CALIFORNIA LEGISLATURE—2015—16 REGULAR SESSION

ASSEMBLY BILL No. 1306

Introduced by Assembly Member Burke

February 27, 2015

An act to amend Sections 2725.1, 2746.2, 2746.5, 2746.51, 2746.52,
4061, 4076, and 4170 of, and to add Section 2746.6 to, the Business
and Professions Code, relating to healing arts.

LEGISLATIVE COUNSEL’S DIGEST

AB 1306, as introduced, Burke. Healing arts. -certified
nurse-midwives. scope of practice.

(1) Existing law, the Nursing Practice Act, providesfor thelicensure
and regulation of the practice of nursing by the Board of Registered
Nursing and authorizes the board to issue a certificate to practice
nurse-midwifery to a person who meets educational standards
established by the board or the equivalent of those educational standards.
The act makes the violation of any of its provisions a misdemeanor
punishable upon conviction by imprisonment in the county jail for not
less than 10 days nor more than one year, or by afine of not less than
$20 nor more than $1,000, or by both that fine and imprisonment.

This bill would additionally require an applicant for a certificate to
practice nurse-midwifery to provide evidence of current advanced level
national certification by a certifying body that meets standards
established and approved by the board. Thisbill would also require the
board to create and appoint a Nurse-Midwifery Advisory Council
consisting of certified nurse-midwivesin good standing with experience
in hospital and nonhospital practice settings, anurse-midwife educator,
as specified, and aconsumer of midwifery care. Thisbill would require
the council to make recommendationsto the board on all mattersrelated
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to nurse-midwifery practice, education, and other matters specified by
the board, and would require the council to meet regularly, but at |east
twice ayear.

(2) Theact authorizesacertified nurse-midwife, under the supervision
of alicensed physician and surgeon, to attend cases of normal childbirth
and to provide prenatal, intrapartum, and postpartum care, including
family-planning care, for the mother, and immediate care for the
newborn, and provides that the practice of nurse-midwifery constitutes
the furthering or undertaking by acertified person, under the supervision
of alicensed physician and surgeon who has current practice or training
in obstetrics, to assist awoman in childbirth so long as progress meets
criteriaaccepted as normal.

This bill would delete those provisions and would instead authorize
acertified nurse-midwife to manage afull range of primary health care
services for women from adolescence beyond menopause, including,
but not limited to, gynecologic and family planning services. The bill
would authorize a certified nurse-midwife to practice in al settings,
including, but not limited to, a home. This bill would declare that the
practice of nurse-midwifery within a health care system provides for
consultation, collaboration, or referral asindicated by the health status
of the client and the resources of the medical personnel availablein the
setting of care, and would provide that the practice of nurse-midwifery
emphasizes informed consent, preventive care and early detection and
referral of complications to a physician and surgeon. This bill would
authorize a certified nurse-midwife to provide peripartum care in an
out-of-hospital setting to low-risk women with uncomplicated
singleton-term pregnancies who are expected to have uncomplicated
birth.

(3) Theact authorizes a certified nurse-midwife to furnish and order
drugs or devices incidentaly to the provison of family planning
services, routine health care or perinatal care, and care rendered
consistently with the certified nurse-midwife’s educational preparation
in specified facilities and clinics, and only in accordance with
standardized procedures and protocols, as specified.

This bill would delete the requirement that drugs or devices are
furnished or ordered in accordance with standardized procedures and
protocols. The bill would authorize acertified nurse-midwifeto furnish
and order drugs or devicesin connection with care rendered in ahome,
and would authorize a certified nurse-midwife to directly procure
supplies and devices, to order, obtain, and administer drugs and
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diagnostic tests, to order laboratory and diagnostic testing, and to receive
reports that are necessary to his or her practice as a certified
nurse-midwife and that are consistent with nurse-midwifery education
preparation.

(4) Theact also authorizes a certified nurse-midwife to perform and
repair episiotomiesand to repair first-degree and 2nd-degree lacerations
of the perineum in alicensed acute care hospital and alicensed alternate
birth center, if certain requirements are met, including, but not limited
to, that episiotomies are performed pursuant to protocol s devel oped and
approved by the supervising physician and surgeon.

