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Nov-14 

Pharmacy Technician failed to respond to a Recommended Order 
on Motion for Default which has resulted in the Revocation of the 
Respondent's Pharmacy License. 

Target Store Pharmacy was issued a Citation with a $1,250 fine for 
Pharmacy Violations found during a Random Inspection. 

Costco Pharmacy was issued a Citation with a $1,050 fme for 
Pharmacy Violations found during a Random Inspection. 

Roy Winegars Pharmacy was issued a Citation with a $1,050 fine for 
Pharmacy Violations found during a Random Inspection. 

Albertson's Pharmacy was issued a Citation with a $1,050 fine for 
Pharmacy Violations found during a Random Inspection. 

Gibson's Pharmacy was issued a Citation with a $1,050 fine for 
Pharmacy Violations found during a Random Inspection. 

Smith's Pharmacy was issued a Citation with a $1,050 fme for 
Pharmacy Violations found during a Random Inspection. 

Allen's Super Save Pharmacy was issued a Citation with a $1,050 
fine for Pharmacy Violations found during a Random Inspection. 
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December 5, 2014, _ _ _ _ 

The Honorable Orrin Hatch 

104 Hart Office Building 

United States Senate 

Washington, DC 20510 

Re: Maintaining Patient Access to Compounded Products 

Dear Senator Hatch: 

The Utah Compounding Task Force, the Utah Board of Pharmacy, and The Department of Professional 

Licensing Department (DOPL) would like to bring an important issue to your attention that is affecting 

our health care here in Utah. This issue, associated with the Drug Quality and Security Act (DQSA) HR 

3204 which was signed into law in November 2013, is impacting our medical and pharmacy communities 

as well as individual patients. As a result of the tragic events from the aftermath of the New England 

Compounding Center (NECC), the regulation of compounding has been undergoing drastic changes to 

ensure this does not happen again. The DQSA introduces increased oversight and tighter regulation, 

which we applaud, but our point of contention pertains to non-sterile compounded products prOvided 

by a pharmacy to a practitioner's office for "office use only." Specifically, DQSA HR 3204 prohibits "for 

office use" compounding as making it clear that any compounded drug product prepared and dispensed 

without a prescription for an identified individual patient is adulterated and misbranded. 

The practice of non-sterile compounding for "office use only'" occurs when a practitioner orders non

sterile compounded medications that are not commercially available, to administer to their patients in 

the office. It has been a common practice among compounding pharmacies for decades. These products 



are utilized by all practices in the medical field, but dermatological, dental and critical care sites are 

finding the new regulations most restrictive to their daily practices. Some examples of non~sterile~/for 

offiteuse 'Ql1hl':co'mp'Quvqs that'are,riQW'pfohlbit'iid are topical agents such as cantharidin plus, 

Dinitrochlorobenzene, and trichloracetic acid solutions that dermatologists use every day; or numbing 

agents that contain tetracaine, lidocaine, and prilocaine that dentists use on many patients; or 

tetracaine, epinephrine, and lidocaine (lET) gels that critical care sites depend on for numbing and 

stitching wounds. These medications are often necessary to administer in critical emergency situations 

to better treat our patients and, in some cases, th'eprestribingpractitionermNwanftoCclrefully 

monitor the patJents after adminjstratlonfor'poteptlalsldeeffects. Additionally, all too often 

manufactured medications that need to be used in the office are in short supply and thus can only be 

compounded. To be clear, the sterile products compounded by the New England Compounding Center 

were extremely complex intrathecal corticosteroid sterile injections, and necessary actions to ensure 

appropriate safety measures were taken were delayed until it was too late. The medications we are 

referring to are vastly different than the medications produced in the New England Compounding 

Center, since they are non-sterile. Non-sterile products such as topical creams and ointments pose 

minimal risk when compared to sterile products. 

There are two main pOints that are problematic with this new regulation. As the events were unfolding 

with the DQSA, numerous times compounding stakeholders and several professional pharmacy 

organizations were told traditional compounding, which included "office use only" compounding, would 

not be affected and would remain under state regulation. However, ultimately this was not the case. 

The second issue is that the Utah State Board of Pharmacy and DOPl had amended rules and regulations 

to address concerns regarding "for office use." We were prepared to implement these rules after 

approval by our State legislature under SB 77 in the second quarter of 2014. Unfortunately, upon 

further inquiry to the FDA and our Attorney General's office, we determined the DQSA and the Federal 



Drug Cosmetic Act (FDCA) do not allow for an exemption for "office use only" compounding. As a 

result, practitioners in Utah are frustrated that they are not able to obtain medications that they 

previously have been able to compound and have used safely for many years. It has drastically changed 

their practice and the way they provide treatment to their patients. While the FDA does allow 

practitioners to obtain "for office use" medications from the 40 Outsourcing Facilities across the country 

which are regulated by the FDA, there is no such facility in Utah. Even if this were not the case, the 

practice of outsourcing has multiple issues which are of concern. These include Outsourcing Facilities 

that are relatively new and practitioners are not familiar with them or their standards of safety. In 

addition, practitioners are finding it very difficult to get necessary non-sterile products at Outsourcing 

Facilities, since Outsourcing Facilities primarily produce sterile products. Most importantly, there is no 

evidence to show improved safety with non-sterile medications obtained at Outsourcing Facilities 

compared to those compounded by traditional compounding pharmacies "for office use." 

