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Rules appearing under this heading are filed under the
authority granted by section 536.025, RSMo. An emer-
gency rule may be adopted by an agency if the agency finds
that an immediate danger to the public health, safety, or wel-
fare, or a compelling governmental interest requires emer-
gency action; follows procedures best calculated to assure
fairness to all interested persons and parties under the cir-
cumstances; follows procedures which comply with the pro-
tections extended by the Missouri and the United States
Constitutions; limits the scope of such rule to the circum-
stances creating an emergency and requiring emergency
procedure, and at the time of or prior to the adoption of such
rule files with the secretary of state the text of the rule togeth-
er with the specific facts, reasons, and findings which support
its conclusion that there is an immediate danger to the public
health, safety, or welfare which can be met only through the
adoption of such rule and its reasons for concluding that the
procedure employed is fair to all interested persons and par-
ties under the circumstances.

ules filed as emergency rules may be effective not less

than ten (10) business days after filing or at such later
date as may be specified in the rule and may be terminated
at any time by the state agency by filing an order with the sec-
retary of state fixing the date of such termination, which order
shall be published by the secretary of state in the Missouri
Register as soon as practicable.

Il emergency rules must state the period during which

they are in effect, and in no case can they be in effect
more than one hundred eighty (180) calendar days or thirty
(30) legislative days, whichever period is longer. Emergency
rules are not renewable, although an agency may at any time
adopt an identical rule under the normal rulemaking proce-
dures.

Title 19—DEPARTMENT OF HEALTH AND
SENIOR SERVICES
Division 20—Division of Community and Public Health
Chapter 20—Communicable Diseases

EMERGENCY AMENDMENT

19 CSR 20-20.020 Reporting Infectious, Contagious,
Communicable, or Dangerous Diseases. The department is amend-
ing section (2).

PURPOSE: This amendment adds monkeypox virus (orthopoxvirus/non-
variola orthopoxvirus) to the list of diseases or findings that must be
reported within one (1) day.

PURPOSE: This rule designates the diseases which are infectious,
contagious, communicable or dangerous and must be reported to the
local health authority or the Department of Health and Senior
Services. It also establishes when they must be reported.

EMERGENCY STATEMENT: The Department of Health and Senior
Services (“DHSS”) determined that this emergency amendment is
necessary to protect the public health, safety, and welfare of Missouri
residents and Visitors.

This emergency amendment is necessary to ensure that Monkeypox
(Orthopoxvirus, non-variola Orthopoxvirus) is reported to the local
health authority or DHSS within one day of detection. The Center for
Disease Control and Prevention (CDC) is closely monitoring an out-

break of disease caused by the Monkeypox virus. There are currently
over 8,900 cases linked to Monkeypox in the United States, and more
than 30,000 worldwide. There have been ten (10) deaths linked to the
current Monkeypox virus outbreak.

Reporting of the Monkeypox virus has not been required in the
past, but due to its severity and the rapid increase in the number of
cases, it is imperative for the local health authority or DHSS to be
notified within one day of detection in order to take appropriate mea-
sures. Finally, since 19 CSR 20-20.040 assigns duties, responsibili-
ties, and actions to the DHSS director as well as local health author-
ities that are explicitly triggered by the detection of a condition listed
in 19 CSR 20-20.020, Monkeypox (Orthopoxvirus, non-variola
Orthopoxvirus) must be immediately added to 19 CSR 20-20.020.

This rule designates the diseases which are infectious, contagious,
communicable or dangerous and must be reported to the local health
authority or the Department of Health and Senior Services. It also
establishes when they must be reported. DHSS needs this emergency
amendment to ensure that the presence of Monkeypox virus
(Orthopoxvirus/non-variola Orthopoxvirus) is reported to the local
health authority or the Department within one day of detection.

DHSS finds that there is an immediate danger to the public health,
safety or welfare, which requires this emergency action. A proposed
amendment, which covers the same material, is published in this
issue of the Missouri Register. The scope of this emergency amend-
ment is limited to the circumstances creating the emergency and com-
plies with the protections extended in the Missouri and United States
Constitutions. DHSS believes this emergency amendment is fair to all
interested persons and parties under the circumstances. This emer-
gency amendment was filed August 15, 2022, becomes effective
August 29, 2022, and expires February 24, 2023.

(2) Reportable within one (1) day, diseases or findings shall be
reported to the local health authority or to the Department of Health
and Senior Services within one (1) calendar day of first knowledge
or suspicion by telephone, facsimile, or other rapid communication.
Reportable within one (1) day, diseases or findings are—
(A) Diseases, findings, or agents that occur naturally, or from acci-

dental exposure, or as a result of an undetected bioterrorism event:

Animal (mammal) bite, wound, humans

Brucellosis

Chikungunya

Cholera

Dengue virus infection

Diphtheria

Glanders (Burkholderia mallei)

Haemophilus influenzae, invasive disease

Hantavirus pulmonary syndrome

Hemolytic uremic syndrome (HUS), postdiarrheal

Hepatitis A

Influenza-associated mortality

Influenza-associated public and/or private school closures

Lead (blood) level greater than or equal to forty-five micro-
grams per deciliter (=45 pg/dl) in any person

Legionellosis

Measles (rubeola)

Melioidosis (Burkholderia pseudomallei)

Meningococcal disease, invasive

Monkeypox virus (Orthopoxvirus/non-variola Orthopoxvirus)

Novel Influenza A virus infections, human

Outbreaks (including nosocomial) or epidemics of any illness,
disease, or condition that may be of public health concern, including
any illness in a food handler that is potentially transmissible through
food

Pertussis

Poliovirus infection, nonparalytic

Q fever (acute and chronic)

1369
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Rabies (animal)

Rubella, including congenital syndrome

Shiga toxin-producing Escherichia coli (STEC)

Shiga toxin positive, unknown organism

Shigellosis

Staphylococcal enterotoxin B

Syphilis, including congenital syphilis

T-2 mycotoxin

Tetanus

Tuberculosis disease

Tularemia (all cases other than suspected intentional release)

Typhoid fever (Salmonella typhi)

Vancomycin-intermediate Staphylococcus aureus (VISA), and
Vancomycin-resistant Staphylococcus aureus (VRSA)

Venezuelan equine encephalitis virus neuroinvasive disease

Venezuelan equine encephalitis virus nonneuroinvasive disease

Viral hemorrhagic fevers other than suspected intentional (e.g.,
Viral hemorrhagic fever diseases: Ebola, Marburg, Lassa, Lujo, new
world Arenavirus (Guanarito, Machupo, Junin, and Sabia viruses),
or Crimean-Congo)

Yellow fever

Zika;

AUTHORITY: sections 192.006, 192.020, 210.040, and 210.050,
RSMo 2016. This rule was previously filed as 13 CSR 50-101.020.
Original rule filed July 15, 1948, effective Sept. 13, 1948. For inter-
vening history, please consult the Code of State Regulations.
Emergency amendment filed Aug. 15, 2022, effective Aug. 29, 2022,
expires Feb. 24, 2023. A proposed amendment covering this same
material is published in this issue of the Missouri Register.

PUBLIC COST: This emergency amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the time the emergency is effective.

PRIVATE COST: This emergency amendment will not cost private
entities more than five hundred dollars ($500) in the time the emer-
gency is effective.
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Under this heading will appear the text of proposed rules
and changes. The notice of proposed rulemaking is
required to contain an explanation of any new rule or any
change in an existing rule and the reasons therefor. This is set
out in the Purpose section with each rule. Also required is a
citation to the legal authority to make rules. This appears fol-
lowing the text of the rule, after the word “Authority.”
Entirely new rules are printed without any special symbol-
ogy under the heading of proposed rule. If an existing
rule is to be amended or rescinded, it will have a heading of
proposed amendment or proposed rescission. Rules which
are proposed to be amended will have new matter printed in
boldface type and matter to be deleted placed in brackets.
An important function of the Missouri Register is to solicit
and encourage public participation in the rulemaking
process. The law provides that for every proposed rule,
amendment, or rescission there must be a notice that anyone
may comment on the proposed action. This comment may
take different forms.
f an agency is required by statute to hold a public hearing
before making any new rules, then a Notice of Public
Hearing will appear following the text of the rule. Hearing
dates must be at least thirty (30) days after publication of the
notice in the Missouri Register. If no hearing is planned or
required, the agency must give a Notice to Submit
Comments. This allows anyone to file statements in support
of or in opposition to the proposed action with the agency
within a specified time, no less than thirty (30) days after pub-
lication of the notice in the Missouri Register.
n agency may hold a public hearing on a rule even
though not required by law to hold one. If an agency
allows comments to be received following the hearing date,
the close of comments date will be used as the beginning day
in the ninety- (90-) day-count necessary for the filing of the
order of rulemaking.
f an agency decides to hold a public hearing after planning
not to, it must withdraw the earlier notice and file a new
notice of proposed rulemaking and schedule a hearing for a
date not less than thirty (30) days from the date of publication
of the new notice.

