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BEFORE THE ALTERNATIVE HEALTH CARE BOARD
DEPARTMENT OF LABOR AND INDUSTRY
STATE OF MONTANA

NOTICE OF PUBLIC HEARING ON
PROPOSED ADOPTION AND
AMENDMENT

In the matter of the adoption of NEW )
RULES I through IV and the )
amendment of ARM 24.111.502, )
24.111.503, 24.111.511, 24.111.610, )
24.111.611, and 24.111.2301 )
pertaining to midwife prescribing )

TO: All Concerned Persons

1. On July 14, 2023, at 9:00 a.m., a public hearing will be held via remote
conferencing to consider the proposed changes to the above-stated rules. There will
be no in-person hearing. Interested parties may access the remote conferencing
platform in the following ways:
a. Join Zoom Meeting, https://mt-gov.zoom.us/j/85900234101
Meeting ID: 859 0023 4101, Passcode: 914497
-OR-

b. Dial by telephone, +1 406 444 9999 or +1 646 558 8656
Meeting ID: 859 0023 4101, Passcode: 914497

2. The Department of Labor and Industry (department) will make reasonable
accommodations for persons with disabilities who wish to participate in this public
hearing or need an alternative accessible format of this notice. If you require an
accommodation, contact the department no later than 5:00 p.m., on July 7, 2023, to
advise us of the nature of the accommodation that you need. Please contact the
department at P.O. Box 1728, Helena, Montana 59624-1728; telephone (406) 444-
5466; Montana Relay 711; or e-mail laborlegal@mt.gov.

3. GENERAL REASONABLE NECESSITY: The 2023 Montana Legislature
passed Senate Bill (SB) 100 (revise laws on naturopaths and natural substances;
eff. 4/24/2023), House Bill (HB) 392 (generally revise midwifery laws; eff. 10/1/2023),
and HB 655 (require Medicaid to cover midwife-attended home births; eff. 7/1/2023).
Accordingly, the Alternative Health Care Board (board) determined it is reasonably
necessary to amend several rules and adopt four new rules to implement the three
bills. Specifically, the rule changes will establish requirements for midwives to
expand their administration of prescription medications, outline circumstances
constituting low risk for planned home births, and update education requirements
and prescribing abilities for naturopathic physicians. Where additional specific
bases for a proposed action exist, the board will identify those reasons immediately
following that rule.

4. The proposed new rules are as follows:
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NEW RULE | EDUCATIONAL REQUIREMENTS FOR ADMINISTRATION
OF DRUGS (1) Midwives may become endorsed to obtain and administer
prescription drugs per 37-27-302, MCA, by submitting an application that
demonstrates the applicant either:

(a) holds the certified professional midwife (CPM) credential through MEAC
accreditation (obtained after January 1, 2021); or

(b) completed both:

(i) an MEAC approved, pharmacology specific to midwives training course
covering all drugs listed in the formulary of 37-27-302(2), MCA; and

(i) an IV therapy course having a practical component that is:

(A) provided by the Montana Health Network;

(B) provided by MEAC; or

(C) another eight-hour course having a practical component.

AUTH: 37-1-131, 37-27-302, MCA
IMP:  37-1-131, 37-27-302, MCA

NEW RULE Il OBTAINING, STORING, AND DISPOSING OF DRUGS

(1) Endorsed midwives may obtain formulary drugs as allowed by law,
including from:

(a) a person or entity licensed as a wholesale distributor by the Montana
Board of Pharmacy; and

(b) a retail pharmacy, in minimal quantities for office use.

(2) Endorsed midwives must:

(a) store all formulary drugs in secure areas suitable for preventing
unauthorized access and for ensuring a proper environment for the preservation of
the drugs; and

(b) dispose of drugs using means that are reasonably calculated to guard
against unauthorized access by persons and harmful excretion of the drugs into the
environment. The means that may be used include, without limitation:

(i) transferring the drugs to a reverse distributor who is registered to destroy
drugs with the U.S. Drug Enforcement Agency;

(i) removing the drugs from their original containers, mixing them with an
undesirable substance such as coffee grounds or Kitty litter, putting them in
impermeable, non-descript containers such as empty cans or sealable bags, and
throwing the containers in the trash; or

(iii) flushing the drugs down the toilet if the accompanying patient information
instructs that it is safe to do so.