Not allowing "for office use" compounding also denies commerce to Utah businesses. The DQSA is 

denying the practitioner the right to make the best medical decisions for their patients by preventing 

them access to the correct medications as well as access as to the best place to receive the medications. 

We have two important objectives to accomplish. First, there will be new legislative initiatives 

forthcoming in 2015 to correct this issue within the DQSA. As such we want to express our concerns at 

this time so you are aware and informed of the desires and concerns of your Utah stakeholders. 

Second, we would like to entertain any questions you may have and would be happy to meet for further 

discussion at your convenience, to include all stakeholders you see fit, and within a forum that would 

best meet your needs. Thank you for your time and efforts regarding this issue. We are truly 

concerned about the deleterious effects of this new regulation on our State. We would like to see non

sterile "for office use" compounding resume in Utah early next year and strongly believe that not only is 



this a safe and effective practice in the State of Utah, but to continue to deny the practice will have a 

significant detrimental impact on patients. We would value your help and guidance in bringing this 

practice back in the realms of traditional compounders in Utah and allowing our practitioners to choose 

the appropriate medications to best treat their patients. 

Sincerely, 

Compounding Task Force Committee 



December 5, 2014 

The Honorable Orrin Hatch 
104 Hart Office Building 
United States Senate 
Washington, DC 20510 

Re: "For Office Use" Pharmacy Compounded Products 

Dear Senator Hatch: 

The Utah Pharmacy Compounding Task Force, on behalf of the Utah Board of Pharmacy, and 
the Division of Occupational and Professional Licensing (DOPL) appreciates this opportunity to 
write about recent actions by the United States Food and Drug Administration (FDA) restricting 
access to pharmacy compounded products for use in a physician's office ("for office use" 
compounded products). These federal policies are limiting the quality and access of health care 
available to Utah residents as well as the American public. In particular, important stakeholders 
are being left out of these important dialogues and decisions on compounding policy. We write 
today to ask you to urge the FDA to expedite formation of the Pharmacy Compounding 
Advisory Committee that was called for by Congress in the Drug Quality and Safety Act. (DQSA) 
(Pub. Law 113-54) 

As the Senator is aware, DQSA was enacted in response to a small number of isolated, but 
tragic compounding failures, including the events in New England. In no way do we minimize 
the human impact of these failures, however, the publicity of these events has obscured and 
overshadowed the tremendous positive impact of pharmacy compounding in the delivery of 
affordable and quality health care that is available to the American public. Regulation of 
pharmacy compounding is undergoing dramatic changes, in Federal and State government 
oversight, as well as in professional societies, to optimize the benefit and minimize the risks of 
pharmacy compounded products. A key element to these democratic processes is involving the 
voice of key stakeholders. To date, the FDA has not complied with the Congressional mandate 
for public input, as implemented through the Pharmacy Compounding Advisory Committee. 

DQSA introduces increased oversight and tighter regulation for expanded compounding 
enterprises, which we applaud, but our concern today pertains to non-sterile compounded 
products typically provided by an independent or custom pharmacy to a practitioner for "office 
use only." This practice is used when a practitioner orders non-sterile compounded 
medications that are not commercially availablefor patient administration in the office. This 
practice has been performed for centuries. "For office use" products are used throughout 
healthcare, but our professional colleagues in dermatology, dentistry, and critical care are 
experiencing patient care challenges resulting from restrictions on these compounded 
products. Examples of these restrictions include, topical agents such as cantharidin plus, 
dinitrochlorobenzene, and trichloracetic acid solutions used daily in dermatology, numbing 
agents containing tetracaine, lidocaine, and prilocaine used daily in dentistry, and tetracaine, 



epinephrine, and lidocaine (LET) gels used daily in critical care for numbing and stitching 
wounds. 

