
 
 

THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF ILLINOIS 

EASTERN DIVISION 
 

 
AbbVie Inc., 
 
  Plaintiff, 
 
 v. 
 
Payer Matrix, LLC, 
 
  Defendant. 
 

  
 
 
Civil Action No. 1:23-cv-02836 
 
Hon. Jorge L. Alonso 
 
Hon. Magistrate Judge Young B. Kim 
 

PLAINTIFF ABBVIE INC.’S NOTICE OF SUPPLEMENTAL EVIDENCE  
IN SUPPORT OF ITS REQUEST FOR AN EXPEDITED PRELIMINARY INJUNCTION 

BRIEFING SCHEDULE AND HEARING 

I. Introduction 

1. In addition to continuing its schemes against AbbVie’s patient assistance programs, 

AbbVie recently discovered that Payer Matrix is now illegally importing non-FDA approved 

versions of specialty medicines, including AbbVie’s medicines, from outside the U.S. and shipping 

the medicines to U.S. patients.  The FDA has made it clear that this practice is illegal and dangerous 

for the patients who are receiving the non-FDA approved versions of the medicines because the 

medicines could be contaminated, counterfeit, or improperly labeled, stored, or shipped.  Payer 

Matrix’s importation scheme and its related false advertising also create a substantial risk of 

reputational damage to AbbVie.  Accordingly, AbbVie respectfully submits this notice of 

supplemental evidence in further support of its request for an expedited preliminary injunction 

briefing and hearing schedule in the event the Court grants AbbVie’s Motion for Leave to File a 

First Amended Complaint (“Motion for Leave”).  (See Dkts. 205-206.) 
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II. Procedural History 

2. On May 5, 2023, AbbVie filed this lawsuit against Payer Matrix, seeking both 

monetary damages and injunctive relief.  The injunctive relief seeks to preclude Payer Matrix from 

applying its “alternate funding” program to Skyrizi, Rinvoq, Humira, and any other AbbVie 

therapies.  (Dkt. 1.) 

3. On May 31, 2023, AbbVie filed a motion for preliminary injunction against Payer 

Matrix due to Payer Matrix’s continuing fraudulent conduct against AbbVie.  (Dkt. 21.)  AbbVie 

also moved for limited, expedited discovery to support its preliminary injunction motion.  (Dkt. 

39.) 

4. On June 24, 2023, Judge Kim granted AbbVie’s motion for expedited discovery 

and set a discovery cutoff date of September 20, 2023.  (Dkts. 54, 71.)   

5. On October 11, 2023, AbbVie filed its updated brief in support of its motion for 

preliminary injunction, which incorporated evidence obtained during expedited discovery.  (Dkt. 

107.)  On November 29, 2023, Payer Matrix filed its response.  (Dkt. 149.)  AbbVie’s reply was 

due on December 20, 2023.  (Dkt. 130.)  A preliminary injunction hearing was scheduled for 

January 18, 2024.  (Id.) 

6. On December 4, 2023, this Court requested evidence to ensure there was complete 

diversity between the parties.  (Dkt. 154.)  Payer Matrix subsequently revealed for the first time 

that the administrative trustee for its two member trusts is based in Delaware, where AbbVie is 

also a citizen.  This raised a complex legal question about diversity jurisdiction, resulting in the 

postponement of the preliminary injunction hearing while the parties engaged in jurisdictional 

discovery.1  (See Dkt. 162.)  The parties completed jurisdictional discovery in late February 2024. 

 
1 The Court also struck AbbVie’s due date for filing its reply brief in support of its preliminary injunction 
motion.  (Dkt. 162.) 
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7. Although AbbVie concluded the evidence obtained during jurisdictional discovery 

supported diversity jurisdiction, it proposed amending the complaint to add federal claims under 

RICO and the Lanham Act based on the evidence Payer Matrix produced during expedited 

discovery.  As a result of AbbVie’s expressed intent to file a proposed First Amended Complaint, 

this Court denied Payer Matrix’s pending motion to dismiss the original Complaint and AbbVie’s 

pending motion for preliminary injunction without prejudice to refiling.  (Dkt. 172.) 

8. On March 4, 2024, AbbVie filed its motion to amend the Complaint and the 

proposed First Amended Complaint.  (Dkt. 178.)  Payer Matrix opposed the filing.  (Dkt. 196.)  

The issue was fully briefed on April 15, 2024.  (Dkt. 197.) 

9. On April 15, 2024, AbbVie also moved to unseal the proposed First Amended 

Complaint.  (Dkt. 200.)  Payer Matrix opposed the filing, and the issue was fully briefed on May 

6, 2024.  (Dkts. 207, 208.)   

10. On April 18, 2024, the parties filed their Joint Status Report.  AbbVie requested an 

expedited preliminary briefing and hearing schedule if the Court granted its motion to amend.  

Payer Matrix proposed waiting to address the preliminary injunction until after the parties briefed 

Payer Matrix’s planned motion to dismiss the First Amended Complaint.  (See Dkt. 205.) 

11. On April 22, 2024, the Court stated that it would consider the parties’ proposed 

case management schedules, including the preliminary injunction briefing schedule, in ruling on 

AbbVie’s Motion for Leave to file a First Amended Complaint.  (Dkt. 206.)   

12. The evidence described herein, which relates to Payer Matrix’s new importation 

scheme, was obtained recently from issuing public information requests to certain plan sponsors 

who participate in Payer Matrix’s program.  This evidence further supports AbbVie’s need for an 
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expedited preliminary injunction briefing and hearing schedule to stop Payer Matrix’s misconduct 

during the course of what is anticipated to be lengthy litigation.2     

13. Throughout the litigation to date, Payer Matrix has continued to engage in illegal 

methods of utilizing AbbVie’s medicines in its “alternative funding” program.  It merely changes 

its tactics in an attempt to evade detection or when a particular tactic becomes less effective.  In 

doing so, it continues to cause irreparable harm to AbbVie’s reputation, drug brands, and customer 

goodwill. 

