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MixLab TX LLC 
Attention: Vinh X. Dam, Pharm.D. 
Chief Pharmacy Officer 
953 Hilltop Dr Ste 100 
Weatherford, TX 76086 
 

Ref: Case 706939 

 

Dear Dr. Dam: 

The U.S. Food and Drug Administration (FDA) inspected your facility, Mixlab TX LLC, located at 
953 Hilltop Dr Ste 100, Weatherford, TX 76086, from July 23, 2024, through August 2, 2024. 
During the inspection, the inspection team noted deficiencies in your practices for producing 
animal drugs and issued Form FDA 483. The inspection team also discussed the circumstances 
under which you produce animal drugs from bulk drug substances and distribute them, including 
drugs for food-producing animals, copies of FDA-approved products, and office stock 
compounded without patient-specific prescriptions. You responded to the inspection in writing 
on August 23, 2024, and September 23, 2024.1 We have reviewed your responses to the 
objectionable practices and conditions related to drug quality described on the Form FDA 483 
and regarding the circumstances under which you intend to produce and distribute unapproved 
new animal drugs from bulk drug substances. 
 
A. Unapproved New Animal Drugs 

You compound drugs for animals from bulk drug substances (BDS).  From April 23 to July 23, 
2024, you filled approximately  prescriptions or orders for animal drugs.  Most of your 
products are compounded using BDS.2  

Animal drugs compounded from BDS are new animal drugs as defined in section 201(v) of the 
Federal Food, Drug, and Cosmetic Act (FD&C Act) because they are not generally recognized 
as safe and effective by experts qualified by scientific training and experience to evaluate the 
safety and effectiveness of animal drugs.  Under section 512 of the FD&C Act, to be legally 
distributed, a new animal drug requires an approved new animal drug application, conditionally 
approved new animal drug application, or a listing on the Index of Legally Marketed Unapproved 
New Animal Drugs for Minor Species.  Compounded drugs do not go through any of these pre-

 
1 We acknowledge additional communications with your firm between 9/23/2024-9/30/2024. 
2 The FD&C Act permits the compounding of animal drugs made from FDA-approved animal or human 
drugs, provided the conditions for legal extralabel use described in the FD&C Act and FDA’s extralabel 
use regulations are met. Sections 512(a)(4) and (5) of the FD&C Act [21 U.S.C. § 360b(a)(4) and (5)] and 
21 CFR part 530. 
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not appear sufficient to explain how the compounded drug will make a clinical difference for the 
individual patient compared with each FDA-approved drug of which it is a copy.  

When using a compounded drug that will make a clinical difference in the identified patient, it 
may be possible to legally compound by modifying an approved product (i.e., use an approved 
product as the source of active ingredients) rather than illegally compound by starting from 
BDS.3  For example, with respect to the copies discussed above: 

 Rx : Detomidine HCl/Xylazine HCl 2.5/100 mg/mL injectable for a horse 
o You did not document why the FDA-approved detomidine and xylazine products 

cannot be used as the source of the active ingredients for compounding. 
 Rx : Omeprazole/Sucralfate 220/100 mg/mL oral paste for a horse   

o You stated the following: “Commercially manufactured sucralfate tablets are not 
suitable for direct administration to many small animals because they cannot be 
fractioned into weight appropriate doses, and they are unsuitable for larger animals 
because dosing would require the administration of an exceedingly high number of 
large and foul-tasting tablets that are known to be rejected by many animals. 
Commercially manufactured sucralfate suspension is not suitable for direct 
administration to many animals because the cherry flavoring it comes in is not 
amenable to their tastes and many animals are known to reject it. Additionally, the 
100mg/ml concentration is too low to allow for dosages in small volumes that are 
practical and safe for administration for many animals.”  

o Nothing in this explanation addresses why the FDA-approved omeprazole 
drugs could not be used as the source of the active ingredient for 
compounding.  

o Your statement about cherry-flavoring is not applicable, as the omeprazole 
drugs FDA-approved for use in horses are available in cinnamon flavor (not 
cherry). 

o The generic explanation that “many animals” reject cherry flavor does not 
address horses generally or the specific horse for which this prescription was 
written.  

o This rationale might explain why the FDA-approved sucralfate drugs may not 
be suitable for direct administration to an individual animal but does not 
explain why the FDA-approved drugs could not be used as a source of the 
active ingredient for compounding. For example, the FDA-approved 
sucralfate tablets are not cherry flavored.  

o Explanations regarding small animals are not applicable as this is a 
prescription for a horse.  

o The statement, “…the 100mg/ml concentration is too low” is not relevant 
because the dosage form you compounded has a concentration of 100 
mg/mL.  

