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COMMENT:

It is unclear what the difference is between a pharmacy technician licensed as set out in the statute and this board created “advanced pharmacy technician.” The statutorily defined pharmacy technician is “a person who may, under the supervision of a pharmacist, perform technical functions to assist the pharmacist in preparing and dispensing prescription medications” (G.S. 90-85.3(q2)). The only definition provided in the rules for an “advanced pharmacy technician” is one who “assists pharmacists with the preparation, dispensing, and distribution of prescription medications … in a hospital” (21 NCAC 46 .1418(b)(4)). It appears that the only significant difference in the two definitions involves “distribution … in a hospital.” This term is not defined and it is unclear how to tell the two technicians apart in terms of their roles as related to a pharmacist.
It is unclear what is meant by “validate” in (d) and “validation functions” in (g). As the terms are used here they seem to this reviewer to be similar to “supervise.” But that would not be correct since only a pharmacist can statutorily supervise a technician. In fact a pharmacist must supervise the work of any pharmacy technician as set out in G.S. 90-85.15A(b) and (c)  These terms do not appear to be defined in either statute or rule. It may be that they are terms of art understood by all who use these rules. It is unclear whether any pharmacy technicians (other than those mentioned in (g) of the rule) are currently performing these functions. But it seems to me that since these functions set out in this new rule may be performed by only an advanced pharmacy technician, that what these functions are should be absolutely clear to all involved.
In addition to the clarity issues above there is another more important issue.

The RRC has always taken the position that occupational licensing agencies may not impose additional qualifications on those it licenses outside of the statutory ones unless the board has been granted specific authority to set those qualifications.

There is no authority cited for the provision in (b)(3) creating the position of an “advanced pharmacy technician” or requiring a statutorily created pharmacy technician to have completed a certain level of education. G.S. 90-85.15A, one of the statutes cited as authority specifies in (a) that the Board “must register (emphasis added) a pharmacy technician who pays the fee required … and completes a required training program.” That paragraph goes on to note that the training program is one “conducted by the pharmacy technician’s pharmacist-manager.”
The only statutory qualification of note is in (b) where it states that the manager may hire “a person who has a high school diploma or equivalent” to work as a pharmacy technician. That same paragraph goes on in more detail about what that training program must contain. This presumably on the job training must be “provided and completed” within 180 days of beginning employment, i.e., it does not have to be completed prior to hiring.
The only other relevant statute cited as to this issue of authority is G.S. 90-85.34 pertaining to unique pharmacy practice. This statute provides that the board “may regulate unique pharmacy practices including … clinical pharmacy.” It does not give the board any additional authority to set additional staff qualifications for those who staff such “unique” pharmacies.
If both of these positions, pharmacy technician and advanced pharmacy technician, are considered some type of pharmacy technician – and the rule in (b) line 6 states that an “advanced pharmacy technician is a pharmacy technician …” – there is no authority cited to set additional statutory qualifications outside the statutory qualifications. If the advanced pharmacy technician were in reality some new para-pharmacological 
§ 90‑85.3.  Definitions.

(a)        "Administer" means the direct application of a drug to the body of a patient by injection, inhalation, ingestion or other means.

(b)        "Board" means the North Carolina Board of Pharmacy.

(b1)      "Clinical pharmacist practitioner" means a licensed pharmacist who meets the guidelines and criteria for such title established by the joint subcommittee of the North Carolina Medical Board and the North Carolina Board of Pharmacy and is authorized to enter into drug therapy management agreements with physicians in accordance with the provisions of G.S. 90‑18.4.

(c)        "Compounding" means taking two or more ingredients and combining them into a dosage form of a drug, exclusive of compounding by a drug manufacturer, distributor, or packer.

(d)        "Deliver" means the actual, constructive or attempted transfer of a drug, a device, or medical equipment from one person to another.

