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Re: Advice for DOPL and Utah Board of Pharmacy: Utah MPJE Requirement for All PICs 

Issue: Is it legally permissible for the Division of Occupational and Professional Licensing ("DOPL" or 

"Division") and the Utah Board of Pharmacy ("Board") to draft and enact an administrative rule requiring 

each out-of-state Pharmacist-in-Charge ("PIC") to take the Utah version of the MPJE1? 

Answer: The statutory authority of the Division and Board to require out-of-state PICs to take the 

Utah MPJE, to the extent that the requirement only applies to PICs, is questionable at best. However, 

enacting a rule that requires all pharmacist applicants to take the Utah MPJE would result in many PICs 

being required to take the Utah MPJE as a practical matter. This is because each out-of-state PIC must 

be licensed in Utah to dispense prescriptions in Utah unless working for an out-of-state mail service 

pharmacy. And, as a practical matter, a rule that requires these pharmacist applicants to take the Utah 

MPJE would also apply to all such applicants who will end up being designated as PICs. 

1 The National Association of Boards of Pharmacy indicates, "The MPJE, or Multistate Pharmacy Jurisprudence 
Examination, combines federal- and state-specific questions to test the pharmacy jurisprudence knowledge of 
prospective pharmacists." See MPJ£, at http://www.nabp.net/programs/examination/mpje (last visited July 16, 
2015). 

http://www.nabp.net/programs/examination/mpje


However, the three most obvious drawbacks of this kind of rule are that (1) the rule would need to apply 

broadly to all pharmacist applicants with the Division, not just to out-of-state PICs; (2) the rule would 

not apply to PICs of out-of-state mail service pharmacies; and, (3) the rule would only apply at the time 

an individual submits an application for licensure as a pharmacist. 

Analysis: 

Requiring Utah MPJE for PICs Only May Be Problematic 
It should first be noted that the authority of administrative agencies and boards in Utah to make valid 
regulations is limited. For instance, the Utah Supreme Court noted, "It is a longstanding principle of 
administrative law that an agency's rules must be consistent with its governing statutes."2 In addition, in 
order to be valid, a rule cannot be "out of harmony or in conflict with the express provisions of a 
statute/' because then the rule would have the effect of changing the statute.3 

In other words, a rule cannot conflict with a statute because an applicable provision in a statute trumps 
a conflicting administrative rule. Thus, the Utah Supreme Court recently stated that" '[r]ules are 
subordinate to statutes and cannot confer greater rights or disobilitles' than those set forth in 
legislation."4 

Accordingly, it may be problematic for the Division and Board to enact a rule that requires only PICs, and 
not all applicants for licensure, to take the Utah MPJE. This is because the legislature has expressly 
identified qualifications for PICs by definition. In addition, the legislature has apparently not specifically 
delegated authority to the Division and Board to enact rules regarding further qualifications for PICs. 

First, the legislature included specific qualifications for PICs by definition in Utah Code Ann. § 58-17b
201(49). This statute indicates that a PIC must: 

(a) be a pharmacist currently licensed in good standing; 

(b) accept responsibility for the operation of a pharmacy in conformance with all laws and rules 
pertinent to the practice of pharmacy and the distribution of drugs; and, 

(c) be personally in full and actual charge ofthe pharmacy and all personnel. 

As noted above, the first requirement in Subsection 58-17b-201(49) is that a PIC must be "a pharmacist" 
who is "currently licensed in good standing." (Emphasis added). But, Subsection 58-17b-201(49) does 
not explicitly state within this definition that the PIC must be licensed in Utah. Nevertheless, under 
Subsection 58-17b-201(48), a "pharmacist" is defined as "an individual licensed by this state to engage 
in the practice of pharmacy." (Emphasis added). Accordingly, reading these two definitions in concert, 
because a PIC must be a "pharmacist," and because a pharmacist must be "licensed by this state" for 

2 Sanders Brine Shrimp v. Audit Div., 846 P.2d 1304, 1306 (Utah 1993). 

3 See Consolidation Coal Co. v. Utah Div. ofState Lands & Forestry, 886 P.2d 514, 532 (Utah 1994) (Bench, J., 

concurring and dissenting) (quoting Olson Constr. Co. v. State Tax Comm'n, 12 Utah 2d 42, 45, 361 P.2d 1112, 1113 


(1961». 