III. New Evidence of Illegal Importation 

14. The recently obtained evidence reveals that Payer Matrix is now marketing a new 

“alternative funding” option to its plan sponsor clients and specialty drug patients that involves 

Payer Matrix and its partner “RxFree4me” coordinating the illegal importation of purported 

AbbVie medicines and other pharmaceutical manufacturers’ medicines from outside the United 

 
2 On July 25, 2024, AbbVie sent a letter to Payer Matrix regarding the importation scheme, requesting that 
Payer Matrix agree to cease and desist from making false and misleading representations to AbbVie patients 
about imported medicines.  AbbVie also requested that Payer Matrix provide additional information to 
AbbVie about its importation program, including the names of all pharmacies located outside the U.S. that 
have shipped medicines to AbbVie patients.  On August 9, Payer Matrix provided a responsive letter that 
confirmed that one of its partners does source medicines internationally but denied that (1) the medicines 
are illegally imported, (2) regulatory safeguards are being circumvented, and (3) its advertisements are false 
and misleading.  Payer Matrix provided no further explanation for its positions, stating that it “will not 
respond to each unfounded accusation” and that it “will not ‘cease and desist’ from engaging in lawful 
activities.”  Payer Matrix also declined AbbVie’s request to provide additional information about the 
importation program, stating it will not provide “free discovery” at this stage of the proceedings.  
Additionally, Payer Matrix took the position that AbbVie is not entitled to obtain publicly available records 
about Payer Matrix’s program due to the discovery stay in this case.  Payer Matrix’s position contradicts 
well-established Seventh Circuit legal precedent that draws a distinction between discovery and 
investigation and makes clear that litigation does not limit parties’ access to public records.  See, e.g., Am. 
Bank v. City of Menasha, 627 F.3d 261, 265 (7th Cir. 2010) (“The word ‘discovery’ is not a synonym for 
investigation. . . . The case law uniformly refuses to define requests for access to federal or state public 
records under public records laws . . . as discovery demands, even when . . . the request is made for the 
purpose of obtaining information to aid in a litigation and is worded much like a discovery demand.”); see 
also Barmore v. City of Rockford, No. 09 CV 50236, 2014 WL 12791639, at *6 (N.D. Ill. Aug. 20, 2014) 
(finding that FOIA requests may be issued after the court-ordered discovery cutoff date because there is a 
distinction between “discovery” and “investigation”). 
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States at reduced prices and falsely and misleadingly representing to the patients and their doctors 

that the medicines are government-approved versions of AbbVie medicines.3   

15. Payer Matrix offers this alternate funding option when it is unable to maneuver 

patients into AbbVie’s or any other pharmaceutical manufacturers’ patient assistance programs.  It 

is a backup option that Payer Matrix has implemented in light of AbbVie’s and other 

pharmaceutical manufacturers’ efforts to stop Payer Matrix’s fraud on their patient assistance 

programs, similar to the drug switching scheme addressed in the Complaint and the proposed First 

Amended Complaint.  (See Dkt. 1, ¶¶ 128-131; Dkt. 180, ¶¶ 375-413.)     

16. Like its other schemes, Payer Matrix charges its plan sponsor clients a percentage 

of their “savings” from the illegally imported medicines as a “cost avoidance fee.”  Additionally, 

preliminary information indicates that Payer Matrix may earn additional revenue by marking up 

the price of the illegally obtained medicines. 

17. Payer Matrix made its expedited discovery production in early August 2023.  This 

production included emails that indicated Payer Matrix’s leadership team and RxFree4me’s 

President were strategizing about other alternate funding options involving AbbVie’s drugs in light 

of the difficulties Payer Matrix began having in 2023 with fraudulently maneuvering ineligible 

patients into AbbVie’s free-drug program.  However, the meaning of the emails did not become 

clear, nor was it confirmed that Payer Matrix was moving forward with any such plans, until now. 

18. Payer Matrix’s new marketing materials reveal that it is promoting and facilitating 

the illegal importation of specialty drugs with RxFree4me.  For example, on July 9, 2024, one of 

Payer Matrix’s plan sponsor clients received materials advertising Payer Matrix’s and 

 
3 AbbVie does not yet have access to all relevant evidence and information, and therefore, the information 
set forth herein is preliminary and subject to change as AbbVie learns more through further investigation 
and, eventually, discovery. 
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RxFree4me’s new “International Drug Sourcing” program.  The advertisement stated in part, 

“Payer Matrix is proud to announce a new vendor partner, RxFree4me.  For those clients who are 

interested in international sourcing, Payer Matrix can help facilitate the coordination of services 

with RxFree4me as it is part of our advocacy to find the best funding solutions.”  The advertisement 

then describes the six-step international sourcing process that Payer Matrix’s “Care Coordinators” 

execute through outreach to patients and their doctors.  See Exhibit A at 23.  The advertisement 

further stated that RxFree4me sources from 23 Canadian pharmacies.  Id. at 24.  It is not yet clear 

whether these purported Canadian pharmacies obtain their medicines from Canada or other 

countries outside the U.S.4 

19. Payer Matrix’s importation scheme violates multiple provisions of the Federal 

Food, Drug, and Cosmetic Act (“FDCA”), Pub. L. No. 75-717, 52 Stat. 1040 (1938) (codified at 

21 U.S.C. § 301 et seq.), including sections 301(d) and 505(a) (prohibiting the introduction of 

unapproved new drugs into interstate commerce in the U.S., including unapproved drugs from 

foreign sources), and section 301(a) (prohibiting the introduction of misbranded drugs into 

interstate commerce).  See Exhibit B at 3-4; Exhibit C at 2-4 (summarizing the unapproved new 

drug and misbranded drug provisions of the FDCA); see also FDCA, § 801(d)(1) (prohibiting the 

importation of drugs manufactured outside the U.S. for commercial use unless certain exceptions 

apply); 42 U.S.C. § 262(a) (stating that no person shall introduce or deliver for introduction into 

interstate commerce any biological product unless certain conditions are met). 

