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I. GENERAL INFORMATION: 

File Number: 

MIF 900-033 

Requestor: 
Wildlife Pharmaceuticals, Inc. 
1230 West Ash Street, Suite D 
Windsor, CO 80550 

Proprietary Name: 
MeloxiLab-Rat™ 

Established Name: 
Meloxicam extended-release injection 

Pharmacological Category: 
Non-steroidal anti-inf lammatory drug (NSAID); analgesic 

Dosage Form: 
Sterile injectable solution 

Amount of Active Ingredient: 
2 mg meloxicam/mL 

How Supplied: 
5 mL vial 

Dispensing Status: 
by Prescription (Rx) 

Dosage/Dosage Regimen: 
4 mg/kg body weight, single injection 

Route of Administration: 
Subcutaneous injection 

Species/Class: 
Rats 

Indication: 

For the control of post-procedural pain in rats 
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II. EFFECTIVENESS AND TARGET ANIMAL SAFETY: 

In accordance with 21 CFR part 516, a qualif ied expert panel evaluated the target 
animal safety and effectiveness of MeloxiLab-Rat™ for subcutaneous injection in rats, 
for the control of post-procedural pain, to determine whether the benefits of using 
MeloxiLab-Rat™ for the proposed use outweigh its risks to the target animals.  The 
members of the qualif ied expert panel were: 

 Lon V. Kendall, DVM, PhD, DACLAM (Panel Leader) 

 Cassondra Bauer, MS, DVM, DACVPM, DACLAM 

 Chuck Locuson, PhD 

A. Findings of the Qualified Expert Panel: 

The qualif ied expert panel thoroughly reviewed all available literature concerning 
the use of meloxicam in major and minor animal species. The source of this 
information included a list of peer-reviewed scientific publications, book chapters, 
and unpublished studies involving the use of meloxicam (single injection and 
sustained-release formulations) across many different animal species, including 
rats. Approximately 78 pieces of relevant literature were available for review and 
provided information on the following related topics: the pharmacokinetics of 
meloxicam in rats and other species, the use of meloxicam and sustained-release 
meloxicam formulations in animals, and the current dosing recommendations of 
meloxicam in rats. Included in the list of relevant literature was one 
investigational study (Foley et. al; unpublished) conducted in Sprague Dawley 
rats that used the same formulation as MeloxiLab-Rat™ at the recommended 
dosage of 4 mg/kg body weight administered by a single subcutaneous injection. 
 
Based on the panel’s thorough review of available literature and personal 
experience using meloxicam in rats, the panel believed MeloxiLab-Rat™ to be an 
attractive and safe non-opiate alternative to existing options for analgesia and 
post-procedural pain control in rats. The panel concluded that the benefits of 
using MeloxiLab-Rat™, a sustained-release formulation of meloxicam, for the 
control of post-procedural pain in rats outweigh the risks to the target animals. 

B. Literature Considered by the Qualified Expert Panel: 

1. Albuquerque B, Costa MS, Peça IN, Cardoso MM. Production of double‐walled 
nanoparticles containing meloxicam. Polymer Engineering & Science. 2013 
Jan;53(1):146-52. 

2. AlHajri L. Enteric-Coated, Extended-Release and Sustained-Release 
Formulations of NSAIDs: Do They Reduce GI Risks?. Annals of 
Pharmacotherapy. 2017 Apr;51(4):354-6. 

3. Anderson KE, Austin J, Escobar EP, Carbone L. Platelet aggregation in rhesus 
macaques (Macaca mulatta) in response to short-term meloxicam 
administration. Journal of the American Association for Laboratory Animal 
Science. 2013 Sep 1;52(5):590-4. 

4. Badri W, Miladi K, Nazari QA, Greige-Gerges H, Fessi H, Elaissari A. 
Encapsulation of NSAIDs for inf lammation management: overview, progress, 
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challenges and prospects. International journal of pharmaceutics. 2016 Dec 
30;515(1-2):757-73. 

