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[B:](2)a) [Anindieidust]a person whose interpreter[#]_or
trangliterator certificate has been suspended or reveked for unlawful
or unprofessional conduct may apply for reinstatement to the Beard.

(b)_The Board may;

(i) reguire the applicant for reinstatement to complete the
procedure for ¢ertification, or

(ii)_ [may—Jupon consultation with the advisory board,
designate the areas of the application process in which the applicant
[shat]will be reviewed,

KEY: certification, interpreters[/]. transliterators
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2712015

Notice of Continuation: September 9, 2014

Authorizing, and Implemented or Interpreted Law: 53A-24-

103; 53A-1-401(3); 53A-26a-201, 53A-26a-202; 53A-26a-303

through 53A-26a-303
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RULE ANALYSIS
PURPOSE OF THE RULE OR REASCN FOR THE
CHANGE: During the 2015 General Session, the state
legislature passed a new statute, Section 28-57-103 (H.B.
415) suthorizing the Utah Department of Health to set
standards for electronic-cigarette substances.

SUMMARY COF THE RULE OR CHANGE: The propcsed rule
seeks to regulate electronic-cigarette substances at the point
of sale between the retailer and the consumer.  The
regulation takes the form of standards for: 1) labeling; 2)
nicotine conient; 3) packaging; and 4) preduct quality. As
stated in Sectlon 28-57-103, the sale of selectronic-cigarette
substancas that fail to meet these standards will be
prohibited. The purpose of enacting regulatory standards for
these preducts is to attempt to limit the increased number of
nicotine related poisonings in the state. Labeling standards
seek to better communicate product information and nicotine
toxiclty to the consumers. Standards for nicoting content set
a limit for the concentration of nicotine in an electronic-
cigarette substance, and a maximum for variation frem the
labelled concentration. Packaging standards are intended to
make child entry and tampering tc the product more difficult,
Product gquality standards prescribe requirements for
ingredients used in electronic-cigarette substances, The rule

alsc features recordkeeping provisions that will aid retailers in
proving campliance to the aforementioned standards.

STATUTORY OR CONSTITUTIONAL AUTHORIZATION FOR
THIS RULE: Section 26-57-103 and Subsection 59-14-
803(5)

ANTICIPATED COST OR SAVINGS TO:

+ THE STATE BUDGET: The state health department will
incur costs from the implementation of this rule. The state
health department will need to utilize a contract with their
media partners to distribute the information of the rule to
effected persons. The state hesalth department will be
responsible for funding the comgliance checks of local health
departments to enforce this rule. As no additional funding
was provided fo the department as a part of the authority to
create the rule, the stafe health department will need to divide
the funds used for tobacco retail compliance-checks with the
compliance checks for this rule. As such, it will cost the state
health department approximately $172,800 of the Tobacce
Prevention and Control Programs budget to cover the cost of
enforging the rule. Calculating savings tc state government is
difficult, but there are departments that may experience
savings as a result of this rule. It is hoped that the Utah
Poisan Control Center will see a decrease in the number of
poison control calls related to elecironic-cigarette substances.
Thaugh exact figures are not available, it is estimated that the
cost of receiving a poison control call s $65 and the number
of electronlc-cigarette related poison control calls in 2014 was
131, and therefore cost the state $8,515, It is unlikely that the
standards in the rule will eliminate these calls to poison
control centers, but a decrease would mean savings for the
state. There may also be savings to the Utah Medicaid
program. Poigonings among Medicaid covered individuals
would increase medical bills, It has been estimated that the
medical costs associated with a single peisoning is $15,000
for in-hospital treatment and $3,000 for an emergency rcom
visit. Though the health depariment cannot determine the
number of electronic-cigarette related peisoning among
Medicaid patients (and thus the total savings}, it is expected
that that there would be some savings to Medicaid through
enforcing the rule.