(e)        "Device" means an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent or other similar or related article including any component part or accessory, whose label or labeling bears the statement "Caution: federal law requires dispensing by or on the order of a physician." The term does not include:

(1)        Devices used in the normal course of treating patients by health care facilities and agencies licensed under Chapter 131E or Article 2 of Chapter 122C of the General Statutes;

(2)        Devices used or provided in the treatment of patients by medical doctors, dentists, physical therapists, occupational therapists, speech pathologists, optometrists, chiropractors, podiatrists, and nurses licensed under Chapter 90 of the General Statutes, provided they do not dispense devices used to administer or dispense drugs.

(f)         "Dispense" means preparing and packaging a prescription drug or device in a container and labeling the container with information required by State and federal law. Filling or refilling drug containers with prescription drugs for subsequent use by a patient is "dispensing". Providing quantities of unit dose prescription drugs for subsequent administration is "dispensing".

(g)        "Drug" means:

(1)        Any article recognized as a drug in the United States Pharmacopeia, or in any other drug compendium or any supplement thereto, or an article recognized as a drug by the United States Food and Drug Administration;

(2)        Any article, other than food or devices, intended for use in the diagnosis, cure, mitigation, treatment or prevention of disease in man or other animals;

(3)        Any article, other than food or devices, intended to affect the structure or any function of the body of man or other animals; and

(4)        Any article intended for use as a component of any articles specified in clause (1), (2) or (3) of this subsection.

(h)        "Emancipated minor" means any person under the age of 18 who is or has been married or who is or has been a parent; or whose parents or guardians have surrendered their rights to the minor's services and earnings as well as their right to custody and control of the minor's person; or who has been emancipated by an appropriate court order.

(i)         "Health care provider" means any licensed health care professional; any agent or employee of any health care institution, health care insurer, health care professional school; or a member of any allied health profession.

(j)         "Label" means a display of written, printed or graphic matter upon the immediate or outside container of any drug.

(k)        "Labeling" means preparing and affixing a label to any drug container, exclusive of labeling by a manufacturer, packer or distributor of a nonprescription drug or a commercially packaged prescription drug or device.

(l)         "License" means a license to practice pharmacy including a renewal license issued by the Board.

(l 1)      "Medical equipment" means any of the following items that are intended for use by the consumer in the consumer's place of residence:

(1)        A device.

(2)        Ambulation assistance equipment.

(3)        Mobility equipment.

(4)        Rehabilitation seating.

(5)        Oxygen and respiratory care equipment.

(6)        Rehabilitation environmental control equipment.

(7)        Diagnostic equipment.

(8)        A bed prescribed by a physician to treat or alleviate a medical condition.

The term "medical equipment" does not include (i) medical equipment used or dispensed in the normal course of treating patients by or on behalf of home care agencies, hospitals, and nursing facilities licensed under Chapter 131E of the General Statutes or hospitals or agencies licensed under Article 2 of Chapter 122C of the General Statutes; (ii) medical equipment used or dispensed by professionals licensed under Chapters 90 or 93D of the General Statutes, provided the professional is practicing within the scope of that professional's practice act; (iii) upper and lower extremity prosthetics and related orthotics; or (iv) canes, crutches, walkers, and bathtub grab bars.

(l 2)      "Mobile pharmacy" means a pharmacy that meets all of the following conditions:

(1)        Is either self‑propelled or moveable by another vehicle that is self‑propelled.

(2)        Is operated by a nonprofit corporation.

(3)        Dispenses prescription drugs at no charge or at a reduced charge to persons whose family income is less than two hundred percent (200%) of the federal poverty level and who do not receive reimbursement for the cost of the dispensed prescription drugs from Medicare, Medicaid, a private insurance company, or a governmental unit.

(m)       "Permit" means a permit to operate a pharmacy, deliver medical equipment, or dispense devices, including a renewal license issued by the Board.

(n)        "Person" means an individual, corporation, partnership, association, unit of government, or other legal entity.

(o)        "Person in loco parentis" means the person who has assumed parental responsibilities for a child.

(p)        "Pharmacist" means a person licensed under this Article to practice pharmacy.

(q)        "Pharmacy" means any place where prescription drugs are dispensed or compounded.

(q1)      "Pharmacy personnel" means pharmacists and pharmacy technicians.