5. Bauer C, Frost P, Kirschner S. Pharmacokinetics of 3 formulations of 
meloxicam in cynomolgus macaques (Macaca fascicularis). Journal of the 
American Association for Laboratory Animal Science. 2014 Sep 1;53(5):502-
11. 

6. Bhusal P, Harrison J, Sharma M, Jones DS, Hill AG, Svirskis D. Controlled 
release drug delivery systems to improve post-operative pharmacotherapy. 
Drug delivery and translational research. 2016 Oct;6(5):441-51. 

7. Metacam [Package Insert for Cats]. St. Joseph, MO: Boehringer Ingelheim 
VetMedica, Inc.; 2014. 

8. Borer LR, Seewald W, Peel JE, King JN. Evaluation of the dose–response 
relationship of oral robenacoxib in urate crystal‐induced acute stif le synovitis 
in dogs. Journal of veterinary pharmacology and therapeutics. 2017 
Apr;40(2):148-57. 

9. Bourque SL, Adams MA, Nakatsu K, Winterborn A. Comparison of 
buprenorphine and meloxicam for postsurgical analgesia in rats: effects on 
body weight, locomotor activity, and hemodynamic parameters. J Am Assoc 
Lab Anim Sci. 2010 Sep;49(5):617-22. 

10. Boxenbaum H. Interspecies variation in liver weight, hepatic blood f low, and 
antipyrine intrinsic clearance: extrapolation of data to benzodiazepines and 
phenytoin. J Pharmacokinet Biopharm. 1980 Apr;8(2):165-76. 

11. Brennan MP, Sinusas AJ, Horvath TL, Collins JG, Harding MJ. Correlation 
between body weight changes and postoperative pain in rats treated with 
meloxicam or buprenorphine. Lab Anim (NY). 2009 Mar;38(3):87-93.  

12. Burukoglu D, Baycu C, Taplamacioglu F, Sahin E, Bektur E. Effects of 
nonsteroidal anti-inf lammatory meloxicam on stomach, kidney, and liver of 
rats. Toxicol Ind Health. 2016 Jun;32(6):980-6. 

13. Busch U, Schmid J, Heinzel G, Schmaus H, Baierl J, Huber C, Roth W. 
Pharmacokinetics of meloxicam in animals and the relevance to humans. Drug 
Metab Dispos. 1998 Jun;26(6):576-84.  

14. Carpenter JW, Pollock CG, Koch DE, Hunter RP. Single and multiple-dose 
pharmacokinetics of meloxicam after oral administration to the rabbit 
(Oryctolagus cuniculus). J Zoo Wildl Med. 2009 Dec;40(4):601-6. 

15. Cary CD, Lukovsky-Akhsanov NL, Gallardo-Romero NF, Tansey CM, 
Ostergaard SD, Taylor WD Jr, Morgan CN, Powell N, Lathrop GW, Hutson CL. 
Pharmacokinetic Profiles of Meloxicam and Sustained-release Buprenorphine 
in Prairie Dogs (Cynomys ludovicianus). J Am Assoc Lab Anim Sci. 2017 Mar 
1;56(2):160-165. 

16. Chen PH, Boyd KL, Fickle EK, Locuson CW. Subcutaneous meloxicam 
suspension pharmacokinetics in mice and dose considerations for 
postoperative analgesia. J Vet Pharmacol Ther. 2016 Aug;39(4):356-62.  

17. Cooper CS, Metcalf-Pate KA, Barat CE, Cook JA, Scorpio DG. Comparison of 
side effects between buprenorphine and meloxicam used postoperatively in 
Dutch belted rabbits (Oryctolagus cuniculus). J Am Assoc Lab Anim Sci. 2009 
May;48(3):279-85.  