+ LOCAL GOVERNMENTS: The state health department will
be responsidle for funding the compliance checks of local
health departments to enforce the rule; therefore state funds
become a part of the local health department's budget. As no
additional funding was provided to the department as a part
of the authority to create the rule, local health departments
will need tc divide the funds used for tobacco retail
compliance checks with the compliance checks for this rule.
As such, it will cost local health departments approximately
$172,800 to enforce the standards of the rule. However, local
health departments may impose fines for non-compliance,
which could offsat some of these costs. The state health
department does not expect that there will be any savings to
local government budgets. It is anticipated that the rule will
only interact with Jocal government in the context of ensuring
compliance. Therefore savings will only occur at the local
govarnment level if there are fines imposed by a lccal
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government entity and that revenus exceeds the cost of
enforcement. At this time, the health depariment cannot
predict these amounts,

+ SMALL BUSINESSES: The state health department
anticipates that there will be costs to small businesses that
sell or manufacture electronic-cigarette  substances.
Rapresentatives from the electrenic-cigarette industry have
estimated that for rule compliance a small specialty-business
would need to invest approximately $13,000 to $470,000 to
their operations during the first year of rule enforcement,
Because the number of small specialty-businesses is
unknown, the health department cannot estimate cost to the
industry as a whole. However, the wide range in the cost
estimate perhaps reflects the large variability in product
quality that exists in the industry. Much of the respansibility to
comply with the rule will fall en manufacturers who sell to
Utah retailers, as it is the manufacturer who has control over
lzbeling, nicotine content, packaging, and product quality.
Industry representatives estimate that the rule will cost a
small manufacturer approximately $13,000 to $340,000
during the first year of enforcement. Bscause the number of
small manufacturers is unknown, we cannot estimate the cost
te the industry as a whole. Also, much of this cost is reported
as lost sales through the restriction of nicotine content,
Therefore the industry cost estimate is based on the
assumption that consumers would not purchase an
alternative product if their selection was restricted. The
manufacturer would also face non-fiscal costs. Prescribing
manufacturer labeling requirements may be perceived as an
infringement of the manufacturer's freedom of speech. Also,
the manufacturer may face a perceived infringement on their
intellectual property if product information is requested by the
enforcing agency. The small specialty-retailer will aiso face
costs bacause of the rule. The small specialty-retailer may
experience a loss in business because of the restrictions
placed on the nicotine content. Industry representatives have
estimated that the rule will cost a small specialty-retailer
approximately $22,000 to $470,000 during the first year of
enforcement. Because the number of small specialty-
businesses " is unknown, the health department cannot
estimate the cost to the industry as a whole. Also, the
industry cost estmate is based on the assumption that
consumers would not purchase an alternative product if their
selection of nicotine content was restricted.  The small
specialty-retailer may also experience enforcement costs
through fines imposed on them by local health departments.
The schedule of these fines would be decided upon by local
health departments once the rule has been implemented, and
as such the potential cost is unknown. Local health
departments also have the authority to report viglations and
requast that the siate tax commission revoke the license of a
non-compliant business. Revecation of a tobacco licenss
would equate to a loss in business, but it is expected that with
an adequate period to prepare for enforcement this event
would be rare. The small specialty-retailer may incur come
amall costs to educate staff on compliance with the rule. [t is
not possible io predict these costs due to varying
circumstances, but to reduce this burden the state and local
haalth department will provide support. [t is expecied that

small general-retailers will incur [itle cost through the
enforcement of the rule. General retailers typically sell
manufacturer-sealed electronic-cigarstte substances, which
are exempt from the rule. General retailers may experience
some cost through educating staff on the rule or through
incurring local enforcement fines. However, because the
number of small general-retailers who sell these products is
unknown, the health department cannct estimate the total
cost they will incur. The state health department anticipates
little non-fiscal cosis to the retailer; except for in the rare
event that a local health department sxercisas thelr authority
to seize goods they have determinad to be a danger to public
health.

