 

completed. 
09/12/2017  ToxADI Complete, Cattle  
10/12/2017 Report of pharmaceutical deve opment of 22.73% pradoflo win trihydrate iirïectahie solution 

as drug,  product completed. 
10/26/2017  Request to Bridge taxADI, Swine  
10/26/2017 Request to Bridge mADI, Swine 
11/09/2017  Microbial Food Safety Complete Antimicrobial Resistance), Cattle  
12/11/2017 Residue Metabolism SUbmission, Swine 



01/09/2018  
01/11/2018 

Request for Conference CMC, Cattle and Swine  
Report of manufacturing process development of pradofloxacin trihydmte drug substance 
completed. 

01129/2018  
02/12/20 l 8 

Microbiological Qualitative Risk Assessment, Swine  
Environmental Impact TSC, Swine 

02/28/2018 

03/23/2018 

Discuss with representatives of CVM regarding a proposed change to the manufacturing 
 ...process of  pradofloxacin.  

Proposal for mADI Accepted. Cattle 
04/13/2018 CVM letter enclosing the Memorandum of Conference sununarizing the rneetiiig of February 

 

 28, 2018.  
04/18/2018 Request for changes/clarifications to CVM's -Memorandum of Conference summarizing the 

meeting of February 28, 2018, 
04/18/2018  Proposal for mADI Accepted. Swine  
04/20/2018 ToxADI Complete (P-0044, P-0048), Swine 
04/23/2018 Microbial Food Safety (Effect of Residues on Human Intestinal Flora) Complete, Cattle and 

 

 Swine  
05/07/2018 CVM letter indicating that the request clarification has been noted in the INAD files. 
07/20/2018  Microbial Food Safety (Antimicrobia) Resistance) Complete, Swine  
07/25/2018 Discuss with representatives of CVM regarding data collected from the pivotal field 

effectiveness study and the organization of the future final study report. 
09/04/2018 

11/28/2018 

CVM letter enclosing the Memorandum of Conference sununarizing the rneeting of July 25, 
 	 2018,  

Study - Residue Depletion Cattle 
12/20/2018  Study - Residue Depletion, Swine  
01/24/2019 Trihydrate VW; Submission 
011/25/2019 Original submission of pradofloxacin trihydra e io the Type II Veterinary Master File (VM,F) 

 

 (006293).  
0 1/25/2019 Submission of study data regarding general information of pradofloxacin trihydrate and 

bioactivity data. 
02/19/2019  Residue Depletion Stu4 Protocol Snhruissioii, Swine  
03/27/2019 Residue Depletion Protocol CVM Concurrence, Swine 
05/07/2019  Study - Method Validation, Cattle  
07/23/2019 CVM letter requesting additional data for VMF (006293). 
11/19/2019  Target Animal Safety TSC (P-0065), Swine  
12/20/2019 Target Animal Safety TSC (P-0084), Cattle 
01/30/2020  Target Animal Safety TSC (P-0086), Cattle  
02/12/2020 Target Animal Safety TSC (P-0070), Swine 
05/29/2020  Effectiveness TSC (P-0072), Swine  
07/28/2020 Discuss with representatives of CVM regarding Applicant's questions on the adjustment of the 

method SOP calibration range for the analysis of pradofloxacin in kidney tissue. 
08/03/2020  Study - Supplemental Method Validation, Cattle  
08/18/2020 Study - Residue Depletion, Cattle 
09/08/2020 CVM letter enclosing the Memorandum of Conference summarizing the meeting of July 28, 

 2018.  
09/11/2020 Study - Residue Depletion, S ine 
10/12/2020 Veterinary Master File (VMF) (006293) submission in response to CVM letter dated 2019-07-

  

23, with stability data of pradofloxacin trihydiute attached. 
10/28/2020 Discuss with representatives of CVM regarding a proposed mgulatory method (LC-MS/MS) 

for the determination and confirmation of pradofloxacin residues in bovine kidney. 
1 02/2020 Effectiveness TSC (P-0092), Cattle 
1 02/2020 Effectiveness TSC (P-0078), Swine 
12/17/2020 Study - Method Validation, Swine 
01/30/2021 Request for meeting to discnss tlie rnetho SOP and acceptability of data. 