This bill would also authorize a certified nurse-midwife to perform
and repair episiotomies and to repair first-degree and 2nd-degree
lacerations of the perineum in a patient’s home, and would delete all
requirements that those procedures be performed pursuant to protocols
developed and approved by the supervising physician and surgeon. The
bill would require a certified nurse-midwife to provide emergency care
to a patient during times when a physician and surgeon is unavailable.

This bill would provide that a consultative relationship between a
certified nurse-midwife and a physician and surgeon by it self isnot a
basis for finding the physician and surgeon liable for any acts or
omissions on the part of the certified nurse-midwife. The bill would
also update cross-references as needed.

(5) Because the act makes a violation of any of its provisions a
misdemeanor, thisbill would expand the scope of an existing crimeand
therefore this bill would impose a state-mandated local program.

The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Statutory provisions establish procedures for making that reimbursement.

Thisbill would provide that no reimbursement is required by this act
for a specified reason.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: yes.

The people of the Sate of California do enact as follows:

SECTION 1. Section 2725.1 of the Business and Professions
Code is amended to read:

2725.1. (&) Notwithstanding any other—previsien—of law, a
registered nurse may dispense drugs or devices upon an order by
a licensed physician and surgeon or an order by a certified
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nurse-midwife, nurse practitioner, or physician assistant issued
pursuant to Section 2746.51, 2836.1, or 3502.1, respectively, if
the registered nurse is functioning within alicensed primary care
clinic as defined in subdivision (a) of Section 1204 of, or within
aclinic asdefined in subdivision (b), (c), (h), or (j) of Section 1206
of, the Health and Safety Code.

(b) No clinic shall employ a registered nurse to perform
dispensing duties exclusively. No registered nurse shall dispense
drugs in a pharmacy, keep a pharmacy, open shop, or drugstore
for the retailing of drugs or poisons. No registered nurse shall
compound drugs. Dispensing of drugs by aregistered nurse, except
acertified nurse-midwife who functions pursuant to-astanedareized
procedure-or-protoeoldeseribed+a Section 2746.51 or a nurse
practitioner who functions pursuant to a standardized procedure
described in Section 2836.1, or protocol, shall not include
substances included in the California Uniform Controlled
Substances Act (Division 10 (commencing with Section 11000)
of the Hedth and Safety Code). Nothing in this section shall
exempt a clinic from the provisions of Article 13 (commencing
with Section 4180) of Chapter 9.

(c) NethingathisThis section shall not be construed to limit
any other authority granted to a certified nurse-midwife pursuant
to Article 2.5 (commencing with Section 2746), to a nurse
practitioner pursuant to Article 8 (commencing with Section 2834),
or to a physician assistant pursuant to Chapter 7.7 (commencing
with Section 3500).

(d) Nething+athis This section shall not be construed to affect
the sites or types of health care facilities at which drugs or devices
are authorized to be dispensed pursuant to Chapter 9 (commencing
with Section 4000).

SEC. 2. Section 2746.2 of the Business and Professions Code
isamended to read:

2746.2. (a) Eachapplicant shall show by evidence satisfactory
to the board that he or she has met the educational standards
establlshed by the board or hasat Ieast the equwal entJeheFeef—‘Fhe
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current advanced level national certification by a certifying body
that meets standards established and approved by the board.

(b) The board shall create and appoint a Nurse-Midwifery
Advisory Council consisting of certified nurse-midwives in good
standing with experience in hospital and nonhospital practice
settings, a nurse-midwife educator who has demonstrated
familiarity with consumer needs, collegial practice and
accompanied liability, and related educational standards in the
delivery of maternal-child health care, and a consumer of
midwifery care. The council shall make recommendations to the
board on all matters related to nurse-midwifery practice,
education, and other matters as specified by the board. The council
shall meet regularly, but at least twice a year.