¢+ PERSONS OTHER THAN SMALL BUSINESSES,
BUSINESSES, OR LOCAL GOVERNMENTAL ENTITIES:
The state health department anticipates that there will be
costs and savings to the public. Those who purchase
elactronic-cigarette subsiances may experience a monetary
cost as retailers increase their prices to afford compliance.
With the available data it is not possible to predict the
potential price increase. Censumers may also perceive the
restrictions of nicotine content as a nuisance or an
infringament of their personal liberties, or both. Major savings
to the public will come from preventing poisonings, The
average medical bill associeted with a poisoning is
approximately $15,000 for inpatient treatment and $3,000 in
emergency room fees. The cost of a polsoning in lerms of
lost productivity is approximately $2,600 per poisoning If the
victim Is hospitalized. It is difficult to estimate a papulation
level saving, however, it could be sizable when considering
there were 131 electronic-cigarette related poison control
calls in 2014. There may also be savings to the public over
time. Long-term studies may show that electronic-cigarettes
are significantly detrimental to heaith.  Placing safety
warnings on elecironic-cigarette substances may dissuade
use and therefore prevent illness and medical costs in the
future, However, without the result of these long-term
studies, the reality of this situation is unknown. There is
evidence thai suggests that electronic-cigareties among
youth may be connscted to using traditional fobacco. If this is
the case, the provisions of the rule may reduce future tobacco
related medical costs. The Centers for Disease Control and
Prevention has estimated that in Utah, residents as a whole
experience $542,000,000 annually because of tobacco
products. General retailers may experience some cost
through educating staff on the rule or through incurring iocal
enforcement fines, Howsver, because the number of general
rotaflers who sell these products is unknown, we cannot
esiimate the tota! cost they wiliincur,

COMPLIANCE COSTS FOR AFFECTED PERSONS: The
state health department has sought comment from
representatives in the electronic-cigarette industry. It Is
estimated that an individual small-manufacturer will incur
approximately $13,000 to $340,000 in compliance costs
during the first year of rule enforcement. it is expected that
the majority of these costs will come from redesigning labels,
and sales lost through limiting nicotine content. Therefore
this industry estimate is based on the assumption that the
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consumer would not purchase an alternate preduct if their
selection was restricted. The small-specialty retailer will also
incur compliance costs. It is estimated that a single, small
specialty-retailer will need to pay approximately $22,000 to
$470,000 to comply with the rule. It is expected that the
majority of these costs will come from sales lost through
limiting nicotine content. Therefore this industry cost estimate
is based on the assumption that the consumer would not
purchase an alternate product if their selection was restricted,
It is expected that general-retailers will Incur little compliance
cost, because the majority of the procducts they sell are
exempt from the rule. The small portion of general ratailers
that will come under regulation may experience; 1) a
negligible loss in sales; 2) some cost through educating staff,
and 3) potential fines through local enforcement. However,
because the number of general retailers who sell these
products is unknown, the health department cannot estimate
what individual compliance cost they will incur.

COMMENTS BY THE DEPARTMENT HEAD ON THE
FISCAL IMPACT THE RULE MAY HAVE ON BUSINESSES:
This rule will have a fiscal impact on business, There is a
wide variation in estimated costs provided by industry
representatives. The high initial cost of compliance is most
likely a reflection of the absence cf reguiation this industry
has so far experlenced.

THE FULL TEXT CF THIS RULE MAY BE INSPECTED,
DURING REGULAR BUSINESS HOURS, AT

HEALTH

DISEASE CONTROLAND PREVENTION,

HEALTH PROMOTICN

CANNON HEALTH BLDG

288 N 1480 W

SALT LAKE CITY, UT 84116-3231

or at tha Division of Administrative Rules.

DIRECT QUESTIONS REGAREING THIS RULE TO:
+ Stephanie Saperstein by phone at 801-538-6430, or by
Internet E-mail at stephaniesaperstein@utah.gov

INTERESTED PERSONS MAY PRESENT THEIR VIEWS ON
THIS RULE BY SUBMITTING WRITTEN COMMENTS NO
LATER THAN AT 5:00 PM ON 11/16/2015

THIS RULE MAY BECOME EFFECTIVE ON: 11/23/2015

AUTHORIZED BY: Joseph Miner, MD, Executive Director

R384. Disease Control and Preventicn, Health Promotion.
R384-415, Electronic-Cigar Substance Standards
R384-415-]. hority an rpose.

{1 _This rule_ is aulborized by Section 26-37-103 and

Subsection 59-14-803(3)
(2} This rulc establishes standards for labeling, nicotine

content ckaging, a roduct qualitv for electronic-cigarette
substances for the regulation of glectronic-cigareties,

(3)__This rule does not apply to e manufacturer-sealed

glectronic-cigarette substance,
(4) A product in compliance with this rule is not endorsed

as safe,

R384-415-2, Definitions

As used in this rule:

{1} "Artifici ring" means me ag & rm is
defined in 21 CFER, 101.22(a)(4) (April 1, 2015} and as the term
"color additive" is defined in 21 C.ER 70.3(f) (April 1, 2015).