18. Davies B, Morris T. Physiological parameters in laboratory animals and 
humans. Pharm Res. 1993 Jul;10(7):1093-5.  

19. Delk KW, Carpenter JW, KuKanich B, Nietfeld JC, Kohles M. Pharmacokinetics 
of meloxicam administered orally to rabbits (Oryctolagus cuniculus) for 29 
days. Am J Vet Res. 2014 Feb;75(2):195-9. 
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20. Deneuche AJ, Dufayet C, Goby L, Fayolle P, Desbois C. Analgesic comparison 
of meloxicam or ketoprofen for orthopedic surgery in dogs. Vet Surg. 2004 
Nov-Dec;33(6):650-60.  

21. De Vito V, Salvadori M, Poapolathep A, Owen H, Rychshanova R, Giorgi M. 
Pharmacokinetic/pharmacodynamic evaluation of grapiprant in a 
carrageenan-induced inf lammatory pain model in the rabbit. J Vet Pharmacol 
Ther. 2017 Oct;40(5):468-475. 

22. Enberg TB, Braun LD, Kuzma AB. Gastrointestinal perforation in f ive dogs 
associated with the administration of meloxicam. Journal of Veterinary 
Emergency and Critical Care. 2006 Mar;16(1):34-43. 

23. Engelhardt G, Homma D, Schlegel K, Schnitzler C, Utzmann R. General 
pharmacology of meloxicam--Part II: Effects on blood pressure, blood f low, 
heart rate, ECG, respiratory minute volume and interactions with 
paracetamol, pirenzepine, chlorthalidone, phenprocoumon and tolbutamide. 
Gen Pharmacol. 1996 Jun;27(4):679-88. 

24. Fattahpour S, Shamanian M, Tavakoli N, Fathi M, Sheykhi SR, Fattahpour S. 
Design and optimization of alginate− chitosan− pluronic nanoparticles as a 
novel meloxicam drug delivery system. Journal of Applied Polymer Science. 
2015 Jul 20;132(28). 

25. FDA [Food and Drug Administration]. Drugs@FDA. 
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.
Drocess&ApplNo=020938. Cited on 08 Feb 2018. 

26. Foley PL. Rat study: Meloxciam/TA. Zoopharm Bulletin. 
27. Fredholm DV, Carpenter JW, KuKanich B, Kohles M. Pharmacokinetics of 

meloxicam in rabbits after oral administration of single and multiple doses. 
Am J Vet Res. 2013 Apr;74(4):636-41. 

28. Fusellier M, Desfontis JC, Le Roux A, Madec S, Gautier F, Thuleau A, Gogny M. 
Effect of short-term treatment with meloxicam and pimobendan on the renal 
function in healthy beagle dogs. J Vet Pharmacol Ther. 2008 Apr;31(2):150-
5.  

29. Giraudel JM, Diquelou A, Laroute V, Lees P, Toutain PL. 
Pharmacokinetic/pharmacodynamic modelling of NSAIDs in a model of 
reversible inf lammation in the cat. Br J Pharmacol. 2005 Nov;146(5):642-53. 

30. Grubb T. What do we really know about the drugs we use to treat chronic 
pain? Top Companion Anim Med. 2010 Feb;25(1):10-9. 

31. Grudé P, Guittard J, Garcia C, Daoulas I, Thoulon F, Ebner T. Excretion mass 
balance evaluation, metabolite profile analysis and metabolite identif ication in 
plasma and excreta after oral administration of [14C]-meloxicam to the male 
cat: preliminary study. J Vet Pharmacol Ther. 2010 Aug;33(4):396-407. 

32. Gruet P, Seewald W, King JN. Evaluation of subcutaneous and oral 
administration of robenacoxib and meloxicam for the treatment of acute pain 
and inf lammation associated with orthopedic surgery in dogs. Am J Vet Res. 
2011 Feb;72(2):184-93. 

33. Gruet P, Seewald W, King JN. Robenacoxib versus meloxicam for the 
management of pain and inf lammation associated with soft tissue surgery in 
dogs: a randomized, non-inferiority clinical trial. BMC Vet Res. 2013 May 
2;9:92.  