4 Dorsey v. Department of Workforce Services, 330 P.3d 91, 94 (Utah 2014) (emphasis added), quoting Rocky 

Mountain Energy v. Utah State Tax Comm'n,852 P.2d 284, 287 (Utah 1993). 




purposes of the Utah Pharmacy Practice Act, it would appear that a PIC must be licensed by Utah in 
order to be deSignated as a PIC under Utah law, unless an exception applies. 

Further, absent an exception, another statute concerning PICs requires PICs of pharmacies dispensing 
prescriptions in Utah to be licensed in Utah. Utah Code Ann. § 58-17b-612(1)(a) provides: 

Any pharmacy, except a wholesaler, distributor, out-of-state mail service pharmacy, or class E 
pharmacy, shall be under the general supervision of at least one pharmacist licensed ta 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. (Emphasis added). 

Based on this provision, any pharmacy required to have a PIC pursuant to Utah law must have a PIC who 
is a pharmacist licensed in Utah, except any out-of-state mail service pharmacy. Nevertheless, this 
requirement does not apply to out-of-state mail service pharmacies because of an exception found in 
Subsection 58-17b-612(2), which states: 

Each out-of-state mail service pharmacy shall designate and identify to the division a pharmacist 
holding a current license in good standing issued by the state in which the pharmacy is located 
and who serves as the pharmacist-in-charge for all purposes under this chapter. (Emphasis 
added). 

Therefore, it should be noted that the Utah legislature no doubt intended to specifically exclude the PICs 
of out-of-state mail service pharmacies from being required to obtain pharmacist licenses in Utah. 
Consequently, the Division and Board apparently do not have any rule making authority to make PICs for 
out-of-state mail service pharmacies meet specific examination requirements that only pertain to 
licensure in Utah. 

Importantly, while the Utah legislature expressly identified the specific qualifications for PICs indicated 
above, not one of the statutory provisions concerning PICs appears to expressly or impliedly 
contemplate the Division or Board crafting more specific rules regarding these qualifications. Therefore, 
a new rule of such magnitude would likely be viewed as effectively changing the statute. This is because 
it would add a significant qualification beyond the qualifications the legislature chose to include even 
though the legislature did not state or imply that the Division and Board had such authority. As 
indicated above, administrative rules are "subordinate" to statutes, and rules that seek to "confer 
greater rights or disabilities" are problematic.s 

On the other hand, it should be noted that a new rule that requires PICs to pass the Utah MPJE in order 
to be licensed in Utah would arguably not directly "conflict" with any express statutory provision. This is 
because none of the Utah statutes regarding PICs appear to specifically prohibit the addition of separate 
examination requirements for PICs. 

As a reSUlt, even though the Division's and Board's authority to add specific examination requirements 
for PICs only is questionable at best, it cannot be determined with absolute certainty that the Division 
and Board lack the authority to legally add such a requirement. Nevertheless, it does appear that such a 
requirement would likely be struck down if challenged in court even if the legislature remained silent 
when it comes to specific examination reqUirements for PICs. 

5 See Dorsey, supra n.3 (emphasis added). 



The Statutory Authority to Enact Rules Pertaining to Examination Requirements is Limited 
In addition, even if the legislature was silent when it comes to specific examination requirements for 
PICs, the statutory authority the legislature did expressly provide is very clear. This statutory authority 
granted to the Division and Board concerning examination requirements for pharmacist license 
applicants is located in Utah Code Ann. § 58-17b-303. 

Section 58-17b-303 provides two different ways for pharmacists to qualify for licensure, one being by 
standard application "for licensure," and the other being by application "for a license by endorsement." 
And, this section contemplates specific examination requirements for only these two types or categories 
of applicants. First, under Subsection 58-17b-303(1)(h), standard applicants must "have successfully 
passed examinations required by division rule made in collaboration with the board." (Emphasis 
added). Second, under Subsection 58-17b-303(3)(j), applicants for license by endorsement must "pass 
the jurisprudence examination prescribed by division rule made in collaboration with the board." 
(Emphasis added). 

In both cases, then, the Utah legislature specifically delegated rule making authority to the Division and 
Board when it comes to examination requirements within the parameters indicated in Subsections 58
17b-303(1)(h) and (3)(j). However, although the legislature expressly delegated rule making authority to 
the Division and Board separately regarding examination requirements for standard applicants and for 
applicants by endorsement, the legislature did not include any separate delegation of authority when it 
comes to PICs. And, because the legislature clearly considered and contemplated the authority it 
wanted to delegate to the Division when it comes to examination requirements for two, specific 
categories of applicants, it follows that the legislature likely intended to limit the Division's and Board's 
rule-making authority in this area to the two categories mentioned. 

