COMMONWEALTH OF VIRGINIA
Meeting of the Board of Pharmacy

Perimeter Center, 9960 Mayland Drive, Second Floor (804) 367-4456 (Tel)
Henrico, Virginia 23233 (804) 527-4472(Fax)

Tentative Agenda of Statewide Protocol Workgroup Meeting
August 17, 2020 Virtual Meeting
9AM

****Refer to the Second Page of Agenda for Meeting Access Information****

TOPIC

Call to Order: Ryan Logan, Chairman
e Welcome & Introductions
e Approval of Agenda

Call for Public Comment: The Board will receive public comment at this time from those persons who
submitted an email to caroline.juran@dhp.virginia.gov no later than 8am on August 17, 2020 indicating that
they wish to offer comment. The Board will not receive comment on any regulation process for which a public
comment period has closed or any pending disciplinary matters.

Agenda Items
e Adopt minutes from August 4, 2020 workgroup meeting
e Adopt recommended statewide protocols for board consideration for pharmacists to initiate treatment
with, dispense, or administer the following drugs and devices to persons 18 years of age or older:

o0 Naloxone or other opioid antagonist, including such controlled paraphernalia, as defined in §
54.1-3466, as may be necessary to administer such naloxone or other opioid antagonist;

o0 Epinephrine;

o Prenatal vitamins for which a prescription is required;

o Dietary fluoride supplements, in accordance with recommendations of the American Dental
Association for prescribing of such supplements for persons whose drinking water has a fluoride
content below the concentration recommended by the U.S. Department of Health and Human
Services;

0 Medications covered by the patient's health carrier when the patient's out-of-pocket cost is lower
than the out-of-pocket cost to purchase an over-the-counter equivalent of the same drug

o0 Injectable or self-administered hormonal contraceptives, provided the patient completes an
assessment consistent with the United States Medical Eligibility Criteria for Contraceptive Use

e Adopt recommended emergency regulations for board consideration to implement provisions

Adjourn

**The Board will have a working lunch at approximately 12pm, if necessary.**
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Board of Pharmacy Tentative Agenda, August 17, 2020

Virginia Board of Pharmacy

Instructions for Accessing August 17, 2020 Virtual Statewide Protocol Workgroup
Meeting and Providing Public Comment

e Access: Perimeter Center building access remains restricted to the public due to the COVID-19 pandemic.
To observe this virtual meeting, use one of the options below. Disregard any reference to the Board of
Dentistry as a shared subscription to WebEXx is being utilized. Participation capacity is limited and is on
a first come, first serve basis due to the capacity of CISCO WebEx technology.

e Public comment: Comments will be received during the public hearings and during the full board meeting
from those persons who have submitted an email to caroline.juran@dhp.virginia.gov no later than 8am
on August 17, 2020 indicating that they wish to offer comment. Comment may be offered by these
individuals when their names are announced by the chairman.

e Public participation connections will be muted following the public comment period.

e Should the Board enter into a closed session, public participants will be blocked from seeing and hearing
the discussion. When the Board re-enters into open session, public participation connections to see and
hear the discussions will be restored.

e Please call from a location without background noise.

e Dial (804) 367-4578 to report an interruption during the broadcast.

e FOIA Council Electronic Meetings Public Comment form for submitting feedback on this electronic
meeting may be accessed at http://foiacouncil.dls.virginia.gov/sample%20letters/welcome.htm

JOIN BY PHONE

+1-408-418-9388 United States Toll
Meeting number (access code): 132 748 5249
Meeting password: 74276200

Meeting number (access code): 132 748 5249

Meeting password: Pharm?20!