Proposed Amendment Text Reminder:
Boldface text indicates new matter.
[Bracketed text indicates matter being deleted.]

Title 19—DEPARTMENT OF HEALTH AND
SENIOR SERVICES
Division 20—Division of Community and Public Health
Chapter 20—Communicable Diseases

PROPOSED AMENDMENT

19 CSR 20-20.020 Reporting Infectious, Contagious,
Communicable, or Dangerous Diseases. The department is amend-
ing section (2).

PURPOSE:  This amendment adds  monkeypox  virus
(orthopoxvirus/non-variola orthopoxvirus) to the list of diseases or
findings that must be reported within one (1) day.

(2) Reportable within one (1) day, diseases or findings shall be
reported to the local health authority or to the Department of Health
and Senior Services within one (1) calendar day of first knowledge

or suspicion by telephone, facsimile, or other rapid communication.
Reportable within one (1) day, diseases or findings are—

(A) Diseases, findings, or agents that occur naturally, or from
accidental exposure, or as a result of an undetected bioterrorism
event:

Animal (mammal) bite, wound, humans

Brucellosis

Chikungunya

Cholera

Dengue virus infection

Diphtheria

Glanders (Burkholderia mallei)

Haemophilus influenzae, invasive disease

Hantavirus pulmonary syndrome

Hemolytic uremic syndrome (HUS), postdiarrheal

Hepatitis A

Influenza-associated mortality

Influenza-associated public and/or private school closures

Lead (blood) level greater than or equal to forty-five micrograms
per deciliter (=45 ug/dl) in any person

Legionellosis

Measles (rubeola)

Melioidosis (Burkholderia pseudomallei)

Meningococcal disease, invasive

Monkeypox virus (Orthopoxvirus/non-variola Orthopoxvirus)

Novel Influenza A virus infections, human

Outbreaks (including nosocomial) or epidemics of any illness, dis-
ease, or condition that may be of public health concern, including
any illness in a food handler that is potentially transmissible through
food

Pertussis

Poliovirus infection, nonparalytic

Q fever (acute and chronic)

Rabies (animal)

Rubella, including congenital syndrome

Shiga toxin-producing Escherichia coli (STEC)

Shiga toxin positive, unknown organism

Shigellosis

Staphylococcal enterotoxin B

Syphilis, including congenital syphilis

T-2 mycotoxin

Tetanus

Tuberculosis disease

Tularemia (all cases other than suspected intentional release)

Typhoid fever (Salmonella typhi)

Vancomycin-intermediate Staphylococcus aureus (VISA), and
Vancomycin-resistant Staphylococcus aureus (VRSA)

Venezuelan equine encephalitis virus neuroinvasive disease

Venezuelan equine encephalitis virus nonneuroinvasive disease

Viral hemorrhagic fevers other than suspected intentional (e.g.,
Viral hemorrhagic fever diseases: Ebola, Marburg, Lassa, Lujo, new
world Arenavirus (Guanarito, Machupo, Junin, and Sabia viruses),
or Crimean-Congo)

Yellow fever

Zika;

AUTHORITY: sections 192.006, 192.020, 210.040, and 210.050,
RSMo 2016. This rule was previously filed as 13 CSR 50-101.020.
Original rule filed July 15, 1948, effective Sept. 13, 1948. For inter-
vening history, please consult the Code of State Regulations.
Emergency amendment filed Aug. 15, 2022, effective Aug. 29, 2022,
expires Feb. 24, 2023. Amended: Filed Aug. 15, 2022.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.
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PRIVATE COST: This proposed amendment will cost private entities
approximately one thousand four hundred forty-two dollars ($1,442)
in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with Lori
Brenneke, Division Director, Department of Health and Senior
Services, Division of Community and Public Health, PO Box 570,
Jefferson City, MO 65102. To be considered, comments must be
received within thirty (30) days after publication of this notice in the
Missouri Register. No public hearing is scheduled.
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FISCAL NOTE
PRIVATE COST

I. Department Title: Title 19 — Department of Health and Senior Services
Division Title: Division 20 — Division of Community and Public Health
Chapter Title: Chapter 20 — Communicable Discases

Rule Number and | 19 CSR 20-20.020 Reporting Infectious, Contagious, Communicable, or Dangerous
Title: Diseases
Type of Amendment
Rulemaking:

II. SUMMARY OF FISCAL IMPACT

Estimate of the number of entities by Classification by types of the business Estimate in the aggregate as to the cost of
class which would likely be affected entities which would likely be affected: compliance with the rule by the affected
by the adoption of the rule: entities:
482 Hospitals and Laboratories $1,442

HI.  WORKSHEET

The proposed rule would have an estimated aggregate annual cost of $1,442 over the next
five years across all laboratories or other entities (e.g. hospitals) that perform Monkeypox
tests. This is derived from a projection that the basclinc number of positive cascs in a
year will be 150 with the estimation that cach positive test reported took five minutes of
staff time and that cach lab tech is paid $23.07 an hour.

[(750x5)/60] = 62.5 hours
62.5 x $23.07 = $1,442 (rounded up)

IV.  ASSUMPTIONS

The proposed rule would require the submission of positive Monkeypox test results to the
Missouri Department of Health and Senior Services (DHSS) or the local health authority.
Each test submitted would require staff time for the laboratory or entity conducting the
test. Although the time and cost for each individual test would be negligiblc, on the
aggregate there would be a cost to Missouri businesses and organizations.
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Each entity reporting test results to the department has the option of reporting via an
electronic or manual paper submission method. The electronic method is cstimated to
take approximately five minutes per submission, while the manual paper method 1s
estimated to take fifteen to twenty minutes per submission. As the clectronic method is
available to every entity and the proposed rule would allow for the least burdensome
method of submission for every reported negative test, the department assumes for the
purposes of this fiscal estimate that all submissions will be electronic.

At this time, looking to nations and U.S. states that expericnced initial Monkeypox
infections earlier than Missouri and that have continued to witness its spread; the
department anticipates receiving a bascline of at least 150 new positive reports over the
next year. A conscrvative estimate of cases would be 750 over five years. The real
possibility exists actual cases will excced that number, but the department has no past
data to identify a more specific estimate. Please note this is not an official
epidemiological estimate, forecast, or prediction by the department and is only for the
purposes of this fiscal note.
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Title 19—DEPARTMENT OF HEALTH AND
SENIOR SERVICES
Division 30—Division of Regulation and Licensure
Chapter 1—Controlled Substances

PROPOSED AMENDMENT

19 CSR 30-1.015 Registration and Fees. The Department of Health
and Senior Services is amending section (3).

PURPOSE: This amendment changes the method for paying registra-
tion fees by requiring applicants to pay registration fees by credit
card rather than in the form of personal, certified, or cashier’s
checks.

(3) Time and Method of Payment and Refunds. Registration and re-
registration fees shall be paid at the time /when] the application for
registration or re-registration is submitted for filing. This is a nonre-
fundable processing fee. Payment should be made in the form of /a
personal, certified, or cashier’s check or money order made
payable] an online credit card payment, payable to the
Department of Health and Senior Services. Personal, certified, or
cashier’s checks, money orders, or other /P/payments made in the
form of stamps, foreign currency, or third-party endorsed checks will
not be accepted. Applications and fees shall be submitted electroni-
cally online and applicants shall use /a credit card and use] the
online payment system provided on the department’s website. In the
event the online application registration process becomes unavail-
able, applicants may contact the department for alternative
options to apply for registration.