{2 _"Artificial flavoring" means the same ag the term is

efined in 21 CFR 103,22(a)(1 il 1, 2015
(1) "Batch number" means the same as the ferm "lot
mber, control pumber, or batch " is defined in 21 C.F.I
210.3¢hY{171) (April 1, 2015)

(4) "Business" means _any . sole proprigforship

partnership, joint venture, corporation, association, or other entity

formed for profit or non-prof; oses

¢5) _"Child resistant” means the sgme as the term "special
packaging" is defined in 15 CFR 1700.1{a)(4) (January 1, 2015}
and is tested in accordance with the method described in 16 C.ER.
1 20 (Januar 2015

(6) '"Department" means the Utah Department of Health,

(7). "Elegtronic-cigarette" means the same as the term ig
defined in Subsections 26-33-2(1) and 59-14-802(2),

(8) "Electronic-cigarette Product” means the same as the
term is defined in Subsection 39-14-802(3).
(9) _"Electronic-cigarette substance” means the same as

efined i tion 59-14-802(4

(10)_"EP standards" means the standards cstablished for,
medicines by the Burgpean Pharmacopeia, the Eurapean equivalent
of_the United States Pharmacopefa. The FP standards define
requirements for the qualitative and quantitative composition of

medicines, and the tests that are to be used on medicings
substances, and materials used in their production.

(111 "Generally Recognized As Safe" means an United
States Food and Drug Administration designation th substance
added to food is generally recognized, by qualified experis, as
having been adequately shown to he safe under the conditions of its
intended use, as found in 21 CFER, 170,30 (April 1, 2015). Sucha
substance js exempted from the usual Federal Food, Drug, and
Cosmetic Aet, 21 1J,8.C, Seg, 301 gt gq. {2013},

{12) 'Tocal health department" meens the same as the.
lerm is defined in Subsection 26A-1-102(5).

{13y "Manufactuyre” means the same as the term is
defined in Subsection 26-57-102(5).

(14)_ "Manufacturer" means the same as the term s
defined in Subsection 26-57-102(6).

(15)_"Meg/mlL" means milligrams per milliliter, a ratio for
measuring _an _ingredient, in liguid form, where accuracy is
measured in milligrams per milliliter, or 8 percentage equivalent

(16) "Natural flavoring" means the same as the term is
defined in 21 CER 101.22(a)(3) {(April 1, 2015).

(17 "Nicoting" means the same as the term is defined in
the Federal Food, Drug, and Cosmetic Act, 21 U.S.C, Sec. 387(12}

(2013).
(18} "Manufacturer-sealed electronic-cigaretie substance”
means the same as the term defined is in Subseetion 26-37-102(6).

the term §

78

UTAH STATE BULLETIN, October 15, 2015, Vol, 2015, No. 20



DAR File No. 39797

NOTICES CF PROPOSED RULES

(19} "Pharmaceutical" means a compound manufactured
for use as a mediginal drug.

(20} "Refailer" means any person who_sells, offers for
sale, or offers { hange for any forr [ consideration _
electronic-cigaretts substance to a censumer, This definition i
without regard to the guantity of an electronic-cigarette substance
sold, offered for sale, exchanged. or offered for exchange

{21y '"Retailing" means invglvement in_any of the

(b) An artificial coloring ingredient ig listed on the label

using_the classification system that best applies. Classification

systems _include;
(1) _Food, Drug, and_Cosmetic_coler designation and

number;

iy Dr nd Gosmetic color designati nd number; o
(iif) _the generic straight colotr name, if the artificial ¢olor
is not classified under the systems found in Subsection R384-415-

tivities listed in Subsection R384-415-2(20). This definition is

ith rd to the ntity of an electronic-cigarett stan
sold. offered for sale, exchanged, or offered for exchange.
22) "Straight color" means lor itive I for

human consumption in food and drugs as fisted in 21 CER, 73.1
throuygh 21 CFR. 73.1991 (April 1, 2015), 21 CFR, 74101

through 21 CFER, 741711 (April 1. 2015), and 21 CER, 81.1
April i 1 nd_includes sy nees gs are permi by the_

specifications for such color,
(23)  "Tamper-evident" means the packaging uses an

4(1¥b)(i) or Subsection R384-415-4(1)(b){ii),

(Y1) An_ingredient included in the mapufacturer's
proprietary mixture of flavorings is exempt from being listed on the
labe m