02/04/2021 

02/08/202 l 

Discuss with representatives of CVM regarding method SOP for the proposed regulatory 
method (LCMS/MS) for determination and confirmation of pradofloxacin in bovine kidney, 

 and method trial study...protocol.  
Discuss with representatives of CVM regarding the method SOP for the proposed regulatory 
method (LCMS/MS) for determination and confirmation of pradofloxacin in bovine kidney, 
and method trial study protocol, 

02/16/2021- 
02/1_8/2021  
03/25/2021 

Discuss w Eh representatives of CVM regarding the performance and results from the then on-
_going  live-video inethod demonstration of the  pradofloxacin method.  
CVM letter enclosing the Niemorandum of Conference summarizing the meetings of Febnialy 
4, 2021, Febmary 8, 2021, and Febniary 16-18, 2021. 

08/10/2021- 
08/11/2021 

08/12/2021 

Discuss with representatives of CVM regarding the method SOP for the proposed regulatory 
:method (LCMSIMS) for determination and confitmation of pradofloxac in in swine kidney, and 

 	 :method trial study...protocol.  
CMC TSC, Cattle 

08/17/2021- 
08/18/2021  
08/19/2021 

Discuss with representatives of CVM regarding the performance and results .from the then on-
_going  live-video method demonstration of the  pradofloNacin method.  
Residue Depletion Submission, Cattle 

08/24/2021  
09/29/2021 

CMC TSC, Swine  
CVM letter enclosing the Memorandum of Conference summarizing the meetings of August 
10-11, 2021 and August 17-18, 2021. 

11/09/2021  
02/11/2022 

Study - Freezer Storage Stability, Swine  
, , 

Incomplete Letter Residue Depletion C , attle 
0:3/29/2022 

04/26/2022 

Discuss with representatives of CVM regarding ongoing efforts to generate data to satisfy 
 CVM's concerns regarding the freezer storage stability of  pradofloxacin in cattle kidney.  

CVM letter enclosing the Memorandum of Conference summarizing the meeting of March 29, 
')022. 

05/112/2022 Discuss with representatives of CVM regarding the pmdolloxacin cattle cold residue depletion 
study. 

06/21/2022 CVM lettcr -nclosing the Meniorandum of Conference summarizing the nieetïiìg of June 21, 
2022. 

02/13/2023 Freezer Storage Stability Submission, Cattle 
05/15/2023 Study - Residue Depletion, Cattle 
05/15/202:3 Study - Residue Depletion, Sivinc 
08/11/2023 CV. 1 Response tk Freczer Storage Stabiiitv Submission Cattle 
1 08/2023 Environmental Impact TSC, Cattle and Swine 
1- 7/2023 Human Food Safety TSC, Cattle 
01/22/2024 Human Food Safety TSC, Swine 
02/02/2024 All Other Information TSC, Cattle and Swine 
02/02/2024 Labeling TSC Complete, Cattle and Sw.t. 
02/02/2024 CVM provides final draft of POI siunmary, Cattle and Swirie 
02/15/2024 Submission of NADA for cattle and swine, NA.A 141-550. 
04/09/2024 CVN ielterapprovine NADA 41-550. 
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tuTEp 5TATE,..5 PATENT A D TRADEMARK OFF-I t: 

Unitszd S'Otfa 
Commitsone: for Nttentt 
tent TWwne< Offito 

P.O. '6ox 
AlekeMria, 22.31.444S0 

sArww.tstpto,..gov 

Jessica Moilachelio 
Bayer HealthCare 
Patent Counsel, Animal I 
P.O. Box 390 
Shawnee Mission, l<3 

In Re', Patent Term Extension 
Application for 
US, Patent No. 6,323,21' 

f FE 
2'417 

Dear Nils: NI:onachello; 