AUTHORITY: sections 195.030 and 195.195, RSMo [2000] 2016.
Original rule filed April 14,2000, effective Nov. 30, 2000. Amended:
Filed Jan. 31, 2003, effective July 30, 2003.Amended.: Filed April 29,
2011, effective Nov. 30, 2011. Amended: Filed Aug. 10, 2022.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will cost private entities
forty-eight thousand ninety-nine dollars ($48,099) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with Michael
Boeger, Missouri Department of Health and Senior Services, Bureau
of Narcotics and Dangerous Drugs, PO Box 570, Jefferson City, MO
65102 or via email at BNDD @health.mo.gov. To be considered, com-
ments must be received within thirty (30) days after publication of
this notice in the Missouri Register. No public hearing is scheduled.
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FISCAL NOTE
PRIVATE COST
I. Department Title: Department of Health and Senior Services
Division Title: DIVISION 30—Division of Regulation and Licensure
Chapter Title: Chapter One—Controlled Substances
Rule Number and
Title: 19 CSR 30-1.015 Registrations and Feccs
Type of Rule Amendment
Rulemaking:

II.

SUMMARY OF FISCAL IMPACT

Estimate of the number of entities by
class which would likely be affected
by the adoption of the rule:

Classification by types of the business

entitics which would likely be affected:

Estimate in the aggregate as to the cost of
compliance with the rule by the affected
entities:

32,066 people registered to
conduct business with
controlled substances

Hospitals, physicians, dentists,
podiatrist, optometrists,
veterinarians, mid-level
practitioners, pharmacies,

distributors, importers, exporters,

$48.,099.00 annually

Currently, there are a total of 34,400 registrants. Out of this population, 32,066
registrants arc in the private sector and the remainder are in the public sector. Out of the
32,066 registrants in the private sector that apply annually to get a state controlled
substance registration, 95% apply online and click to pay with a credit card. The
remaining 5% apply via a paper application. Public sector, government paid employees

Currently, registrants who pay for their registration via credit card pay on average a $1.50
credit card processing fee. Since this rule eliminates the option of paying the registration
fees via personal, certified, or cashier’s check, all registrants that arc required to pay
registration fees will incur the $1.50 credit card processing fee. Assuming 32,066
registrants will now have to pay the credit card processing fee of $1.50, the total cost to
comply with this proposed rule is $48,099.00

III. WORKSHEET
are exempt from paying registration fees.
IV.  ASSUMPTIONS
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The Department is working toward having cveryone apply for their annual drug
registrations online and then eliminate the paper application process unless there 1s an
unforeseen emergency. Applicants will have to apply onlinc clectronically.

Medical providers in the industry already have computers and the ability to submit this
data. They are already complying with laws regarding:
e Using electronic medical records;
e Mandatory computer submissions to bill and conduct business with Medicare and
Medicaid;
e The federal DEA is implementing regulations that all applications must be online
and electronic;
e Missouri Legislature enacted a law to require all controlled substance
prescriptions to be electronically submitted

A paper application filled out by a registrant and mailed in to the department will take the
registrants approximately 15 minutes of their time and then mailing costs. That
registration process may take up to ten days.

At the department the application is handled by the mail room, then the fee receipt office
for deposit, and then applications arc hand entered into the database by staff. This
process hits three separate department offices and is why it takes multiple days. The
department pay to archive the applications.

Applying onlinc takes 5 minutes and a new registration can be issued in one business day.
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Title 19—DEPARTMENT OF HEALTH AND
SENIOR SERVICES
Division 30—Division of Regulation and Licensure
Chapter 1—Controlled Substances

PROPOSED AMENDMENT

19 CSR 30-1.017 Registration Process. The Department of Health
and Senior Services is amending sections (1), (3), (5), (6), (7), and

).

PURPOSE: This amendment requires applicants to apply for regis-
trations through an electronic online system and eliminates the paper
application process.

(1) Database and Survey Process.

(B) Applicants /may] shall apply /with either a paper applica-
tion or] through the department’s electronic online system.

(C) Simultaneously with completing an application for a controlled
substances registration, practitioners may also complete an annual
voluntary census to assist the department in determining practitioner
shortages and underserved regions of the state. Required questions
and fields for controlled substance registrations are marked with an
asterisk (*) in the electronic online system /and on paper applica-
tions].

(3) Requirements for All Applicants.

(A) Any person who is required to be registered and who is not so
registered may apply online for registration at any time. No person
required to be registered shall engage in any activity for which reg-
istration is required until the application for registration is processed
and the registration is issued. All applications are for new registra-
tions.

(B) Applications for registration shall be made on online forms
designated by the Department of Health and Senior Services.
Application [forms may be requested from the Missouri
Department of Health and Senior Services, PO Box 570,
Jefferson City, MO 65702-0570 or may] for registration shall
be completed online and submitted electronically via the Missouri
Department of Health and Senior Services’ website at
[www. health.mo.gov] https://health.mo.gov/safety/bndd/ along
with the required fee.

(C) [A written] An application /in paper form] shall contain the
electronic signature of the applicant and shall be provided to the
Department of Health and Senior Services with any required fee.
This is a nonrefundable processing fee.

(5) Applications for Individual Practitioner Registrations.
Applications by physicians, veterinarians, optometrists, podiatrists,
and researchers for Missouri Controlled Substance Registrations
shall include:

(M) The /[original] electronic signature of the individual appli-
cant/, if the application is submitted on paper],

(6) Applications for Pharmacies and Businesses. Applications for
retail pharmacies and ambulance services, ambulatory surgery cen-
ters, analytical laboratories, correctional centers, distributors,
exporters, hospices, hospitals, importers, manufacturers, narcotic
treatment programs, long-term care facility E-kits, teaching institu-
tions, researchers, or other applicants not listed in sections (5)-(8),
shall include:

(K) The application shall be submitted online with the required fee
and fee information. If claiming an exemption from a fee, the appli-
cant must identify the name of the government agency;

(N) The applicant shall electronically sign and date an application
[submitted on paper and may use the electronic process if
applying online]. An application may be signed by the owner, chief
executive officer or administrator, corporate officer, medical direc-

tor, or pharmacist in charge.

(7) Applications for Dentists. Applications for dentists with the
degrees of D.D.S. or D.M.D. shall include:

(Q) The applicant shall sign and date an application submitted /on
paper and may use the electronic process if applying online]
electronically.

(8) Applications for Mid-Level Practitioners. Applications for mid-
level practitioners as defined by 21 CFR 1300.01(b)(28) such as
advanced practice nurses and physician assistants shall include:

(Q) The applicant shall sign and date an application submitted /on
paper and may use the electronic process if applying online]
electronically.

AUTHORITY: section 195.195, RSMo [2000] 2016. Original rule
filed April 14, 2000, effective Nov. 30, 2000. Amended: Filed Jan.
31, 2003, effective July 30, 2003. Amended: Filed April 29, 20iI,
effective Nov. 30, 2011. Amended: Filed Aug. 10, 2022.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will cost private entities
forty-eight thousand ninety-nine dollars ($48,099) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed amendment with Michael
Boeger, Missouri Department of Health and Senior Services, Bureau
of Narcotics and Dangerous Drugs, PO Box 570, Jefferson City, MO
65102 or via email at BNDD @health.mo.gov. To be considered, com-
ments must be received within thirty (30) days after publication of
this notice in the Missouri Register. No public hearing is scheduled.
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L Department Title:
Division Title:

FISCAL NOTE
PRIVATE COST

Department of Health and Senior Services
DIVISION 30—Division of Regulation and Licensure

Chapter Title: Chapter One—Controlled Substances
Rule Number and
Title: 19 CSR 30-1.017 Registration Process
Type of Rule Amendment
Rulemaking:

I1. SUMMARY OF FISCAL IMPACT

Estimate of the number of entities by
class which would likely be affected
by the adoption of the rule:

Classification by types of the business
cntities which would likely be affected:

Estimate in the aggregate as to the cost of
compliance with the rule by the affected
entities:

32,066 people registered to
conduct business with

Hospitals, physicians, dentists,
podiatrist, optometrists,

$48,099.00 annually

controlled substances veterinarians, mid-level
practitioners, pharmacies,

distributors, importers, exporters,

1. WORKSHEET

There are 32,066 registrants in the private sector that apply annually to get state
controlled substances registration. Right now, about 95% apply online and click t pay
with a credit card. The remaining 5% send in a paper application through the mail.

Registrants already have the ability to apply online since they would already have
computer hardware and software technology in their medical practice.

