
(t",~if--~ _EP_ART_M_ E_ _T_O_ _ H_EA_L_TH_ _ H_UMAN_SE_RVI _E_ P_ubl_ _H_ _a_ _ Se ______D _ _ N F _ _ & ___ _ _ _ C s____ _ ic e lth _rv_i_c_e_ 

Food and Drug Administration 
""{•"'-""• Rockville MD 20857 

D!C 112013 

REGISTERED MAIL 

RETURN RECEIPT REQUESTED 


Linda M. Duple, Director, North American Regulatory Affairs 

Cross Vetpharm Group Ltd. 

2836 Dolliver Park A venue 

Lehigh, Iowa 50557 

RE: FDA Guidance for Industry #213 

Dear Ms. Duple: 

In the FEDERAL REGISTER ofDecember 12, 2013, the Food and Drug Administration (FDA) 

announced the availability of Guidance for Industry #213, "New Animal Drugs and New Animal 

Drug Combination Products Administered in or on Medicated Feed or Drinking Water of Food­

Producing Animals: Recommendations for Drug Sponsors for Voluntarily Aligning Product Use 

Conditions with GFI #209" (GFI #213) in final form (78 FR, December 12, 2013). The 

availability of a draft version ofGFI #213 had been announced last year (77 FR 22327, April13, 

2012) and comments solicited. 

The referenced guidance, GFI #209, "The Judicious Use of Medically Important Antimicrobial 

Drugs in Food-Producing Animals" was finalized on April 13, 2012. It represents the Agency's 

current best thinking regarding use of antimicrobial drugs that are important in human medicine 

and are used in the feed or drinking water offood-producing animals. GFI #209 establishes two 

principles: 

Principle 1: 	 The use ofmedically important antimicrobial drugs in food-producing animals 

should be limited to those uses that are considered necessary for assuring animal 

health. 

Principle 2: 	 The use ofmedically important antimicrobial drugs in food-producing animals 

should be limited to those uses that include veterinary oversight or consultation. 
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GFI #213 provides sponsors with specific recommendations on how to supplement their 

approved drug applications to align with GFI #209. FDA believes such a voluntary approach, 

conducted in a cooperative and timely manner, will be most effective in achieving the common 

goal ofmore judicious use of medically important antimicrobials in food-animal agriculture. 

FDA's Center for Veterinary Medicine (CVM) is contacting you because our records indicate 

you are the sponsor ofNADAs for products containing medically important antimicrobial new 

animal drugs for use in medicated feed (Type A medicated articles) or drinking water (soluble 

powders, concentrate solutions, etc.) for food-producing animals, as described in GFI #213 (see 

Appendix 1 ). 

Voluntary participation in GFI #213 can involve requesting, where applicable: (1) the 

withdrawal of approval of those portions ofyour applications relating to production uses; and/or 

(2) a change in product marketing status to use by veterinary feed directive (VFD) or by 

prescription (Rx). Both ofthese requests will require approval of revised product labeling. 

To assist FDA in monitoring adoption within the animal pharmaceutical industry and in 

planning, FDA is asking all sponsors ofaffected products to inform the Agency in writing within 

three (3) months from the date of publication of GFI #213 whether they intend to engage in the 

voluntary process. Please note that we consider your response only an initial indication of your 

intentions and understand that further discussions with CVM may be needed. 

Please refer to GFI #2 13 for recommendations on procedures for voluntary implementation of 

these changes. We anticipate holding discussions with sponsors regarding ways to administer 

these submissions in an equitable and efficient manner and ask that you contact us before making 

related submissions to your applications. 

Our records also indicate that you are also the sponsor ofabbreviated new animal drug 

applications (ANADAs) for generic copies ofproducts previously described and/or 

NADAs/ANADAs £or combination drug medicated feeds for food-producing animals containing 

medically important antimicrobial new animal drugs (see Appendix 2). 

Revisions to the approved conditions of use in NADAs for pioneer products may affect the 

conditions of use in ANADAs and/or NADAs/ ANADAs for combination drug medicated feeds 

that reference these pioneer applications. Should these pioneer applications be revised, FDA will 

work with you expeditiously to align your applications with the revised conditions of use in the 

pioneer (i.e., reference) applications. 

If you are the sponsor of any additional NADAs or ANADAs for products containing medically 
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important antimicrobial new animal drugs for use in medicated feed or drinking water for food­

producing animals that have not been listed in an attached appendix, please identify these 

additional applications and include them in your response. 

Copies ofGFI #213 may be requested from the Communications Staff (HFV -12), Center for 

Veterinary Medicine, Food and Drug Administration, 7 519 Standish Place, Rockville, MD 

20855, and may be viewed on the Internet at either 

http://www.fda.gov/AnimalVeterinary/GmdanceComplianceEnforcement!Guidanceforlndustry/d 

efault.htm or http://www.regulations.gov. 

Please send your written response to me at: 

Dr. Neal Bataller 

Director, Division of Surveillance (HFV -21 0) 

FDA/Center for Veterinary Medicine 

7519 Standish Pl. 

Rockville, MD 20855 

Sincerely, 

Neal Bataller, M.E., D.V.M. 

Director, Division ofSurveillance 

Office of Surveillance and Compliance 

Center for Veterinary Medicine 

http:http://www.regulations.gov
http://www.fda.gov/AnimalVeterinary/GmdanceComplianceEnforcement!Guidanceforlndustry/d
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Appendix 1 
NADAs for products containing medically important antimicrobial new animal drugs for use in 
medicated feed or drinking water of food-producing animals, as described in GFI #2 13 

NADAl 
ANADA Product Name 

007-076 Sulfa-Nox Liquid 

008-244 Sulfa-Nox Concentrate 

010-092 Gallimycin®-1 OOP 

035-157 Gallimycin® Poultry Formula Concentrate 

038-241 Erythro® (High Lev) I Zoalene plus Arsanilic Acid 

038-242 Erythro® (Low Lev) I Amp plus Etho 

038-624 Pro-Gallimycin-1 0 

038-661 Spectam® Water Soluble Concentrate 

041-955 Erythromycin Medicated Premix 

049-729 Purina® Sulfa 

100-128 Supersweet Medipak Tylan® 10 
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Appendix2 
ANADAs for generic products or NADAs for combination drug medicated feeds containing 
medically important antimicrobial new animal drugs for use in medicated feed or drinking water 
of food-producing animals, as described in GFI #213 

NADAl 
AN ADA Product Name 

200-050 Neomed® 325 Soluble Powder 

200-103 PenAqua Sol-G® 

200-144 TETROXY® HCA-1772, Tetroxy® HCA-280 

200-146 Oxytetracycline HCl Soluble Powder 

200-247 Genta-Ject®, Gentamicin Sulfate lnjection 

200-374 TetraMed® 324 HCA 

200-376 Sulfamed-G™ 

200-377 Lincomed Soluble Powder 

200-380 SpecLinx-50® 

200-434 SMZ-Med™ 454 Soluble Powder 

200-455 TyloMed-WS 

200-460 Tetroxy® Aquatic 

200-494 GentaMed™ 