34. Gunew MN, Menrath VH, Marshall RD. Long-term safety, efficacy and 
palatability of oral meloxicam at 0.01-0.03 mg/kg for treatment of 
osteoarthritic pain in cats. J Feline Med Surg. 2008 Jul;10(3):235-41.  
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35. Guzman DS, Court MH, Zhu Z, Summa N, Paul-Murphy JR. Pharmacokinetics 
of a Sustained-release Formulation of Meloxicam After Subcutaneous 
Administration to Hispaniolan Amazon Parrots (Amazona ventralis). J Avian 
Med Surg. 2017 Sep;31(3):219-224. 

36. Hester KE, Harper MJ, Duffy DM. Oral administration of the cyclooxygenase-2 
(COX-2) inhibitor meloxicam blocks ovulation in non-human primates when 
administered to simulate emergency contraception. Hum Reprod. 2010 
Feb;25(2):360-7. 

37. Hunt JR, Dean RS, Davis GN, Murrell JC. An analysis of the relative 
frequencies of reported adverse events associated with NSAID administration 
in dogs and cats in the United Kingdom. Vet J. 2015 Nov;206(2):183-90.  

38. Ibrahim HM, Ahmed TA, Hussain MD, Rahman Z, Samy AM, Kaseem AA, 
Nutan MT. Development of meloxicam in situ implant formulation by quality 
by design principle. Drug Dev Ind Pharm. 2014 Jan;40(1):66-73. 

39. Ingrao JC, Johnson R, Tor E, Gu Y, Litman M, Turner PV. Aqueous stability 
and oral pharmacokinetics of meloxicam and carprofen in male C57BL/6 mice. 
J Am Assoc Lab Anim Sci. 2013 Sep;52(5):553-9.  

40. Iturriaga MP, Paredes R, Arias JI, Torres CG. Meloxicam decreases the 
migration and invasion of CF41.Mg canine mammary carcinoma cells. Oncol 
Lett. 2017 Aug;14(2):2198-2206.  

41. Jeunesse EC, Bargues IA, Toutain CE, Lacroix MZ, Letellier IM, Giraudel JM, 
Toutain PL. Paw inf lammation model in dogs for preclinical 
pharmacokinetic/pharmacodynamic investigations of nonsteroidal anti-
inf lammatory drugs. Journal of Pharmacology and Experimental Therapeutics. 
2011 Aug 1;338(2):548-58. 

42. Justus C, Quirke JF. Dose-response relationship for the antipyretic effect of 
meloxicam in an endotoxin model in cats. Vet Res Commun. 1995;19(4):321-
30. 

43. Kassem AA, Ismail FA, Naggar VF, Aboulmagd E. Comparative study to 
investigate the effect of meloxicam or minocycline HCl in situ gel system on 
local treatment of periodontal pockets. AAPS PharmSciTech. 2014 
Aug;15(4):1021-8.  

44. Kazakos GM, Papazoglou LG, Rallis T, Tsimopoulos G, Adamama-Moraitou K, 
Tea A. Effects of meloxicam on the haemostatic profile of dogs undergoing 
orthopaedic surgery. Vet Rec. 2005 Oct 8;157(15):444-6. 

45. Kendall LV, Hansen RJ, Dorsey K, Kang S, Lunghofer PJ, Gustafson DL. 
Pharmacokinetics of sustained-release analgesics in mice. J Am Assoc Lab 
Anim Sci. 2014 Sep;53(5):478-84. 

46. Khalil RM, Abd-Elbary A, Kassem MA, Ghorab MM, Basha M. Nanostructured 
lipid carriers (NLCs) versus solid lipid nanoparticles (SLNs) for topical delivery 
of meloxicam. Pharm Dev Technol. 2014 May;19(3):304-14. 