(3) Endorsed midwives may carry drugs to the home setting while providing
care within the course and scope of the practice of midwifery.

AUTH: 37-1-131, 37-27-302, MCA
IMP:  37-1-131, 37-27-302, MCA

NEW RULE 1l USE OF FORMULARY DRUGS (1) Endorsed midwives may
use the drugs in 37-27-302(2), MCA, according to the following protocol describing
the indication for use, dosage, route of administration, and duration of treatment:
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Dose-in

e conformanc Ro_u_te of . Duration of
Drug Indication e ACOG Administratio Treatment
guidelines n
Until
maternal/fet
al
Maternal/Fet | 10-12 L/min. = Bag and mask @ stabilization
al Distress 10 L/min. Mask is achieved
or transfer to
hospital is
Oxygen complete
Until
Neonatal 10-12 L/min. | Bag and mask | stabilization
Resuscitation 10 L/min. Mask is achieved
or transfer to
a hospital is
complete
1-2 doses
Transport to
hospital
Oxytocin E:rzfr?;t:;e 10 Units/m Intramuscularl required if
(Pitocin) only y only more than
two doses
are
administered
Local
anesthetic for
use during Maximum 50 | Percutaneous | Completion
. . o
Lidocaine HCI 2% p?:’g;?:tgfm ml infiltration only of repair
lacerations or
episiotomy
5 million
units initial
Penicillin G Group B dose, _then IV in =100 mi _
(Recommended) Strep 2.5 million LR, NS or Birth of baby
Prophylaxis | units every 4 DsLR
hours until
birth
Methegrine Postpartum Intramuscularl Trﬁgzgﬁ; ©
(Methylergonovin | hemorrhage 0.2mg/ml ; ,
e only y only 1 dose r_equwed if
single dose
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does not
stop
hemorrhage
2 grams
- initial dose,
Ampicillin GroupB | yon1gram | IVin=100ml | ..
Sodium Strep Birth of baby
. : every 4 NS or LR
(Alternative) Prophylaxis .
hours until
birth
Cefazolin Sodium
(drug of choice 2 grams
for penicillin Group B initial dose, IV in =100 mi
pent Strep then 1 gram LR, NS or Birth of Baby
allergy with low .
. Prophylaxis every 8 DsLR
risk for
. hours
anaphylaxis)
Clindamycin
Phosphate (drug
of choice for Group B 00mg \vinst00m .
o Strep every 8 Birth of Baby
penicillin allergy Prophvlaxis hours NS (not LR)
with high risk for phy
anaphylaxis)
Every 20
minutes or
until
emergency
Treatment or medical
post- services
Epinephrine HCI exposure Subcutaneousl arrive
. prevention of 0.3 ml y or
1:1000 . -
severe intramuscularly = Administer
allergic first dose
reactions then
immediately
request
emergency
services
Lactated Ringer's | - 2 liter :
Intravenously Until
(LR) bags
maternal
5% Dextrose in To achieve | First liter run gtablllgatlon
. . ) . is achieved
Lactated Ringer's maternal in at a wide-
. e or transfer to
solution (DsLR) stabilization open rate, e
a hospital is
the second comolete
liter titrated P
toclients ' A directed  Birth of Baby
condition
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0.9% Sodium
Chloride (NS)

Sterile Water

Cytotec
(Misoprostol)

Rho(d) Immune
Globulin

Reconstitutio
n of antibiotic
powder

Postpartum
hemorrhage
only

Prevention of
Rho (d)
sensitization
in Rho (d)
negative
women
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As directed
Rectally is the
Up to 800 preferred
mcg method Orally
is allowed

Intramuscularl
y

300 mcg

1-2 doses

Transport to
hospital
required if
more than
one dose is
administered
Single dose
at any
gestation for
Rho (d)
negative,
antibody
negative
women
within 72
hours of
spontaneous
bleeding or
abdominal
trauma.

