


COUNT TWO
(Dispensing of a Misbranded Drug While Held for Sale)

2. In or about January 2024 in the Southern District of New York and elsewhere, ISIS
NAVARRO REYES, the defendant, did dispense and cause the dispensing of an article labeled as
“Ozempic,” a prescription drug as defined at 21 U.S.C. § 353(b)(1), without a prescription of a
practitioner licensed by law to administer such drug, an act which resulted in the drug becoming
misbranded while held for sale after its shipment in interstate commerce.

(Title 21, United States Code, Sections 331(k) and 333(a)(1))

COUNT THREE
(Conspiracy to Introduce and Deliver for Introduction a Misbranded Drug in Interstate
Commerce)
3. From in or about December 2023 through at least in or about January 2024, in the

Southern District of New York and elsewhere, ISIS NAVARRO REYES, the defendant, did
knowingly and willfully combine, conspire, confederate, and agree with others, known and
unknown, to introduce and deliver for introduction into interstate commerce a drug (an article
labeled as “Ozempic™), such drug being misbranded in the following ways:

a. All words, statements, and other information required by and under the
authority of the FDCA to appear on the label and labeling were not prominently placed thereon in
the English language and with such conspicuousness and in such terms as to render it likely to be
read and understood by the ordinary individual under customary conditions of purchase and use
pursuant to 21 U.S.C. § 352(c); and

b. The labeling did not bear requisite adequate directions for use pursuant to
21 U.S.C. § 352(f)(1); and

c. The labeling did not bear adequate warnings against use in those
pathological conditions and by children where its use may be dangerous to health, and against
unsafe dosage and methods and duration of administration and application, in such manner and
form, as were necessary for the protection of users pursuant to 21 U.S.C. § 352(f)(2); and

d. Prior to dispensing, the drug, being a prescription drug, had a label that
failed to bear the symbol “Rx only” pursuant to 21 U.S.C. § 353(b)(4)(A).

(Title 21, United States Code, Sections 331(a) and 333(a)(1), Title 18, United States
Code, Section 371)

COUNT FOUR
(Dispensing of a Misbranded Drug While Held for Sale)

4. In or about February 2023, in the Southern District of New York and elsewhere,
ISIS NAVARRO REYES, the defendant, did dispense and cause the dispensing of an article

labeled as “Mesofrance,” a prescription drug as defined at 21 U.S.C. § 353(b)(1), without a
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prescription of a practitioner licensed by law to administer such drug, an act which resulted in the
drug becoming misbranded while held for sale after its shipment in interstate commerce.

(Title 21, United States Code, Sections 331(k) and 333(a)(1))

COUNT FIVE
(Dispensing of a Misbranded Drug While Held for Sale)

5. In or about July 2023 in the Southern District of New York and elsewhere, ISIS
NAVARRO REYES, the defendant, did dispense and cause the dispensing of an article labeled as
“Axcion,” a prescription drug as defined at 21 U.S.C. § 353(b)(1), without a prescription of a
practitioner licensed by law to administer such drug, an act which resulted in the drug becoming
misbranded while held for sale after its shipment in interstate commerce.

(Title 21, United States Code, Sections 331(k) and 333(a)(1))

COUNT SIX
(Smuggling)

6. From in or about June 2023 through at least in or about July 2023 in the Southern
District of New York, ISIS NAVARRO REYES, the defendant, fraudulently and knowingly
received, concealed, bought, sold and in any manner facilitated the transportation, concealment,
and sale of merchandise contrary to law, that is, “Axcion,” a prescription drug as defined at 21
U.S.C. § 353(b)(1), after the importation thereof, REYES then knowing that said merchandise had
been imported and brought into the United States contrary to law, in that the Axcion was a
misbranded drug that was introduced into interstate commerce, in violation of Title 18, United
States Code, Section 545,

(Title 18, United States Code, Section 545)

APPLICABLE LAW

7. The United States Food and Drug Administration (“FDA”), is the federal agency
charged with the responsibility of protecting the health and safety of the American public by
enforcing the FDCA, 21 U.S.C. § 301 ef seq. Among the purposes of the FDCA is to ensure that
drugs intended for human use are safe, effective, and bear labeling containing accurate
information. Based on my understanding of the FDCA and, in particular, the proposed charges, I
am aware, among other things, that:

a. The FDCA defines interstate commerce as “(1) commerce between any
State or Territory and any place outside thereof, and (2) commerce within the District of Columbia
or within any other territory not organized with a legislative body.” 21 U.S.C. § 321(b).

b. Under the FDCA, a “drug” is, among other things, any article intended for
use in the diagnosis, cure, mitigation, treatment, or prevention of disease in humans; or any article
(other than food) intended to affect the structure or any function of the body of a human. 21 U.S.C.