 
4 Other plan sponsors have produced marketing materials via public records requests that refer to Payer 
Matrix’s new Enhanced Care Management Program (“ECMP”), which it offers in partnership with a 
company called Pharma Strategies.  One of these plan sponsors identified the ECMP marketing materials 
as materials for Payer Matrix’s drug importation program.  Although AbbVie’s cease and desist letter to 
Payer Matrix addressed the importation of medicines from outside the United States, Payer Matrix’s 
response to AbbVie’s cease and desist letter stated that Pharma Strategies sources prescriptions in the U.S. 
and uses a U.S.-based pharmacy.  Payer Matrix’s response did not specifically address whether Pharma 
Strategies and its partner pharmacy source, or facilitate the sourcing of, medicines from outside the U.S.  
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20. The FDA has warned other businesses engaged in similar conduct that importing 

non-FDA approved specialty drugs from Canada and other countries is illegal and creates health 

risks for patients.  See Exhibits B-C.  Specifically, the FDA has explained that these illegally 

imported drugs circumvent regulatory safeguards, which creates risks that the drugs may be 

contaminated, counterfeit, contain varying amounts of active ingredients, or shipped or stored 

improperly.  See Exhibit C at 4.  This risk is elevated for temperature-sensitive drugs, like Skyrizi 

and Humira, that must be kept cool during shipping.  Even if the imported drugs are shipped with 

cooling systems, international shipping delays can result in the cooling systems not lasting for the 

length of the shipping delay.   

21. Payer Matrix is well aware of the illegality of importing the specialty drugs and the 

risks it creates for patients.  In fact, in May 2023, prior to its decision to engage in illegal 

importation, Payer Matrix’s Chief Business Officer told AIS Health during an interview that 

“Payer Matrix will not source any product outside the United States, due to several reasons, 

including regulatory compliance, risk and the additional burden this places on the member.”  

Angela Maas, Before AbbVie Lawsuit, Payer Matrix’s CBO Defended Company’s Business Model, 

AIS Health (May 18, 2023), https://www.mmitnetwork.com/aishealth/spotlight-on-market-

access/before-abbvie-lawsuit-payer-matrixs-cbo-defended-companys-business-model-2/ 

[https://perma.cc/2JWR-XJUX]. 

22. Despite the illegality of the practice, the well-known risks to patients, and the 

FDA’s warnings to similar businesses, Payer Matrix misleads patients and doctors to believe that 

the medicines are legally obtained and that there are no differences between the FDA-approved 

AbbVie medicines the patients were receiving before joining Payer Matrix’s program and the non-

FDA approved medicines they receive after joining Payer Matrix’s program.  Specifically, Payer 
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Matrix falsely represents to patients and their doctors that the Canadian pharmacies it uses are 

“licensed,” “authorized,” and “government approved.”  See Exhibit D, opening paragraph.  Payer 

Matrix also misleadingly represents that it will retain a “licensed physician” on the patients’ behalf 

(id. ¶¶ 4, 10), apparently referring to a Canadian physician who will issue a new Canadian 

prescription and package the product for the patient.  Additionally, Payer Matrix falsely and 

misleadingly advertises to patients that their medicines will remain the same (id. ¶ 9), even though 

they will now be receiving non-FDA versions of purported AbbVie medicines.  Finally, Payer 

Matrix intentionally omits the material information that international shipping delays may cause 

delays in the patients’ receipt of medicines, including, for example, U.S. Customs’ holding of the 

medicine packages. 

23. Contrary to Payer Matrix’s “government approved” representations, the FDA has 

issued the following warning about illegally imported drugs:  

The substitution of FDA-approved prescription drugs with unapproved drugs poses 
significant health risks to U.S. consumers. . . . [S]ourcing drugs from uninspected, 
unregulated, and/or unknown supply chains can result in serious health 
consequences, especially in vulnerable patient populations, which may receive 
medications that are adulterated and are not shipped and/or stored properly.   
 

Exhibit C at 2, 4. 
 
24. Accordingly, Payer Matrix’s false and misleading representations and marketing of 

its imported medicines, including marketing them as government-approved versions of AbbVie’s 

medicines, creates a likelihood of reputational damage to AbbVie and further supports AbbVie’s 

claims against Payer Matrix, including its claims under the Lanham Act and the Illinois Uniform 

Deceptive Trade Practices Act and for tortious interference with business opportunity.  See e.g., 

Par Sterile Prods., LLC v. Fresenius Kabi USA LLC, No. 14 C 3349, 2015 WL 1263041, at *4-5, 
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7 (N.D. Ill. March 17, 2015) (Alonso, J.) (denying motion to dismiss Lanham Act and related state 

law claims based on alleged false advertising that a drug was FDA-approved).   

25. In addition to Payer Matrix’s new importation scheme, AbbVie continues to catch 

efforts by Payer Matrix to maneuver its clients’ members into AbbVie’s patient assistance 

program.     

26. Payer Matrix has proven time and time again that nothing short of a court order will 

stop its efforts to improperly profit from AbbVie’s medicines and utilize these medicines in its 

“alternate funding” program through illegal methods. 