SEC. 3. Section 2746.5 of the Business and Professions Code
isamended to read:

2746.5. (@) The certificate to practrce nursemrdwrfery
authorizest v y F

HGN-bGFH— holder to manage a fuII range of prrmary health care
services for women fromadol escence to beyond menopause. These
services include, but are not limited to, primary health care,
gynecologic and family planning services, preconception care,
care during pregnancy, childbirth, and the postpartum period,
immediate care of the newborn, and treatment of male partners
for sexually transmitted infections. A certified nurse-midwife is
authorized to practice in all settings, including, but not limited to,
private practice clinics, hospitals, birth centers, and homes.

(b) As used in thrs chapter the practrce of nursemrdwrfery

- within a health care system provides
for consultation, collaboration, or referral as indicated by the
health status of the patient and the resources and medical
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personnel available in the setting of care. When providing
peripartum care in out-of-hospital settings, the certified
nurse-midwife shall only provide care to low-risk women with
uncomplicated singleton-term pregnancies who are expected to
have an uncomplicated birth. The practice of nurse-midwifery care
emphasi zesinformed consent, preventive care, and early detection
and referral of complications to physicians and surgeons. While
practicing in a hospital setting, the certified nurse-midwife shall
collaboratively care for women with more complex health needs.

(c) A certified nurse-midwife is not authorized to practice
medicine and surgery by the provisions of this chapter.

e

(d) Any regulations promulgated by a state department that
affect the scope of practice of a certified nurse-midwife shall be
developed in consultation with the board.

SEC. 4. Section 2746.51 of the Business and Professions Code
isamended to read:

2746.51. (@) Neither this chapter nor any other-previsien-of
law shall be construed to prohibit a certified nurse-midwife from
furnishing or ordering drugs or devices, including controlled
substances classified in Schedule 11, 11, 1V, or V under the
California Uniform Controlled Substances Act (Divison 10
(commencing with Section 11000) of the Health and Safety Code),
wh :

en-aHl-of-thefeHowing-apphy:
—Fhethedrugsor devicesare furnished or orderedaeidentaly

related to the provision of any of the following:

A

(1) Family planning services, as defined in Section 14503 of
the Welfare and Institutions Code.

B)

(2) Routine health care or perinatal care, as defined in
subdivision (d) of Section 123485 of the Health and Safety Code.

()

(3) Carerendered, consistent with the certified nurse-midwife's
educational preparation or for which clinical competency has been
established and maintained, to persons within afacility specified
in subdivision (a), (b), (c), (d), (i), or (j) of Section 1206 of the
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Health and Safety Code, a clinic as specified in Section 1204 of
the Health and Safety Code, ageneral acute care hospital asdefined
in subdivision (a) of Section 1250 of the Health and Safety Code,
alicensed birth center as defined in Section 1204.3 of the Health
and Safety Code, or a special hospital specified as a maternity
hospital in subdivision (f) of Section 1250 of the Health and Safety
Code.

(4) Care rendered in a home pursuant to subdivision (a) of

99



AB 1306 —8—

OCO~NOUITPA,WNE

(b) (1) The furnishing or ordering of drugs or devices by a
certified nurse-midwifeis conditional on the issuance by the board
of a number to the applicant who has successfully completed the
requirements of paragraph (2). The number shall be included on
al transmittals of orders for drugs or devices by the certified
nurse-midwife. The board shall maintain a list of the certified
nurse-midwivesthat it has certified pursuant to this paragraph and
the number it hasissued to each one. The board shall makethelist
available to the California State Board of Pharmacy upon its
request. Every certified nurse-midwifewho isauthorized pursuant
to this section to furnish or issue a drug order for a controlled
substance shall register with the United States Drug Enforcement
Administration.

(2) The board has certified in accordance with paragraph (1)
that the certified nurse-midwife has satisfactorily completed a
course in pharmacology covering the drugs or devices to be
furnished or ordered under this section. The board shall establish
the requirements for satisfactory completion of this paragraph.

(3) Certified nurse-midwiveswho are certified by the board and
hold an active furnishing number, who are currently authorized
[ to furnish Schedule

Il controlled substances, and who are registered with the United
States Drug Enforcement Administration shall provide
documentation of continuing education specific to the use of
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Schedule Il controlled substances in settings other than a hospital
based on standards devel oped by the board.