Á. certate under 35 § 156 is enclosed e,xtending the tenn f U.S, Patent 
No, 6,323,213 for a period of 1,668 days. While a courtesy copy of this letter is b6ng fonvarded 
to the Food and Drug Adminisnation (FDA), you should dimtly correspond with the FDA 
regarding any required changes to the twent expiration dates set forth in the Patent and 
Exclusivity I.)ata Appendix of the Orange Book (Approved Drn Products with Therapeutic 
Equivalence Evaluahons) or in the Patent Information set forth in the Green Book (FDA 
Approved Animal Drug Prciduc-4 Effective August 18, 2003, I:latent submissions for 
publication in the Orange Book and Docket *95S-0117 need to be submitted on form FDA-3542 
which may he downloaded from FDA's Eloctronio Forms Download Website 
httpliwww.fda,goviopacomfmorechoicesifdaformsidefault.html 
(http://wwwfdagovtopacomirnoreehorces/fdaforms/FDA-3542,pdf): 

Inquiries regarding this communication should be directed to the undersigned by tel pboAe at 
(571) 272.-7755, or by e-mail at mary,tillspto.gov, 

e49 / 
•  

Mary C. 
Senior Legal Advisor 
Office of Patent Legal Administration 
MCC. of the Deputy Commissioner 
for Patent Examination Policy 

cc; Food and Drug Administration 
CDER, CM'fice of Regulatory Polley 
10903 NeW Hampshire Avenue, 
Bldg, 51 Room 6250 
Silver Spring IvID 20993-0002 

Attention: Beverly Friedman 

RE;,,  VERAFEOX0 
(PradofloXaninl. 
DOW '; FDA-201-3: 



sTATES PATENT AND TRAI.ARK OFF CE 

CERTIFICATh EXTENDWG PATENT TERM 
UNDER 3 a S.C. § 156 

(6R) PATENT NO. 6,121,213 

(45) iis$TAD Nc./vember 27, 2001 

(7,” INVENTOR Ste an :Bartel et al. 

(73) PATENT OW TR Bayer Iritelk.ctuat Propey GmbH 

(95) PRODUCT VERAPLOX0 Cnradoflomoirs) 

This is to ct,,,rti....cy that an appliea.tion tmder 35 U.S„C. § 156 has been flied in the United States 
Patent and Trademark Office, requesting extension Of the terra of U.S. Patent No. 6,323,213 
based upon the regulatory reVieW of the =‘,..:$rodtict VERAPLOX0 (pradotioxasin) 1oy the Food 
arid Drug Administration. sine& it appears that the reqohements of the Taw have been met; 
this certificate extends the term of the patent for the period of 

dws 

from February 12, 2017, the original expiiation date of thc patent, subject to the payment of 
rnaintmWtse fees as provided by law, 07011:0 rightt pertaining thereto as provided by 35 

^ I. 

I have eansed the seal of the 1„,,,,ted States Patent and 
Trademark Office to be affixed thisith,dm of Eelwoaty_201Z, 

 

Midielle K. Lee 
Under Secretary of CorlIMMd for Intelleethm Property 
and Director of the 'United &taws Patent and Trwlemark. OM= 



UN)TED 5TATES PATENT AND TRADEMARK OFFIcE 

u f;t•C` 

i:ornmisioner for Palv:ts 
Pat;It i rtwiepuRk Offk-..e 

Z2 314 -14SO 
www.xisptc,gov 

Jessin Monachello 
Bayer HealthCare LLC 
Patent Counsel, Animal Health 
P.O. Box 390 
Shawnee Nelissiot 

/ 

.!.:.\pPliont.i.ori for 
Us 1.erit 

DEC 1 4 20.16 

NOTICE Of FINAL. DETERMINATION 

A determination has been made that -US. Patent T. 6,323,213, which claims a method of ust-
the animal drug product, a method &manufacturing the animal drag produc:t and the animal drug 
product VERA:71..0X® (pradofioxacin), is eliaible for patent term extension under 35 JSÇ § 
156. The period of extension has been determined to be 1,668 days, 