Two The DQSA is problematic to Utah for two reasons.. First, during the DQSA federal 
legislative process, professional pharmacy organizations were led to believe that traditional 
compounding, which included "office use only" compounding, would not be affected by the 
DQSA, and accordingly would remain under state regulation and oversight. Second, is that the 
Utah State Board of Pharmacy and DOPL had proactively improved rules and regulations to 
address "for office use" pharmacy compounding. The State of Utah was prepared to 
implement these rules after approval by the Utah legislature under 5B 77 in the second 
quarter of 2014. Unfortunately, upon further inquiry with the FDA and following consultation 
with the Utah Attorney General's office, we were informed the DQSA and the Federal Food 
Drug Cosmetic Act (FDCA) do not allow an exemption for "office use only" compounding. 
Professional health care practitioners in Utah are frustrated with reduced access to medications 
that they have been able to obtain use safely for many years. It has drastically changed their 
practice and the way they provide treatment to their patients. These limitations result in 
multiple health care delivery issues: Outsourcing Facilities are relatively new and practitioners 
are not familiar with them. In addition, practitioners are finding it very difficult to get necessary 
non-sterile products at Outsourcing Facilities, since Outsourcing Facilities primarily produce 
sterile products. Most importantly, there is no evidence to show improved safety with non
sterile medications provided through Outsourcing Facilities. Not allowing "for office use" 
compounding may reduce commerce available to Utah businesses. Functionally, the DQSA is 
denying the practitioner the right to make the best medical decisions for their patients by 
preventing them from choosing the correct medications and where to receive them. Therefore 
amounting to the substantial interference in the practice of qualified medical and pharmacy 
professionals. 

In sum, we ask your assistance in communicating to the FDA, the importance of implementing 
the Pharmacy Compounding Advisory Committee. We feel this will give greater voice and 
opportunity for important stakeholders to express their opinions and participate in these 
important public policy decisions. 

We humbly and sincerely thank you for your leadership on behalf of the People of Utah and the 
entire American Public. 

Sincerely, 

Compounding Task Force Committee 
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<797> Pharmaceutical Compounding 

Sterile Preparations 

Course Overview 
This one-day course discusses key sterile compounding 
standards found in USP-NF General Chapter <797> 
Pharmaceutical Compounding-Sterile Preparations. 
These standards, which were revised and became official in 
2008, need to be understood by compliance 
officerslinspectors and followed by practitioners to ensure 
safe compounding of sterile preparations. This course also 
provides the history and revisions of the compounding 
chapter to provide context to the standards. 

This course is approved for 6.5 hours of Continuing 
Pharmacy Education credit by an ACPE (Accreditation 
Council for Pharmacy Education) accredited provider, for 
both pharmacists and pharmacy technicians. 

Learning Objectives 

y Distinguish between low-, medium-, and high- risk 
Compounded Sterile Preparations (CSPs) 

" List the Beyond-use Dates (BUD) for low-, medium-, 
and high- risk CSPs 

;.. Describe the situations where immediate-use CSPs 
are appropriate and the BUD 

y Define the elements of a cleanroom, including primary 
and secondary engineering controls 

> List the precautions needed for compounding 
hazardous drugs 

'" List the requirements for semiannual certification of 
sterile preparation areas 

" List the personnel, facilities, and equipment 
requirements. 

> Differentiate viable and non-viable monitoring 
J;. Identify the steps to take if microbial isolates are 

identified 

Who Should Participate 
Practitioners including pharmacists, pharmacy 
technicians, nurses, physicians, veterinarians and persons 
involved in compounding sterile preparations 

Why Choose USP Global Education and 
Training? 
USP Education and Training courses are developed by 
"USP Subject Matter Experts"-experts instrumental in 
selling the USP standards used in more than 140 
countries-and presented by "USP Approved Instructors"
professionals with practical firsthand knowledge of specific 
subject areas and proven professional presentation skills. 

Duration: One Day (6.5 CE hours) 
Location: USP Headquarters, Rockville, MD 
Format: Classroom 
Date: July 17, 2014 

Fee: $395 
$490 if registered for both <797> and <795> 

For More Information or to Register, 
Visit www.usp.org/meetings-courses/courses or email 

Education@usp.org 

www.usp.org 

http:www.usp.org
mailto:Education@usp.org
www.usp.org/meetings-courses/courses
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USP <795> Pharmaceutical Compounding 
Nonsterile Preparations 

Course Overview 

This half-day course discusses key standards found in 

USP-NF General Chapter <795> Pharmaceutical 

Compounding-Nonsterile Preparations. 

This course is approved for 3.75 hours of continuing 

Pharmacy Education credit by an ACPE (Accreditation 

Council for Pharmacy Education) accredited provider, for 

both pharmacists and pharmacy technicians. 