(D An ingredient included in the manufacturer's
roprietar ixture of flavori is listed o lgbel under the.

gengric term of artificial flavoring, natural flavoring, or both,

R384-415-3. Labeling of r-Hvident rning.
(1) The retailer shall ensure that the label of an_

indicator or barrier to_entry that is distinctive by design, or rust
eI n identifyving ch eristic

(24} "Transaction stafement” means a statement, in paper
or electronic form, which the manufacturer transferring ownership
of the product cettifies that the electronic-cigarstie substance g in

compliance with the standards in this rule
(23} "USFDA Food Standards" means the United States

E nd Drug Administration's common ignation for standar
of identity, standards of quality, and standards of fill of container.

ed under the Federal Food, Dru, metics 1
us.C 01 et seq. nd as contained in 21 C.ER
fhrough 21 CFR. 169 (April 1, 2015).

(26) "USP-NF standards" means the standards for
roducts_established by fthe United Stales [Pharmacopeia and

Nationa! Formulary, The USP-NF standards include standards for,

chemical and  biological drug  substances, dosage forms

electronic-cigarette substance displays a_tamper-evident warning

alerting the consumer to the r-evident feature of the packagin
(2} _The retailer shall ensure that the tamper-evident
Warning;
{(2) is prominently displayed to consumers,
(b) _is placed on the label so that it would be unaffected if

the tamper-gvidence feature is removed: and
(¢} lists the tvpe of tamper-evident feature used with the

prod];ct
R384-415-6. Labeling of Safety Warning

(1) The retailer shall ensure that an electronic-cigargtte.
substance offersd for sale to the consumer features a safety warning
stating "nicotine is addictive and poisonous.  Keep away from

(2} The retailer shall ensure that the safety warning:

compounded preparations, excipients, medical devices, and dielary.
supplements,

R384-415-3, General Labeling.

{1)_The retailer shall ensure that a container holding an
electrenic-cigarette substance offered for sale to the consumer
cenforms to the following labeling standards:

{a)_the label is smear resistant; and

b} the label clearly displays:

(i}_the nicotine content in mg/mL or percent by yolume;

(ii) _the manufacturer name;

({ii} the bat¢h number;

(iv)_the ingredients. as required in Section R384-415-4;

%] a  tamper-evident warning, whigh teets the

(a)_occupies at least 30 percent of the largest panel of the
gontainer and any additional immediate packaging;

(b)_is in capitalized letters:

(¢)_has_a font size that gecupies the maximum amount of
the area described in Subsection R384-415-6(23(a};

(d) uses the Helvetica, Arial, or Univers font; and

{e) uscs ejther a black font on a white background or a

white font on a black background.

R384-415-7. Nicetine Content
{1)_The retailer shall comply with the foliowing nicotine
content standards regarding an electronic-cigareite substance sold to

the consumer:;
(a) _The nicotine content for an electronic-cigarette

requirements of Section R384-413-3; and

(vi)_a safety warning, which meets the requirements of

Section R384-415-6,

R384-415-4. Labeling of Ingredignts

(1) _The retajler shall ensure that:

(a)__an ingredient of an electronic-cigarette substance is
listed on the label of the container holding an electronic-cigarette

substance is limi 240 m r_container, and does not exceed a
24mg/mL concentration.

(b} The nicotine level for an clectronic-cigarette
substance is limited to a 10% variation in mg/ml, above the confent

level indicated on the [abel,

(¢} An electronic-cigarctte substance labeled 0 mg/ml or

0% by volume contains no nicoting

R384-415-8. Packaging.

sybstance, except as provided for in Subsection R384-4135-4{1)(c)

Q.

(1}_The retailer_shall ensyre that the packaging of an
clectronic-cigarette substance intended for sale to a consumer;
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(a)_is certified as child resistant;

{b) does not leak ai the time of sale; and
{c) utilizes a tamper-evident feature by means of one or

maore of the following:
(i) abubble pack:
(ii} @ heat shrink band;
iii) a breakable cap: or
(iv) an inner-geal,

- - i 11
(1) The retailer shall ensure thai an ingredient in an
clectronic-cigaretie subst i mpliant with_efih P-NF
standards, EP standards, USFDA Food Standards, or is Generally
Recognized As Safe at the time of sale

{2y _The retailer shall be prohibited from selling an

electronig-cigarette substance that contains:

(a) vitamins or other additives that create the impression
that an electronic-cigarette substance has a health benefit or presents
reduced health rigks;

(b} _pharmaceuticals;

{c) caffeine or tauring or other additives and stimulant,
compounds X iated with energy and vitalify;

d) illegal or controlled substances as identified in

Section 58-37-3; and

(e)_additives having coloring properties for emissions.

