10.32.[23] 10 Permits for the Dispensing
of Prescription Drugs

.01 Scope.

A. This chapter defines the parameters under which a physician may obtain a permit to dispense
prescription drugs to that physician’s patients, dispense prescription drugs to the patients of other
prescribers under certain circumstances, and delegate parts of the dispensing process to others in
accordance with Health Occupations Article, §§12-102 and 14-306, Annotated Code of Maryland.

B. This chapter does not apply to a physician who dispenses a topical medication that is approved by the
federal Food and Drug Administration for the treatment of hypotrichosis. The Board may issue a special
class of written permit to a physician who dispenses topical medications and pays a $100 permit fee to the
Board.

.02 Definitions.

A. In this chapter, the following terms have the meanings indicated.
B. Terms Defined.

(1) “Board” has the meaning stated in Health Occupations, §14-101, Annotated Code of Maryland.
[means-the-State-Board-of Phystetans:|

(2) “Controlled dangerous substance (CDS)” has the meaning stated in Criminal Law Article, §5-101(g),
Annotated Code of Maryland.

(3) “Dispense” has the meaning stated in Health Occupations Article, §12-101, Annotated Code of
Maryland.

(4) “Drug sample” has the meaning stated in 21 CFR §203.3 (i).

(5) “Final Check”[:] has the meaning stated in COMAR 10.13.01.02.




(6) “Inspection” means when a representative of OCSA evaluates compliance with the dispensing
requirements and completes the report pursuant to Health Occupations 12-102.1(c), Annotated Code of
Maryland.



(7)“In the public interest” has the meaning stated in 10.13.01.02. [means-that-apharmaeytsnot
- ont] Lab] | ient]

(8) Mechanical Act.

(a) “Mechanical act” means an act which does not require professional judgment, medical or
pharmaceutical training, or discretion.

(b) “Mechanical act” does not include:
(1) Selecting a drug;

(ii) Labeling;

(iii) Measuring or calculating dosages;

(iv) Substituting one drug for another, including substituting a generic or brand drug for the prescribed
drug;

(v) Substituting one dosage form of a drug for another;
(vi) Altering the route of administration; or
(vii) Counseling patients.

(9) “OCSA” means the Office of Controlled Substances Administration of the Maryland Department of
Health.

(10) “Permit holder” means a physician licensed in this State who holds a valid dispensing permit under
this chapter.

[62] (11) “Sample unit” has the meaning stated in 21 CFR §203.3 (aa).

[E13)Stpphiermeans:




.03 Permit Not Required.

A dispensing permit is not required to:

A. Dispense prescription drugs or devices at a health facility or center described in Health Occupations
Article, §12-102(g)(1)—(3), Annotated Code of Maryland; or

B. Dispense to a patient, free of charge:
(1) A drug sample;
(2) A sample unit; or

(3) A starter dosage of a prescription drug, not to exceed a 72-hour supply.

.04 Qualifications for Dispensing Permits.

A. An applicant for a dispensing permit shall:

(1) Possess a license to practice medicine in this State;

[)] Be in good standing [as-thatterm-is-definedin-this-ehapter];
[62)] Be of good moral character;

(4) Not be currently subject to any restrictions on practice related to the abuse, misuse, or improper
prescribing of drugs;

(5) Not have been within the past 5 years sanctioned by any medical licensing board for the commission
of a crime of moral turpitude or for a violation of Health Occupations Article, §14-404(a)(7), (8), (9),

(10), or (28), Annotated Code of Maryland, or a similar statute of another state; and

(6) Has not within the past 5 years had the CDS registration issued by the OCSA or its predecessor, the
registration issued by the federal Drug Enforcement Agency, or the Board dispensing permit:

(a) Revoked;
(b) Suspended; or

(c) Voluntarily relinquished or surrendered while under investigation or after being informed that an
investigation will be commenced.



presetiptron-drigs:]

[659] (7) Complete the application on a form supplied by the Board; and
[66)] (8) Pay the required fee as set out in COMAR 10.32.08.11.[6+32]

B. Each permit issued to a permit holder expires on the same date as the medical license.

[B—Fheapptreant-shatt:

.05 Consideration of Applications.

The Board shall grant the application for a dispensing permit if:
A. The applicant meets the requirements of Regulation .04 of this chapter;

B. The applicant has not been sanctioned by the Board for dispensing drugs without a permit within the
last 5 years; and

C. Granting the application is in the public interest.

.06 Requirements for Permit Holders.

A. A permit holder shall comply with all federal and State statutes and regulations regarding prescription
drugs, including all requirements for:

(1) Dispensing, including labeling;



(2) Storing and securing inventory;

(3) Allowing access only to authorized individuals;
(4) Managing inventory controls;

(5) Recordkeeping; and

(6) Submitting prescription monitoring data to the Maryland Prescription Drug Monitoring Program in
accordance with Health-General Article, Title 21, Subtitle 2A, Annotated Code of Maryland.

B. [Apermithotdershath:

€] A permit holder may not dispense medications by:

(1) Mail order; or

(2) A refill.