JOIN THE INTERACTIVE MEETING
https://virginia-dhp.my.webex.com/virginia-
dhp.my/j.php?MTID=m4999411a9858337e5d5858725049804a
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(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF STATEWIDE PROTOCOLS WORKGROUP TO INITIATE TREATMENT

Tuesday, August 4, 2020
Virtual Meeting

Department of Health Professions
Perimeter Center

9960 Mayland Drive, Suite 300
Henrico, Virginia 23233-1463

CALL TO ORDER:

PRESIDING VIRTUALLY:

WORKGROUP MEMBERS

PARTICIPATING VIRTUALLY:

STAFF PARI‘ICI?A FING
V]RTUALLY

A virtual Webex meeting of a Statewide Protocol
workgroup convened by the Board of Pharmacy was called
to order at 9:13 AM. Due to the COVID-19 declared state
of emergency and consistent with Amendment 28 to HB29
(Budget Bill for 2018-2020) and the applicable provisions
of § 2.2-3708,2 in the Freedom of Information Act, the
workgroup convened a virtual meeting to consider such
regulatory and business matters as was presented on the
agenda necessary for the board to discharge its lawiul
purposes duties, and responsabx]mes

Ryan ngan, _RPh, Workgroup Chairmcm

' -Kﬂstopher Ratliff, DPh, Chairman, Board of Pharmacy

Jake Miller, D.O., Membei Board of Medicine

' Brenda Stokes, M.D., Member, Board of Medicine
“Emily Yeatts, VDH, ch} oductive Health Supervisor

Stephanie Wheawill, PharmD, VDH, Direcior of
Division of Pharmac 'y Services

"Caro_l_ine Juran, RPh, Executive Director, Board of

Pharmacy
William Harp, M.D., Executive Director, Board of

o Medicine

Elaine Yeatts, DHP, Senior Policy Analyst

Jim Rutkowski, 4ssistant Attorney General

Sammy Johnson, Pharmacist, Deputy Executive Director,
Board of Pharmacy

Beth O’Halloran, Pharmacist, Deputy Executive
Director, Board of Pharmacy

Ellen Shinaberry, PharmD, Depury Executive Director.,
Board of Pharmacy

Kiara Christian, Executive Assistani, Board of Pharmacy

Due to inclement weather and state offices in the metro-
Richmond area being closed this day, all workgroup
members and staff listed above participated virtually. No
other workgroup members or staff participated virtually or
from the Perimeter Center building.
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APPROVAL OF AGENDA:
MOTION:

PUBLIC COMMENT:

The workgroup voted unanimously to approve the
agenda as presented. (motion by Ratliff, seconded by
Wheawill)

As noticed in the agenda, Mr. Logan invited those persons
who had requested via email to offer comment prior to
8am on August 4, 2020 to offer public comment to the
workgroup.

Clark Barrineau, representing Medical Society of Virginia,
thanked everyone for a good legislative session and
emphasized that it is critical to keep the requirement for
referral to primary care providers in mind during the
development of the statewide protocols.

Christina ~ Barrille, Executive Director,  Virginia
Pharmacists Association (VPhA), shared that it introduced
HB1506. She thanked Delegate Sickles, Senator
Dunnavant and the Medical Society of Virginia for their
assistance with the legislation. She said that VPhA
members are excited to offer patients another convenient
access to point of care and bridging the gap and referring
patients back to physicians in order to provide a better

~ relationship between patients and their medical provider.

She offered support to the workgroup.

Jill McCormack, Regional Director of Government
Affairs for the National Association of Chain Drug Stores,
echoed Ms. Barrille’s comments about the work that went
into the legislative session. She recommended that the
workgroup consider protocols that address generally
accepted standards of care vs. specific requirements
dictating how pharmacist must provide care to patients.
She offered that pharmacists should not be required to
complete redundant training that could create barriers. She
asked that the counseling requirement for naloxone be
made broader allowing pharmacist the flexibility to use the
best available and most up to date information for
education, instead of a specific brochure. She asked that
the workgroup allow access to all possible contraceptive
options that may be appropriate given unique
circumstances and preferences, and that the workgroup not
replicate the 15-day waiting period required of Maryland
as this appears arbitrary and creates delays. She requested
the protocol for prenatal vitamins replace “evidence based
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CHARGE OF WORKGROUP, 2w
Enactment Clause of HB 1506:

OVERVIEW OF PHARMACIST
EDUCATIONAL/TRAINING
STANDARDS:

guidelines” and with a reference to ACOG, WHO, or FDA
guidelines.

Jodi Roth, representing the Virginia Association of Chain
Drug Stores, echoed comments of Christina Barrille and
Jill McCormack.