As this rule eliminates the ability to apply or renew a registration by the paper process
(i.e. mailing in a paper application) and requires an applicant to apply online, the
applicant will have to pay registration fees with a credit card. Currently, registrants who
pay for their registration via credit card pay on average a $1.50 credit card processing fee.
Assuming 32,066 registrants will now have to pay the average credit card processing fee
of $1.50, the total cost to comply with this proposed rule is $48.099.00

1IV.  ASSUMPTIONS
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The department is working toward having everyone apply for their annual drug
registrations online and then eliminate the paper application process unless there is an
unforeseen emergency. Applicants will have to apply online electronically.

Medical providers in the industry already have computers and the ability to submit this
data. They are already complying with laws regarding:
e Using electronic medical records;
e Mandatory computer submissions to bill and conduct business with Medicare and
Medicaid;
e The federal DEA is implementing a regulations that all applications must be
online and electronic;
* Missouri Legislature enacted a law to require all controlled substance
prescriptions to be electronically submitted

A paper application filled out by a registrant and mailed in to the department will take the
registrants approximately 15 minutes of their time and then mailing costs. That
registration process may take up to ten days.

At the department the application is handled by the mail room, then the fee receipt office
for deposit, and then applications are hand entered into the database by staff. This
process hits three separate department offices and is why it takes multiple days. The
department pay to archive the applications.

Applying online takes 5 minutes and a new registration can be issued in one business day.
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Title 20—DEPARTMENT OF COMMERCE AND
INSURANCE
Division 500—Property and Casualty
Chapter 4—Rating Laws

PROPOSED AMENDMENT

20 CSR 500-4.300 Rate Variations (Consent Rate) Prerequisites.
The director is amending this rule by adding a new section (3).

PURPOSE: The purpose of this amendment is to add standards for
the use of the consent to rate provisions of section 379.318, RSMo,
to aircraft insurance.

(3) Standards for the Use of Consent to Rate Applicable to
Aircraft Insurance.

(A) This section applies to policies of insurance against liabili-
ty, other than employers’ liability, arising out of the ownership,
maintenance, or use of aircraft.

(B) No insurance company or reciprocal interinsurance
exchange using rates subject to section 379.318, RSMo, shall
effect a policy of insurance or a renewal at a rate varying from
the rate properly filed for its use on that specific risk unless the
company documents the need to deviate from the filed rate based
on the unique nature of the individual risk.

(C) All insurance companies subject to this section shall—

1. Collect and maintain documentation that demonstrates
the unique characteristics of the risk and how the final premium
was determined;

2. File and maintain the documentation in the company’s
policy file; and

3. Make the documentation available to the director upon
request.

AUTHORITY: sections 374.045, 375.031, 375.136, 379.318(2), and
379.470(6), RSMo 2016, and section 379.321[(3)].3, RSMo Supp.
[2018] 2021. This rule was previously filed as 4 CSR 190-16.080.
Original rule filed Dec. 20, 1974, effective Dec. 30, 1974. Amended:
Filed April 23, 1999, effective Nov. 30, 1999. Amended: Filed July
12, 2002, effective Jan. 30, 2003. Amended: Filed Dec. 13, 2018,
effective July 30, 2019. Amended: Filed Aug. 15, 2022.

PUBLIC COST: This proposed amendment will not cost state agen-
cies or political subdivisions more than five hundred dollars ($500)
in the aggregate.

PRIVATE COST: This proposed amendment will not cost private enti-
ties more than five hundred dollars ($3500) in the aggregate.

NOTICE OF PUBLIC HEARING AND NOTICE TO SUBMIT COM-
MENTS: Anyone may file a statement in support of or in opposition to
this proposed amendment with the Department of Commerce and
Insurance, 301 West High Street, Jefferson City, MO 65101. To be con-
sidered, comments must be received within thirty (30) days after pub-
lication of this notice in the Missouri Register. A public hearing is
scheduled for 9:30 am, October 19, 2022, in Room 530, Truman State
Office Building, 301 West High Street, Jefferson City, MO 65I01.

Title 20—DEPARTMENT OF COMMERCE AND
INSURANCE
Division 2150—State Board of Registration
for the Healing Arts
Chapter 5—General Rules

PROPOSED RULE
20 CSR 2150-5.024 HIV Post-Exposure Prophylaxis

PURPOSE: This rule establishes requirements for authorized phar-
macists dispensing HIV post-exposure prophylaxis as authorized by
section 338.730, RSMo.

(1) Definitions.

(A) Authorized pharmacist—A Missouri-licensed pharmacist who
has completed a training course or certificate program in HIV anti-
retroviral prophylaxis that includes training in CDC guidelines for
HIV PEP

(B) Authorizing physician—A physician identified in a written pro-
tocol as authorizing a pharmacist to dispense HIV PEP and who will
be collaborating with an authorized pharmacist in HIV PEP dispens-
ing.

(C) CDC guidelines—The current human immunodeficiency virus
(HIV) guidelines published by the federal Centers for Disease
Control and Prevention (CDC) for non-occupational and occupation-
al HIV exposure.

(D) Medical staff committee—The medical staff committee of a
hospital or hospital system as defined by section 338.165, RSMo,
that includes a Missouri-licensed physician, or the medical staff
committee or similar body of a Missouri-licensed long-term care
facility that includes a Missouri-licensed physician and is responsible
for formulating policies regarding pharmacy services and medication
management for the long-term care facility.

(E) Pharmacy resident—A graduate of a pharmacy school/college
accredited by the Accreditation Council for Pharmacy Education
(ACPE) who is a licensed pharmacist enrolled in a residency training
program accredited by the American Society of Health-System
Pharmacists, a residency training program with a valid application
for accreditation pending with the American Society of Health-
System Pharmacists, or a residency program operated by or in con-
junction with an ACPE-accredited school or college of pharmacy.

(F) Physician—An individual who is actively engaged in the prac-
tice of medicine in the state of Missouri and holds a current Missouri
physician and surgeon license pursuant to Chapter 334, RSMo,
which is not encumbered in any way, such as by designation as pro-
bated, restricted, limited, temporary, inactive, or retired;

(G) Post-exposure prophylaxis (PEP)—Any medication approved
by the Food and Drug Administration (FDA) that meets the same
clinical eligibility recommendations provided in CDC guidelines.

(H) Protocol—For purposes of section 338.730, RSMo, and this
rule, a protocol is defined as—

1. A written protocol approved by a Missouri-licensed physician
that meets the minimum standards in section (2) of this rule and
agreed to by the authorized pharmacist who would be dispensing
HIV PEP;

2. A written protocol approved by the medical staff committee
of a hospital or hospital system as defined by section 338.165,
RSMo, that includes a Missouri-licensed physician;

3. A written protocol approved by the medical staff committee
of a Missouri-licensed long-term care facility that includes a
Missouri-licensed physician; or

4. A standing order issued by the Director of the Missouri
Department of Health and Senior Services (DHSS) if a physician, or
by a physician approved and designated by DHSS.

(2) Authorized pharmacists may enter a written protocol to prescribe
and dispense HIV PEP, as provided by section 338.730, RSMo.
HIV PEP protocols must be within the skill, education, training, and
competence of both the authorizing physician and authorized phar-
macist.

(A) HIV PEP protocols must adhere to CDC guidelines and
include specific directions for the authorized pharmacist to follow.
Except as otherwise provided by DHSS for a DHSS protocol, HIV
PEP protocols must, at a minimum, include the following:

1. Directions/guidelines for patient assessment and counseling;
2. Authorized drug therapies to be dispensed, including the
specified dosage regimen and dosage forms;
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3. Authorized route(s) of administration;

4. Specific requirements for referring patients to a healthcare
provider for additional evaluation/treatment;

5. Any patient counseling requirements designated by the autho-
rizing physician; and

6. Any documentation or recordkeeping required by the autho-
rizing physician.

(B) Protocols may include provisions that allow an authorized
pharmacist to create a prescription in the physician’s name for HIV
PEP medication. The prescription must comply with all applicable
state and federal law. The prescription may be dispensed by a
licensed pharmacy and must be maintained in the prescription
records of the dispensing pharmacy as provided by the Missouri State
Board of Pharmacy’s rules.

(C) Protocols may allow the authorized pharmacist to order or per-
form testing as authorized by the protocol physician or medical staff
committee. If the protocol includes conducting physical assessments
or ordering and evaluating laboratory or other tests, the protocol
must identify required assessments, authorized tests to be ordered,
the criteria for ordering the assessments and tests, interpretation of
assessments/tests, and what action the authorized pharmacist is
authorized to take based on assessment/test results.