47. Khan AM, Rampal S, Sood NK. Effect of repeated oral administration of 
levofloxacin, enrofloxacin, and meloxicam on antioxidant parameters and lipid 
peroxidation in rabbits. Hum Exp Toxicol. 2017 Jan;36(1):42-50. 

48. Khurana S, Jain NK, Bedi PM. Development and characterization of a novel 
controlled release drug delivery system based on nanostructured lipid carriers 
gel for meloxicam. Life Sci. 2013 Nov 13;93(21):763-72. 

49. Khurana S, Jain NK, Bedi PM. Nanoemulsion based gel for transdermal 
delivery of meloxicam: physico-chemical, mechanistic investigation. Life Sci. 
2013 Mar 14;92(6-7):383-92. 
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50. Khurana S, Bedi PM, Jain NK. Preparation and evaluation of solid lipid 
nanoparticles based nanogel for dermal delivery of meloxicam. Chem Phys 
Lipids. 2013 Oct-Nov;175-176:65-72. 

51. Kum C, Voyvoda H, Sekkin S, Karademir U, Tarimcilar T. Effects of carprofen 
and meloxicam on C-reactive protein, ceruloplasmin, and f ibrinogen 
concentrations in dogs undergoing ovariohysterectomy. Am J Vet Res. 2013 
Oct;74(10):1267-73. 

52. Laredo FG, Belda E, Murciano J, Escobar M, Navarro A, Robinson KJ, Jones 
RS. Comparison of the analgesic effects of meloxicam and carprofen 
administered preoperatively to dogs undergoing orthopaedic surgery. 
Veterinary record. 2004 Nov;155(21):667-71. 

53. Lascelles BD, Court MH, Hardie EM, Robertson SA. Nonsteroidal anti-
inf lammatory drugs in cats: a review. Vet Anaesth Analg. 2007 
Jul;34(4):228-50. 

54. Leach MC, Allweiler S, Richardson C, Roughan JV, Narbe R, Flecknell PA. 
Behavioural effects of ovariohysterectomy and oral administration of 
meloxicam in laboratory housed rabbits. Res Vet Sci. 2009 Oct;87(2):336-
47.  

55. Leece EA, Brearley JC, Harding EF. Comparison of carprofen and meloxicam 
for 72 hours following ovariohysterectomy in dogs. Vet Anaesth Analg. 2005 
Jul;32(4):184-92. 

56. Luna SP, Basílio AC, Steagall PV, Machado LP, Moutinho FQ, Takahira RK, 
Brandão CV. Evaluation of adverse effects of long-term oral administration of 
carprofen, etodolac, f lunixin meglumine, ketoprofen, and meloxicam in dogs. 
Am J Vet Res. 2007 Mar;68(3):258-64. 

57. Maddison JE. Cats and NSAIDs-what are the issues?. Irish Veterinary Journal. 
2007 Mar 1;60(3):174. 

58. McCann NC, Lynch TJ, Kim SO, Duffy DM. The COX-2 inhibitor meloxicam 
prevents pregnancy when administered as an emergency contraceptive to 
nonhuman primates. Contraception. 2013 Dec;88(6):744-8. 

59. Montoya L, Ambros L, Kreil V, Bonafine R, Albarellos G, Hallu R, Soraci A. A 
pharmacokinetic comparison of meloxicam and ketoprofen following oral 
administration to healthy dogs. Veterinary research communications. 2004 
Jul;28(5):415-28. 

60. Niza MM, Félix N, Vilela CL, Peleteiro MC, Ferreira AJ. Cutaneous and ocular 
adverse reactions in a dog following meloxicam administration. Vet Dermatol. 
2007 Feb;18(1):45-9. 

61. Patrono C, Rocca B. Nonsteroidal antiinf lammatory drugs: past, present and 
future. Pharmacol Res. 2009 May;59(5):285-9. 