(c) Drugs or devices furnished or ordered by a certified
nurse-midwife may include Schedule 11 controlled substances
under the CaliforniaUniform Controlled SubstancesAct (Division
10 (commencing with Section 11000) of the Health and Safety
Code)-underthefeHlewing-conditions:

{B—Fhe when the drugs and devices are furnished or ordered in
accordance with requr rements referenced i
paragraphs (1) to (3), incl usve

of subdivisi on (b).

(d) Fanishing of drugsor devices by acertified nurse-midwife
meansthe act of mak| ng a pharmaceutl caI agent or agents avallable

(e) “Drug order” or “order” for purposes of this section means
an order for medication or for a drug or device that is dispensed
to or for an ultimate user, issued by a certified nurse-midwife as
an individual practitioner, within the meaning of Section 1306.03
of Title 21 of the Code of Federal Regulations. Notwithstanding
any other-previsien-of law, (1) adrug order issued pursuant to this
section shall be treated in the same manner as a prescription of-the
supervisiag a physician; (2) all referencesto “ prescription” inthis
code and the Health and Safety Code shall include drug orders
issued by certified nurse-midwives; and (3) the signature of a
certified nurse-midwife on adrug order issued in accordance with
this section shall be deemed to be the signature of a prescriber for
purposes of this code and the Health and Safety Code.
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() A certified nurse-midwife is authorized to directly procure
supplies and devices, to order, obtain, and administer drugs and
diagnostic tests, to order laboratory and diagnostic testing, and
to receive reports that are necessary to his or her practice as a
certified nurse-midwife and consistent with nurse-midwifery
education preparation.

SEC. 5. Section 2746.52 of the Business and Professions Code
isamended to read:

2746.52. (a) Notwithstanding Section 2746.5, the certificate
to practice nurse-midwifery authorizes the holder to perform and
repair episiotomies, and to repair first-degree and second-degree
lacerations of the perineum, in a licensed acute care hospital, as
defined in subdivision (a) of Section 1250 of the Health and Safety
Code,—and in a licensed alternate birth center, as defined in
paragraph (4) of subd|V|5|on (b) of Secti on 1204 of the Health and
Safety Code,
and in a home pursuant to subd|V|S|on (a) of Sectlon 2746 5

ef—eprsreteﬁ&aeaﬁd-thetcepaﬂhef cert|f|ed nursemdefe performng

and repairing first-degree and second-degree lacerations of the
perineum shall do-alt both of the following:
Q) Ensurethat all complicationsarereferred to aphysician and
surgeon immediately.
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(2) Ensure immediate care of patients who are in need of care
beyond the scope of practice of the certified nurse midwife, or
provide emergency carefor times whenthesapervisiag a physician
and surgeon is not-erthe-premises: available.

SEC 6 Sectlon 2746 6 |sadded to the Bus ness and Professions
Code, to read:

2746.6. A consultative relationship between a certified
nurse-midwife and a physician and surgeon shall not, by it self,
provide the basis for finding a physician and surgeon liable for
any act or omission of the certified nurse-midwife.

SEC. 7. Section 4061 of the Business and Professions Codeis
amended to read:

4061. (a) Ne-A manufacturer’s sales representative shall not
distribute any dangerous drug or dangerous device as a
complimentary sample without the written request of a physician,
dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor
pursuant to Section 3640.7. However, a certified nurse-midwife
who functions pursuant to-a-Standardized-procedure-er-pretocol
desertbedHn Section 2746.51, a nurse practitioner who functions
pursuant to a standardized procedure described in Section 2836.1,
or protocol, a physician assistant who functions pursuant to a
protocol described in Section 3502.1, or anaturopathic doctor who
functions pursuant to a standardized procedure or protocol
described in Section 3640.5, may sign for the request and receipt
of complimentary samples of adangerous drug or dangerousdevice
that has been identified in the standardized procedure, protocol,
or practice agreement. Standardized procedures, protocols, and
practice agreements shall include specific approval by aphysician.
A review process, consistent with the requirements of Section
2725, 3502.1, or 3640.5, of the complimentary samples requested
and received by a nurse practitioner, certified nurse-midwife,
physician assistant, or naturopathic doctor, shall be defined within
the standardized procedure, protocol, or practice agreement.