Mr. Logan reviewed the charge of the workgroup, and Ms,
Juran provided background of HB 1506. It was noted that
this workgroup will meet twice to develop recommended
statewide protocols for board consideration for
pharmacists to initiate treatment with, dispense, or
administer the following drugs and devices to persons 18
years of age or older:

Naloxone, or other opioid antagonist, including
paraphernalia for administering it;

Epinephrine;

Injectable  or  self-administered  hormonal
contraception provided the patient completes an
assessment consistent with the United States
Medical Eligibility Criteria for Contraceptive Use;
Prenatal vitamins for which a prescription is
required;

Dietary fluoride supplement, in accordance with
the American Dental Association for prescribing of
such supplements for persons whose drinking
water  has a  fluoride content below
recommendation of the US Department of Health
and Human Services;

Medication covered by the patient’s health carrier
when the patients out-of-pocket cost is lower than
out-of-pocket purchase of the over-the-counter
equivalent of the same drug.

It was stated the workgroup must also develop
recommended emergency  regulations for  board
consideration to implement the provisions.

Dave L. Dixon, PharmD, FACC, FCCP, FNLA, BCPS,
BCACP, CDCES, CLS, Associate Professor in
Ambulatory Care and Vice Chair of Clinical Services in
the Department of Pharmacotherapy and Outcome Science
at the Virginia Commonwealth University School of
Pharmacy, shared a PowerPoint presentation (Attachment
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1} and provided a brief overview of Pharmacy Education
and Training Standards. He concluded: detailed dosing
guidelines in the statewide protocols are likely
unnecessary as dosing for epinephrine, naloxone, prenatal
vitamins, tfluoride, and OTC medications is standardized
and does not change; hormonal contraception dosing is
based on symptoms and patient preference, and that
additional guidance or training on assessing symptoms and
patient preferences may be appropriate; and, that
pharmacists regularly dispense and make dosing
recommendations for the medications being discussed
today, therefore, additional guidance or training is not
needed.

REVIEW OF WORKFORCE
STATISTICS: Ms. lJuran shared the following statistics from the Draft
2019 Pharmacist Workforce Survey:
* 15,875 pharmacist licensees, 97% of renewing
pharmacists responded to the survey;
¢ 8734 in Virginia’s workforce with 7,137 FTEs:
¢ Large community pharmacies (>10 locations)
most common working establishment, followed by
hospital pharmacies and smaller pharmacies:
¢ LEducational attainment continues to increase; 66%
in 2019 held pharmacy doctorate with 34% holding
baccalaureate;
¢ 19% completed l-year residency program; 7%
completed 2-year residency program; 10% hold
board certification;
e 66% female, median age of 44;
¢ 528 participate in collaborative practice

inanagement agreements involving
anticoagulation, diabetes, hypertension,

hypercholesterolemia, asthma, tobacco cessation,
or travel medications;

* 32% provide immunization services, 29% provide
medication management services, and 235%
provide compounding services.

RECOMMENDED COMPONENTS OF

STATEWIDE PROTOCOL.: The workgroup reviewed the excerpt included in the

agenda packet from PHARMACIST STATEWIDE
PROTCOLS: KEY ELEMENTS FOR LEGISLATIVE AND
REGULATORY AUTHORITY, March 2017.
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DEVELOPMENT OF

RECOMMENDED STATEWIDE

PROTOCOLS:

Naloxone, other opioid antagonist
including paraphernalia

Epinephrine

Prenatal Vitamins

bl

The workgroup discussed the material included in the
agenda packet for each drug category.

Dr. Stokes questioned if there could be some inclusion
criteria put into the guidance similar to Board of Medicine
(BOM) co-prescribing requirements. [t was noted that
certain populations should be excluded from receiving
naloxone such as hospice or end of life patients. Staff
noted they would refer to the BOM regulations for
possible language.

Ms. Juran confirmed that the dispensing of naloxone
would be reported to the PMP. Dr. Wheawill commented
about the counseling requirement. Ms. Yeatts suggested
that the Department of Behavioral Health and
Developmental Services be consulted regarding use of the
REVIVE! Brochure. Ms. Juran confirmed for Dr. Miller
that the pharmacist cannot require the patient to obtain the
naloxone.