WHEREFORE, AbbVie respectfully submits this Notice of Supplemental Evidence in 

further support of its request for an expedited preliminary injunction briefing schedule. 
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Dated: August 12, 2024 
 

Respectfully submitted, 
 
/s/ Valarie Hays   
Valarie Hays 
Daniel E. Raymond 
Emily Dorner 
Nicholas C. Zebrowski (pro hac vice) 
Stephen Ferro (pro hac vice) 
ARNOLD & PORTER KAYE SCHOLER LLP 
70 West Madison Street, Suite 4200 
Chicago, Illinois 60602-4321 
valarie.hays@arnoldporter.com 
daniel.raymond@arnoldporter.com 
emily.dorner@arnoldporter.com 
nicholas.zebrowski@arnoldporter.com 
stephen.ferro@arnoldporter.com 
Telephone:  (312) 583-2440 
Facsimile:  (312) 583-2360 
 
Jeffrey L. Handwerker (pro hac vice) 
Volodymyr Ponomarov (pro hac vice) 
ARNOLD & PORTER KAYE SCHOLER LLP 
601 Massachusetts Avenue, NW 
Washington, DC 20001-3743 
jeffrey.handwerker@arnoldporter.com 
volodymyr.ponomarov@arnoldporter.com 
Telephone:  (202) 942-6103 
Facsimile:  (202) 942-5999 
 
Stephen Cha-Kim (pro hac vice) 
Max Romanow (pro hac vice) 
stephen.cha-kim@arnoldporter.com 
max.romanow@arnoldporter.com 
ARNOLD & PORTER KAYE SCHOLER LLP 
250 West 55th Street 
New York, NY 10019-9710 
Telephone: (212) 836-8000 
Facsimile: (212) 836-8689 
 
Counsel for Plaintiff AbbVie Inc. 
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CERTIFICATE OF SERVICE 

I, Valarie Hays, one of the attorneys for Plaintiff AbbVie Inc., hereby certify that on August 

12, 2024, I caused the foregoing PLAINTIFF ABBVIE INC.’S NOTICE OF 

SUPPLEMENTAL EVIDENCE IN SUPPORT OF ITS REQUEST FOR AN EXPEDITED 

PRELIMINARY INJUNCTION BRIEFING SCHEDULE AND HEARING to be filed 

through the CM/ECF system of the United States District Court for the Northern District of Illinois 

thereby serving all counsel of record electronically. 

 
       By:  /s/ Valarie Hays   

       Valarie Hays 
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WARNING LETTER

CanaRx Services Inc
MARCS-CMS 554740 — FEBRUARY 26, 2019

Product:

Drugs

TO:        Mr. Gregory Anthony Howard

FROM:   The United States Food and Drug Administration

RE:        Causing the Introduction of Unapproved and Misbranded Drugs into Interstate

               Commerce

DATE:   February 26, 2019

 

WARNING LETTER

The United States (U.S.) Food and Drug Administration (FDA) recently reviewed your websites listed at the
bottom of this letter and determined that you and your affiliates cause the introduction of unapproved new
drugs and misbranded drugs into interstate commerce in violation of sections 301(a), 301(d), and 505(a) of the
Federal Food, Drug, and Cosmetic Act (FD&C Act) [21 U.S.C. §§ 331(a), 331(d), and 355(a)]. While this letter
refers to CanaRx Services Inc/CRX Intl (hereinafter CanaRx), the violations discussed apply to all entities
conducting business by or on behalf of CanaRx. FDA requests that you immediately cease causing the
distribution of violative drugs to U.S. consumers.

UNAPPROVED NEW DRUGS

Recipient:

Mr. Gregory Anthony Howard

CanaRx Services Inc

United States

Issuing O�ce:

Center for Drug Evaluation and Research

United States
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CanaRx operates as a prescription drug provider that engages in activities to cause the introduction of
unapproved new drugs from foreign sources into the United States in violation of the FD&C Act. Because these
products are intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease and/or
affect the structure or function of the body, these products are drugs within the meaning of section 201(g)(1) of
the FD&C Act [21 U.S.C. § 321(g)(1)]. These products are also new drugs as defined by section 201(p) of the
FD&C Act [21 U.S.C. § 321(p)] because they are not generally recognized as safe and effective for their labeled
uses. New drugs may not be introduced or delivered for introduction into interstate commerce without prior
approval from FDA, as described in section 505(a) of the FD&C Act [21 U.S.C. § 355(a)]. No FDA-approved
applications pursuant to section 505 of the FD&C Act [21 U.S.C. § 355] are in effect for these products.
Accordingly, their introduction or delivery for introduction into interstate commerce violates sections 301(d)
and 505(a) of the FD&C Act [21 U.S.C. §§ 331(d) and 355(a)]. 

Specifically, CanaRx contracts with public and private sector employers throughout the U.S. to provide select
prescription drugs to employees. CanaRx acts as a broker between foreign pharmacies and the employer-
sponsored health insurance plan to provide enrolled employees with prescription drugs. CanaRx accepts the
employee’s U.S. prescription and facilitates its reissue under the direction of a foreign physician. The reissued
prescription is subsequently filled by a pharmacy contracted by CanaRx in that foreign physician’s jurisdiction.
The foreign pharmacy then ships the drug directly to the employee in the U.S. For each shipment, CanaRx uses
the same templated invoice, which contains the standard disclaimer, “[d]epending on your country, our
medications may appear to be different in size, shape or color.” Having this disclaimer in each invoice
demonstrates that CanaRx has designed its business to operate in a manner that substitutes the FDA-approved
drugs prescribed by the U.S. healthcare provider with unapproved drugs. This distribution scheme is
particularly concerning, as employees are likely inclined to trust that they will receive safe and effective drugs
through their employer’s “insurance” plan and may not question their legitimacy. 

The substitution of FDA-approved prescription drugs with unapproved drugs poses significant health risks to
U.S. consumers. For example, CanaRx offers certain drugs on its medication lists for which the FDA-approved
version is subject to a Risk Evaluation and Mitigation Strategy (REMS) program, has a narrow therapeutic
index, and/or is indicated to treat serious conditions such as HIV, cancer, or hepatitis. CanaRx also offers
numerous maintenance medications that are indicated for conditions such as high blood pressure, high
cholesterol, and acid reflux. Furthermore, the FDA-approved versions of several drugs listed on CanaRx’s
medication lists have been subject to one or more recalls in the U.S. FDA has established processes to recall
unsafe, substandard, and poor quality drugs within the legitimate U.S. drug supply chain. No such safeguards
exist for unapproved drugs illegally distributed in the U.S. from foreign sources such as those provided
through CanaRx. Therefore, many of the foreign versions of FDA-approved drugs substituted by CanaRx may
also have been subject to recalls that were not carried out in the U.S. CanaRx’s operation does not appear to
provide U.S. consumers with any protection or recourse should they receive or be harmed by drugs that may
have been recalled in a foreign country.