Learning Objectives 
» State the three categories of compounded nonsterile 

preparations 

;;.. Outline the requirements of the physical space for 
compounding 

» Summarize the documentation necessary for 
compounded preparations 

» List the elements of the Master Formulation Record 

» List the elements of the Compounding Record 

» Describe the three recommended sources of 
ingredients 

» Identify the type of water required for nonsterile 
compounding 

» Determine the Beyond-use Dates (BUD) for the three 
categories of compounding 

; Differentiate expiration dates and BUD 

Who Should Participate 

Practitioners, including pharmacists, pharmacy 

technicians, nurses, physicians, veterinarians and persons 

involved in compounding 

Why Choose USP Global Education and 
Training? 
USP Education and Training courses are developed by 

"USP Subject Matter Experts"-experts instrumental in 

setting the USP standards used in more than 140 countries 

- and presented by "USP Approved Instructors"

professionals with practical firsthand knowledge of specific 

subject areas and proven professional presentation skills. 

Duration: 

Location: 

Format: 

Date: 

4 Hours (3.75 CE hours) 

USP Headquarters, Rockville, MD 

Classroom 

July 17,2014 

Fee: $195 

$490 if registered for <795> and <797> 

$50 discount per person for 3+ individuals 

from the same organization 

For More Information or to Register, 
Visit www.usp.org/meetings-courseslcourses or email 

PharmEd@usp.org. 

www.usp.org 

http:www.usp.org
mailto:PharmEd@usp.org
www.usp.org/meetings-courseslcourses


Proposed Amendments to Pharmacy Practice Act (58-17b) 

1. Require that PIC for non-resident Class Ds hold a Utah pharmacist license. 
Amendments needed to Section 306 (2)(e) and Section 612 (2). 

2. Remove word "retail" from Section 613 (1) to clarify that paragraph applies to 
any pharmacy, not just retail pharmacies . 

.~ 
f 

Remove from Section 103 (2)(b) because this requires that investigators request to 
see applicable license when conducting an inspection. Requesting to see the 
license is no longer necessary because inspectors always verify license before 
arriving to conduct inspection. 

4. Remove 58-17b-309 (2)(c) and (4) because creation of pharmacy technician 
trainee license made exemption unnecessary. 

Proposed Amendments to Controlled Substances Database Act (58-37f) 

I. Amend Section 301 to allow pharmacy interns access to controlled substance 
database. 

2. Appropriation of funding necessary to make improvements to controlled 
substance database. Funding is also necessary to require that pharmacists report 
to database on at least a daily basis. 



58-17b-306. Qualifications for licensure as a pharmacy. 

(1) Each applicant for licensure under this section, except for those applying for a 
class D license, shall: 

(a) submit a written application in the form prescribed by the division; 
(b) pay a fee as determined by the department under Section 63J-1-504; 
(c) satisfy the division that the applicant, and each owner, officer, or manager of 

the applicant have not engaged in any act, practice, or omission, which when considered 
with the duties and responsibilities of a licensee under this section indicates there is cause 
to believe that issuing a license to the applicant is inconsistent with the interest of the 
public's health, safety, or welfare; 

(d) demonstrate the licensee's operations will be in accordance with all federal, 
state, and local laws relating to the type of activity engaged in by the licensee, including 
regulations of the Federal Drug Enforcement Administration and Food and Drug 
Administration; 

(e) maintain operating standards established by division rule made in 
collaboration with the board; and 

(f) acknowledge the division's authority to inspect the licensee's business 
premises pursuant to Section 58-17b-103. 

(2) Each applicant applying for a class D license shall: 
(a) submit a written application in the form prescribed by the division; 
(b) pay a fee as determined by the department under Section 63J-1-504; 
(c) present to the division verification of licensure in the state where physically 

located and verification that such license is in good standing; 
(d) provide a statement of the scope of pharmacy services that will be provided 

and a detailed description of the protocol as described by rule by which pharmacy care 
will be provided, including any collaborative practice arrangements with other health care 
practitioners; 

(e) sign an affidavit attesting that any pharmacist-in-charge employed by the 
applicant and any other healthcare practitioners employed by the applicant and physically 
located in Utah have the appropriate license issued by the division and in good standing; 
and 

(f) sign an affidavit attesting that the applicant will abide by the pharmacy laws 
and regulations of the jurisdiction in which the pharmacy is located. 

(3) Each license issued under this section shall be issued for a single, specific 
address, and is not transferable or assignable. 

58-17b-612. Supervision -- Pharmacist-in-charge. 

(1) (a) Any pharmacy, except a wholesaler, distributor, [out of state mail service 
pharmacy, Jor class E pharmacy, shall be under the general supervision of at least one 
pharmacist licensed to practice in Utah. One pharmacist licensed in Utah shall be 
designated as the pharmacist-in-charge, whose responsibility it is to oversee the operation 
of the pharmacy. 