The Division and Board Likely Have Statutory Authority to Require the Utah MPJE for All Utah Applicants 
Nevertheless, because PICs other than PICs of out-of-state mail service pharmaCies must be licensed in 
Utah, the Division and Board could appropriately enact a rule that effectively requires out-of-state PICs 
who must be licensed in Utah to take the Utah MPJE. However, such a rule would need to apply broadly 
to all pharmacist applicants with the Division, not just to out-of-state PICs. 

Under the current rules for pharmacist license applicants, Rule R156-17b-303c(1) of Utah's Pharmacy 
Practice Act Rule, provides, "In accordance with Subsection 58-17b-303(1)(h), the examinations that 
shall be successfully passed by an applicant for licensure as a pharmacist are: 

(a) the NAPLEX with a passing score as established by NABP; and 

(b) the Multistate Pharmacy Jurisprudence Examination (MPJE) with a minimum passing score as 
established by NABP. 

Furthermore, Rule R156-17b-303c(3}, states, "In accordance with Subsection 58-17b-303(3)(j}, an 
applicant applying by endorsement is required to pass the MPJE." While both types of applicants must 
pass the MPJE to be licensed as a pharmacist in Utah under the current rules, the current rules do not 
specify that either type of applicant must pass Utah's MPJE. 

But, because the Utah Legislature clearly delegated rule making authority to the Division in collaboration 
with the Board regarding the exams for both types of applicants, the Division and Board together clearly 



appear to have the statutory authority to expressly and specifically require all applicants for licensure as 

pharmacists to pass the Utah MPJE. Then, in the event the Division and Board expressly require by rule 

that both types of applicants pass the Utah MPJE to qualify for pharmacist licensure in Utah, the result 

would be that all PICs required to be licensed in Utah would have to pass the Utah MPJE in order to 

qualify as PICs. 


A serious limitation with any Utah MPJE requirement tied to applications for licensure is that the 

requirement would only apply when an applicant applies for licensure. This means, of course, that even 

a rule that applies to all relevant applicants would not immediately apply retroactively to PICs who are 

currently licensed as pharmacists in Utah. 


Constitutionality of a Utah MPJE Requirement: 

Finally, an administrative licensing rule that requires each pharmacist license applicant to take the Utah 

MPJE in order to be licensed in Utah, even out-of-state applicants, would be constitutional as long as (1) 

the reason for the rule has a legitimate, government purpose and (2) the rule could conceivably help 

accomplish that purpose in some rational way (Le. in a way that logically makes sense). In other words, 

in the context of regulating pharmacies which are subject to the jurisdiction of the State of Utah, the 

following constitutional standards apply: 


[T]he law [or administrative rule] need only rationally relate to any legitimate end [or purpose] 
of [the] government [of the State of Utah]. As long as there is any conceivable basis for finding 
such a rational relationship, the law will be upheld [as constitutional]. Only when a law is a 
totally arbitrary deprivation of liberty will it violate substantive due process guarantee."6 

For instance, if the purpose of the rule is to increase compliance with Utah pharmacy regulations as to 
prescriptions dispensed in Utah, then the rule would have a legitimate government purpose. This is 
because the government of the State of Utah has a legitimate interest in protecting the residents of the 
state through regulation of the prescription drugs dispensed in the state. And, if requiring all relevant 
license applicants to take Utah's MPJE would conceivably tend to result in an increase in the familiarity 
of pharmacists with Utah pharmacy regulations before dispensing prescriptions in Utah, then the rule 
would also be rationally related to this purpose. 

In this scenario, there would be a rational relationship between the state's purpose and any Utah MPJE 
requirement because any pharmacists who must be licensed in Utah in order to dispense prescriptions 
here (including any relevant out-of-state PICs) would be subject to the Utah MPJE requirement. And, 
increased familiarity with Utah pharmacy regulations among these pharmacists would conceivably lead 
to a corresponding increase in compliance with Utah pharmacy regulations when it come to 
prescriptions dispensed in Utah. 