In addition, several of the unapproved versions of FDA-approved drugs offered by CanaRx have different trade
names and/or dosage amounts in their labeling than their FDA-approved counterparts. Such differences can
cause patient confusion and lead to medication errors. Moreover, the substitution of FDA-approved
prescription drugs with unapproved versions that may have substantially different risk profiles can pose
serious health risks to consumers, especially in vulnerable patient populations that suffer from serious
conditions such as HIV, cancer, or hepatitis. Unapproved drugs do not have the same assurance of safety and
efficacy as drugs subject to FDA oversight and may be subpotent, superpotent, or adulterated with unknown
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active ingredients. Treatment with drugs that may be subpotent, superpotent, or adulterated in such
vulnerable patient populations can lead to drug resistance and/or therapeutic failures, and jeopardize the
effectiveness of alternative drug therapies on patient outcomes.

Examples of drugs offered on CanaRx’s medication lists and a general description of their respective
indications are depicted in the table below. These include drugs that are for vulnerable patient populations
with serious medical conditions. Such vulnerable patient populations may have received drugs subject to a
recall or may have experienced medication errors due to receiving drugs with different dosages or risk profiles,
which can lead to side effects that are life-threatening.

Baraclude (hepatitis) Norvir (HIV)

CellCept (organ rejection) Reyataz (HIV)

Foradil (asthma, COPD) Stivarga (cancer)

Gilotrif (cancer) Tegretol (epilepsy, nerve pain)

Gleevec (cancer) Tracleer (pulmonary arterial hypertension)

Inlyta (cancer) Truvada (HIV)

Invirase (HIV) Zortress (organ rejection)

MISBRANDED DRUGS

Prescription drugs, as defined in section 503(b)(1)(A) of the FD&C Act [21 U.S.C. § 353(b)(1)(A)], can only be
used safely at the direction, and under the supervision, of a practitioner licensed by law to administer such
drugs. Because CanaRx advises consumers that their U.S. prescriptions are being filled with less expensive,
foreign approved drugs, CanaRx intends for these drugs to be used as prescription drugs. This is especially
concerning considering that CanaRx offers drugs that have a narrow therapeutic index (NTI) on its medication
lists. One such drug currently offered by CanaRx is Tegretol. Substituting an NTI drug without the U.S.
prescriber’s direction poses significant health risks to patients. In particular, small differences in dose or blood
concentration for NTI drugs may lead to serious therapeutic failures or adverse drug reactions that are life-
threatening, or result in persistent or significant disability or incapacity.

A drug is misbranded under section 502(f)(1) of the FD&C Act [21 U.S.C. § 352(f)(1)] if the drug fails to bear
adequate directions for its intended use(s). “Adequate directions for use” means directions under which a
layperson can use a drug safely and for the purposes for which it is intended (21 CFR 201.5). The drugs
obtained through CanaRx are intended to treat conditions that are not amenable to self-diagnosis and
treatment by persons who are not medical practitioners. Therefore, adequate directions for use cannot be
written for these drugs, and they must qualify for one of the exemptions to section 502(f)(1) to avoid being
misbranded. The exemption to section 502(f)(1) found at 21 CFR § 201.100 does not apply to unapproved new
drugs because that exemption requires that such drugs bear “the labeling authorized by the approved new drug
application.” Furthermore, unapproved new prescription drugs also do not qualify for the exemption set forth
at 21 CFR 201.115, which also requires an approved new drug application (NDA) or active investigational new
drug application (IND). Consequently, a prescription drug that is a new drug and has not been approved by
FDA, or is not subject to an exemption from the premarketing approval requirements under the FD&C Act,
cannot qualify for the exemptions to section 502(f)(1). Because none of the exemptions to section 502(f)(1)
apply, these drugs are misbranded under section 502(f)(1).  
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These drugs are also misbranded under section 502(f)(2) of the FD&C Act [21 U.S.C. § 352(f)(2)] because they
fail to bear “adequate warnings against use…where [their] use may be dangerous to health, or against unsafe
dosage or methods or duration of administration or application....” This is particularly concerning because
certain drugs offered by CanaRx are subject to REMS programs (e.g., Tracleer and CellCept). Specifically, the
REMS program for Tracleer restricts distribution to minimize: the risk of fetal exposure and serious birth
defects in female patients who are exposed to Tracleer and the risk of liver damage in patients who are exposed
to Tracleer. Prescribers must order and review pregnancy tests prior to the initiation of treatment, monthly
during treatment, and for one month after stopping treatment. In addition, prescribers must order and review
liver function tests prior to the initiation of treatment and monthly during treatment. Furthermore, to comply
with the REMS program for Tracleer, this drug must be mailed to patients from pharmacies certified in the
REMS program. Pharmacies are also restricted from dispensing more than a 30-day supply and must verify
the required testing prior to dispensing. The REMS for CellCept requires healthcare providers to report
pregnancies to a registry and has an educational component regarding fetal toxicity. CanaRx is causing
important safety measures that are put in place for the FDA-approved versions of these drugs to be bypassed.  

By causing these products to be shipped to U.S. consumers, CanaRx is causing the introduction of misbranded
drugs into interstate commerce in violation of section 301(a) of the FD&C Act [21 U.S.C. § 331(a)]. 

* * *

FDA is taking this action against CanaRx because of the risks posed by its conduct in facilitating the
importation of unapproved new drugs and misbranded drugs to U.S. consumers. FDA’s regulation and
oversight of the drug approval process protects consumers by requiring rigorous scientific standards for new
drug approval, labeling review for accuracy and completeness, and manufacturing procedures and testing
performed under closely controlled conditions at FDA-registered and inspected facilities. Unapproved new
drugs and misbranded drugs do not have the same assurance of safety and effectiveness as drugs subject to
FDA oversight, and may be contaminated, counterfeit, contain varying amounts of active ingredients, or
contain different ingredients altogether. 