§ 321(2).







ii. if its labeling failed to bear requisite “adequate directions for use.”
21 U.S.C. § 352(H)(1)%; or

iil. if its labeling failed to bear such adequate warnings against use in
those pathological conditions or by children where its use may be dangerous to health, or against
unsafe dosage or methods or duration of administration or application, in such manner and form,
as are necessary for the protection of users. 21 U.S.C. § 352(f)(2).

J- A drug is misbranded while held for sale if, among other things, it is a
prescription drug and is dispensed without a prescription of a practitioner licensed by law to
administer such drug. 21 U.S.C. § 353(b)(1).

k. A drug is adulterated if it contains in whole or in part any filthy, putrid, or
decomposed substance; or if it has been prepared, packed, or held under insanitary conditions
whereby it may have been contaminated with filth or whereby it may have been rendered injurious
to health. 21 U.S.C. § 351(a)(1).

REYES SELLS WEIGHT LOSS DRUGS ON TIKTOK AND POSTS
INSTRUCTIONAL VIDEOS ON HOW THE DRUGS SHOULD BE USED

8. Based on my participation in this investigation, my conversations with law
enforcement special agents and officers, my conversations with victims, my review of social
media, accounts, my review of communications, my review of documents and records, my review
of shipping records, and my review of physical evidence, I know, among other things, the
following:

prescriber, and, if stated in the prescription, the name of the patient, and the directions for use and
cautionary statements, if any, contained in such prescription.

3 A prescription drug is misbranded if it did not comply with FDA regulations that exempted
certain prescription drugs from the adequate directions for use requirement. In an exemption not
applicable to the drugs marketed and sold by ISIS NAVARRO REYES, the defendant, FDA-
approved prescription drugs were exempted from the requirement of bearing labeling with
adequate directions for use when they complied with regulations related to who possessed the drug
and the contents of the drug’s label and labeling. 21 C.F.R. § 201.100. For that exemption to
apply, the drug’s labeling requirements included that the label bore the statement “Rx only,” the
usual dosage, the route of administration, the quantity and proportion of each active ingredient and
the names of all inactive ingredients for drugs not for oral use. 21 C.F.R. § 201.100; 21 C.F.R.
§ 201.15(c)(1). Additionally, for that exemption to apply, the drugs must be in the possession of
(1) a person (or his agents or employees) regularly and lawfully engaged in the manufacture,
transportation, storage, or wholesale distribution of prescription drugs; or (2) a retail, hospital, or
clinic pharmacy, or a public health agency, regularly and lawfully engaged in dispensing
prescription drugs; or (3) a practitioner licensed by law to administer or prescribe such drugs.
Unapproved prescription drugs and prescription drugs that did not meet all of the conditions listed
in 21 C.F.R. § 201.100 were misbranded for failing to bear adequate directions for use.

5



















b. Between in or about February 2023 and in or about June 2023, Victim-1
self-administered 28 injections. In an audio message that she recorded and transmitted through an
encrypted messaging application, REYES provided Victim-1 with instructions on how to
administer the drug; REYES told Victim-1, among other things, to inject herself every three days.

c. All of the label and labeling of the vials that contained the Mesofrance that
Victim-1 purchased from REYES were in a language other than English.

d. On or about July 13, 2023, Victim-1 began developing lesions from
administering the Mesofrance. Victim-1 sent Spanish-language messages to REYES about her
injuries and sent photos.

e. In or about October 2023, Victim-1’s physician diagnosed her with a
mycobacterium abscessus infection, which is frequently caused by the contamination of
medications, medical products, and medical devices with the mycobacterium abscessus bacterium.

f. In or about November 2023, the New York Department of Health tested one
of the vials of Mesofrance that Victim-1 purchased from REYES. The substance tested positive
for mycobacterium abscessus, a species of rapidly growing, multidrug-resistant, nontuberculous
mycobacteria.

U.S. CUSTOMS AND BORDER PROTECTION SEIZES A PACKAGE
CONTAINING FOREIGN WEIGHT LOSS DRUGS AND NOTIFIES REYES OF
THE SEIZURE

10. Based on my participation in this investigation, my conversations with law
enforcement special agents and officers, my review of electronic devices, and my review of
documents and records, I know, among other things, the following:

a. On or about January 27, 2023, agents with U.S. Customs and Border
Protection (“CBP”) seized a parcel sent from Mexico with “Beraly Navarro™ listed as the recipient
(the “Intercepted Package”).'?

b. The Intercepted Package contained weight loss drugs, including dozens of
boxes of Axcion. A photo depicting some of the contents of the Intercepted Package is below:

10 Based on my participation in this investigation, I know that ISIS NAVARRO REYES, the
defendant, also used the name “Beraly.” For example, REYES had a TikTok account with a handle
that used the name “Beraly” and, in addition, the email address listed in the subscriber information
for this TikTok account also used the name “Beraly.”
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