A single request for reconsideration i5f this final determination as to the length of extension of 
the tent of the patent may be tnade if filed within one month of the date of this notice. 
Extensions of time under 37 CFR § .136(a) are not applicable to this time period, :in the 
absence of such requtnt for reconsideration, the Director will issue a certificate of extension, 
under seal;  for a peritA of 1 ;668 days, 

ot extt nsktb. oas ot,..‘tn Laic LIMIlt; , 0041 a/A AdrillI StlatI,OTI • s -  ' • I - 
detentination of the length of the regulatory: review period:  published in the Federal Register of 
December 10, 2015 (80 F. Reg, 76701.)„.1.16d& 35  

Period i..)f .Extension RRP RRP - OD - (IP PoTp), 

1,668 ys (4.6 years) 

Since the regulatory review' .t...)eriod began Novenaber 12, 2003,ftr the patent issued (NOvember 
27, 200•1), the enfire regulatory review period has been considered in the a.bove determination of 
em length of the extension period 35 U.S,C. § 156(c), No determthation of a lack of due 
diligence under 35 U.S.C. § 1.56(c)(1) WaS Mak, 

Neither the liMitations of 35 U.S.C. § 156(4)(6) hor  35 U.S ' 156(0(3) ope redu e the 
period of extension determined above. 

Consistent with 35 U,S.C. § 156(e..) "RRP" is the tonal number of days in the regulatory review 
period, "PGRRP" is tile number of days of the RRP which \A,,ere on and before the date on which 
the patent issued>  "DIY is the number of days of the RRP that the applicant did not aa with di,te 

diligence, '''FP" is the testing phase period described in paragraphs (I )(B)(i), (2)03)(0, (3)(B)(i), 

subsection 4t) of 35 § 156, and "PGTT"' is the number of days 

of the TP which were on and before the date on which the patest. issued wherein half days are 

ignored for ptirposes of the sulitraction of 'Al (IP POTP). 



II S. Patent No, 6,323,21' •Page 2 

Upon issuance of the certificate of xtension, the tbiliy,x rig Intortnahon vill be publish in le 
(Wficial C'ianfte: 

U,S Paten  

Granted', 

Originul Expira on ate': 

pplicant 

of Record', 

Title; 

November 27 2.001 

February 2017 

Stefatil, art ' et al. 

Ham Animal Health 'GmbH 

Potisibly Substituted 8-Cyano-I-Cyciopropy1-7-
(2,8-Diazobicycio-(4,3.0):-Nonan8-y04-Fluoro-
1,4-Dillydro-4,0xo-3-Quiriolin Ceatt foxylic Acids 
And Their DerivatiNes 

I'ro duct "rrade Name: VERAFLOX® (pradofloxaci 

-rn, Extended', 1,668 days 

Expiration Di--ite of Extension', Sooten 2021 

bject to thc pro sions of 35 US.C, § 4 



1 

t3:„S„ Pate& N6-6,:32 Paue 

Any correspondence fmm app icant with respect:1:o this matter should be submitte ;la the 
LIPTCys EFS Web system and should be addressed as fbl lows: 

Bv mail: Mad Stop Hatch-Waxman PIE 
Commisttioner for Patents 

Box 1450 
Alexandria,  VA 22313-1450. 

Telephone nquiries itiate4 to this determination should be directed to the undersigned at (571 -) 
"71-77S5, 

Mary C. 
Senior Leeal Advisor 
Office of Pa.tent Legal Administration 
Office of the Dtlputy Commissioner 

I'm Patent Examination Policy 

oc: FDA., CDER, Office of Regulatory ofieY RE: V ERAF LOW) 
10903 New Hampshire Avenue, (pradotioxacin) 
Bldg. 51 Room 6250 Docket No:. FDA-2 
silver Spring MD 2099",-000,  

Attontioo: Beverly Fried-num 

") '-1 573 
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UNITED STATES 
SECURITIES AND EXCHANGE COMMISSION 

Washington, D.C. 20549 

Form 10-K 
z ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE 

SECURITIES EXCHANGE ACT OF 1934 
For the fiscal year ended December 31, 2023 

Commis ion file nu ber 001-38661 

1 

Elanco Animal Health Incorporated 
(Exact name of Registrant as specified in its charter) 

INDIANA 82-5497352 
(State or other fearisdic3itan ot R.S. Employer 
incorporation or organization) identification No.) 