However, in the event there was actually no material difference between the Utah MPJE and an MPJE 
administered in other states, then requiring a Utah MPJE would be constitutionally problematic. This is 
because, in that case, the requirement would likely be considered arbitrary and lacking a rational 
relationship to a legitimate government purpose. 

6 John E. Nowak & Ronald Rotunda, Constitutional Law §11.4, p.456 (7th ed. 2004). 
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Westlaw, 
U.C.A. 1953 § 58-]-202 Page 1 

West's Utah Code Annotated Currentness 

Title 58. Occupations and Professions 

"(I] Chapter 1. Division of Occupational and Professional Licensing Act (Refs & Annos) 

"(I] Part 2. Boards 

.... § 58-1-202. Boards--Duties, functions, and responsibilities 

(1) The duties, functions, and responsibilities of each board include the following: 

(a) recommending to the director appropriate rules; 

(b) recommending to the director policy and budgetary matters; 

(c) approving and establishing a passing score for applicant examinations; 

(d) screening applicants and recommending licensing, renewal, reinstatement, and relicensure actions to the director 

in writing; 

(e) assisting the director in establishing standards of supervision for students or persons in training to become 


qualified to obtain a license in the occupation or profession it represents; 


(f) acting as presiding officer in conducting hearings associated with adjudicative proceedings and in issuing 


recommended orders when so designated by the director; and 


(g) in accordance with Subsection (3), each board may recommend to the appropriate legislative committee whether 

the board supports a change to the licensing act. 

(2) Subsection (1) does not apply to boards created in Title 58, Chapter 55, Utah Construction Trades Licensing Act. 

(3)(a) This Subsection (3) applies to the following: 

(i) Chapter 5a, Podiatric Physician Licensing Act; 

(ii) Chapter 16a, Utah Optometry Practice Act; 

© 2015 Thomson Reuters. No Claim to Orig. US Gov. Works. 



U.c'A. 1953 § 58-1-202 Page 2 

(iii) Chapter 17b, Pharmacy Practice Act; 

(iv) Chapter 24b, Physical Therapy Practice Act; 

(v) Chapter 28, Veterinary Practice Act; 

(vi) Chapter 31 b, Nurse Practice Act; 

(vii) Chapter 40a, Athletic Trainer Licensing Act; 

(viii) Chapter 44a, Nurse Midwife Practice Act; 

(ix) Chapter 67, Utah Medical Practice Act; 

(x) Chapter 68, Utah Osteopathic Medical Practice Act; 

(xi) Chapter 69, Dentist and Dental Hygienist Practice Act; 

(xii) Chapter 70a, Physician Assistant Act; 

(xiii) Chapter 71, Naturopathic Physician Practice Act; and 

(xiv) Chapter 73, Chiropractic Physician Practice Act. 

(b) Subsection (1 )(g) does not: 


0) require a board's approval to amend a practice act; and 


(ii) apply to technical or clarifying amendments to a practice act 

CREDIT(S) 

Laws 1985, c. 187, § 10; Laws 1990, c. 103, § 4; Laws 1993, c. 297, § 15; Laws 2002, c. 241, § I, eff. July 1,2002; 

Laws 2012, c. 259, § I, eff. May 8, 2012. 


Codifications C, 1953, § 58-1-8. 


CROSS REFERENCES 


© 2015 Thomson Reuters. No Claim to Orig. US Gov. Works. 



c 

Westlaw 
U.C.A. 1953 § 58-1-203 Page 1 

West's Utah Code Annotated Currentness 

Title 58. Occupations and Professions 

"'[jj Chapter I. Division of Occupational and Professional Licensing Act (Refs & Annos) 

"'Iii Part 2. Boards 

~ ~ § 58-1-203. Duties, functions, and responsibilities of division in collaboration with 
board--Construction Services Commission 

(1) The following duties, functions, and responsibilities of the division shall be performed by the division with the 

collaboration and assistance of the appropriate board: 

(a) defining which schools, colleges, universities, departments of universities, military educational and training 

programs, or other institutions oflearning are reputable and in good standing with the division; 

(b) prescribing license qualifications; 

(c) prescribing rules governing applications for licenses; 

(d) providing for a fair and impartial method of examination of applicants; 

(e) defining unprofessional conduct, by rule, to supplement the definitions under this chapter or other licensing 

chapters; 

(f) establishing advisory peer committees to the board and prescribing their scope of authority; and 

(g) establishing conditions for reinstatement and renewal oflicenses. 