(D) Except as otherwise authorized for a DHSS statewide standing
order, protocols must be signed and dated by the authorizing physi-
cian and the authorized pharmacist. If the protocol includes multiple
physicians or authorized pharmacists, a separate protocol is not
required for each physician or authorized pharmacist if all authoriz-
ing physicians and authorized pharmacists have signed and dated a
statement agreeing to be governed by the terms of the written proto-
col. Unless otherwise required by DHSS, a HIV PEP statewide
standing order is exempt from the signature/dating requirements of
this subsection. When utilizing the HIV PEP statewide standing
order issued by DHSS, the pharmacist or the designee of the phar-
macist shall periodically review the HIV PEP statewide standing
order and ensure it is current and active.

(E) Pharmacy residents. In lieu of an individual protocol, a phar-
macy resident may dispense HIV PEP as part of their residency train-
ing under the HIV PEP protocol of an authorized pharmacist, if
authorized by the governing protocol.

(F) Protocols must be physically or electronically maintained by
both the authorizing physician and authorized pharmacist and avail-
able to the Board of Pharmacy and the Board of Registration for the
Healing Arts for a minimum of eight (8) years after termination of
the protocol.

(G) DHSS protocols shall be governed by and comply with all
DHSS requirements and provisions.

(3) Compliance and Supervision.

(A) Authorized pharmacists must ensure patient care activities are
safely and properly performed in accordance with the governing pro-
tocol, recognized standards of practice, and current CDC guidelines.
Additionally, authorized pharmacists must comply with all applicable
provisions of Chapter 338, RSMo, and the rules of the Board of
Pharmacy governing prescribing and recordkeeping.

(B) The authorizing physician shall be responsible for overseeing
compliance with protocol requirements, section 338.730, RSMo,
and current CDC guidelines, but may designate such responsibilities
to a pharmacist if a medication therapy services protocol is in place
that includes dispensing HIV PEP. Except as otherwise provided by
a DHSS protocol, the authorizing physician or a designee of the
authorizing physician who is a Missouri-licensed healthcare provider
must be available to—

1. Provide follow-up appointments for care of patients who
received PEP pursuant to a HIV PEP protocol, or maintain a list of
physician, surgeons, clinics, or other Missouri-licensed healthcare
providers who the authorizing physician or the designee of the autho-
rizing physician confirmed are willing and able to accept referrals of
patients within a reasonable time of the authorized pharmacist initi-

ating HIV PEP and deliver care; and
2. Respond to calls/inquiries from the authorized pharmacist
regarding HIV PEP dispensing, treatment, or patient assessment.

(4) Authorized pharmacists prescribing/dispensing HIV PEP pur-
suant to a DHSS standing order must comply with all DHSS require-
ments. Authorized pharmacists must comply with the following
requirements when prescribing/dispensing HIV PEP based on all
other protocols:

(A) Unless otherwise provided by CDC guidelines or restricted by
the governing protocol, an authorized pharmacist may dispense a
twenty-eight- (28-) day course of HIV PEP therapy, if all of the fol-
lowing conditions are met:

1. The patient is thirteen (13) years of age or older;

2. The patient is HIV negative, as documented by a negative
HIV test result obtained within the previous twenty-four (24) hours
from an HIV antigen/antibody test or antibody-only test or from a
rapid, point-of-care fingerstick blood test approved by the federal
Food and Drug Administration. If the patient does not provide evi-
dence of a negative HIV test in accordance with this paragraph, the
authorized pharmacist shall order an HIV test. If the test results are
not transmitted directly to the authorized pharmacist, the pharmacist
shall verify the test results to the authorized pharmacist’s satisfac-
tion. If the patient tests positive for HIV infection, the authorized
pharmacist must immediately notify the patient and refer the patient
to the patient’s primary care provider if known, and provide a list of
providers and clinics in the patient’s region for confirmatory testing
and follow-up care. If an HIV test is not reasonably available for
twenty-four (24) hours or longer, the authorized pharmacist may use
clinical discretion to dispense HIV PEP upon verification that other
criteria for dispensing has been met and HIV PEP is otherwise indi-
cated;

3. The patient does not report any signs or symptoms of acute
HIV infection on a self-reported checklist of acute HIV infection
signs and symptoms;

4. The patient is not taking any contraindicated medications per
guidelines and package insert information;

5. The single high-risk event of non-occupational exposure to
HIV occurred within seventy-two (72) hours of the pharmacist-
patient encounter; and

6. An authorized pharmacist may not dispense HIV PEP to an
individual patient by protocol more than twice every three hundred
sixty-five (365) days. The authorized pharmacist must notify the
patient of the three hundred sixty-five- (365-) day limit and advise
the patient that the patient must be seen by a primary care provider
to receive subsequent prescriptions for PEP if the patient exceeds the
three hundred sixty-five- (365-) day dispensing limit;

(B) Authorized pharmacists must counsel patients on the safe and
appropriate use of HIV PEP to maximize therapeutic outcomes.
Counseling may include, but is not limited to, education about side
effects, safety during pregnancy and breastfeeding, adherence to rec-
ommended dosing, and the importance of timely testing and treat-
ment, as applicable, for HIV, renal function, hepatitis B, hepatitis C,
sexually transmitted diseases, and pregnancy for individuals of child-
bearing capacity. The authorized pharmacist should stress the impor-
tance of ongoing monitoring and follow-up care with a primary care
provider, and recommend routine primary care and health mainte-
nance. Authorized pharmacists must also notify patients that confir-
mation HIV testing is recommended at three (3) and six (6) months
or the interval(s) recommended by the CDC;

(C) Because of the importance of follow-up care and the potential
difficulty of obtaining an appointment on short notice, authorized
pharmacists must provide patients prescribed or dispensed HIV PEP
a list of, and addresses and contact information for, nearby federally
qualified health centers, local county health departments, hospitals,
emergency departments, or other governmental providers/agencies
that may provide follow-up care or HIV testing, treatment, or coun-
seling for the patient; and
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(D) The authorized pharmacist must notify the patient’s primary
care provider when the pharmacist prescribes/dispenses HIV PEP to
the patient. If the patient does not have a primary care provider, or
refuses consent to notify the patient’s primary care provider, the
authorized pharmacist must provide the patient a list of physicians
and surgeons, clinics, or other healthcare service providers who the
authorizing physician or the designee of the authorizing physician
confirmed are willing and able to accept new or uninsured patients
and deliver care in a timely fashion. The required list must be devel-
oped in consultation with or approved by the authorizing physician,
and must be updated by December 31 of each calendar year and as
needed to ensure patients have access to follow-up care and success
with obtaining appointments. If the patient does not have a primary
care provider, the authorized pharmacist must also recommend that
the patient use a patient healthcare navigator or community health-
care case worker as defined by the CDC to access healthcare ser-
vices. An authorized pharmacist must document authorization from
the patient prior to facilitating referrals, coordinating follow-up care,
or making appointments with a provider on the patient’s behalf.

(5) Mandatory Referrals/Reporting. Authorized pharmacists must
make the following referrals when prescribing/dispensing HIV PEP
by protocol:

(A) An authorized pharmacist shall not prescribe or dispense HIV
PEP and must immediately refer the patient to an emergency depart-
ment or a primary care provider for urgent treatment if the patient is
under thirteen (13) years old or is taking any contraindicated med-
ications per guidelines and package insert information;

(B) If a patient tests positive for HIV infection, a sexually trans-
mitted disease, or hepatitis B or C, the authorized pharmacist must
refer or direct the patient to a primary care provider and provide the
patient a list of providers or clinics in the patient’s region for confir-
matory testing and follow-up care;

(C) If the patient returns to the authorized pharmacist for follow-
up care and shows signs or symptoms of acute renal injury, acute
HIV infection, acute drug toxicities, or serious side effects after tak-
ing HIV PEP, the authorized pharmacist shall immediately refer the
patient to an emergency department for urgent evaluation and treat-
ment; and

(D) Authorized pharmacists shall report actual or suspected child
abuse or neglect to the Missouri Department of Social Services,
Children’s Division, as required by Missouri law, including but not
limited to sections 210.115 and 210.130, RSMo. If the case involves
a known sexual assault victim, the authorized pharmacist shall refer
the patient to an emergency department, and recommend that the
patient contact law enforcement and be examined and co-managed by
professionals trained in assessing and counseling individuals who
have been sexually assaulted.