Single dose
at 26-28
weeks
gestation for
Rho (d)
negative,
antibody
negative
women

Single dose
for Rho (d)
negative,
antibody
negative
women
within 72
hours of
delivery of

Rho (d)
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positive
infant, or
infant with
unknown
blood type
Prophylaxis
Phytonadione folg V!t?m'” K 1 dose
eficiency
Bleeding
0.5% Prophylaxis
Erythromycin y 1 cm ribbon .
Ophthalmic of Neonatgl in each eve Topical 1 dose
P’ Ophthalmia y
Ointment P
Initiate
transfer after
administerin
g first dose.
If bleeding
continues
1000 mg after 30
over 10 minutes or
T . . Postpartum minutes stops and
ranexamic acid : " Intravenous
Hemorrhage @ given within restarts
3 hours of within 24
birth hours after
the first
dose, a
second dose
of 1000mg
may be
given.
Stop or As per direct | As perdirect | As per direct
T . prevent order of a order of a order of a
erbutaline : . .
premature licensed licensed licensed
labor physician physician physician

AUTH: 37-1-131, 37-27-302, MCA
IMP:  37-1-131, 37-27-302, MCA

NEW RULE IV _CIRCUMSTANCES CONSTITUTING A LOW RISK OF
ADVERSE BIRTH OUTCOMES (1) A low risk of adverse birth outcomes indicates
a clinical scenario for which there is not clear demonstratable benefit for a medical
intervention or transfer to a physician's care under ARM 24.111.610 or 24.111.611.

(2) Consultation with a physician as required by ARM 24.111.611(1)(a) does
not preclude a low risk of adverse birth outcomes.
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(3) Preexisting arrangements for emergency transportation to a nearby
hospital if needed do not preclude a low risk of adverse birth outcomes.

AUTH: 37-1-131, 37-27-105, MCA
IMP:  37-1-131, 37-27-105, MCA

5. The rules as proposed to be amended provide as follows, new matter
underlined, deleted matter interlined:

24.111.502 LICENSING BY EXAMINATION (1) Applicantsfor-naturopathic
physicianlicensure-by-examination-shall Each application for licensure must include:

(a) submit a completed application en-a form furhished-by-the-department

na%&repa#n&med&me—edueaﬂen—m;eetwe—the—bea#d—eﬁree verlflcatlon of the

applicable education reqwrements and

Physician Llcensmg Examination (NPLEX) as provided in (2).
(2) Except as provided in {56); (3), all applicants for naturopathic physician
licensure in Montana must either have passed:

(a) have-passed: Part | — Biomedical Science;

(b) have-passed: Part || — Core Clinical Science;

(E'I')E a|" five "'Id"’.'dual basl'e[ISFGI'GE';'GEGFHI ::IE;;;e*a';"l'.”a.t'el“ss Y a'“)E ination:

and
(i—the-minor-surgery NPLEX-clinical-examination;-of
(c) havepassed: Part Il — Clinical Elective Pharmacology Examination; and
(E'I')f Hl'e 5|_||glle |_||teg|atedllilllpl=l EE;;;;IPEM |” Bglemed;lel_a_l SGI |Een.ee E“EE"“”'E'.HG". ;
and

itythe-mi NPLEX clinical ation.

(d) Part Il — Clinical Minor Surgery Examination.
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5 (_) An appllcant seeklng licensure under thls ruIe based upon a licensure

examrnatlon other than the NPLEX shau—eebmlt—preef—eatlsﬁaetepy—te—the—beard—ef—the

e*ammatten examlnatlons listed in (2) may applv to the board for acceptance of a

substantially equivalent examination.

AUTH: 37-1-131, 37-26-201, MCA
IMP:  37-1-131, 37-26-402, 37-26-403, MCA

REASON: With the expanded prescribing authority granted to NDs by 2023's SB
100, the board determined it is reasonably necessary to update the examination
requirements to include a specific examination in pharmacology for new applicants.
The board is also amending this rule to update and reflect the exams NABNE
currently offers, and repeal outdated exams.

Further, the board is repealing unnecessary requirements in the application
process, such as letters of reference, and updating processes for submitting
transcripts and reporting examination scores. Good moral character is shown
through the applicant's responses to the application questions, and transcript and
exam submission requirements are addressed in streamlined and standardized
application procedures for all licensing boards and programs. It is unnecessary to
specify in board rule the exact steps to vetting application requirements.