(2) Notwithstanding Subsection (1), the duties, functions, and responsibilities of the division outlined in Subsection 

(1) shall, instead, be performed by the Construction Services Commission for all purposes of Title 58, Chapter 55, 

Utah Construction Trades Licensing Act. 

CREDIT(S) 

Laws 1985, c. 187, § 10; Laws 1993, c. 297, § 16; Laws 2002, c. 241, § 2, eff. July I, 2002; Laws 20 II, c. 181, § 2, eff. 

May 10, 20 II. 

© 2015 Thomson Reuters. No Claim to Orig. US Gov. Works. 



R156-17b-61O.5 Dispensing in emergency department - Patient's immediate need. 

In accordance with Subsection 5 8-17b-61 0.5, guidelines for medical practitioners to 
dispense drugs to a patient, in a hospital emergency department, include the following: 

(1) To meet a patient's immediate needs the prescribing practitioner may provide up to a 
three day emergency supply, which is properly labeled, to a patient. 

(2) Notwithstanding, Subsection R156-17b-610.5 (1) STI prophylaxis can be provided in 
an emergency supply of seven days. 

(3) Labeling ofan emergency supply shall at minimum include: 
(a) prescribing practitioner'S name, facility name and telephone number; 
(b) patient's name 
(c) name of medication and strength 
(d) date given; and 
(e) instructions for use. 

(4) Records ofcontrolled substances dispensed by the prescribing practitioner must be 
provided to the appropriate Class,A pharmacy so that the applicable prescription data can be 
reported to the CSD. 



Utah 

Central Processing Relevant Law and Rule 

58-17b-102 (9) 

"Centralized prescription processing" means the processing by a pharmacy of a request from another 

pharmacy to fill or refill a prescription drug order or to perform processing functions such as dispensing, 

drug utilization review, claims adjudication, refill authorizations, and therapeutic interventions. 

R156-17b-102 

(7) "Centralized Prescription Filling" means the filling by a pharmacy of a request from another 

pharmacy to fill or refill a prescription drug order. 

(8) "Centralized Prescription Processing" means the processing by a pharmacy of a request from 

another pharmacy to fill or refill a prescription drug order or to perform processing functions such as 

dispensing, drug utilization review (DUR), claims adjudication, refill authorizations, and therapeutic 
interventions. 

R1S6-17b-614f. Operating Standards - Class A, B, D, and E - Central Prescription Processing and Filling. 
In accordance with Subsection 58-17b-601 (1), the following operating g standards apply to 

Class A, Class B, Class D and Class E pharmacies that engage in central prescription processing or central 
prescription filling. The operating standards include: 

(1) A pharmacy may perform centralized prescription processing or centralized prescription 
filling services for a dispensing pharmacy if the parties: 

(a) have common ownership or common administrative control; or 
(b) have a written contract outlining the services to be provided and the responsibilities and 

accountabilities of each party in fulfilling the terms of said contract in compliance with federal and state 
laws and regulations; and 

(c) share a common electronic file or have appropriate technology to allow access to sufficient 
information necessary or required to fill or refill a prescription drug order. 

(2) The parties performing or contracting for centralized prescription processing or filling 
services shall maintain a policy and procedures manual, and documentation of implementation, which 
shall be made available to the Division upon inspection and which includes the following: 

(a) a description of how the parties will comply with federal and state laws and regulations; 
(b) appropriate records to identify the responsible pharmacists and the dispensing and 

counseling process; 
(c) a mechanism for tracking the prescription drug order during each step in the dispensing 

process; 
(d) a description of adequate security to protect the integrity and prevent the illegal use or 

disclosure of protected health information; and 
(e) a continuous quality improvement program for pharmacy services designed to objectively 

and systematically monitor and evaluate the quality and appropriateness of patient care, pursue 
opportunities to improve patient care, and resolve identified problems. 



1. This is new and will need to be added to Pharmacy Act Rules 

There is nothing in Ru1es that addresses labeling of dispensed compounds. RI56-17b
614a (f) only refers to batch labeling. 