Dr. Miller recommended the protocol should allow for
prescribing/dispensing epinephrine to children. However,
the current statute restricts protocols to 18 years of age and
older. Under Patient Inclusion Criteria, it was
recommended to insert “or demonstrating signs and
symptoms of anaphylaxis™ after “at risk for experiencing
anaphylaxis”™. It was suggested to include language on
how to identify persons “at risk” such as someone with a
dispensing history of obtaining epinephrine or who
informs the pharmacist 6f a history of allergies that could
result in anaphylaxis,

The workgroup identified that sometimes patients use their
OB/GYN as their primary care provider, and offered that
the notification should be to the patient’s primary care
provider and/or OB/GYN. Under Pharmacist Education
and Training, Ms. Juran noted that NACDS provided
comment suggesting that “evidence based guidelines” be
replaced with “guidelines from ACOG, FDA, or WHO™.
Dr. Stokes recommended leaving as wrilten since the
broader language would include these specific guidelines.
Staft  reported that the referenced statute under
Notification of Primary Care Provider in all of the draft
protocols should read 54.1-3303.1.



Virginia Board of Pharmacy Minutes - Protocols for initiating treatment, HB 1506 Page 6

August 4, 2020

Fluoride Suppiements

Over-the-Counter Medications

Hormonal Contraceptives

Regulations

Ms. Juran shared that the American Dental Association
(ADA) does not recommend the use of fluoride
supplements to persons over the age of 16. Ms. Yeatts
recommended that the protocol should simply read that the
ADA does not recommend the use of fluoride supplements
in persons 18 years of age and older.

The workgroup had some discussion about the term
“equivalent” and if the protocol was intended to capture
both OTC drugs and prescription drugs. Suggested
examples provided for the protocol included the
prescribing of an OTC if the health carrier would cover the
expense which may be cheaper than paying out-of-pocket
for the OTC drug, and the prescribing of a prescription
drug in the same therapeutic class as an OTC drug, e.g.,
nasal corticorsteroid sprays or antacids, that may be
covered by the health carrier and cheaper than paying out-
of-pocket for the similar or “equivalent” OTC drug. Mr.
Ratliff recommended the protocol also include needles,
syringes, and diabetic test strips, because often the
prescriber fails to issue a prescription for these
accompanying items.  There was some discussion
regarding whether “medication™ included paraphernalia
and medical devices.

Ms. Emily Yeatts and Dr. Stokes indicated they liked
Colorado’s  protocol, algorithm. and color-coded
questionnaire the best of the options provided in the
agenda packet. Both recommended that the protocol
should include emergency contraception. Ms. Emily
Yeatts recommended inserting “vaping” in the

questionnaire and including a question about use of

emergency contraception in the last five days. For depot
medroxyprogesterone acetate, it was recommended to
look at Oregon or California’s algorithm. There was
discussion that pharmacists should be required to obtain
ACPE-accredited training through continuing education as
was recommended by Dr. Dixon from VCU. It was noted
that several states appear to recognize a 4-hour online
ACPE-accredited program. Staff indicated they would
work on preparing a draft protocol for the next meeting.

There was discussion that the regulations should include a
recordkeeping  requirement. Ms. Elaine Yeatts
recommended looking at the Board of Medicine’s
requirements of six years. There was consensus that six
years would not be overly burdensome.
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ADJOURNED:

Page 7

With all business concluded, the workgroup adjourned the
meeting at 12:33 pm.

