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PRE-CHARGE CONSENT ORDER

Background

In June 2016, the Maryland Board of Pharmacy (the "Board") received

notification from the Food and Drug Administration ("FDA") that Qualgen, LLC,

("Qualgen") was issued an FDA Warning Letter citing certain violations relating to

Qualgen's sterile compounding operations as an outsourcing facility registered with the

FDA. The Oklahoma Board of Pharmacy ("Oklahoma Board") subsequently entered into

an Agreed Findings of Fact, Conclusions of Law and Final Order against Qualgen based

on, among other things, issues cited in the FDA warning letter. The Oklahoma Board

Order fined Qualgen in the amount of $100,000 and placed it on probation for five (5)

years. Several other states have taken reciprocal disciplinary action based on the

Oklahoma's Final Order.

In lieu of instituting formal proceedings against Qualgen, LLC, in accordance

with the Maryland Pharmacy Act, Md. Code Ann., Health Occ. § 12-101 et seq., the

Board and Qualgen, have agreed to resolve this matter as set forth in this Pre-Charge

Consent Order.

FINDINGS OF FACT

1. Qualgen, LLC, is licensed by the Oklahoma Board of Pharmacy as an outsourcing