(6) Patient Medical Records. Authorized pharmacists shall maintain
a patient medical record for each patient that documents the care pro-
vided for the patient pursuant to a HIV PEP protocol.
(A) At a minimum, the required patient medical record must
include:
1. The patient’s name, birthdate, address, and telephone num-
ber;
2. The date(s) the patient was seen;
3. The name or identity of the authorized pharmacist;
4. The patient’s primary care provider, if provided;
5. Documentation of patient screening;
6. All information required by the governing protocol or
requested by the authorizing physician;
7. Any other pertinent medical or medication information/his-
tory;
8. The name and dosage of medication dispensed or prescribed
under the authorizing physician’s name; and
9. Any healthcare provider referrals.
(B) Patient medical records must be individually retrievable and

must be securely and confidentially maintained in compliance with
applicable state and federal law. At a minimum, patient medical
records must be maintained for seven (7) years from the date created.
Records maintained at a pharmacy must be produced immediately or
within two (2) hours of a request from a board or a board’s autho-
rized designee. Records not maintained at a pharmacy must be pro-
duced within three (3) business days of a board request.

(C) Patient records for pharmacy services provided by an autho-
rized pharmacist pursuant to an HIV PEP protocol must be produced
to the authorizing physician or medical staff committee on request.

(7) Production of Records. Records maintained at a pharmacy must
be produced during an inspection or investigation by the Missouri
State Board of Pharmacy, Missouri State Board of Registration for
the Healing Arts, or their authorized representatives, as requested by
the respective board or the board’s designee. Records not maintained
at a pharmacy shall be produced within three (3) business days after
a request from the Missouri State Board of Pharmacy, Missouri State
Board of Registration for the Healing Arts, and/or its authorized rep-
resentative. Failure to maintain or produce records as provided by
this rule shall constitute grounds for discipline.

AUTHORITY: section 334.125, RSMo 2016, and section 338.730,
RSMo Supp. 2021. Original rule filed Aug. 10, 2022.

PUBLIC COST: This proposed rule will not cost state agencies or
political subdivisions more than five hundred dollars ($500) in the
aggregate.

PRIVATE COST: This proposed rule will not cost private entities
more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed rule with the Missouri
State Board of Registration for the Healing Arts, PO Box 4, 3605
Missouri Boulevard, Jefferson City, MO 65102, by facsimile at (573)
751-3166, or via email at healingarts@pr.mo.gov. To be considered,
comments must be received within thirty (30) days after publication
of this notice in the Missouri Register. No public hearing is sched-
uled.

Title 20—DEPARTMENT OF COMMERCE AND
INSURANCE
Division 2220—State Board of Pharmacy
Chapter 6—Pharmaceutical Care Standards

PROPOSED RULE
20 CSR 2220-6.025 HIV Post-Exposure Prophylaxis

PURPOSE: This rule establishes requirements for authorized phar-
macists dispensing HIV post-exposure prophylaxis as authorized by
section 338.730, RSMo.

(1) Definitions.

(A) Authorized pharmacist—A Missouri-licensed pharmacist who
has completed a training course or certificate program in HIV anti-
retroviral prophylaxis that includes training in CDC guidelines for
HIV PEP.

(B) Authorizing physician—A physician identified in a written pro-
tocol as authorizing a pharmacist to dispense HIV PEP and who will
be collaborating with an authorized pharmacist in HIV PEP dispens-
ing.

(C) CDC guidelines—The current human immunodeficiency virus
(HIV) guidelines published by the federal Centers for Disease
Control and Prevention (CDC) for non-occupational and occupation-
al HIV exposure.
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(D) Medical staff committee—The medical staff committee of a
hospital or hospital system as defined by section 338.165, RSMo,
that includes a Missouri-licensed physician, or the medical staff
committee or similar body of a Missouri-licensed long-term care
facility that includes a Missouri-licensed physician and is responsible
for formulating policies regarding pharmacy services and medication
management for the long-term care facility.

(E) Pharmacy resident—A graduate of a pharmacy school/college
accredited by the Accreditation Council for Pharmacy Education
(ACPE) who is a licensed pharmacist enrolled in a residency training
program accredited by the American Society of Health-System
Pharmacists, a residency training program with a valid application
for accreditation pending with the American Society of Health-
System Pharmacists, or a residency program operated by or in con-
junction with an ACPE-accredited school or college of pharmacy.

(F) Physician—An individual who is actively engaged in the prac-
tice of medicine in the state of Missouri and holds a current Missouri
physician and surgeon license pursuant to Chapter 334, RSMo,
which is not encumbered in any way, such as by designation as pro-
bated, restricted, limited, temporary, inactive, or retired;

(G) Post-exposure prophylaxis (PEP)—Any medication approved
by the Food and Drug Administration (FDA) that meets the same
clinical eligibility recommendations provided in CDC guidelines.

(H) Protocol—For purposes of section 338.730, RSMo, and this
rule, a protocol is defined as—

1. A written protocol approved by a Missouri-licensed physician
that meets the minimum standards in section (2) of this rule and
agreed to by the authorized pharmacist who would be dispensing
HIV PEP;

2. A written protocol approved by the medical staff committee
of a hospital or hospital system as defined by section 338.165,
RSMo, that includes a Missouri-licensed physician;

3. A written protocol approved by the medical staff committee
of a Missouri-licensed long-term care facility that includes a
Missouri-licensed physician; or

4. A standing order issued by the Director of the Missouri
Department of Health and Senior Services (DHSS) if a physician, or
by a physician approved and designated by DHSS.

(2) Authorized pharmacists may enter a written protocol to prescribe
and dispense HIV PEP, as provided by section 338.730, RSMo.
HIV PEP protocols must be within the skill, education, training, and
competence of both the authorizing physician and authorized phar-
macist.

(A) HIV PEP protocols must adhere to CDC guidelines and
include specific directions for the authorized pharmacist to follow.
Except as otherwise provided by DHSS for a DHSS protocol, HIV
PEP protocols must, at a minimum, include the following:

1. Directions/guidelines for patient assessment and counseling;

2. Authorized drug therapies to be dispensed including the spec-
ified dosage regimen and dosage forms;

3. Authorized route(s) of administration;

4. Specific requirements for referring patients to a healthcare
provider for additional evaluation/treatment;

5. Any patient counseling requirements designated by the autho-
rizing physician; and

6. Any documentation or recordkeeping required by the autho-
rizing physician.

(B) Protocols may include provisions that allow an authorized
pharmacist to create a prescription in the physician’s name for HIV
PEP medication. The prescription must comply with all applicable
state and federal law. The prescription may be dispensed by a
licensed pharmacy and must be maintained in the prescription
records of the dispensing pharmacy as provided by the Missouri State
Board of Pharmacy’s rules.

(C) Protocols may allow the authorized pharmacist to order or per-
form testing as authorized by the protocol physician or medical staff
committee. If the protocol includes conducting physical assessments

or ordering and evaluating laboratory or other tests, the protocol
must identify required assessments, authorized tests to be ordered,
the criteria for ordering the assessments and tests, interpretation of
assessments/tests, and what action the authorized pharmacist is
authorized to take based on assessment/test results.

(D) Except as otherwise authorized for a DHSS statewide standing
order, protocols must be signed and dated by the authorizing physi-
cian and the authorized pharmacist. If the protocol includes multiple
physicians or authorized pharmacists, a separate protocol is not
required for each physician or authorized pharmacist if all authoriz-
ing physicians and authorized pharmacists have signed and dated a
statement agreeing to be governed by the terms of the written proto-
col. Unless otherwise required by DHSS, a HIV PEP statewide
standing order is exempt from the signature/dating requirements of
this subsection. When utilizing the HIV PEP statewide standing
order issued by DHSS, the pharmacist or the designee of the phar-
macist shall periodically review the HIV PEP statewide standing
order and ensure it is current and active.

(E) Pharmacy residents. In lieu of an individual protocol, a phar-
macy resident may dispense HIV PEP as part of their residency train-
ing under the HIV PEP protocol of an authorized pharmacist, if
authorized by the governing protocol.