25001NNOVAT1 N Y,GREENr. ELD, INDiANA 45143 
(Address end ip code of principal executive offices) 

Regiatrant'a telephone number, including area code (877) 352-0201 

Securities registered pursuant to Section 12(bt of the Act: 

Title or each dass Trading Syrn cl(s) Name of each exchange on which registered 
Common Stock, no par value ELAN New York:Stock Exchartp 

Seconties regìstered pursuant to Section 12(g) of the Act: 

None. 

Indicate by check rrurrl f ll>e regittrant ' v-e tnoorr easor>ect issuer, as d fined in Rule 405 of the Securities Act. 

Yes ì No 

tndicate hy check mark if the rgïstront is not required to file reporte pursusnt to Section 13 or Section 15(d) of the Act. 

Yes 0 No El 

Indicate by check mark whether the registrant (1) has filed ail reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934 during the preceding 12 months 
(or for such shorter penod that the registrant was required tc> fife such reports) and (2) has been subject to such filing requirements for the past 90 days. 

Yes 2 No 0 

Indicate by cick mark wrieth he registrant has submitted eiectronically every.tnteractive Data Fte required, to be submitt pursuant to Ruie.405 or Regutati S-T (232.405 of this 
chaer) during the preceding months (or for stra shorter period. that the regietrant as •tegoirecito ubr>t SuOrs files). 

Yes :al NO -0 

Mdicate by check mark whether the registrant is c> orgrr a00r>irrr,rtOd filer, an accoterated 'Mee o non-acceie ed ftier, s smaller reporting cornprmy or an emerging rovi,ith company. 
See Me definitions of a large accelerated '30 'smaller-  reporting company' and 'ernertging towth company' in Rule -12b-i2 of the Exchartge Act. 



Large accelerated filer El Accelerated filer 
Non-accelerated filer El Smaller roporting company D 

Emerging growth company 

ti an emerging growiti company;  indicate by check mark if the re istrant has elected not to use the keade arrsition nod foi non-:plying with any new or t dfin lei accounting 
standards provided pursuant to Section 13fal of the Exchairge Act. El 

Indicate by check mart whether the registrant has Ned a report Off .8fld attestation to its rnarragetiterrfs risaearc.ent of the effectiveness of .lts internal 1 °VW" fiV4anc•ial reporting 
under Secrk.in 404(b) of the Sartaanes-Oxley Act ftr5 U.S.a 7.262(b) by the registered public accounting firm that prepared or issued its audit report i9 

lf securities are registered pursuant to Section 12(b) of.ihv Act, indicate by check mark whether the financial statements of the registrant included  iff the ftiit'tg refiect the correçtïori of an 
error to previously issued financial statements. 

indicate by theck mark whether any of those error corrections aro restatements that requin a recovery anaiysis of nc thtive- ased compensation re rive, by any of the registrant's 
executive offiisere .during the relevaht recovery period pursuant to §24O.IOD-1(b). 

indicate by check mark whether the registrant IS a shell coMpany (as defined in Rule t2b--2 ot the Eachange Act). 

Ye& No ik54 

Aggregate market value ot the common equity held by rion-afTiliates computed by reference to the price at wrCob the corm-ion equity was last sold as of June30, 2023, ihe test 
business day of the Registrants ritost re errllr, ccarnpleted second fitrual quarter, was appr.oximately riA .9 billion. 'The reglstrr.int has no Parl-VOtir,{4 COMFT;1").fl SOYA. 

The number of shares of commori stock outstanding as of February 21, 2024 was 492,970.011. 