(b) Notwithstanding Subsection 58-17b-l02(68), a supervising pharmacist does 
not have to be in the pharmacy or care facility but shall be available via a telepharmacy 
system for immediate contact with the supervised pharmacy technician or pharmacy 
intern if: 

(i) the pharmacy is located in: 
(A) a remote rural hospital, as defined in Section 26-21-13.6; or 
(B) a clinic located in a remote rural county with less than 20 people per square 

mile; 
(ii) the supervising pharmacist described in Subsection (1)( a) is not available; and 
(iii) the telepharmacy system maintains records and files quarterly reports as 

required by division rule to assure that patient safety is not compromised. 
(2) Each out-of-state mail service pharmacy shall designate and identify to the 

division a pharmacist holding a current license in good standing in Utah[issued by the 
state in 'Nhich the pharmacy is located] and who serves as the pharmacist-in-charge for all 
purposes under this chapter. 

58-17b-613. Patient counseling. 

(1) A [retail-]pharmacy shall verbally offer to counsel a patient or a patient's 
agent in a personal face-to-face discussion regarding each prescription drug dispensed, if 
the patient or patient's agent: 

(a) delivers the prescription in person to the pharmacist or pharmacy intern; or 
(b) receives the drug in person at the time it is dispensed at the pharmacy facility. 

(2) A pharmacist or pharmacy intern at a pharmacy that receives a prescription 
from a patient by means other than personal delivery, and that dispenses prescription 
drugs to the patient by means other than personal delivery, shall: 

(a) provide patient counseling to a patient regarding each prescription drug the 
pharmacy dispenses; and 

(b) provide each patient with a toll-free telephone number by which the patient 
can contact a pharmacist or pharmacy intern at the pharmacy for counseling. 

(3) Notwithstanding the provisions of Subsections (1) and (2), a pharmacist or a 
pharmacy intern may provide patient counseling to an individual under the jurisdiction of 
the Utah Department of Corrections or a county detention facility via a written, 
telephone, or electronic communication. 

58-17b-l03. Administrative inspections. 

(1) The division may for the purpose of ascertaining compliance with the 
provisions of this chapter, require a self-audit or enter and inspect the business premises 
ofa person: 

(a) licensed under Part 3, Licensing; or 
(b) who is engaged in activities that require a license under Part 3, Licensing. 
(2) Before conducting an inspection under Subsection (1), the division shall, after 

identifying the person in charge: 
(a) give proper identification; 
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[(b) request to see the applicable license or licenses;] 
([ c ]h) describe the nature and purpose of the inspection; and 
([ El]f) provide upon request, the authority of the division to conduct the 

inspection and the penalty for refusing to permit the inspection as provided in Section 
58-17b-504. 

(3) In conducting an inspection under Subsection (1), the division may, after 
meeting the requirements of Subsection (2): 

(a) examine any record, prescription, order, drug, device, equipment, machine, 
electronic device or media, or area related to activities for which a license has been issued 
or is required by Part 3, Licensing, for the purpose of ascertaining compliance with the 
applicable provisions of this chapter; 

(b) reproduce any record or media at the division's own cost; 
(c) take a drug or device for further analysis if considered necessary; 
(d) temporarily seize a drug or device that is suspected to be adulterated, 

misbranded, outdated, or otherwise in violation of this chapter, pending an adjudicative 
proceeding on the matter; 

(e) box and seal drugs suspected to be adulterated, outdated, misbranded, or 
otherwise in violation of this chapter; and 

(f) dispose of or return a drug or device obtained under this Subsection (3) in 
accordance with procedures established by division rule. 

(4) An inspection described in Subsection (1) shall be conducted during regular 
business hours. 

(5) If, upon inspection, the division concludes that a person has violated the 
provisions of this chapter or Chapter 37, Utah Controlled Substances Act, or a rule or 
order issued with respect to those chapters, and that disciplinary action is appropriate, the 
director or the director's designee shall promptly issue a fine or citation to the licensee in 
accordance with Section 58-l7b-504. 

58-17b-309. Exemptions from licensure. 

(2) In addition to the exemptions from licensure in Sections 58-1-307 and 
58-l7b-309.5, the following individuals may engage in the acts or practices described in 
this section without being licensed under this chapter: 

(a) if the individual is described in Subsections (2)(b ), (d), or (e), the individual 
notifies the division in writing of the individual's intent to dispense a drug under this 
subsection; 

(b) a person selling or providing contact lenses in accordance with Section 
58-l6a-801; 

[(c) an inEliviElual engaging in the practice of pharmacy technician unEler the 
Elirect personal supervision of a pharmacist '<',hile making satisfactory progress in an 
approveEl program as ElefineEl in Elivision rule;] 

([ El]f) a prescribing practitioner who prescribes and dispenses a cosmetic drug or 
an injectable weight loss drug to the prescribing practitioner's patient in accordance with 
Subsection (5); 

([ e lQ) an optometrist, as defined in Section 5 8-16a-l 02, acting within the 
optometrist's scope of practice as defined in Section 58-16a-60 1, who prescribes and 

3 



dispenses a cosmetic drug to the optometrist's patient in accordance with Subsection (5); 
and 

([fJ~) an animal shelter that: 
(i) under the indirect supervision of a veterinarian, stores, handles, or administers 

a drug used for euthanising an animal; and 
(ii) under the indirect supervision of a veterinarian who is under contract with the 

animal shelter, stores, handles, or administers a rabies vaccine. 
(3) In addition to the exemptions from licensure in Section 58-1-307, a person 

selling or providing contact lenses in accordance with Section 58-16a-801 is exempt from 
the licensing provisions of this chapter. 