(F) Protocols must be physically or electronically maintained by
both the authorizing physician and authorized pharmacist and avail-
able to the Board of Pharmacy and the Board of Registration for the
Healing Arts for a minimum of eight (8) years after termination of
the protocol.

(G) DHSS protocols shall be governed by and comply with all
DHSS requirements and provisions.

(3) Compliance and Supervision.

(A) Authorized pharmacists must ensure patient care activities are
safely and properly performed in accordance with the governing pro-
tocol, recognized standards of practice, and current CDC guidelines.
Additionally, authorized pharmacists must comply with all applicable
provisions of Chapter 338, RSMo, and the rules of the Board of
Pharmacy governing prescribing and recordkeeping.

(B) The authorizing physician shall be responsible for overseeing
compliance with protocol requirements, section 338.730, RSMo,
and current CDC guidelines, but may designate such responsibilities
to a pharmacist if a medication therapy services protocol is in place
that includes dispensing HIV PEP. Except as otherwise provided by
a DHSS protocol, the authorizing physician or a designee of the
authorizing physician who is a Missouri-licensed healthcare provider
must be available to—

1. Provide follow-up appointments for care of patients who
received PEP pursuant to a HIV PEP protocol, or maintain a list of
physician, surgeons, clinics, or other Missouri-licensed healthcare
providers who the authorizing physician or the designee of the autho-
rizing physician confirmed are willing and able to accept referrals of
patients within a reasonable time of the authorized pharmacist initi-
ating HIV PEP and deliver care; and

2. Respond to calls/inquiries from the authorized pharmacist
regarding HIV PEP dispensing, treatment, or patient assessment.

(4) Authorized pharmacists prescribing/dispensing HIV PEP pur-
suant to a DHSS standing order must comply with all DHSS require-
ments. Authorized pharmacists must comply with the following
requirements when prescribing/dispensing HIV PEP based on all
other protocols:

(A) Unless otherwise provided by CDC guidelines or restricted by
the governing protocol, an authorized pharmacist may dispense a
twenty-eight- (28-) day course of HIV PEP therapy, if all of the fol-
lowing conditions are met:

1. The patient is thirteen (13) years of age or older;

2. The patient is HIV negative, as documented by a negative
HIV test result obtained within the previous twenty-four (24) hours
from an HIV antigen/antibody test or antibody-only test or from a
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rapid, point-of-care fingerstick blood test approved by the federal
Food and Drug Administration. If the patient does not provide evi-
dence of a negative HIV test in accordance with this paragraph, the
authorized pharmacist shall order an HIV test. If the test results are
not transmitted directly to the authorized pharmacist, the pharmacist
shall verify the test results to the authorized pharmacist’s satisfac-
tion. If the patient tests positive for HIV infection, the authorized
pharmacist must immediately notify the patient and refer the patient
to the patient’s primary care provider if known, and provide a list of
providers and clinics in the patient’s region for confirmatory testing
and follow-up care. If an HIV test is not reasonably available for
twenty-four (24) hours or longer, the authorized pharmacist may use
clinical discretion to dispense HIV PEP upon verification that other
criteria for dispensing has been met and HIV PEP is otherwise indi-
cated;

3. The patient does not report any signs or symptoms of acute
HIV infection on a self-reported checklist of acute HIV infection
signs and symptoms;

4. The patient is not taking any contraindicated medications per
guidelines and package insert information;

5. The single high-risk event of non-occupational exposure to
HIV occurred within seventy-two (72) hours of the pharmacist-
patient encounter; and

6. An authorized pharmacist may not dispense HIV PEP to an
individual patient by protocol more than twice every three hundred
sixty-five (365) days. The authorized pharmacist must notify the
patient of the three hundred sixty-five- (365-) day limit and advise
the patient that the patient must be seen by a primary care provider
to receive subsequent prescriptions for PEP if the patient exceeds the
three hundred sixty-five- (365-) day dispensing limit;

(B) Authorized pharmacists must counsel patients on the safe and
appropriate use of HIV PEP to maximize therapeutic outcomes.
Counseling may include, but is not limited to, education about side
effects, safety during pregnancy and breastfeeding, adherence to rec-
ommended dosing, and the importance of timely testing and treat-
ment, as applicable, for HIV, renal function, hepatitis B, hepatitis C,
sexually transmitted diseases, and pregnancy for individuals of child-
bearing capacity. The authorized pharmacist should stress the impor-
tance of ongoing monitoring and follow-up care with a primary care
provider, and recommend routine primary care and health mainte-
nance. Authorized pharmacists must also notify patients that confir-
mation HIV testing is recommended at three (3) and six (6) months
or the interval(s) recommended by the CDC;

(C) Because of the importance of follow-up care and the potential
difficulty of obtaining an appointment on short notice, authorized
pharmacists must provide patients prescribed or dispensed HIV PEP
a list of, and addresses and contact information for, nearby federally
qualified health centers, local county health departments, hospitals,
emergency departments, or other governmental providers/agencies
that may provide follow-up care or HIV testing, treatment, or coun-
seling for the patient; and

(D) The authorized pharmacist must notify the patient’s primary
care provider when the pharmacist prescribes/dispenses HIV PEP to
the patient. If the patient does not have a primary care provider, or
refuses consent to notify the patient’s primary care provider, the
authorized pharmacist must provide the patient a list of physicians
and surgeons, clinics, or other healthcare service providers who the
authorizing physician or the designee of the authorizing physician
confirmed are willing and able to accept new or uninsured patients
and deliver care in a timely fashion. The required list must be devel-
oped in consultation with or approved by the authorizing physician,
and must be updated by December 31 of each calendar year and as
needed to ensure patients have access to follow-up care and success
with obtaining appointments. If the patient does not have a primary
care provider, the authorized pharmacist must also recommend that
the patient use a patient healthcare navigator or community health-
care case worker as defined by the CDC to access healthcare ser-
vices. An authorized pharmacist must document authorization from

the patient prior to facilitating referrals, coordinating follow-up care,
or making appointments with a provider on the patient’s behalf.

(5) Mandatory Referrals/Reporting. Authorized pharmacists must
make the following referrals when prescribing/dispensing HIV PEP
by protocol:

(A) An authorized pharmacist shall not prescribe or dispense HIV
PEP and must immediately refer the patient to an emergency depart-
ment or a primary care provider for urgent treatment if the patient is
under thirteen (13) years old or is taking any contraindicated med-
ications per guidelines and package insert information;

(B) If a patient tests positive for HIV infection, a sexually trans-
mitted disease, or hepatitis B or C, the authorized pharmacist must
refer or direct the patient to a primary care provider and provide the
patient a list of providers or clinics in the patient’s region for confir-
matory testing and follow-up care;

(C) If the patient returns to the authorized pharmacist for follow-
up care and shows signs or symptoms of acute renal injury, acute
HIV infection, acute drug toxicities, or serious side effects after tak-
ing HIV PEP, the authorized pharmacist shall immediately refer the
patient to an emergency department for urgent evaluation and treat-
ment; and

(D) Authorized pharmacists shall report actual or suspected child
abuse or neglect to the Missouri Department of Social Services,
Children’s Division, as required by Missouri law, including but not
limited to sections 210.115 and 210.130, RSMo. If the case involves
a known sexual assault victim, the authorized pharmacist shall refer
the patient to an emergency department, and recommend that the
patient contact law enforcement and be examined and co-managed by
professionals trained in assessing and counseling individuals who
have been sexually assaulted.

(6) Patient Medical Records. Authorized pharmacists shall maintain
a patient medical record for each patient that documents the care pro-
vided for the patient pursuant to a HIV PEP protocol.

(A) At a minimum, the required patient medical record must
include:

1. The patient’s name, birthdate, address, and telephone num-
ber;

2. The date(s) the patient was seen;

3. The name or identity of the authorized pharmacist;

4. The patient’s primary care provider, if provided;

5. Documentation of patient screening;

6. All information required by the governing protocol or
requested by the authorizing physician;

7. Any other pertinent medical or medication information/his-
tory;

8. The name and dosage of medication dispensed or prescribed
under the authorizing physician’s name; and

9. Any healthcare provider referrals.

(B) Patient medical records must be individually retrievable and
must be securely and confidentially maintained in compliance with
applicable state and federal law. At a minimum, patient medical
records must be maintained for seven (7) years from the date created.
Records maintained at a pharmacy must be produced immediately or
within two (2) hours of a request from a board or a board’s autho-
rized designee. Records not maintained at a pharmacy must be pro-
duced within three (3) business days of a board request.