24.111.503 LICENSING OF APPLICANTS BY ENDORSEMENT (1) A

license to practice as a naturopathic physician in the state of Montana may be
issued without examination to an applicant who:
(a) wheo has submitted a completed appllcatlon and correct fee; and

{e) (b) whe holds a current unencumbered license to practice as a
naturopathic physician in another state or jurisdiction; whose laws and rules are
substantially equivalent to Montana's. Applicants from another jurisdiction who have

MAR Notice No. 24-111-28 12-6/23/23



-550-

not passed the Naturopathic Physician Licensing Examination (NPLEX) Part Il —
Clinical Elective Pharmacology Examination will be required to do so prior to

licensure.

AUTH: 37-1-131, 37-26-201, MCA
IMP:  37-1-131, 37-1-304, MCA

REASON: The board is amending this rule on licensure by endorsement following
the passage of SB 100, which allows for expanded prescribing by naturopathic
physicians. In enacting the legislation, the Legislature requested the board consider
requiring specific pharmacology education for licensees new to practicing in
Montana. The board is therefore amending this rule to require applicants licensed in
other jurisdictions to successfully pass the pharmacology portion of the NPLEX if the
applicant has not previously done so.

Further, the board is repealing unnecessary requirements in the application
process, such as letters of reference, and updating processes for license verification,
transcript submission, and reporting examination scores. Good moral character is
shown through the applicant's responses to the application questions. Application
requirements are determined for all licensing boards and programs through
streamlined and standardized application procedures. It is unnecessary to specify in
board rule the exact steps to vetting application requirements.

24.111.511 NATUROPATHIC PHYSICIAN NATURAL SUBSTANCE
FORMULARY LIST (1) Except as provided in (2), naturopathic physicians may

prescribe and, administer, for-preventive-and-therapeuticpurposes-the-drugs-listed
in this natural substance formulary list as provided for in 37-26-301, MCA. and
dispense pursuant to 37-2-104, MCA:

(a) all legend drugs;

(b) with a DEA registration, all drugs in Schedules II-V as listed at 50-32-224,
50-32-226, 50-32-229, and 50-32-232, MCA, and ARM 24.174.1412;

(c) _all biological substances including extracts and/or their products and
residues;
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(d) topical preparations;

(e) vitamins, minerals, trace minerals, enzymes, and food;

(f) _homeopathic preparations;

(9) laboratory and diagnostic procedures;

(h) all amino acids and amino acid combinations;

(i) barrier contraceptives;

(j) _all botanical extracts and their derivatives;

(k) electrolytes and fluid replacement;

() _expectorants and mucolytics;

(m) hormones;

(n) liver preparations; and

(o) childbirth preparations.

(2) Naturopathic physicians may not prescribe and-administerall-amino-acids

(a) alanine general anesthetics;

(b) arginine mifepristone and misoprostol as an abortifacient;

(c) aspartic-aeid; barbiturates, except:

(i) _phenobarbital;

(ii) butalbital; and

(iii) primidone;

(d) eystine; systemic oncology agents, except antineoplastic agents, in oral
and topical form only:

(i) Sfu;

(i) anastrozole;

(iii) letrozole;

(iv)_mechlorethamine;

(v) _megestrol;

(vi) _mercaptopurine;

(vii) methotrexate;

(viii) tamoxifen; and

(ix) tretinoin; and

(e) glu%ameaerd— ketamine.
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(v} procaine HCL.

A (3) The licensed pharmacist member of the formulary committee formed
pursuant to 37-26-301, MCA, shall serve on the committee for a four-year term
unless the pharmacist resigns, or is replaced by vote of the board.

AUTH: 37-1-131, 37-26-201, MCA
IMP:  37-1-131, 37-26-301, MCA

REASON: Senate Bill 100 removed the requirement that a substance be of a
natural origin in order to be prescribed by a naturopathic physician. The board is
amending this formulary rule to implement the legislative changes. Further, the
board is amending the rule to provide the drugs naturopathic physicians may not
prescribe, rather than the current extensive laundry list of the many therapies within
an ND's scope of practice. The board concluded this format will reduce confusion
among licensees, pharmacists, and the public as to the appropriate therapies for an
ND to prescribe.

24.111.610 HIGH RISK PREGNANCY: CONDITIONS REQUIRING
PRIMARY CARE BY A PHYSICIAN (1) If the following conditions are present, the
licensed direct-entry midwife shall not accept the woman as a client:

(a) and (a)(i) remain the same.