DOCUMENTS ENCORPCRATED BY REFERENCE 

Portions of tile roxy materiMs for its 2 4 Annual Meeting of Shareholders are izacorporated by ref r into Part ill ber rit's definitive 
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FORwAn -LOOKING STATEMENTS AND RISK FACTOR SUNIMARY 
This Annual Report on Form 10-K (Form 10-K) includes forward-lookIng statements within the meaning of the federal secuntie vs. These 
forward-looking statements include, without fimitation. statements concerrring the irnpact on Elanco Animal Health Incorporated and its subsidiaries 
(collectively, Banco, the Company, we, us or our) caused by the integration of business acquisitions, expected synergies and cost savings, product 
launches, global macroeconomic conditions, expectations relating to liquidity and sources of capital, our expected compliance vk,ith debt covenants, 
cost savings, expenses and reserves relating to restructuhng actions, our industry and our operations, performance and financial condition, and 
including, in particular, statements relating to our business, growth strategies;  distribution strategies, product development efforts and future 
expenses. 

Fomard-looking statements are based on our eurrent expectations and assumpfions regarding our business, the economy and other future 
conditions Because forward-tooking statements relate to the future, by their nature, they are subject to inherent uncertainties, hsks and changes in 
drcumstances that are difficult to predict. As a result, our actual results may differ matehally from those contemplated by the forward-looking 
statements. important risk factors that could cause actual results to differ materially from those in the forward-looking statements include regional, 
national or gtobal polifical, economic, business, competifive, market and regulatory condifions, including but not limited to the following: 

operafing in a highly competitive industry; 

• the success of our research and development (R&D) and licensing efforts; 

• the impact of disruptive innovations and advances in veterinary medical practices, animal health technologies and alternatives to animal-
derived protein; 

• compefition from generic products that may be viewed as more cost-effective; 

• changes in regulatory restrictions on the use of antibiotics in farm animals; 

• an outbreak of infectious disease carried by farm animals; 

• risks related to the evaluation of animals; 

• consolidation of our customers and distributors; 

• the impact of increased or decreased sales into our distribution channels resulting in fluctuation in our revenues; 

• our dependence on the success of our top products; 

• our ability to complete acquisitions and divestitures and successfully integrate the businesses we acquire; 

• our ability to implement our business strategies or achieve targeted cost efficiencies and gross margin improvements; 

• manufacturing problems and capacity imbalances; 
• fluctuations in inventory levels in our distribution channels 

• risks related to the use of artificial intelligence (Al) in our business; 

• our dependence on sophisticated information technology and infrastructure and the impact of breaches of our information technology 
systems; 

• the impact of weather conditions, including those related to climate change, and the availability of natural resources; 

• demand, supply and operational challenges associated with the effects of a human disease outbreak, epidemic, pandemic or other 
widespread public health concern; 

• the loss of key personnel or highly skilled employees; 

• adverse effects of labor disputes, strikes and/or work stoppages; 

• the effect of our substantial indebtedness on our business, including restrictions in our debt agreements that limit our operating flexibility, 
changes in our credit ratings that lead to higher borrowing expenses and may restrict access to credit and changes in interest rates that 
may adversely affect our earnings and cash flows; 

• changes in interest rates; 

• risks related to the write-down of goodwill or identifiable intangible assets; 

• the lack of availability or significant increases in the cost of raw materials; 

• risks related to our presence in foreign markets; 

risks related to currency rate fluctuations; 

risks related to underfunded pension plan liabilities; 

our current plans not to pay dividends and restrictions on our ability to pay dividends; 

4 
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• the potential impact that actions by activist shareholders could have on the pursuit of our business strategies; 

• risks related to certain governance provisions in our constituent documents; 

• risks related to tax expense or exposure; 

• actions by regulatory bodies, including as a result of their interpretation of studies on product safety; 

• the possible slowing or cessation of acceptance and/or adoption of our farm animal sustainability initiatives; 