(b) Each written request shall contain the names and addresses
of the supplier and the requester, the name and quantity of the
specific dangerous drug desired, the name of the certified
nurse-midwife, nurse practitioner, physician assistant, or
naturopathic doctor, if applicable, receiving the samples pursuant
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to this section, the date of receipt, and the name and quantity of
the dangerous drugs or dangerous devices provided. Theserecords
shall be preserved by the supplier with the records required by
Section 4059.

(c) Nothing in this section is intended to expand the scope of
practice of acertified nurse-midwife, nurse practitioner, physician
assistant, or naturopathic doctor.

SEC. 8. Section 4076 of the Business and Professions Codeis
amended to read:

4076. (a) A pharmacist shall not dispense any prescription
except in a container that meets the requirements of state and
federal law and is correctly labeled with all of the following:

(1) Except when the prescriber or the certified nurse-midwife
who functions pursuant to-a-Standardized-procedure-erpretocol
deseribedn Section 2746.51, the nurse practitioner who functions
pursuant to a standardized procedure described in Section 2836.1
or protocol, the physician assistant who functions pursuant to
Section 3502.1, the naturopathic doctor who functions pursuant
to a standardized procedure or protocol described in Section
3640.5, or the pharmacist who functions pursuant to a policy,
procedure, or protocol pursuant to Section 4052.1, 4052.2, or
4052.6 orders otherwise, either the manufacturer’s trade name of
the drug or the generic name and the name of the manufacturer.
Commonly used abbreviations may be used. Preparations
containing two or more active ingredients may be identified by
the manufacturer’ s trade name or the commonly used name or the
principal active ingredients.

(2) Thedirectionsfor the use of the drug.

(3) The name of the patient or patients.

(4) Thename of the prescriber or, if applicable, the name of the
certified nurse-midwife who functions pursuant to-a-standareized
procedure-erpretecol—deseribed—n Section 2746.51, the nurse
practitioner who functions pursuant to a standardized procedure
described in Section 2836.1 or protocol, the physician assistant
who functions pursuant to Section 3502.1, the naturopathic doctor
who functions pursuant to a standardized procedure or protocol
described in Section 3640.5, or the pharmacist who functions
pursuant to a policy, procedure, or protocol pursuant to Section
4052.1, 4052.2, or 4052.6.

(5) Thedate of issue.
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(6) The name and address of the pharmacy, and prescription
number or other means of identifying the prescription.

(7) The strength of the drug or drugs dispensed.

(8) The quantity of the drug or drugs dispensed.

(9) The expiration date of the effectiveness of the drug
dispensed.

(10) Thecondition or purpose for which the drug was prescribed
if the condition or purpose is indicated on the prescription.

(11) (A) Commencing January 1, 2006, the physical description
of the dispensed medication, including its color, shape, and any
identification code that appears on the tablets or capsules, except
asfollows:

(i) Prescriptions dispensed by a veterinarian.

(if) Anexemption from the requirementsof this paragraph shall
be granted to anew drug for the first 120 days that the drug is on
the market and for the 90 days during which the national reference
file has no description on file.

(iii) Dispensed medications for which no physical description
existsin any commercialy available database.

(B) This paragraph applies to outpatient pharmacies only.

(C) Theinformation required by this paragraph may be printed
on an auxiliary label that is affixed to the prescription container.

(D) This paragraph shall not become operative if the board,
prior to January 1, 2006, adopts regulations that mandate the same
labeling requirements set forth in this paragraph.

(b) If apharmacist dispenses a prescribed drug by means of a
unit dose medication system, as defined by administrative
regulation, for a patient in a skilled nursing, intermediate care, or
other health care facility, the requirements of this section will be
satisfied if the unit dose medication system contains the
aforementioned information or the information is otherwise readily
available at the time of drug administration.

(c) If apharmacist dispenses a dangerous drug or devicein a
facility licensed pursuant to Section 1250 of the Health and Safety
Code, it is not necessary to include on individual unit dose
containers for a specific patient, the name of the certified
nurse-midwife who functions pursuant to-astandardizedprocedure

i A Section 2746.51, the nurse practitioner
who functions pursuant to a standardized procedure described in
Section 2836.1 or protocol, the physician assistant who functions

99



AB 1306 — 14—

OCO~NOUITPA,WNE

pursuant to Section 3502.1, the naturopathic doctor who functions
pursuant to a standardized procedure or protocol described in
Section 3640.5, or the pharmacist who functions pursuant to a
policy, procedure, or protocol pursuant to Section 4052.1, 4052.2,
or 4052.6.