Drugs Compounded Without Patient-Specific Prescriptions (Office Stock) 

“Office stock” refers to compounded drugs ordered by a veterinarian without a patient-specific 
prescription to keep on hand in the veterinary clinic or office to administer or dispense to 
patients.  When drugs are compounded for use as office stock, and are therefore readily 

 
3 See 21 CFR 530.13. 
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 Lot  of Pitcher Plant Extract (10:1) was used to make lot #3216EC.   
The name of the original manufacturer as listed on the CoA is  

 This establishment is not registered with FDA.  
We note that the COA indicates it “complies with specifications” but the COA does not 
indicate what the specifications are or who created them. 

Drug establishment registrations are public information and can be viewed on FDA.gov.9 

In your written response, you indicated that your facility is a dedicated, purpose-built facility 
designed to meet United States Pharmacopeia (USP) Chapter <797>, USP <795> and USP 
<800> requirements. As described above, unlike human drugs compounded in accordance 
with section 503A, the FD&C Act does not exempt pharmacies that produce animal drugs from 
bulk drug substances from CGMP.  The FD&C Act’s CGMP requirement in section 
501(a)(2)(B) applies to anyone who manufactures or processes animal drugs. 

Conclusion 

All of the animal drugs you produce from BDS violate the FD&C Act’s requirements for 
approval/indexing, adequate directions for use, and CGMP.10  We do not consider you a low 
priority for enforcement action as described in GFI #256.  The specific drugs identified above 
are examples that represent general practices at your firm.   

This letter is not intended to be an all-inclusive statement of violations that may exist in 
connection with your products. You are responsible for investigating and determining the causes 
of any violations and for preventing their recurrence or the occurrence of other violations. It is 
your responsibility to ensure that your firm complies with all the requirements of federal law, 
including FDA regulations.  

We offer the following additional comment: 
 

You compound sterile drugs with . The USP monograph for 
 for use in injectable dosage forms requires endotoxin testing for 

the API (BDS), but that testing was not included on the COA.  It is important to ensure 
all the BDS you use was produced in a matter suitable for your intended use, including 
checking the COA for the appropriate specifications. 

 
Within thirty (30) working days of receipt of this letter, please notify this office in writing of the 
specific steps that you have taken to address any violations.  Please include an explanation of 
each step being taken to prevent the recurrence of violations, as well as copies of related 
documentation.  This letter notifies you of our concerns and provides you an opportunity to 
address them.  If you believe your products are not in violation of the FD&C Act, include your 
reasoning and any supporting information for our consideration.   
 
If you cannot completely address this matter within thirty (30) working days, state the reason for 
the delay and the time within which you will do so.  Please direct your response to 
CVMCompounding@fda.hhs.gov and include “Reference Case: 706939 in the subject line of 

 
9 See FDA’s “Drug Establishments Current Registration Site” page at https://www.fda.gov/drugs/drug-approvals-and-
databases/drug-establishments-current-registration-site. 
10 Section 512 of the FD&C Act [21 U.S.C. § 360b], 502(f)(1) of the FD&C Act [21 U.S.C. § 352(f)(1), and section 
501(a)(2)(B) of the FD&C Act [21 U.S.C. § 351(a)(2)(B)] (See also, 21 CFR parts 210 and 211.)  
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your email. If you have questions regarding the contents of this letter, please contact 
CVMCompounding@fda.hhs.gov. 

 

 

       Sincerely, 

 

Cindy L. Burnsteel, DVM 
Acting Division Director  
Division of Drug Compliance   
Office of Surveillance and Compliance   
Center for Veterinary Medicine 
U.S. Food & Drug Administration 

 

CINDY L. 
BURNSTEEL -S
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