• the impact of increased regulation or decreased governmental financial support related to the raising, processing or consumption of farm 
animals; 

• risks related to the modification of foreign trade policy; 

• the impact of litigation, regulatory investigations, and other legal matters, including the risk to our reputation and the risk that our insurance 
policies may be insufficient to protect us from the impact of such matters; 

• challenges to our intellectual property rights or our alleged violation of rights of others; 

• misuse, off-label or counterfeiting use of our products 

unanticipated safety, quality or efficacy concerns and the impact of identified concerns associated with our products; 

insufficient insurance coverage against hazards and claims; 

• compliance with privacy laws arid security of information; and 
risks related to environmental, health and safety laws and regulations. 

See "ltern 1A. Risk Factors" in Part of this Form 10-K for a further desorption of these and other factors. Although we have attempted to identify 
important risk factors, there may be other risk factors not presently known to us or that we presently believe are not material that could cause 
actual results and developments to differ materially from those made in or suggested by the forward-looking staten-tents contained in this Form 10-
K. If any of these risks materialize, or if any of the above assurnptions underlying forward-lodung statements prove incorrect, actual results and 
developments may differ matenally from those made in or suggested by the forward-looking statements contained in this Form 10-K We caution 
you against relying OS any folward-looking statementsr  which should also be read in conjunction with the other cautionary statements that are 
included elsewhere in this Form 10-K. Any fomard-looking statement made by us in this Form 10-K speaks only as of the date hereof_ Factors or 
events that could cause our actual results to differ may emerge from time to time, and it is not possible for us to predict all of them. 'We uridertake 
no obligation to publicly update or to revise any forward-looking statement, whether as a result of new information;  future developments or 
otheiwise, except as may be required by law. 
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Panama 

United Kingdom 

United •• • •• •KttdetTt ..:•:• .. 
New Zealand 

Australia 

Austria 

Bangladesh 

BeigiuM 

Brazil 

Canada. 

C.hile 

Cofornbia 

Costa Rica 

Dearda r k • 

Norway 
• 
weden 

Germany 

SUBSIDIARIES OF THE COMPANY 
EXHIBIT 21.1 

The following is a list of subsidiaries of the company as of December 31, 2023, omitting some subsidiaries which, considered in the aggregate, 
would not constitute a significant subsidiafy 

Stsb$Ictiary Name Jtalsclittion 

Dtsla Products Lirrttted United 

EtG tnsurance Company, inc. 

EhanhiìAmm HeatthGo. Ltd, 

Etanca (Shanghai)Animal Health Co., Ltd. - Beijing Branch 

Elanco (Shanghai)Animal Heatth Co,, Ltd, - Hdang Pu Branclir 

Etanco (Sichuan) Animai Health Co Ltd 

Tennessee nited States) 

China 

CNR. 

China 

E ancp (SiphLiart)Animat L:td Beijing Branah 

Etanco (Taiwan)Animal Health Co. Ltd. 

Etanca (Thailand) Ltd4 

Elanco AH Portugal, Unipiessoal Lda 

Etanco Animal Health (Pty) Ltd. 

Etanco Animal Health GmbH 

Taiwan 

Portugal 

South.AfrioaI 

Germany 

 

 

Elanco An in1al Heat th Hoidngš B Ne Iberia ndC..i:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1:1::::::::::. 

Elanco Animal Health Korea Ltd. Korea 

Etanco Animal Hea.th Panama S. be RI, 

EtancoAnimat Health UK Limited 

ElailcoAnimal.Vabaines Lirt Med 

Etanco Australasia Pty Ltd - New Zealand Branch 

EtanceAustralasi4 Pty, Ltd. 

Etanco Australia Holding Pty Ltd 

. lanoo Austria -GmbH . 

Etanca Bangladesh Limted 

Elam° Selglum BV 

Elance Brazil Hoidings Ltda 

Fiasco. Canada Limited 

Etanco Chile SpA 

E anco Colomb a S A S 

Elanco Costa Rica S.R.L. 