[(4) In accordance with Subsection 58 1 303(1)(a), an individual e){empt under 
Subsection (2)(c) must take all examinations as required by division rule following 
completion of an approved curriculum of education, within the required time frame. This 
exemption expires immediately upon notification of a failing score of an examination, 
and the individual may not continue 't¥orldng as a pharmacy technician even under direct 
supervision. ] 

4 



R156-17b-607. Operating Standards - Supportive Personnel. 
(1) In accordance with Subsection 58-17b-102(66)(a), supportive 

personnel may assist in any tasks not related to drug preparation or processing 
including: 

(a) stock ordering and restocking; 
(b) cashiering; 
(c) billing; 
(d) filing; 
(e) receiving a written prescription and delivering it to the pharmacist, 

pharmacy intern or pharmacy technician; 
(f) housekeeping; and 
(g) delivering a pre-filled prescription to a patient. 

(2) Supportive personnel may update an existing patient's address or 
phone number in a patient profile but shall not enter any other information into a 
patient profile or accept verbal refill information. 

(3) In accordance with Subsection 58-17b-1 02(66)(b), the supervision of 
supportive personnel is defined as follows: 

(a) all supportive personnel shall be under the supervision of a licensed 
pharmacist; and 

(b) the licensed pharmacist shall be present in the area where the person 
being supervised is performing services and shall be immediately available to 
assist the person being supervised in the services being performed except for the 
delivery of prefilled prescriptions as provided in Subsection (1)(g) above. 

(4) I n accordance with Subsection 58-17b-60 1 (1), a pharmacist, 
pharmacy intern or pharmacy technician whose license has been revoked or is 
suspended shall not be allowed to provide any support services in a pharmacy. 



R156-17b-614a. Operating Standards - General Operating Standards, Class 
A and B Pharmacy. 

(1) In accordance with Subsection 58-17b-601 (1), the following operating 
standards apply to all Class A and Class B pharmacies, which may be 
supplemented by additional standards defined in this rule applicable to speci'f/c 
types of Class A and B pharmacies. The general operating standards include: 

(a) shall be well lighted, well ventilated, clean and sanitary; 
(b) if transferring a drug from a manufacturer's or distributors original 

container to another container, the dispensing area, if any, shall have a sink with 
hot and cold culinary water separate and apart from any restroom facilities. This 
does not apply to clean rooms where sterile products are prepared. Clean rooms 
should not have sinks or floor drains that expose the area to an open sewer. All 
required equipment shall be clean and in good operating condition; 

(c) be equipped to permit the orderly storage of prescription drugs and 
durable medical equipment in a manner to permit clear identification, separation 
and easy retrieval of products and an environment necessary to maintain the 
integrity of the product inventory; 

(d) be equipped to permit practice within the standards and ethics of the 
profession as dictated by the usual and ordinary scope of practice to be 
conducted within that facility; 

(e) be stocked with the quality and quantity of product necessary for the 
facility to meet its scope of practice in a manner consistent with the public health, 
safety and welfare; and 

(f) if dispensing controlled substances. be equipped with a security 
system to: 

(i) permit detection of entry at all times when the facility is closed; and 
(ii) provide notice of unauthorized entry to an individual[ who is able to 

respond quickly and reasonably assess the entry and resolve the matter]; and 
(g) be equipped with a lock on any entrances to the facility where drugs 

are stored. 
(2) The temperature of the pharmacy shall be maintained within a range 

compatible with the proper storage of drugs. If a refrigerator or freezer is 
necessary to properly store drugs at the pharmacy,[+]!he pharmacy shall keep a 
daily written or electronic log of the temperature of the refrigerator [aRd:]or freezer 
on days of operation. The log shall be kept for not less than three years[ shall be 
maintained within a range compatible with the proper storage of drugs requiring 
refrigeration or freezing]. 