(q2)      "Pharmacy technician" means a person who may, under the supervision of a pharmacist, perform technical functions to assist the pharmacist in preparing and dispensing prescription medications.

(r)        "Practice of pharmacy" means the responsibility for: interpreting and evaluating drug orders, including prescription orders; compounding, dispensing and labeling prescription drugs and devices; properly and safely storing drugs and devices; maintaining proper records; and controlling pharmacy goods and services. A pharmacist may advise and educate patients and health care providers concerning therapeutic values, content, uses and significant problems of drugs and devices; assess, record and report adverse drug and device reactions; take and record patient histories relating to drug and device therapy; monitor, record and report drug therapy and device usage; perform drug utilization reviews; and participate in drug and drug source selection and device and device source selection as provided in G.S. 90‑85.27 through G.S. 90‑85.31. A pharmacist who has received special training may be authorized and permitted to administer drugs pursuant to a specific prescription order in accordance with rules adopted by each of the Boards of Pharmacy, the Board of Nursing, and the North Carolina Medical Board. The rules shall be designed to ensure the safety and health of the patients for whom such drugs are administered. An approved clinical pharmacist practitioner may collaborate with physicians in determining the appropriate health care for a patient, subject to the provisions of G.S. 90‑18.4.

(s)        "Prescription drug" means a drug that under federal law is required, prior to being dispensed or delivered, to be labeled with the following statement:

"Caution: Federal law prohibits dispensing without prescription."

(t)         "Prescription order" means a written or verbal order for a prescription drug, prescription device, or pharmaceutical service from a person authorized by law to prescribe such drug, device, or service. A prescription order includes an order entered in a chart or other medical record of a patient.

(u)        "Unit dose medication system" means a system in which each dose of medication is individually packaged in a properly sealed and properly labeled container. (1981 (Reg. Sess., 1982), c. 1188, s. 1; 1983, c. 196, ss. 1‑3; 1991, c. 578, s. 1; 1993 (Reg. Sess., 1994), c. 692, s. 2; 1995, c. 94, s. 24; 1999‑246, s. 1; 1999‑290, ss. 4, 5; 2001‑375, s. 1; 2002‑159, s. 37.)
§ 90‑85.6.  Board of Pharmacy; creation; membership; qualification of members.

(a)        Creation. – The responsibility for enforcing the provisions of this Article and the laws pertaining to the distribution and use of drugs is vested in the Board. The Board shall adopt reasonable rules for the performance of its duties. The Board shall have all of the duties, powers and authorities specifically granted by and necessary for the enforcement of this Article, as well as any other duties, powers and authorities that may be granted from time to time by other appropriate statutes. The Board may establish a program for the purpose of aiding in the recovery and rehabilitation of pharmacists who have become addicted to controlled substances or alcohol, and the Board may use money collected as fees to fund such a program.

(b)        Membership. – The Board shall consist of six members, one of whom shall be a representative of the public, and the remainder of whom shall be pharmacists.

(c)        Qualifications. – The public member of the Board shall not be a health care provider or the spouse of a health care provider. He shall not be enrolled in a program to prepare him to be a health care provider. The public member of the Board shall be a resident of this State at the time of his appointment and while serving as a Board member. The pharmacist members of the Board shall be residents of this State at the time of their appointment and while serving as Board members. (1905, c. 108, ss. 5‑7, 9; Rev., ss. 4473, 4475; 1907, c. 113, s. 1; C.S., ss. 6652, 6654; 1945, c. 572, s. 1; 1981, c. 717, s. 1; 1981 (Reg. Sess., 1982), c. 1188, s. 1; 1997‑177, s. 1.)
§ 90‑85.15A.  Pharmacy technicians.

(a)        Registration. – A registration program for pharmacy technicians is established for the purposes of identifying those persons who are employed as pharmacy technicians. The Board must maintain a registry of pharmacy technicians that contains the name of each pharmacy technician, the name and location of the pharmacy in which the pharmacy technician works, the pharmacist‑manager who employs the pharmacy technician, and the dates of that employment. The Board must register a pharmacy technician who pays the fee required under G.S. 90‑85.24 and completes a required training program. A pharmacy technician must register with the Board within 30 days after the date the pharmacy technician completes a training program conducted by the pharmacy technician's pharmacist‑manager. The registration must be renewed annually by paying a registration fee.