Substituting an unapproved drug for the FDA-approved drug prescribed by a patient’s healthcare practitioner
can negatively affect patient outcomes because the health care practitioner may unknowingly make subsequent
treatment decisions based on the patient's response to the unapproved drug. This can also cause potentially
dangerous drug interactions with the patient’s other medications. In addition, sourcing drugs from
uninspected, unregulated, and/or unknown supply chains can result in serious health consequences, especially
in vulnerable patient populations, which may receive medications that are adulterated and are not shipped
and/or stored properly. 

This letter is not intended to identify all the ways in which your activities might be in violation of U.S. law. You
should promptly cease causing the distribution of unapproved new drugs and misbranded drugs to U.S.
consumers and correct all other violations of the FD&C Act. Failure to do so immediately may result in further
regulatory action, including seizure or injunction without further notice.  

Please notify this office in writing within 10 working days of receipt of this letter of any steps you have taken or
will take to correct the violations set forth above and to prevent their recurrence. If the corrective action(s)
cannot be completed within 10 working days, state the reason for the delay and the time within which the
correction(s) will be completed. Your response, and any other inquiries concerning this letter, should be sent
to FDA’s Internet Pharmacy Task Force at FDAInternetPharmacyTaskForce-CDER@fda.hhs.gov
(mailto:FDAInternetPharmacyTaskForce-CDER@fda.hhs.gov).
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Table of Websites A�liated with CanaRx

Connecting URL

http://abacushealth.biz

http://abacushealth.com

http://abcscripts.com

http://adirondackhealthcanarx.com

http://albanymedsintl.com

http://amherstmeds.com

http://amsterdammeds.com

http://ashleywardrx.com

http://aspireindianacanarx.com

http://auburnmeds.com

http://averillparkmeds.com

http://bayarearooferscrx.com

http://bethlehemmeds.com

http://brandscripts.com

http://burlingtonmeds.com

http://burlingtonscripts.com

http://burlingtonscripts.com/BCBS

http://burlingtonscripts.com/BCE

http://burlingtonscripts.com/HP

http://canarx.com

http://canarxalbco.com

http://capitalotbmeds.com

http://ccmhg.com/mymedicationadvisor

http://cityofgreensburgrx.com

http://cityofschenectadymeds.com

http://columbiacountymeds.com

http://crownpointrx.com

http://crxdirect.com

http://crxintl.com

http://crxmeds.com

http://crxmeds.com/CCC.html

http://crxmeds.com/TC.html

http://csdameds.com

http://dcsmeds.com

http://delameds.com
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http://dickinsoncrx.com

http://dphrx.com

http://enterprisemeds.com

http://entrustscripts.com

http://etmwmeds.com

http://everettmeds.com

http://everettmeds.com/BCE

http://everettmeds.com/HP

http://fallrivermeds.com

http://franklinmeds.com

http://greateramsterdammeds.com

http://guilderlandmeds.com

http://hardwoodmeds.com 

http://hcgitmeds.com

http://herrsscripts.com

http://hudsonfallsmeds.com

http://iscrx.com

http://jaynescrx.com

http://jcccanarx.com

http://jsfscripts.com

http://knauzrx.com

http://leemasonryrx.com

http://madisonmeds.com

http://mainesensemeds.com

http://mainesensemeds.com/CORE-HRA

http://mainesensemeds.com/HSA

http://mans�eldmeds.com

http://mcsmeds.com

http://mmhcanarx.com

http://mohonasenmeds.com

http://montgomerymeds.com

http://munciemeds.com

http://mygloberx.com/GlobeAR

http://mygloberx.com/GlobeCMG  

http://mygloberx.com/GlobeMetallurgical

http://mygloberx.com/GlobeNiagara

http://mygloberx.com/GlobeSelma
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http://mygloberx.com/GlobeWVA

http://mymedadvisor.com

http://mymedicationadvisor.com

http://mymodernmeds.com

http://myyocscripts.com

http://newcastlemeds.com

http://niskayunacsdmeds.com

http://otsegomeds.com

http://pagechesterrx.com

http://panostoncrx.com

http://pbvrx.com

http://phbrx.com

http://plattsburghmeds.com

http://pogominemeds.com

http://portlandmeds.com

http://pramcrx.com

http://pramcrx.com/Pram-TC

http://ptdc36meds.com

http://reveremeds.com

http://richmondrx.com

http://romemeds.com

http://saratogacanarx.com

http://sbtmeds.com

http://sbtmeds.com/CC.html

http://scottsburgrx.com

http://selectmailmeds.com

http://shenendehowameds.com

http://slcmeds.com

http://slumeds.com

http://spartanscripts.com

http://ssehpmeds.com

http://stangersurveyingrx.com

http://steubenmeds.com

http://stickleycanarx.com

http://suarezmeds.com

http://theabacusgroup.com

http://tnameds.com
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http://townofclarksvillerx.com

http://troymeds.com

http://ualocal467crx.com

http://ulsterscripts.com

http://vineyardsrx.com

http://voorheesvillemeds.com

http://wbameds.com

http://westminstercanterburymeds.com

http://westsuburbanhealth.com/wellness/mymedicationadvisor

http://witrx.com

http://www.canarx.com/AdirondackHealthCanaRx

http://www.canarx.com/AmherstMeds

http://www.canarx.com/AmsterdamMeds

http://www.canarx.com/AuburnMeds

http://www.canarx.com/AverillParkMeds

http://www.canarx.com/Burlington

http://www.canarx.com/CrownPointRx

http://www.canarx.com/CRXMeds

http://www.canarx.com/DELAMeds

http://www.canarx.com/EntrustScripts

http://www.canarx.com/EverettMeds

http://www.canarx.com/GreaterAmsterdamMeds

http://www.canarx.com/GuilderlandMeds

http://www.canarx.com/HaverhillMeds

http://www.canarx.com/HenCoMeds

http://www.canarx.com/HighlandsCountyRx

http://www.canarx.com/LeeMasonryRx

http://www.canarx.com/LewisMeds

http://www.canarx.com/MaineSenseMeds

http://www.canarx.com/MohonasenMeds

http://www.canarx.com/MontgomeryMeds

http://www.canarx.com/MuncieMeds

 http://www.canarx.com/NewCastleMeds

http://www.canarx.com/OtsegoMeds

http://www.canarx.com/PLATTSBURGHMeds

http://www.canarx.com/PortlandMeds

http://www.canarx.com/REVEREMeds
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http://www.canarx.com/REVEREMeds/BCBS.html