Ryan Logan, Chair

Caroline Juran, Executive Director

Date

Date



VIRGINIA BOARD OF PHARMACY

Pharmacist Naloxone Statewide Protocol

Consistent with the naloxone manufacturer’s instructions for use approved by the US Food and
Drug Administration, a pharmacist may issue a preseription to initiate treatment with, dispense, or
administer the following drugs and devices to persons 18 years of age or older:
¢ intranasal naloxone (nasal spray formulation or for admmlstlatlon by mucosal atomization
device);
e intramuscular naloxone, including such controlled paraphemdlla as defined in § 34.1-
3466, as may be necessary to administer such naloxone
s naloxone auto-injector; or, SRS
e any other opioid antagonist formulation approved by the FDA for overdose reversal,
including such controlled par aphemaha as deﬁned in§354.1- 3466 as may be necessary to
administer such naloxone. -

PHARMACIST EDUCATION AND lRAI\HNG

Prior to issuing a prescription to initiate treatment with, d}bpenbmg}, or admlmstermg: naloxone
under this protocol, the pharmacist shall be knowledgable of the manufacturer’s instructions for
use, paraphernaiia necessary for administration, and how to properly counsel the patient on
recognizing signs of a posslble overdose and proper admmlstratxon of the drug.

PATIENT INCLUSION. CRITLRIA B AR
Patients eligible for naloxone or oihel ommd anta;.,omst apmoved by the FDA_for overdose
reversal under this protocol: R
¢ Anindividual, 18 years of age or older, experlencmg or at risk of expenencmg an opioid-
related overdose, ¢.g., patient has a history of prior overdose, substance misuse. a morphine
malhgzzam equivalency of 120MMUE/day, or is currently prescribed an opioid with a
concomitant ben70d1azep1ne present;
o A famll}, member, friend, or othel person, 18 years of age or.older, in a position to assist
an mdmduai who is experiencmg or at risk of experiencing an opioid-related overdose.

PATIENT EXCLUSION CRITERIA
Patients NOT eligible for naloxone or other opioid antagonist approved by the FDA for overdose
reversal under this protocol:
o Anindividual less than 18 vears of age or older;
* An individual receiving treatment of acute or chronic pain related to (i) cancer, (ii) sickle
cell, (i11) a patient in hospice care, (iv) a patient in palliative care, (v) a patient enrolled in
a clinical trial as authorized by state or federal law,

COUN SELING

Pﬁmrmam dispensing brochure and he-or-she-shall counsel the patient or the patient’s agent on how
to properly identify signs of a possible overdose and how to properly administer the naloxone or
other opioid antagonist for overdose reversal.




RECORDKEEPING
The pharmacist shall maintain records in accordance with Regulation 18VAC110-21-46.

NOTIFICATION OF PRIMARY CARE PROVIDER

In accordance with 34.1-3303.1, the pharmacist shall notify the patient’s primary care provider. If
the patient does not have a primary care provider, the pharmacist shall counsel the patient regarding
the benefits of establishing a relationship with a primary health care provider and, upon request,
provide information regarding primary health care providers, including federally qualified health
centers, free clinics, or local health departments serving the area in which the patient is located.




VIRGINIA BOARD OF PHARMACY

Pharmacist Epinephrine Statewide Protocol

Consistent with the epinephrine manufacturer’s instructions for use approved by the US Food and
Drug Administration, a pharmacist may issue a prescription 1o initiate treatment with, dispense, or
administer the following drugs and devices to persons 18 years of age or older:
* Epinephrine auto-injector; or, :
¢ Injectable epinephrine, including such controlled paraphernalia, as defined in § 34.1-3466,
as may be necessary to administer such epinephrine. . 7

PHARMACIST EDUCATION AND TRAINING i
Prior to issuing a preseription to initiate treatment with, dispensing, or administering epinephrine
under this protocol, the pharmacist shall be knowledgable of the manufacturer’s instructions for
use, paraphernalia necessary for administration, and how to properly

recognition and management of anaphylaxis, i

PATIENT INCLUSION CRITERIA
Patients eligible for epinephrine under this protocol: .
¢ Any person, 18 years of age or older, demonstrating signs and symptoms of anaphylaxis
or_at risk for experiencing anaphylaxis, e.g.. patients reporting havine previously been
prescribed epinephrine for treatment of possible anaphylaxis or reporting a diagnosis of

allergies that may result in anaphylaxis. i

COUNSELING
The pharmacist shall counsel the patient or the patient’s agent on how to properly recognize and
mangage anaphylaxis, including proper administration of the epinephrine.

RECORDKEEPING s
The pharmacist shall maintain records in accordance with Regulation 18VAC110-21-46.