Current: 
RI56-17b-614a (f)(i-vi)(g) 
(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: 
(f) the label ofeach 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 concentrations, when 
applicable; 
(iii) quantity; 
(iv) beyond use date and time, when applicable; 

(v) appropriate ancillary instructions, such as storage instructions or cautionary 

statements, including cytotoxic warning labels where appropriate; and 

(vi) device-specific instructions, where appropriate; 

fg1 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; 


Change to: 
R156-17b-614a(f)(i-vi)(g)(h) 
(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: 
(f) the label of each batch prepared of sterile or non-sterile pharmaceuticals shall bear at a 
mlrumum: 
(i) the unique lot number assigned to the batch; 
(ii) all solution and ingredient names, amounts, strengths and concentrations, when 
applicable; 
(iii) quantity; 
(iv) beyond use date and time, when applicable; 
(v) appropriate ancillary instructions, such as storage instructions or cautionary 
statements, including cytotoxic warning labels where appropriate; and 
(vi) device-specific instructions, where appropriate; 
(g) 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-602L 
(i) generic name and quantity or concentration of each active ingredient. In the instance 
of a sterile preparation for parenteral use, labeling shall include the name and base 
solution for infusion preparation. 
(ii) assigned compounding record 
(iii)"This is a compounded preparation" or similar language shall be indicated. 
(hl 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; 



2. R156-17b-614a (3)(d)(iv) 

(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: 

(d) a master worksheet sheet shall be 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 infurmation; 
(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; 

Replace with: 
(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: 

(d) a master worksheet sheet shall be 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) sample labeling infonnation. which sha1l contain. in addition to legally 
required information: 

1. generic name and quantity or concentration of each active ingredient 

3. storage conditions 
4. prescription or control number, whichever is applicable. 

(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; 



3. Current: 

R 1S6-17b-614a(f)(i-iv) 

(f) the label ofeach batch prepared of sterile or non-sterile pharmaceuticals shall bear at a 

minimum: 

(i) the unique lot number assigned to the batch; 

Eii) all solution and ingredient names. amounts, strengths and concentrations. when 

applicable; 

(iii) quantity; 
(iv) beyond use date and time, when applicable; 
(v) appropriate ancillary instructions, such as storage instructions or cautionary 
statements, including cytotoxic warning labels where appropriate; and 
(vi) device-specific instructions, where appropriate; 

Change to: 

(f) the label of each batch prepared ofsterile or non-sterile pharmaceuticals shall bear at 
a minimum: 

(i) aU active solution and ingredient names, anlounts strengths and concentrations, 
when applicable; 
(ii) the unique lot number assigned to the batch 
(iii) quantity; 
(iv) Assigned beyond-use-date, based on published data, or appropriate testing 
(v) Appropriate ancillary instructions, such as storage instructions or cautionary 

statements, including cytotoxic warning 
(vi) Device-specific instructions, where appropriate; 



4. Current: 

R156-17b-614a (3)( d) 
(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: 
(d) a master worksheet sheet shall be 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; 
(v) evaluation and testing requirements; 
(vi) sterilization methods, ifapplicable; 
(vii) specific equipment used during preparation such as specific 

compounding device; and 
(lim) storage requirements; 

Change to: 

R156-17b-614a (3)(d) 
(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: 
(d) a master worksheet sheet shall be 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) official or assigned name 
(ii) strength. and 
(iii) dosage form of the preparation 
(iv) calculations needed to determine and verify guantities of 

components and doses of active pharmaceutical ingredients 
(v) description of all ingredients and their quantities 
(vi) compatibility and stability information, including references when 

available 
(vii) equipment needed to prepare the preparation 
(viii) mixing instructions that should include: 

a. order of mixing 
b. mixing temperatures or other environmental controls 
c. duration of mixing 



d. other factors pertinent to the replication of the preparation as 
compounded. 

(viii) 	 sample labeling information, which shall contain, in addition to 
legally required information: 
a. generic name and quantity or concentration of each active 
ingredient 
b. assigned BUD 
c. storage conditions 
d. prescription or control number, whichever is applicable. 

(ix) 	 container used in dispensing 
(x) 	 packaging and storage requirements 
(xi) 	 description of final preparation 
(xii) 	 quality control procedures and expected results. 