(C) Patient records for pharmacy services provided by an autho-
rized pharmacist pursuant to an HIV PEP protocol must be produced
to the authorizing physician or medical staff committee on request.

(7) Production of Records. Records maintained at a pharmacy must
be produced during an inspection or investigation by the Missouri
State Board of Pharmacy, Missouri State Board of Registration for
the Healing Arts, or their authorized representatives, as requested by
the respective board or the board’s designee. Records not maintained
at a pharmacy shall be produced within three (3) business days after
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a request from the Missouri State Board of Pharmacy, Missouri State
Board of Registration for the Healing Arts, and/or its authorized rep-
resentative. Failure to maintain or produce records as provided by
this rule shall constitute grounds for discipline.

AUTHORITY: sections 338.140, 338.210, and 338.730, RSMo Supp.
2021. Original rule filed Aug. 10, 2022.

PUBLIC COST: This proposed rule will not cost state agencies or
political subdivisions more than five hundred dollars ($500) in the
aggregate.

PRIVATE COST: This proposed rule will not cost private entities
more than five hundred dollars ($500) in the aggregate.

NOTICE TO SUBMIT COMMENTS: Anyone may file a statement in
support of or in opposition to this proposed rule with the Missouri
Board of Pharmacy, PO Box 625, 3605 Missouri Boulevard,
Jefferson City, MO 65102, by facsimile at (573) 526-3464, or via
email at pharmacy@pr.mo.gov. To be considered, comments must be
received within thirty (30) days after publication of this notice in the
Missouri Register. No public hearing is scheduled.
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his section will contain the final text of the rules pro-

posed by agencies. The order of rulemaking is required
to contain a citation to the legal authority upon which the
order of rulemaking is based; reference to the date and page
or pages where the notice of proposed rulemaking was pub-
lished in the Missouri Register; an explanation of any change
between the text of the rule as contained in the notice of pro-
posed rulemaking and the text of the rule as finally adopted,
together with the reason for any such change; and the full text
of any section or subsection of the rule as adopted which has
been changed from that contained in the notice of proposed
rulemaking. The effective date of the rule shall be not less
than thirty (30) days after the date of publication of the revi-
sion to the Code of State Regulations.

he agency is also required to make a brief summary of

the general nature and extent of comments submitted in
support of or opposition to the proposed rule and a concise
summary of the testimony presented at the hearing, if any,
held in connection with the rulemaking, together with a con-
cise summary of the agency’s findings with respect to the
merits of any such testimony or comments which are
opposed in whole or in part to the proposed rule. The ninety-
(90-) day period during which an agency shall file its Order of
Rulemaking for publication in the Missouri Register begins
either: 1) after the hearing on the Proposed Rulemaking is
held; or 2) at the end of the time for submission of comments
to the agency. During this period, the agency shall file with the
secretary of state the order of rulemaking, either putting the
proposed rule into effect, with or without further changes, or
withdrawing the proposed rule.

Title 7—MISSOURI DEPARTMENT OF
TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 1—Organization; General Provisions

ORDER OF RULEMAKING

By the authority vested in the Missouri Highways and Transportation
Commission under section 536.023, RSMo 2016, the commission
amends a rule as follows:

7 CSR 10-1.010 Description, Organization, and Information
is amended.

A notice of proposed rulemaking containing the text of the proposed
amendment was published in the Missouri Register on April 15, 2022
(47 MoReg 551-554). No changes have been made in the text of the
proposed amendment, so it is not reprinted here. This proposed
amendment becomes effective thirty (30) days after publication in the
Code of State Regulations.

SUMMARY OF COMMENTS: No comments were received.

Title 7—MISSOURI DEPARTMENT OF
TRANSPORTATION
Division 10—Missouri Highways and Transportation
Commission
Chapter 11—Procurement of Supplies

ORDER OF RULEMAKING

By the authority vested in the Missouri Highways and Transportation

Commission under sections 226.020, 226.130, 227.030, and
227.210, RSMo 2016, the commission amends a rule as follows:

7 CSR 10-11.020 Procedures for Solicitation, Receipt of Bids, and
Award and Administration of Contracts is amended.

A notice of proposed rulemaking containing the text of the proposed
amendment was published in the Missouri Register on April 15, 2022
(47 MoReg 554-555). No changes have been made in the text of the
proposed amendment, so it is not reprinted here. This proposed
amendment becomes effective thirty (30) days after publication in the
Code of State Regulations.

SUMMARY OF COMMENTS: No comments were received.

Title 20—DEPARTMENT OF COMMERCE AND
INSURANCE
Division 2145—Missouri Board of Geologist Registration
Chapter 1—General Rules

ORDER OF RULEMAKING

By the authority vested in the Missouri Board of Geologist
Registration under section 256.462, RSMo Supp. 2021, the board
amends a rule as follows:

20 CSR 2145-1.040 Fees is amended.

A notice of proposed rulemaking containing the text of the proposed
amendment was published in the Missouri Register on June 1, 2022
(47 MoReg 784-785). No changes have been made in the text of the
proposed amendment, so it is not reprinted here. This proposed
amendment becomes effective thirty (30) days after publication in the
Code of State Regulations.

SUMMARY OF COMMENTS: No comments were received.
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his section may contain notice of hearings, correction

notices, public information notices, rule action notices,
statements of actual costs, and other items required to be pub-
lished in the Missouri Register by law.

Title 10—DEPARTMENT OF NATURAL RESOURCES
Division 25—Hazardous Waste Management Commission
Chapter 7—Rules Applicable to Owners/Operators of
Hazardous Waste Facilities

IN ADDITION
Permit Modifications List Available Online

The Missouri Department of Natural Resources invites the public to
review the list of completed hazardous waste permit modifications for
the 2021 calendar year. The permit modification list for calendar year
2021, as well as lists from previous years, is available online at
Completed Hazardous Waste Permit Modifications Calendar Year
2021 | Missouri ~ Department of Natural Resources,
https://dnr.mo.gov/document-search/completed-hazardous-waste-
permit-modifications-calendar-year-2021.

Businesses actively treating, storing (for longer than allowed by the
hazardous waste generator regulations), or disposing hazardous waste
in Missouri are required to obtain a hazardous waste permit. These
permits contain operating and closure requirements, as well as nec-
essary post-closure, corrective action, and financial assurance
requirements. The department or facility can make changes to the
currently effective permit, allowing the facility to change or improve
its operations, or respond to new or changed regulatory require-
ments. Additional information and examples of significant permit
modifications in Missouri are highlighted in the EPA publication,
Permit Modifications Report: Safeguarding the Environment in the
Face of Changing Business Needs, available online at epa.gov/hwper-
mitting/permit-modifications-report-safeguarding-environment-
facechanging-business-needs.

Title 19—DEPARTMENT OF HEALTH AND
SENIOR SERVICES
Division 60—Missouri Health Facilities
Review Committee
Chapter 50—Certificate of Need Program

NOTIFICATION OF REVIEW:
APPLICATION REVIEW SCHEDULE

The Missouri Health Facilities Review Committee has initiated
review of the CON applications listed below. A decision is tentatively
scheduled for November 7, 2022. These applications are available for
public inspection at the address shown below.

Date Filed
Project Number: Project Name
City (County)
Cost, Description

8/25/2022
#5962 HS: Liberty Hospital
Liberty (Clay County)
$2,045,750, Replace robotic surgery unit

8/26/2022
#5970 DS: St. Louis Altenheim
St. Louis (St. Louis City)
$2,124,000, Add 23 ALF beds and 25 SNF beds

#5967 HS: Mercy Hospital St. Louis
St. Louis (St. Louis County)
$4,105,124, Acquire 2 additional MRI units

#5971 RS: Topwood Home, LLC
Manchester (St. Louis County)
$13,850,000, Establish 75-bed ALF

Any person wishing to request a public hearing for the purpose of
commenting on these applications must submit a written request to
this effect, which must be received by September 28, 2022. All writ-
ten requests and comments should be sent to—

Chairman

Missouri Health Facilities Review Committee
c/o Certificate of Need Program
3418 Knipp Drive, Suite F

PO Box 570

Jefferson City, MO 65102

For additional information,
alison.dorge@health.mo. gov.

contact Alison Dorge at
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