(i) diabetes mellitus {ClassH-or-greater) requiring medication;

(iii) through (viii) remain the same.

(ix) active: tuberculosis, syphilis, gonorrhea, strep-B; hepatitis, AIDS, genital
herpes at onset of labor;
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(x) through (c) remain the same.

AUTH: 37-27-105, MCA
IMP:  37-27-105, MCA

REASON: The board is amending (1)(a)(ii) to correct an error in referring to
diabetes mellitus as having classes, and instead clarify that diabetes mellitus
requiring medication indicates a high risk pregnancy.

The board is amending (1)(a)(ix) to implement HB 392 by reflecting that
direct-entry midwives with a medication endorsement can now treat patients with
streptococcus B.

24.111.611 CONDITIONS WHICH REQUIRE PHYSICIAN CONSULTATION
OR TRANSFER OF CARE (1) If the following conditions are present in a client, the
direct-entry midwife shall attempt to consult a physician and/or transfer care to a
physician. A certified nurse midwife or licensed direct-entry midwife shall also be
consulted if appropriate attempts to consult a physician have been unsuccessful.
Documentation of the condition, recommendation (including continuation of care by
the licensed direct-entry midwife, if appropriate) and treatment must be maintained
in the client records. Conditions include, but are not limited to the following:

(a) through (b)(viii) remain the same.

(ix) uncontrolled maternal hemorrhage uncentrolled-by-HM-Pitocin;

(x) through (c) remain the same.

AUTH: 37-27-105, MCA
IMP:  37-27-105, MCA

REASON: The board is amending (1)(b)(ix) to implement HB 392 by reflecting that
direct-entry midwives with a medication endorsement can now use medications
other than intramuscular Pitocin to treat postpartum hemorrhage.

24.111.2301 UNPROFESSIONAL CONDUCT (1) The board defines
unprofessional conduct for naturopathy and midwifery as follows:

(a) through (f) remain the same.

(g) practicing raturopathy-or-midwifery while the license is suspended,
revoked, or expired;

(h) through (I) remain the same.

(m) failure by a midwife to maintain current and valid certifications in adult
and infant cardiopulmonary resuscitation as provided by 37-27-201, MCA-;

(n) prescribing a scheduled drug without a current DEA registration.

AUTH: 37-1-131, 37-1-319, 37-26-201, 37-27-105, MCA
IMP:  37-1-141, 37-1-316, 37-1-319, 37-26-201, 37-27-105, MCA

REASON: The board is amending (1)(g) so the provision applies to all licensees
under the board's jurisdiction. The board is adding (1)(n) to align with amendments
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to the formulary rule, ARM 24.111.511, that provide that naturopathic physicians
prescribing controlled substances must be DEA registered.

6. Concerned persons may present their data, views, or arguments at the
hearing. Written data, views, or arguments may also be submitted at dli.mt.gov/rules
or P.O. Box 1728; Helena, Montana 59624. Comments must be received no later
than 5:00 p.m., July 21, 2023.

7. An electronic copy of this notice of public hearing is available at
dli.mt.gov/rules and sosmt.gov/ARM/register.

8. The agency maintains a list of interested persons who wish to receive
notices of rulemaking actions proposed by the agency. Persons wishing to have
their name added to the list may sign up at dli.mt.gov/rules or by sending a letter to
P.O. Box 1728; Helena, Montana 59624 and indicating the program or programs
about which they wish to receive notices.

9. The bill sponsor contact requirements of 2-4-302, MCA, apply and have
been fulfilled. The primary bill sponsors were contacted on May 1, 2023, by
electronic mail.

10. Pursuant to 2-4-111, MCA, the agency has determined that the rule
changes proposed in this notice will not have a significant and direct impact upon
small businesses.

11. Department staff has been designated to preside over and conduct this
hearing.

ALTERNATIVE HEALTH CARE BOARD
ALISUN BONVILLE, ND, CHAIR

/s/ DARCEE L. MOE /s/ LAURIE ESAU
Darcee L. Moe Laurie Esau, Commissioner
Rule Reviewer DEPARTMENT OF LABOR AND INDUSTRY

Certified to the Secretary of State June 13, 2023.
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