62. Rätsep MT, Barrette VF, Winterborn A, Adams MA, Croy BA. Hemodynamic 
and behavioral differences after administration of meloxicam, buprenorphine, 
or tramadol as analgesics for telemeter implantation in mice. J Am Assoc Lab 
Anim Sci. 2013 Sep;52(5):560-6. 

63. Robertson SA, Taylor PM. Pain management in cats--past, present and future. 
Part 2. Treatment of pain--clinical pharmacology. J Feline Med Surg. 2004 
Oct;6(5):321-33. 

64. Roughan JV, Bertrand HG, Isles HM. Meloxicam prevents COX-2-mediated 
post-surgical inf lammation but not pain following laparotomy in mice. Eur J 
Pain. 2016 Feb;20(2):231-40.  

65. Roughan JV, Flecknell PA. Evaluation of a short duration behaviour-based 
post-operative pain scoring system in rats. Eur J Pain. 2003;7(5):397-406. 
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66. Saito T, Tamura D, Asano R. Usefulness of selective COX-2 inhibitors as 
therapeutic agents against canine mammary tumors. Oncol Rep. 2014 
Apr;31(4):1637-44. 

67. Seymour TL, Adams SC, Felt SA, Jampachaisri K, Yeomans DC, Pacharinsak 
C. Postoperative Analgesia Due to Sustained-Release Buprenorphine, 
Sustained-Release Meloxicam, and Carprofen Gel in a Model of Incisional Pain 
in Rats (Rattus norvegicus). J Am Assoc Lab Anim Sci. 2016;55(3):300-5. 

68. Shang Q, Wang X, Apley M, Kukanich SB, Berkland C. PPF microsphere depot 
sustains NSAID blood levels with infusion-like kinetics without 'burst'. J Vet 
Pharmacol Ther. 2012 Jun;35(3):231-8. 

69. Speranza C, Schmid V, Giraudel JM, Seewald W, King JN. Robenacoxib versus 
meloxicam for the control of peri-operative pain and inf lammation associated 
with orthopaedic surgery in cats: a randomised clinical trial. BMC Vet Res. 
2015 Mar 26;11:79. 

70. Toutain PL, Reymond N, Laroute V, Garcia P, Popot MA, Bonnaire Y, Hirsch A, 
Narbe R. Pharmacokinetics of meloxicam in plasma and urine of horses. Am J 
Vet Res. 2004 Nov;65(11):1542-7. 

71. Tavakoli A, Shabannia AA, Mohammadyar L. Comparison the Efficacy of 
Meloxicam and Ketoprofen in Alleviating Pain Following Ovariectomy in Rats. 
Iranian Journal of Veterinary Surgery. 2012 Aug 1;7(12):49-56. 

72. Tubbs JT, Kissling GE, Travlos GS, Goulding DR, Clark JA, King-Herbert AP, 
Blankenship-Paris TL. Effects of buprenorphine, meloxicam, and f lunixin 
meglumine as postoperative analgesia in mice. J Am Assoc Lab Anim Sci. 
2011 Mar;50(2):185-91. 

73. Turner PV, Chen HC, Taylor WM. Pharmacokinetics of meloxicam in rabbits 
after single and repeat oral dosing. Comp Med. 2006 Feb;56(1):63-7. 

74. Usama A, Fetih G, El-Faham T. Performance of meloxicam niosomal gel 
formulations for transdermal drug delivery. Journal of Pharmaceutical 
Research International. 2016 Jun 13:1-4. 

75. Warner TD, Giuliano F, Vojnovic I, Bukasa A, Mitchell JA, Vane JR. Nonsteroid 
drug selectivities for cyclo-oxygenase-1 rather than cyclo-oxygenase-2 are 
associated with human gastrointestinal toxicity: a full in vitro analysis. Proc 
Natl Acad Sci U S A. 1999 Jun 22;96(13):7563-8. 

76. Wright-Williams SL, Courade JP, Richardson CA, Roughan JV, Flecknell PA. 
Effects of vasectomy surgery and meloxicam treatment on faecal 
corticosterone levels and behaviour in two strains of laboratory mouse. Pain. 
2007 Jul;130(1-2):108-18. 