Elanco'Denrnark ApS: 

Elanco Denmark ApS Norway Branch 

Ela.nco PenmarkApS - Sweden:Branch 

Etanco Deutschland GmbH 

larr.co Eumpe GmbH 

Etanco Europe Ltd. 

Bwiterland 

 

 

United Kin orn 

Etance Financing (Nethe.andsi 

 

Nether 

  

    

Etanco Financing S A. Switzerlan 

Blanco France 

Etanco Global Holdings BV Netherlands 

Elan-co GmbH Germary 

Elanco Hayvan Sagligi Limited Strketi 

..Etainco Hong •Kongttmtted 

Etanco Hungary koriatolt felelosseau tarsasag 

E lance, India Private tinted 

Turkey 

l-íortg
. 
og 

Hungary 

India 

 

Eianco Innovation and Affiance Centre India LLP India 





Elanco International:  I ne 

Elanco Ireland Limited 

Etanco halia S.p.A 

Elanco Japan K.K . 

Elanco Ma laysfia Bdri 13170 

Elanco Missouri, Inc. 

Eland° Nededand B:V.: 

Banco Netherlands 1-loiding B V 

if-Elanco New Zealand 

Eianco Pppines Inc 

Elanco Poland spbf.Ra z•pgranlez.ena odpolOedzialnoteWF 

Elanco Rus Ltd. 

Elanect.S..R.L. 

Elanco Sated Animal S.A. de C.V. 

ElehcO Sattde Anirnal 

Elanco Solution Center speilka z ograniczona dd pow edzialhosciq 

Elartoo SpacL, S.L 

EIanco SPEAR LLC 

Elanco 

Elanco Tiergesundheit AG Austria Branch 

Etanco Tiergesundheit AG- Czach..Brarich-:: 

Elanco "lief-gesundheit AG -- Egypt Representative Office 

Eianco Tiergesttndheit AG -.Hothl•Mihn City Representative Offlee••• 

Elance Tiereesundheif AG - Lebanon Representative Office 

E lance TiprgesttrOhelt AG - Sat4 i Arabia Sranclt 

Elancc Tiergesundhelt AG - South Africa Branch 

.ElancoTiernesundheit AG Tirrtísia Representatwe Office 

Elance UK AH Limited 

.E.laned 

Elanco Vetehna SVN d.o.o. 

Fiasco Vietnah.tCornpanytirnited.

 

trn mune Vet SeMeec (Pty) Ltd. 

Immunovef SeNice."Zarnhia L d 

Ivy Animal Health, 

KVP PhamiakVetetinar produkte.(-3MbH 

Lohniann Animal Health (Malaysia) Sdn. Bhd 

•Lonmairr Animal 'Health .BatellIguns GmbH 

Lohmann Animal Health GmbH 

.tontharin Animal Health inteitationai 

Lohmann Animal Health Phils, Corp 

Lohlhann Animal Health' 

Prevteb Pvlicrobla GmbH 

Elaheo.Animal Health lodpnesra ••••••I 

The Branch Office of Eianco Vietnam Cornpany Limited in Dong Nai 

of..Elancd Vietnam Com paov..LiMfte4in Hanoi:City 

Vericore Limited  

Indiana (United State0"lIIM 

Ireland 

Italy 

Japan 

Malaysia 

Delaware (United States) 

Netherland's 

Nethedands 

Phppines 

Poland 

Russia 
---

 

-Arqentina 

Me xico 

BrazIV 

Poland 

De la re (United States 

Switzerland 

Austria 

Egypt 

Yleth4M: 

Lebanon 

Sauì rat5Iki 

South Africa 

Tunisia 

United Klngdern 

,.-.:Delawa re (U.nited States) . 

Slovenia 

Vietnam 

South Africa 

South Africa 

Delaware (,United States) 

pefrnapy 

Malaysia 

Germany 

Germany 

Maine ,(LlnItea..;:,Stato 

Philippines 

South Afhea 

Germany 

Indonesia K, 

Viet narn 

VietaaiW 

United Kingdom 
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