R384.415-10. Record Keeping and Testing.
(1} The retailer shall provide the elecfronic-cigarette
substances {1 ion ement to the department or the 1 _

health department within five working days o request. The
retailer shall ensure that the ftransaction statement includes

manufacturer certifications that:
(a) _the mnicotine content of an eleclronig-cigarette

substance is compliant with Section R384-415-7:
(b} _the packaging of an electronic cigarette-substance is
child-resistant; and

(¢) an ingredient used in an electranig-cigaretts substance

meets the appropriate stendard found in Section R384-415-9,

(2Y(a) The retailer shall have a system in place to trace
production of an elecironjc-cigarette substance through the labeled
batch number to the ingredients used in manufacturing,

(b} _The retailer shall provide decuments produced from
batch tracing to the gnforeing agency within five working days of 2
request,

{c) _The retailer shall ensyre that documents produced
through batch tracing provide evidence in support of the electronic-

cigarette substances transaction statement

{3)_The retailer shall maintain the documents described in
Subsegtions, R384-415-10¢1) and R384-415-10(2) for a period of
two _vyears after the retailer purchases the electronic-cigaretie
substance.

R384.415-11 Enforgement,

(1) _The department may enforce and seek penaltieg for
the violation of public health rules including, the standards for
glectronic cigarettes set forth in this rule ag preseri in Sections,
26-23-1 through 26-23-10,

() A local health department mayv enforce and seek
penalties for the viclation of the standards for electronic cigarettes

set forth in this rule. A local health department shall have authority

to enforce and seek penalties for violations of public health law.

including this rule_as is found in Scctions 26-23-1 through 26-23-
0,26A-1-108 26A-1-114(1) and 26A-1-123

(3} The department or local health department is

1 nsible to make a d ion as to if a person holdin tah

State Tax Commission license to sell electronic cigarettes hag
violated the standards of ¢his If the department | health

department makes such a determination it shall notify the Utah State

Ta misgion fo_revoke i rson's licgnse as i in
Subsection 59-14-803(5).
Administrativ (vil enforcement of this ryle by the

department or lecal health rtments does not preclude eriminal
enfo by a law enforce ency and prosecution of an
violation of the standards in this rule that can constitute a griminal
offense under state law,

: le i i [ nicoti [ Electr
Cigargtie Regulation Act
Date of Last Substantive Amendment: 2015
Authorizing, and Implemented of Interpreted Law: 26-37-103;
59-14-803(5

Health, Health Care Financing,
Coverage and Reimbursement Policy

R414-1-5
Incorporations by Reference

NOTICE OF PROPOSED RULE
{Amendment)
DAR FILE NG.: 39800
FILED: 10/G1/2015

RULE ANALYSIS

PURPOSE OF THE RULE OR REASCN FOR THE
CHANGE: Subsection 26-18-3(2)(a) requires the Medicaid
program to implement pelicy through administrative rules.
The deparimeni, in order to draw down federal funds, must
have an approved state plan with the Centers for Medicare
and Medicaid Services (CMS). The purpose of this ¢hange,
therefere, is fo incorporate the most current Medicaid state
plan by reference and to implement by rule ongoing Medicaid
policy described in the various Medicaid provider manuals.

SUMMARY OF THE RULE OR CHANGE: The department
incorporates by reference the Utah Meadicaid State Plan and
approved Staie Plan Amendments (SPAs) to 10/01/2015.
Specifically, the department incorporates by reference the
following: SPA 15-0002-UT Inpatient Hospital Services,
which removes duplicative details for Utah specific diagnosis
related groups, removes prior authorization requirements that
alrgady exist, and removes provisions of the Superior System
Waiver based on consultation with CMS; SPA 15-0019-UT
Reimbursement for Dental Services and Dentures, which
updates the effective date of rates for dental services and
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