5. Current: 

R156-17b-614a (3)(e) 
(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: 
(e) a preparation worksheet sheet for each batch of sterile or non-sterile pharmaceuticals 

shall document the following: 
(0 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; 
(i~/) 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 

phannacist or DMP; 
(x) end product evaluation and testing speci 11 cations, if applicable; 

aad 
(xi) comparison ofactual yield to anticipated yield, ...vhen 

appropriate: 

Change to: 

R156-17b-614a (3)(e) 
(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 foHowing requirements shall be met: 
(e) a preparation worksheet sheet for each batch of sterile or non-sterile pharmaceuticals 

shall document the following: 

(i) official or assigned name, 
(ii) strength, and 
(iii) dosage of the preparation 
(iv) Master Formulation Record reference for the preparation 
(v) names and guantities of all components 
(vi) sources, lot numbers, and expiration dates of components 
(vii) total quantity compounded 
(viii) name of the person who prepared the preparation, 
(ix) and name of the compounder who approved the preparation 
(x) name of the person who performed the quality control procedures, 



(xi) 	 date of preparation 
(xii) 	 assigned control, if for anticipation of use or prescription number, if 

patient specific, whichever is applicable 
(xiii) 	 assigned BUD 
(xiv) 	 duplicate label as described in the Master Formulation Record 
(xv) 	 description of final preparation 
(xvi) 	 results of quality control procedures (e.g., weight range of filled 

capsules, pH of aqueous liquids) 
(xvii) 	 documentation of any quality control issues and any adverse reactions 

or preparation problems reported by the patient or caregiver. 



RI56-17b-614a(3) 

(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) All facilities who dispense prescriptions must comply with the record 
keeping requirements oftheir State Boards of Pharmacy. When a facility 
compounds a preparation according to the manufacturer's labeling 
instructions, then further documentation is not required. All other 
compounded preparations require further documentation 
as described in this section. 

(e) a master worksheet sheet shall be 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) official or assigned name 
(ii) strength, and 
(iii) dosage form of the preparation 
(iv) calCulations needed to determine and verify quantities ofcomponents and 

doses ofactive pharmaceutical ingredients 
(v) description of all ingredients and their quantities 
(vi) compatibility and stability information, including references when 

available 
(vii) equipment needed to prepare the preparation 
(viii) mixing instructions that should include: 

a. order ofmixing 
b. mixing temperatures or other environmental controls 
c. duration of mixing 
d. other factors pertinent to the replication of the preparation as 
compounded. 

(viii) sample labeling information, which shall contain, in addition to 
legally required information: 
a. generic name and quantity or concentration of each active 
ingredient 
b. assigned BUD 
c. storage conditions 
d. prescription or control number, whichever is applicable. 

(ix) container used in dispensing 



(x) packaging and storage requirements 
(xi) description of final preparation 
(xii) quality control procedures and expected results. 

(f) 	a preparation worksheet sheet for each batch of sterile or non-sterile 
pharmaceuticals shall document the following: 

(i) 	 official or assigned name, 
(ii) 	 strength, and 
(iii) 	 dosage of the preparation 
(iv) 	 Master Formulation Record reference for the preparation 
(v) 	 names and quantities of all components 
(vi) 	 sources, lot numbers, and expiration dates of components 
(vii) 	 total quantity compounded 
(viii) 	 name of the person who prepared the preparation, 
(ix) 	 and name of the compounder who approved the preparation 
(x) 	 name of the person who performed the quality control procedures, 
(xi) 	 date of preparation 
(xii) 	 assigned control, if for anticipation of use or prescription number, if 

patient specific, whichever is applicable 
(xiii) 	 assigned BUD 
(xiv) 	 duplicate label as described in the Master Formulation Record 
(xv) 	 description of final preparation 
(xvi) 	 results of quality control procedures (e.g., weight range of filled 

capsules, pH of aqueous liquids) 
(xvii) 	 documentation of any quality control issues and any adverse 

reactions or preparation problems reported by the patient or 
caregiver. 

(g) 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 active solution and ingredient names, amounts strengths and 

concentrations, when applicable;; 
(iii) quantity; 
(iv) beyond use date and time, when applicable; 
(v) appropriate ancillary instructions, such as storage instructions or cautionary 

statements, including cytotoxic warning labels where appropriate; and 
(vi) device-specific instructions, where appropriate; 
(h) 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-602L 

(i) generic name and quantity or concentration of each active ingredient. In the 
instance of a sterile preparation for parenteral use, labeling shall include the 
name and base solution for infusion preparation. 

(ii) assigned compounding record 

(iii)"This is a compounded preparation" or similar language shall be indicated. 

(i) 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; 

(B) manufacturer recommendations; and 
(C) reliable, published research; 
(ii) 	when interpreting published drug stability information, the pharmacist or 

DMP shall consider all aspects ofthe 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 
G) 	 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. 