http://www.canarx.com/REVEREMeds/HP.html

http://www.canarx.com/ROMEMeds

http://www.canarx.com/SLCMeds

http://www.cseameds.com

http://www.goodhealthgateway.com

http://www.mainesense.org/?page_id=461

http://www.minuteman-nashoba.org/employees-retirees/mymedicationadvisor

http://www.pnwmeds.com

http://www.rcscsdmeds.com

http://www.scantichealth.org/prescription-plans.html

http://www.schenectadymeds.com

http://www.schenectadymeds.com/MVP_General.htm

http://www.schenectadymeds.com/NonMedicare1.htm

http://www.somervillema.gov/sites/default/�les/documents/MMA-OrderingInstructions.pdf

http://www.wayland.k12.ma.us/administration/human_resources/bene�ts

http://www.webster-ma.gov/index.php?option=com_content&view=article&id=141&Itemid=705

http://www3.newton.k12.ma.us/hr/med�exinfo

http://youngcrx.com

 

 

Table of Business Entities A�liated with CanaRx

(b)(4)

(b)(4)

(b)(4)

 

Sincerely,

/s/

Thomas Christl
Director
Office of Drug Security, Integrity, and Response
Office of Compliance
Center for Drug Evaluation and Research

 

Was this helpful? Yes No
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lbfrcc<linc will be conc~d frnm phamac:i,s 1h11 OU your prescription. I fu11hcr un<lcrscand lhllt my mcdicol informlllion wnt not be 
11Sl'<I fo, ""Y otlK:r p~rposc, will be kepi ,n strict COAlidcnce, a11d \\ift DOI be sold 10 Ill)' lhird panifS. 

S. TIils program is ,•oluntnry. The a,llhorizorions ood co=nts dinl I om providing herein IO P8)'tt Matrix c:omntcncc on Ure d41e I si311 cJ,ls 
rum, and \\ill contimtc ,~11it I rcvoko lhcm, t undcrstaod I c,rn revoke lhc authoriinllons I have grunted 01 an)' time by gM1111 ,vrit1cn 
notice 10 Payer M11tlx o(m)' l111cnlio11s in 1hnt rcg111d 

6. I ant 1hcngcofmuorky, no, lilly compctcntlo rukcmyown licaltb care decisions 111d have ob1nl11Cd any ~oriplloll{s) fo, llte Prodllct 
In Q lft\VM monnft. I hA\'C bttn tllking Ilic p,cscn1>cdnicdkatlon for II nlinirrlum period ofthiny (JO) do)•s immi:dill1cly ,rior to die dote 
11101 t aubmk,ny prcs«iplion to Rid'ree4mc fl>r ftllh1g. 

7. II ls 111y mpons!bftll)' to hnvc My 0-,11 rhysfcian co11duct rcgulttr pl1)'31«\I e.,ami11nlio11s, i11cludi11g ftR)' And on suesutcd 1os1i"g {o 
ensure 1h11 t ha1-e no mcdi,ol problcnu which would co11s1i1utc o conlrifilclic,,1inn to me lllkine the Product. I cer1if)' 1h11 I lln1•c hnd o 
physic•! cx1mlnation by My Ow11 Physiclllfl wllhh1 lhc lnSt m'dve ( 12) monlbs nom the d111e llcrcof. 

8. It 11-ould bu viGIOllon orlhe law ID fllslfy any ,n.,nualfo11 provided to l'l)'Cr Mllrix ••cl R.~Fiwlcnc, ind■ding. but not li111i1cd lo, •nr 
infonn•rloll on Ibis Authorfmlon. I -.,CC 10 tnllh lblly, and IO the bul of m,· bowltdge, IIIS\\'Ct •• of Ill• qucstlotiS iA this 
Authe>rlHllon. I llrr1lltr a,,u Md •lldcrst111d 1h11 I will be ,olcl)' rc,ponsiblc for D11)' advei~ clb:IJ t1111 I 1Moy suller ll'Oln tnklng or 
co111lnul11110 IAl1'e Iii.: ProduCI ill 1111: \:VCIII thCII I lrnvc failed to llllly ftmisll IIIY complete 111d ■ccurotc mcdlcnl hislOIY ltld/or ifl ran lo 
notify M)• Ow• l'hyticltn 111d R.'Cfm:Aaic ohn)' clmngc i• •Y plt)•slcal at 111dical condition, 

9. bt°N~IIIC will only ,-crl" 11111 plV"idc ProdlKa 1h11 My°'"' PllysiclM h• 11,qtly prcscrikd 10 Die. No IICW 1ifCKriptt011 nlCdlcarions 
"111 le provlilcd •r l\lcFm-lme 1111i.in 111• Ulldmhnd tllatao COlllfollcd mcdra.ti1111s. norco1ios, lnllqUili1.CtS, o, od1rr 111tdlc8iotls 
111111 lt~lir•-'~aMVor kt 1ffl"'1cs dlat1 tna,pruprilllc, wll be p,ovldc:d. 

10. I appollt r.,,., M1tm to IICI • IIIY IICIII lit order lb 11)1:o 11 Sltp5 lbltl it dc:mu nctc1&81}• 10 hew 1111 order sci up wllll R.,Froc4ntc nnd 
lleft Ille Pwtlld 41..,.« b)' 1M ""'""""· IQ ·to-Cllleftl • I eotdd do irl ·- pe,sonally preNnl at the Phemtoy, lnd■di11a: (1) 
<ollcclq Pfflllllll hnMI ftlbiNIII MIUl 11111; lit) dlsc:losl"I Iha! 111'-■Mioa '° •NI ltaYiAa a liceMcd physici111 pcrl'or1ll 111 
l11dq1cndtm l1Clllrll nvflWlllordlrCO_.., wlldpracfi,clOIT lbr CM~ If n--,.; and(c) PICUIUII the Product and 
~1¥Ctl,w ll to-., ....,....,..._,....,.._othphf1lol111111 COllducl • physi..S ex1■IUINlllc,11. 