NOTIFICATION OF PRIMARY CARE PROVIDER

In accordance with 54.1-3303.1, the pharmacist shall notify the patient’s primary care provider. [f

the patient does not have a primary care provider, the pharmacist shall counsel the patient regarding
the benefits of establishing a relationship with a primary health care provider and, upon request,
provide information regarding primary health care providers, including federally qualified health
centers, free clinics, or local health departments serving the area in which the patient is located.

10



VIRGINIA BOARD OF PHARMACY

Pharmacist Prenatal Vitamin Statewide Protocol

Consistent with the prenatal vitamin manufacturer’s instructions for use approved by the US Food
and Drug Administration, a pharmacist may issue a prescription to initiate treatment with,
dispense, or administer the following drugs to persons 18 years of age or older:

¢ Prenatal vitamins for which a prescription is required.

PHARMACIST EDUCATION AND TRAINING

Prior to issuing a prescription to initiate treatment with, dispensing, or administering prenatal
vitaming under this protocol, the pharmacist shall be knowledgabie of the manufacturer’s
instructions for use and evidence-based guidelines. e

PATIENT INCLUSION CRITERIA .
Patients eligible for prenatal vitamins_under this pr otocol
¢ An individual, 18 years of age or older, who 1s Lonsxdeuné plegnancy, attempting to
become pregnant, or pregnant

RECORDKEEPING ' '
The pharmacist shall maintain records in accmdance with RC&,LI]dUOﬂ 18VACI110-21-46,

NOTIFICATION OF PRIMARY CARE PROVIDER -

In accordance with 34.1-3303.1, the pharmacist shall notify the patient’s primary care provider. If
the patient does not have a primary care provider, the pharmacist shall counsel the patient regarding
the benefits of establishing a relatfonshap with a primary health care provider and, upon request,
provide information regarding primary health care prowciels including federally qualified health
centers, hee clums or local health departments servmg the area in which the patient is located.
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VIRGINIA BOARD OF PHARMACY

Pharmacist Dietary Fluoride Supplement Statewide Protocol

The American Dental Association does not recommend the prescribing of dietarv fluoride
supplements for persons 18 vears of age or older whose drinking water has a fluoride content below
the concentration recommended by the U.S. Department of Health and Human Services. therefore
pharmacists are not currently authorized to initiate treatment with, dispense, or administer dietary
fluoride supplements under a pharmacist statewide protocol.

12



VIRGINIA BOARD OF PHARMACY

Pharmacist Over-the-Counter-Drug Statewide Protocol to Lower Qut-of

Pocket Expense

For the purpose of lowering a patient’s out-of-pocket health care costs, a pharmacist may issue a
prescription to initiate treatment with, dispense, or administer the following drugs to persons 18
years of age or older: _

* Mudications covered by the patient's health carrier when the pa{éent s out- of-pocket cost is

drug.

PHARMACIST EDUCATION AND TRAINING

Prior to issuing a prescription to initiate treatment with, d1spensmg or administering over-the-
counter medications under this protocol, the pharmacist shall be knowledgable of the
manufacturer’s instructions for use and follow any relevant evidence-based guidelines.

PATIENT INCLUSION CRITERIA

Patients eligible for ever-the-eounter-medications under th1s pzotocoi

* Anindividual, I8 years of age or older, whose over-the-counter medication is covered by the
patient's health carrier and when the patient's out-of -pocket cost for the prescribed drug is lower
than the out- of-pocket cost to purchase : “the same drug over-
the-counter: SHIRE

e Anindividual. 18 vears of age 0r_ older, whose over-the-counter medication would cost more
out-of-pocket than a prescribed prescription-only medication that is in the same therapeutic
category as the over-the- counter medmat:on '

RLCORDKI&LPING X
The p haamamst shall mamtam reumds in accoxdance with Regulation 18VACI110-21-46.

NOTIF!CATION OF PRIM’ARY CARE PROVIDER

In accordance with 54.1-3303. 1, the pharmacist shall notify the patient’s primary care provider. If

the patient does not have a primary care provider, the pharmacist shall counsel the patient regarding
the benefits of establishing a relationship with a primary health care provider and, upon request,
provide information regarding primary health care providers, including federally qualified health
centers, free clinics, or local health departments serving the area in which the patient is located.