(3) Facilities engaged in simple, moderate or complex non-sterile or any 
level of sterile compounding activities shall be required to maintain proper 
records and procedure manuals and establish quality control measures to ensure 
stability, equivalency where applicable and sterility. The following requirements 
shall be met: 

(a) shall follow USP-NF Chapter 795, compounding of non-sterile 
preparations, and USP-NF Chapter 797 if compounding sterile preparations; 

(b) may compound in antiCipation of receiving prescriptions in limited 
amounts; 



(c) bulk active ingredients shall: 
(i) be procured from a facility registered with the federal Food and Drug 

Administration; and 
(ii) not be listed on the federal Food and Drug Administration list of drug 

products withdrawn or removed from the market for reasons of safety or 
effectiveness; 

(d) a master worksheet sheet shall be [developed and ]approved by a 
pharmacist or DMP for each batch of sterile or non-sterile pharmaceuticals to be 
prepared. Once approved, a duplicate of the master worksheet sheet shall be 
used as the preparation worksheet sheet from which each batch is prepared and 
on which all documentation for that batch occurs. The master worksheet sheet 
may be stored electronically and shall contain at a minimum: 

(i) the formula; 
(ii) the components; 
(iii) the compounding directions; 
(iv) [a-]sample label information th~FG6ntatn§/~ih'i;additiOn"t6.ie}gall~ 

reg uired~ir:lform'8tiOn[rl~ 
. '. (A)·gerr~Trlfhaml~.>~:ff1~;cr0i3'htity/6rCdn~Gem.r'atl6h'tff;~agh'Yacfivg1lhgr~HiE:i'nt·, . (B)~~~i9n~d:~Qg) . . ",. ". ..,. .' 
. 	(C);Mof<ige90nditto~s; . 


(D)preScriptionqontrQLnumber; 

(v) evaluation and testing requirements; 
(vi) sterilization methods, if applicable; 
(vii) specific equipment used during preparation such as specific 

compounding device; and 
(viii) storage requirements; 
(e) a preparation worksheet sheet for each batch of sterile or non-sterile 

pharmaceuticals shall document the following: 
(i) identity of all solutions and ingredients and their corresponding 

amounts, concentrations, or volumes; 
(ii) manufacturer lot number for each component; 
(iii) component manufacturer or suitable identifying number; 
(iv) container specifications (e.g. syringe, pump cassette); 
(v) unique lot or control number assigned to batch; 
(vi) beyond use date of batch prepared products; 
(vii) date of preparation; 
(viii) name, initials or electronic signature of the person or persons 

involved in the preparation; 
(ix) names, initials or electronic signature of the responsible pharmacist or 

DMP; 
(x) end-product evaluation and testing specifications, if applicable; and 
(xi) comparison of actual yield to anticipated yield, when appropriate; 
[(f) the label of each batch prepared of sterile or non sterile 

pharmaceuticals shall bear at a minimum: 
(i) the unique lot number assigned to the batch; 
(ii) . all solution and ingredient names, amounts, strengths and 
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.. (iii) strength; 


. " .. (jv)'preparatiorraate; 

. (v) nameandaddressbfcolru:?ounder; 

.(vi)inactiveHngredi~rit~; 

~'-:~~'(vii}m~tch::odoHnurnbeh 
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testing; 
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(xiY be"ond-use~date a'ridtime}when :applicable. 

(g) the beyond use date assigned shall be based on currently available 

drug stability information and sterility considerations or appropriate in-house or 
contract service stability testing; 

(i) sources of drug stability information shall include the following: 
(A) references can be found in Trissel's "Handbook on Injectable Drugs", 

17th Edition, October 31,2012; 
(8) manufacturer recommendations; and 
(C) reliable, published research; 
(ii) when interpreting published drug stability information, the pharmacist 

or DMP shall consider all aspects of the final sterile product being prepared such 
as drug reservoir, drug concentration and storage conditions; and 

(iii) methods for establishing beyond use dates shall be documented; and 
(h) there shall be a documented, ongoing quality control program that 

monitors and evaluates personnel performance, equipment and facilities that 
follows the USP-NF Chapters 795 and 797 standards. 

(4) The facility shall have current and retrievable editions of the following 
reference publications in print or electronic format and readily available and 
retrievable to facility personnel: 

(a) Title 58, Chapter 1, Division of Occupational and Professional 
Licensing Act 

(b) R156-1, General Rule of the Division of Occupational and 
Professional Licensing; 

(c) Title 58, Chapter 17b, Pharmacy Practice Act; 



." 


(d) R156-17b, Utah Pharmacy Practice Act Rule; 
(e) Title 58, Chapter 37, Utah Controlled Substances Act; 
(f) R156-37, Utah Controlled Substances Act Rule; 
(g) Title 58, Chapter 37f, Controlled Substance Database Act; 
(h) R156-37f, Controlled Substance Database Act Rule; 
(i) Code of Federal Regulations (CFR) 21, Food and Drugs, Part 1300 to 

end or equivalent such as the USP 01 Drug Reference Guides; 
mcurrent FDA Approved Drug Products (orange book); and 
(k) any other general drug references necessary to permit practice 

dictated by the usual and ordinary scope of practice to be conducted within that 
facility. 