11, 'flll!lf wll b« ao llddllkllllta.cf&llldll. fll tr. lltCIII 11111111 lltdcpondcnl medical m'ielV 11 Ri!Uiftd 10 obllli11 o valid pmcriplkllt 
lotlhel'NMW. 
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12. I inili;'llcd b)nlatl \\'llh 1n<11mdmt1111d tllat lhc PI\M1IKltJ lii.r lbJ,'ttt4111e ~ lo~1t1cd 111 C.-1111nd,. 

13. The J>rodu« i$ ""d and dkpQl.tro I'>' 1111: f'lllftllllt)' If! ,i-i,11\fAll<'e 1\ilh Ilic lllt,1 Dr 1he Jlltf:tdic11dft lit wllic:h' lbc ~ k loclk(f, 
Tille 1.0 the ~ ~ f'Nm Ille Plulmlltf to 111e "'k:fl lhe l'rvd11ct lt11w1 '"~ l'INlflllilCy, 1 M r>!lm!J~y dell~• fhc: l!kdlcalion .... ,. 
agc,11 hi 11¢ l'TlllmtllC)''tj11md!c1lon. l)plcat(y lhb 118cnl l1 n t~llvcrr ,cwtcr, ft/ wbkh hw I jtlw U.. flti11n1111c:y .,, lti.,.. ....,/tr to 
#lffl tile aacm on Ill)' tltllaff. 

14, The "'~'C\l"<Or IIO' ~ inlhfm"™n lly II ph}'Jlclan Is In 110 way l111en,lrd M 11 ~•~ 11> ~ ""I ~dl,:llf co11dit1cm 11id &8 lll>C 
su!),tilutc lhe rcquilffllCIII ~ ~ to obl•fn ffl)' '""' pru~flollftl nlfdful a1M90 Imm My Own Plly,kllWI, • ---- lo• rfill<d 
.n cp~n.~ f(I >-h· °'"' llf1y,fd1111, t ,nu <00~1111 M)· O\\n rtlyM(hla hcr11rc calilnt! Inf IIC\\' dt111 Of d1111,.i111 l'lty dtify lli.ifdt rqilWIGl 

It An)'lllld'llt ~s N:ll('l!l!d Of a1n1mt1s fim111:d lllld ll'IIIISRtlom undt1t11tcm \\'lth Of "'"°"'Ins tlio 1'11.wm11¢.y •.e Md....,, lie~ 
to bt ffllllt ja i11t jlrnkffcti.,.. oNie PtlonniK:y 1111d sh1U be g,Wtl'II~ bf Ille Ill\\'$ or Ille jllri'ldktion or tflo ~ lpP!i(~ fo An 
~~ ~~ """ lnma.:tll'ltJ(11nlcu iq,.-~ ~1$01'1CIWlw hi IIUolc diJCtttion) fM Ccwrt$ or lbat jtm1dio,o,uhlfl 
hr.-e ~ 111'4 <!XCW'Q\-C :ivmclic1loll o\'CI er dls,,utt 1h11 m'I)' a11sc kl"icn •R~•11d 11tc ~-I Ip'« ao 1:~ io Ille~ or 
lllllJ\lrisdi~iOII for~· Md.,il actl di$f1tt!e Of dlsp11t"{u11Jm RllF10:◄mc: elccb u1hcrwltc in lis sale discffflM) 

16. Pa,,er Mauix. bF~ \llllltfor1he Phann"')' ,nay c:o111munfc«1c with me Vfll etlllil or ldcphonc IO ddcns my or4cr orpelldint fdll 
order fbllbc ~ 

WI hi\~'* 111d .-dcnl#ld the ~1181Cn11$ llfld I 1181te thllt lltcy$1roll be l>fndo1g vpoa me and m~ hdr.1, migu, ~ ..i 
]ICl'IOllll ~1:s"' 
Oil 

':'I n111£~1u•dillllpow•of11tlllmC)' lotlhceuslomcr<l®lo~'<I hm:ln, emO\'Ctlheagcofmajorily, Ind~ .. .._,. 
to• for-...S pnniclc: dlQ abo\t°1!!':pl:$1Ctlllllliol!J ~fa)~Mltrii. Oil !he atstomcr's bthaJ,:•• 

E,,c,i1· ttz,m,1q:r.,r,-(\1!! 
T~l11-St>14Jf.11 
Fa: 

a 

. 
I , . 

https://mail.google.com/mail/u/Onik=cb8f555e87 &view=pt&search=all&permthid=thread-f: 1799321577136038922&simpl=msg-f: 1799321577136038922 3/5 

Case: 1:23-cv-02836 Document #: 211 Filed: 08/12/24 Page 36 of 37 PageID #:5828



7/9/24, 11 :33 AM USO 428 Mail - Re: Your Forms - Michael @ Payer Matrix 

On Fri, May 17, 2024 at 12:20 PM Michael Belgiorno <Michael.Belgiorno@payermatrix.com> wrote: 

Whoops! It would help if the attachment sent too! 

Michael Belgiorno 

Reimbursement Care Coordinator 

Payer Matrix, LLC 

P: (877) 305-6202 Ext. 6208 

Matrix 

From: Michael Belgiorno 
Sent: Friday, May 17, 2024 1:19 PM 

He~ 

Here is that form we spoke about. Let me know If you have any questions! 

Best, 

Michael Belgiorno 

Reimbursement Care Coordinator 

Payer Matrix, LLC 

P: (877) 305-6202 Ext. 6208 

Payer Matrix ~ 
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