(b)        Responsibilities of Pharmacist‑Manager. – A pharmacist‑manager may hire a person who has a high school diploma or equivalent or is currently enrolled in a program that awards a high school diploma or equivalent to work as a pharmacy technician. Pursuant to G.S. 90‑85.21, a pharmacist‑manager must notify the Board within 30 days of the date the pharmacy technician began employment. The pharmacist‑manager must provide a training program for a pharmacy technician that includes pharmacy terminology, pharmacy calculations, dispensing systems and labeling requirements, pharmacy laws and regulations, record keeping and documentation, and the proper handling and storage of medications. The requirements of a training program may differ depending upon the type of employment. The training program must be provided and completed within 180 days of the date the pharmacy technician began employment unless the pharmacy technician is registered with the Board. If the pharmacy technician is registered with the Board, then the completion of the training program is optional at the discretion of the pharmacist‑manager.

(c)        Supervision. – A pharmacist may not supervise more than two pharmacy technicians unless the pharmacist‑manager receives written approval from the Board. The Board may not allow a pharmacist to supervise more than two pharmacy technicians unless the additional pharmacy technicians have passed a nationally recognized pharmacy technician certification board exam, or its equivalent, that has been approved by the Board. The Board must respond to a request from a pharmacist‑manager to allow a pharmacist to supervise more than two pharmacy technicians within 60 days of the date it received the request. The Board must respond to the request in one of three ways:

(1)        Approval of the request.

(2)        Approval of the request as amended by the Board.

(3)        Disapproval of the request. A disapproval of a request must include a reasonable explanation of why the request was not approved.

(d)        Disciplinary Action. – The Board may, in accordance with Chapter 150B of the General Statutes and rules adopted by the Board, issue a letter of reprimand or suspend, restrict, revoke, or refuse to grant or renew the registration of a pharmacy technician if the pharmacy technician has done one or more of the following:

(1)        Made false representations or withheld material information in connection with registering as a pharmacy technician.

(2)        Been found guilty of or plead guilty or nolo contendere to a felony involving the use or distribution of drugs.

(3)        Indulged in the use of drugs to an extent that it renders the pharmacy technician unfit to assist a pharmacist in preparing and dispensing prescription medications.

(4)        Developed a physical or mental disability that renders the pharmacy technician unfit to assist a pharmacist in preparing and dispensing prescription medications.

(5)        Willfully violated any provision of this Article or rules adopted by the Board governing pharmacy technicians.

(e)        Exemption. – This section does not apply to pharmacy students who are enrolled in a school of pharmacy approved by the Board under G.S. 90‑85.13.

(f)         Rule‑Making Authority. – The Board may adopt rules necessary to implement this section. (2001–375, s. 2.)
§ 90‑85.21.  Pharmacy permit.

(a)        In accordance with Board regulations, each pharmacy in North Carolina shall annually register with the Board on a form provided by the Board. The application shall identify the pharmacist‑manager of the pharmacy and all pharmacy personnel employed in the pharmacy. All pharmacist‑managers shall notify the Board of any change in pharmacy personnel within 30 days of the change. In addition to identifying the pharmacist‑manager, a pharmacy may identify a pharmacy permittee's designated agent that the Board shall notify of any investigation of the pharmacy or a pharmacist employed by the pharmacy. The notice shall include the specific reason for the investigation and be given prior to the initiation of any disciplinary proceedings.

(a1)      A mobile pharmacy shall register annually with the Board in the manner prescribed in subsection (a) of this section, and the registration shall be renewed annually. A mobile pharmacy shall be 
considered a single pharmacy and shall not be required to pay a separate registration fee for each location but shall pay the annual registration fee prescribed in G.S. 90‑85.24. A mobile pharmacy shall provide the Board with the address of every location from which prescription drugs will be dispensed by the mobile pharmacy.