(d) If a pharmacist dispenses a prescription drug for use in a
facility licensed pursuant to Section 1250 of the Health and Safety
Code, it is not necessary to include the information required in
paragraph (11) of subdivision (a) when the prescription drug is
administered to a patient by a person licensed under the Medical
Practice Act (Chapter 5 (commencing with Section 2000)), the
Nursing Practice Act (Chapter 6 (commencing with Section 2700)),
or theVocational Nursing Practice Act (Chapter 6.5 (commencing
with Section 2840)), who is acting within his or her scope of
practice.

SEC. 9. Section 4170 of the Business and Professions Codeis
amended to read:

4170. (a) NeA prescriber shall not dispense drugs or dangerous
devicesto patients in his or her office or place of practice unless
all of the following conditions are met:

(1) Thedangerous drugs or dangerous devices are dispensed to
the prescriber’s own patient, and the drugs or dangerous devices
are not furnished by a nurse or physician attendant.

(2) The dangerous drugs or dangerous devices are necessary in
the treatment of the condition for which the prescriber is attending
the patient.

(3) The prescriber does not keep a pharmacy, open shop, or
drugstore, advertised or otherwise, for the retailing of dangerous
drugs, dangerous devices, or poisons.

(4) The prescriber fulfills al of the labeling requirements
imposed upon pharmacists by Section 4076, all of the
recordkeeping requirements of this chapter, and all of the packaging
requirements of good pharmaceutical practice, including the use
of childproof containers.

(5) The prescriber does not use a dispensing device unless he
or she personally owns the device and the contents of the device,
and personally dispensesthe dangerous drugs or dangerous devices
to the patient packaged, |abeled, and recorded in accordance with

paragraph (4).

99



— 15— AB 1306

(6) The prescriber, prior to dispensing, offersto give awritten
prescription to the patient that the patient may elect to havefilled
by the prescriber or by any pharmacy.

(7) The prescriber provides the patient with written disclosure
that the patient has a choice between obtaining the prescription
from the dispensing prescriber or obtaining the prescription at a
pharmacy of the patient’s choice.

(8) A certlfled nurse-midwife who functions pursuant to—=a
< Section 2746.51,
a nurse practitioner who functlons pursuant to a standardized
procedure described in Section 2836.1, or protocol, a physician
assistant who functions pursuant to Section 3502.1, or a
naturopathic doctor who functions pursuant to Section 3640.5,
may hand to a patient of the supervising physician and surgeon a
properly labeled prescription drug prepackaged by aphysician and
surgeon, amanufacturer as defined in this chapter, or apharmacist.

(b) The Medical Board of California, the State Board of
Optometry, the Bureau of Naturopathic Medicine, the Dental Board
of California, the Osteopathic Medical Board of California, the
Board of Registered Nursing, the Veterinary Medical Board, and
the Physician Assistant Committee shall have authority with the
California State Board of Pharmacy to ensure compliance with
this section, and those boards are specifically charged with the
enforcement of this chapter with respect to their respective
licensees.

(c) “Prescriber,” as used in this section, means a person, who
holds a physician’s and surgeon’s certificate, alicense to practice
optometry, a license to practice naturopathic medicine, a license
to practice dentistry, alicense to practice veterinary medicine, or
acertificate to practice podiatry, and who isduly registered by the
Medical Board of California, the State Board of Optometry, the
Bureau of Naturopathic Medicine, the Dental Board of California,
the Veterinary Medical Board, or the Board of Osteopathic
Examiners of this state.

SEC. 10. Noreimbursement isrequired by this act pursuant to
Section 6 of Article X111 B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminates a crime or infraction, or changesthe penalty
for acrime or infraction, within the meaning of Section 17556 of
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2 the meaning of Section 6 of Article XIII B of the California
3 Constitution.
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