77. Shi Y, Liu Z, Yang Y, Xu X, Li Y, Li T. Design of poly(mPEGMA-co-MAA) 
hydrogel-based mPEG-b-PCL nanoparticles for oral meloxicam delivery. Mater 
Sci Eng C Mater Biol Appl. 2017 Jul 1;76:975-984. 

78. Zanuzzo FS, Teixeira-Neto FJ, Thomazini CM, Takahira RK, Conner B, Diniz 
MS. Effects of dipyrone, meloxicam, or the combination on hemostasis in 
conscious dogs. J Vet Emerg Crit Care (San Antonio). 2015 Jul-
Aug;25(4):512-20. 
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III. USER SAFETY: 

The product labeling contains the following information regarding safety to humans 
handling, administering, or exposed to MeloxiLab-Rat™: 

WARNINGS 

Human safety: Not for use in humans. Keep this and all medications out of reach of 
children. 

MeloxiLab-Rat™ is intended for use in rats only and should be used under the 
supervision of a licensed veterinarian in a clinical or laboratory setting. 

Exercise caution to avoid accidental self-injection. Avoid contact of this product with 
skin and eyes. In case of contact, eyes and skin should be liberally f lushed with 
water for 15 minutes. Consult a physician if  irritation persists. In the case of 
accidental human ingestion, seek medical advice immediately and show the package 
insert or the label to the physician. 

The Safety Data Sheet (SDS) contains more detailed occupational safety information.  
To report adverse drug reactions or to obtain a copy of the SDS for this product call 
1-970-795-0927. 

Note to physician:  This product contains an injectable non-steroidal anti-
inf lammatory (NSAID). 

IV. AGENCY CONCLUSIONS: 

The information submitted in support of this request for MeloxiLab-Rat™ to be added 
to the Index of Legally Marketed Unapproved New Animal Drugs for Minor Species 
(Index) for the control of post procedural pain in rats, satisf ies the requirements of 
section 572 of the Federal Food, Drug, and Cosmetic Act and 21 CFR part 516: 

A. DETERMINATION OF ELIGIBILITY FOR INDEXING: 

As part of the determination of eligibility for inclusion in the Index, FDA determined 
that the drug for this intended use in rats was safe to the user, did not individually or 
cumulatively have a signif icant effect on the human environment, and that the 
description of the methods used in, and the facilities and controls used for, the 
manufacture, processing, and packing of the new animal drug was sufficient to 
demonstrate that the requestor has established appropriate specifications for the 
manufacture of the new animal drug. Additionally, the requestor has committed to 
manufacture the drug in accordance with current good manufacturing practices 
(CGMP). 

 
The Index is only available for new animal drugs intended for use in minor species for 
which there is a reasonable certainty that the animal or edible products from the 
animal will not be consumed by humans or food-producing animals and for new 
animal drugs intended for use only in a hatchery, tank, pond, or other similar 
contained man-made structure in an early, non-food life stage of a food-producing 
minor species, where safety for humans is demonstrated in accordance with the 
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standard of section 512(d) of the act. Because this new animal drug is not intended 
for use in food-producing animals, FDA did not require data pertaining to drug 
residues in food (i.e., human food safety) for granting this request for addition to the 
Index. 

B. QUALIFIED EXPERT PANEL: 

The qualif ied expert panel for MeloxiLab-Rat™ met the selection criteria listed in 
21 CFR 516.141(b). The panel satisfactorily completed its responsibilities in 
accordance with 21 CFR part 516 in determining the target animal safety and 
effectiveness of MeloxiLab-Rat™ for the control of post procedural pain in rats. 

C. MARKETING STATUS: 

MeloxiLab-Rat™ will be marketed by prescription. 

D. EXCLUSIVITY: 

Products listed in the Index do not qualify for exclusive marketing rights. 
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