13




Agenda Topic: Injectable or self-administered hormonal contraceptives, provided the patient
completes an assessment consistent with the United States Medical Eligibility Criteria for
Contraceptive Use '

Included in agenda packet:

Draft Pharmacist Hormonal Contraceptive Statewide Protocol based on Colorado

Draft Virginia Hormonal Contraceptive Self-Screening Questionnaire based on Colorado
Draft Summary Chart of US Medical Eligibility Criteria for Contraceptive Use based on
Colorado

Draft Standard Procedures Algorithm for Va Pharmacist Prescribing of Contraceptives
based on Colorado

Draft Standard Procedures Algorithm for Va Pharmacist Prescribing & A dministering
Depot Medroxyprogesterone Acetate (DMPA) based on Oregon

Dratt Emergency Contraception Statewide Protocol based on California
Draft Virginia Emergency Contraception Self-Screening Questionnaire
CDC USMEC. Classifications for Emergency Contraception
Background information from California

o Regulations

o Key Facts about Emergency Contraception

o ASEC Emergency Contraception Guide for Pharmacies and Retailers

Possible actions:

Discuss and finalize wording in Pharmacist Hormonal Contraceptive Statewide Protocol
and determine if highlighted sections or other information warranted

Amend wording in Standard Procedures Algorithm for Va Pharmacist Prescribing &
Administering Depot Medroxyprogesterone Acetate (DMPA) to correspond with Virginia
Hormonal Contraceptive Self-Screening Questionnaire and Pharmacist Hormonal
Contracepiive Statewide Protocol

Review and amend newly added DMPA column on Summary Chart of US Medical
Eligibility Criteria for Contraceptive Use

Discuss and amend draft Emergency Contracepiion Statewide Protocol: discuss if
pharmacist should be required to provide written educational information to patient
Adopt each listed document for Board of Pharmacy consideration as presented or
amended.




VIRGINIA BOARD OF PHARMACY

Pharmacist Hormonal Contraceptive Statewide Protocol
(Excluding Emergency Contraception)

Consistent with the hormonal contraceptive manufacturer’s instructions for use approved by the
US Food and Drug Administration (FDA), a pharmacist may issue a prescription to initiate
treatment with, dispense, or administer the following drugs and devmes to persons 18 years of age
or older:
« Injectable or self-administered hormonal conuaceptwes provided the patient completes an
assessment consistent with the United States Medical Ellgiblht} Criteria for Contraceptive
Use. 5o
PHARMACIST EDUCATION AND TRAINING
Prior to issuing a prescription to initiate treatment with, dispensing, or admlmstermg injectable or
self-administered hormonal contraceptive under this protocol, the pharmacist shall be
knowledgeable of the manufacturer’s instructions for -use and shall have completed an
Accreditation Council for Pharmacy Education (ACPE)- acc;edlted educational training program
related to the prescribing of contraceptzves by a pharmdczst

PATIENT INCLUSION CRITERIA : :
Patients eligible for mjectable or; self—admmlstered holmonal contraceptlves approved by the FDA
under this protocol: ~
¢ An individual, 18 years of age or older, who has completed the Virginia Hormonal
Contraceptive Self-Screening Questionnaire and who the pharmacist has determined is
eligible for a hormonal contraceptive, _consistent with the Centers for Disease Control and
Prevention Summar y Chart of US Medical Eligibility Criteria for Contraceptive Use.

PROCESS FOR DETERMINING PATIENT ELIGIBILITY
To determine patient eligibility, the pharmacist shall:
1. Obtain from each new patient and, at a minimum of every twelve months for each returning
patient, a completed Virginia Self-Screening Risk Assessment Questionnaire; and,
2. Utlize and follow the Virginia Standard Procedures Algorithm for Prescribing
Contraceptives to pe:rf_o_rm the patient assessment,

PROCESS FOR HANDLING INELIGIBLE PATIENTS

Patients identified by the pharmacist to NOT to be eligible for a hormonal contraceptive as
indicated by the Summary Chart of US Medical Eligibility Criteria for Contraceptive Use and the
Virginia Standard Procedures Algorithm for Prescribing Contraceprives shall be referred to a
healthcare practitioner and may not receive a hormonal contractive under this statewide protocol.