(5) The facility shall maintain a current list of licensed employees involved 
in the practice of pharmacy at the facility. The list shall include individual 
licensee names, license classifications, license numbers, and license expiration 
dates. The list shall be readily retrievable upon inspection by Division and may 
be maintained in paper or electronic form. [The facility shall post the license of 
the facility and the license or a copy of the license of each pharmacist, pharmacy 
intern and pharmacy technician who is employed in the facility, but may not post 
the license of any pharmacist, pharmacy intern or pharmacy technician not 
actually employed in the facility.] 

(6) Facilities shall have a counseling area to allow for confidential patient 
counseling, where applicable. 

(7) A pharmacy shall not dispense a prescription drug or device to a 
patient unless a pharmacist or DMP is physically present and immediately 
available in the facility. [If the pharmacy is located 'Nithin a larger facility such as 
a grocery or department store, and a licensed Utah pharmacist is not 
immediately available in the facility, the pharmacy shall not remain open to 
pharmacy patients and shall be locked in such a way as to bar entry to the public 
or any non pharmacy personnel. ,~II pharmacies located 'Nithin a larger facility 
shall be locked and enclosed in such a way as to bar entry by the public or any 
non pharmacy personnellNhen the pharmacy is closed.] 

(8) Only a licensed Utah pharmacist, DMP or authorized pharmacy 
personnel shall have access to the pharmacy when the pharmacy is closed. 

(9) The facility or parent company shall maintain a [permanent log]record 
for not less than 5 years of the initials or identification codes [wfficR]that identify 
each dispensing pharmacist or DMP by name. The initials or identification code 
shall be unique to ensure that each pharmacist or DMP can be identified; 
therefore identical initials or identification codes shall not be used. 

(10) The pharmacy facility shall maintain copy 3 of DEA order form (Form 
222) [which]that has been properly dated, initialed and filed and all copies of 
each unaccepted or defective order form and any attached statements or other 
documents. 

(11) If applicable, a hard copy of the power of attorney authorizing a 
pharmacist, DMP, or DMP designee to sign DEA order forms (Form 222) shall be 
available to the Division whenever necessary. 

(12) 8.lP]Qharmacist[s], DMP or other responsible individual[s] shall verify 
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that controlled substances are listed on the suppliers' invoices and were actually 
received by clearly recording their initials and the actual date of receipt of the 
controlled substances. 

(13) The pharmacy facility shall maintain a record of suppliers' credit 
memos for controlled substances. 

(14) A copy of inventories required under Section R156-17b-605 shall be 
made available to the Division when requested. 

(15) The pharmacy facility shall maintain hard copy reports of surrender 
or destruction of controlled substances and legend drugs submitted to 
appropriate state or federal agencies. 

(16) If the pharmacy does not store drugs in a locked cabinet and 
has[includes] a drop/false ceiling, the pharmacy's perimeter walls shall extend to 
the hard deck, or other measures shall be taken to prevent unauthorized entry 
into the pharmacy. 



#12 on inspection sheet ... New to add to rules for the labeling ofthe prescription 
itself when being dispensed to the user or agent: 

All prescription labels for compounded sterile and non-sterile medications when 
dispensed to the ultimate user or agent shall bear at a minimum in addition to what is 
required in UCA 58-17b-602: 

(i) The unique lot number assigned to each batch 
(ii) Beyond-use-date 
(iii) Appropriate ancillary instructions, such as storage instructions or cautionary 

statements, including cytotoxic warning 
(iv) All active solution and active ingredient names, amounts, strengths, and 

concentrations, where applicable with exception: 
a. Intraveneous 797 sterile compounded products, which shall bear all 

solution and ingredient names, amounts, strengths and concentrations, 
where applicable 

(v) Quantity 
(vi) "This is a compounded preparation" shall be indicated 

156-17b-614a (d). 

(iv) 	 Sample labeling infonnation shall contain, in addition to legally required 
infonnation: 
a. Generic name and quantity or concentration ofeach active ingredient 
b. Assigned BUD 
c. Storage Conditions 
d. Prescription or control number 



Items to Cover in Next Pharmacy Newsletter 

1. 	 Clarify standard for compounding meds that have similar FDA approved 
compounding kit. 

2. 	 Clarify office use compounding issue. Bill that passed vs. federal law that passed 
and new administrative rule. 

3. 	 Info regarding new possible use of interconnect. 

4. 	 Misc. rule amendments. 

5. 	 Informing about hemp bill. 

6. 	 Clarify how to transition Tramadal from C4 to C5 CS and Hydrocodone from C3 
to C2. 

7. 	 Clarify that pharmacies should be collecting ID number of person picking up 
prescription and share new definition. 

8. 	 Share common pharmacy violations: (1) missing annual inventory for the last 5 
years, signed by PIC; (2) missing perpetual inventory for Clls; (3) expired meds; 
(4) other. 