(b)        Each physician who dispenses prescription drugs, for a fee or other charge, shall annually register with the Board on the form provided by the Board, and with the licensing board having jurisdiction over the physician. Such dispensing shall comply in all respects with the relevant laws and regulations that apply to pharmacists governing the distribution of drugs, including packaging, labeling, and record keeping. Authority and responsibility for disciplining physicians who fail to comply with the provisions of this subsection are vested in the licensing board having jurisdiction over the physician. The form provided by the Board under this subsection shall be as follows:

 

Application For Registration

With The Pharmacy Board

As A Dispensing Physician

 

1.                                                                          2. 

Name and Address of Dispensing               Affix Dispensing Label Here

Physician

 
3. Physician's North Carolina License Number ______________________________

4. Are you currently practicing in a professional association registered with the North Carolina Medical Board?

______ Yes ______ No. If yes, enter the name and registration number of the professional corporation:

______________________________________________________________________

______________________________________________________________________

5. I certify that the information is correct and complete.

________________________            _________________

Signature                                              Date 

(1927, c. 28, s. 1; 1953, c. 183, s. 2; 1981 (Reg. Sess., 1982), c. 1188, s. 1; 1987, c. 687; 1995, c. 94, s. 25; 1999‑246, s. 2; 2001‑375, s. 3; 2005‑427, s. 1.)
§ 90‑85.26.  Prescription orders preserved.

(a)        Every pharmacist‑manager of a pharmacy shall maintain for at least three years the original of every prescription order and refill compounded or dispensed at the pharmacy except for prescription orders recorded in a patient's medical record. An automated data processing system may be used for the storage and retrieval of refill information for prescriptions pursuant to the regulations of the Board. A pharmacist‑manager may comply with this section by capturing and maintaining an electronic image of a prescription order or refill. An electronic image of a prescription order or refill shall constitute the original prescription order, and a hard copy of the prescription order or refill is not required to be 
maintained. If a pharmacist‑manager elects to maintain prescription orders by capturing electronic images of prescription orders or refills, the pharmacy's computer system must be capable of maintaining, printing, 
and providing in an electronic or paper format, upon a request by the Board, all of the information required by this Chapter or rules adopted pursuant to this Chapter within 48 hours of such a request.

(b)        Every pharmacy permittee's designated agent shall maintain documentation of alleged medication errors and incidents described in G.S. 90‑85.47(e)(1) for which the pharmacy permittee has knowledge. (1905, c. 108, s. 21; Rev., s. 4490; C.S., s. 6666; 1981 (Reg. Sess., 1982), c. 1188, s. 1; 2005‑427, s. 2; 2007‑248, s. 1.)
§ 90‑85.32.  Rules pertaining to filling, refilling, transfer, and mail or common‑carrier delivery of prescription orders.

(a)        Except as otherwise provided in this section, the Board may adopt rules governing the filling, refilling and transfer of prescription orders not inconsistent with other provisions of law regarding the distribution of drugs and devices. The rules shall assure the safe and secure distribution of drugs and devices. Prescriptions marked PRN shall not be refilled more than one year after the date issued by the prescriber unless otherwise specified.

(b)        Notwithstanding G.S. 90‑85.6, the Board shall not adopt rules pertaining to the shipment, mailing, or other manner of delivery of dispensed legend drugs that are more restrictive than federal statutes or regulations governing the delivery of prescription medications by mail or common carrier. (1981 (Reg. Sess., 1982), c. 1188, s. 1; 1998‑212, s. 12.3B(c).)
 

§ 90‑85.33.  Unit dose medication systems.

The Board may adopt regulations governing pharmacists providing unit dose medication systems. The regulations shall ensure the safe and proper distribution of drugs in the patient's best health interests. (1981 (Reg. Sess., 1982), c. 1188, s. 1.)
§ 90‑85.34.  Unique pharmacy practice.

Consistent with the provisions of this Article, the Board may regulate unique pharmacy practices including, but not limited to,  nuclear pharmacy and clinical pharmacy, to ensure the best interests of patient health and safety. (1981 (Reg. Sess., 1982), c. 1188, s. 1.)
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