[B-] C. For the purposes of this regulation, “refill” means an additional allotment of the same drug
initially authorized by the original, written prescription. “Refill” does not prohibit a permit holder from
dispensing the same or different drug through an additional or subsequent, written prescription.

.07 Delegation of Dispensing Functions.

A. A permit holder may delegate to an unlicensed person only mechanical acts involved in dispensing a
drug.

B. Delegation to a Physician Assistant.

[(D-Exeeptasrequiredin-$B(2)-ofthisregulation—a} 4 permit holder may delegate to a physician

assistant any dispensing duties, including the performance of the final check of prescriptions, with whom
the permit holder has a [delegation] collaboration agreement under Health Occupations Article, §15-302,

Annotated Code of Maryland. [;the-dtspensthgofadrugpresertbed-by:

.08 Dispensing Prescription Drugs Prescribed by Physician
Assistants.

A. Except as required in §§B and C of this regulation, a permit holder may dispense a drug prescribed by
a physician assistant with whom the permit holder has a [delegattenrt] collaboration agreement under
Health Occupations Article, §15-302, Annotated Code of Maryland, which authorizes the physician
assistant to prescribe the drug.

€] B. The permit holder may dispense under this regulation only a drug that the permit holder is
authorized to prescribe.



[-10] .09 Records.

A. A permit holder shall keep [readttyretrievable] at each dispensing location:

(1) A copy of the dispensing permit issued by the Board;

[69] (2) The [detegatien| collaboration ay eement of any physman as51stant for whom the permlt holder
dispenses prescription drugs [at-the ot Ay istre-phy

aﬁd-aﬁyhakefnﬁ&ﬁrpeﬁ&smg—}%yﬁeraﬁ] and

[699] (3) A list of the name and license number of all physician assistants for whom the permit holder
dispenses drugs at that location[s].




[€] B. A permit holder who dispenses CDS shall keep additional records available for inspection as
required by COMAR 10.19.03.05.




[-44] . 70 Grounds for Revocation of Dispensing Permit.

A. Subject to the Administrative Procedure Act, and in addition to any sanction for violation of Health
Occupations Article, §14-404(2a)(28), Annotated Code of Maryland, the Board may revoke a dispensing
permit on any of the following grounds:

(1) Violating the attestations made pursuant to COMAR 10.13.01.05C(4);

(2) Violating State or federal statutes or regulations regarding prescribing or dispensing prescription
drugs;

(3) Delegating dispensing duties outside the scope of this chapter;
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(4) Dispensing prescription drugs prescribed by another outside the scope of this chapter and pursuant to
Health Occupations Article, §12-102;

H1 (5) Failing to comply with the applicable requirements of the Prescription Drug Monitoring Program
set out in Health-General Article, Title 21, Subtitle 2A, Annotated Code of Maryland;

[689] (6) Failing to cooperate with an investigation by the Board or an inspection by OCSA; or

[€99] (7) Violating Regulations .06 or .09 [;=+6;-e+13] of this chapter.

B. If a permit holder surrenders the permit while under investigation:

(1) The surrender does not prevent the Board from taking any appropriate disciplinary action under Health
Occupations Article, §14-404(a)(28), Annotated Code of Maryland, or any other statute under which the

Board has jurisdiction; and

(2) The permit holder may not apply for another permit again for a minimum of 5 years.

[-45] . 11 Summary Suspension of Dispensing Permit.

A. The Board may summarily suspend a dispensing permit if it finds that the public safety, health, or
welfare imperatively requires emergency action.

B. Procedures for summary suspension shall be governed by COMAR 10.32.02[-68].09.

[-46] . 12 Fraud or Deception in Obtaining a Permit.

Subject to the Administrative Procedure Act, a [Heensee| permit holder who fraudulently or deceptively
obtains or attempts to obtain a permit is guilty of violating Health Occupations Article, §14-404(a)(1),
Annotated Code of Maryland.
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[[4#] . 13 Permit Holders Sanctioned for Violating the Medical
Practice Act.

A. If the Board sanctions a permit holder for violating Health Occupations Article, §14-404(a)(7), (8), (9),
(10), or (28), or §14-404(b), Annotated Code of Maryland, the Board shall, in addition to any sanctions
imposed on the permit holder under COMAR 10.32.02[-6%] .08 or 10.32.02[-+8] .11, revoke the permit.

B. Subject to the requirement of §C of this regulation, reinstatement of a revoked permit is at the
discretion of the Board.

C. A revoked permit may not be reinstated for a minimum of 5 years from the date of revocation.

[[48] . 74 Dispensing Without a Permit.

A. Unless otherwise authorized by Health Occupations Article, §12-102, Annotated Code of Maryland,
the dispensing of prescription drugs by a physician without a permit is a violation of Health Occupations
Article, §14-404(a)(28), Annotated Code of Maryland, and also may be considered unprofessional
conduct in the practice of medicine in violation of Health Occupations Article, §14-404(a)(3)(ii),
Annotated Code of Maryland.

B. The disciplinary panel may impose a civil fine of up to 815,000 per occurrence for an individual in
violation of this section in lieu of a sanction.

[-49] . 15 Interpretation.

Nothing in this chapter relieves any permit holder from meeting the requirements of State or federal law
or COMAR 10.13.01.
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