FURTHER CONDITIONS
1. For each new patient requesting a contraceptive service a participating pharmacist must:
a. Provide the patient with a Visit Summary; and,




b. Refer any patient that may be subject to abuse to an approprlate social services agency.

. If the hormonal contraceptive is dispensed or administered, it must be done as soon as
pzdcticable after the pharmacist issues the prescription and shall include any relevant educational
materials.

3. A pharmacist shall not:

a. Require a patient 10 schedule an appointment with the pharmacist for the preseribing or
dispensing of a hormonal contraceptive patch or self-administered oral hormonal
coniraceptive;

b. Continue to prescribe and dispense a hormonal contraceptive to a patient beyond three
years from the initial prescription without evidence of a ciinical visit or

a provider.

DRUG INCLUSION CRITERIA E
The following drug formulations approved by the FDA 1o plevent plegnancy are inciuded in this
statewide protocol: . Ny
¢ injectable depot medroxvprogesterone acetate
s transdermal patches;
e vaginal rings; and, _
¢ contraceptives intended to be taken orally.

RECORDKEEPING
The pharmacist shall mamtam lecmds in accordance w1th Reg,ulauan 18 VAC 110-21-46.

NOTIFICATION OF PRIMARY CARE PROVIDER

1. If the pharmacist initiates treatment with or dispenses or administers a hormonal
contraceptive, the p'harmacist shall notify the patient’s primary care provider. If the patient
does not have a primary care provider, the pharmacist shall counsel the patient regarding
the benefits of establishing a relationship with a primary health care provider and, upon
request, provide information regarding primary health care providers, including federally
qualified health centers, free CllHICS or Jocal health departments serving the area in which
the patient is located; and

2. Additionally, the pharmacist shall counsel the patient reg,ardm};, seeking preventative care,
including (1) routine w ell»wcman visits, (i1} testing for sexually transmitted infections, and
(111) pap smears.




Virginia Hormonal Contraceptive Self-Screening Questionnaire
Name Health Care Provider’'s Name Date

Date of Birth Age* Weight Do you have health insurance? Yes / No

What was the date of your last women’s health clinical visit?

Any Allergies to Medications? Yes / No If yes, list them here:

Background Information:

Do you think you might be pregnant now? Yeso Nono
Have you used emergency contraception within the last 5 days? Yeso Noo
2 What was the first day of your last menstrual period? A
3 Have you ever taken birth control pills, or used a birth control patch, ring, or injection? Yeso NoO
Have you previously had contraceptives prescribed to you by a pharmacist? Yeso NonO
Did you ever experience a bad reaction to using hormonal birth control? Yeso NoO
- If yes, what kind of reaction occurred?
Are you currently using any method of birth control including pills, or a birth control patch, Yeso NoO
ring or shot/injection?
- If yes, which one do you use?
4 Have you ever been told by a medical professional not to take hormones? Yeso NoO
5 Do you smoke cigarettes or vape nicotine? Yeso NooO
Medical History:
6 Have you given birth within 21 days? If yes, how long ago? Yeso NoO
7 Are you currently breastfeeding? Yeso NonO
8 Do you have diabetes? Yeso NonO
9 Do you get migraine headaches? If so, have you ever had the kind of headaches that start Yeso NooO
with warning signs or symptoms, such as flashes of light, blind spots, or tingling in your hand
or face that comes and goes completely away before the headache starts?
Do you have high blood pressure, hypertension, or high cholesterol? (Please indicate yes, even| Yeso No O
- if it is controlled by medication)
11 Have you ever had a heart attack or stroke, or been told you had any heart disease? Yeso NoO
12 Have you ever had a blood clot? Yeso NoO
13 Have you ever been told by a medical professional that you are at risk of developing a blood Yeso NonO
clot?
14 Have you had recent major surgery or are you planning to have surgery in the next 4 weeks? | Yeso NoO
15 Have you had bariatric surgery or stomach reduction surgery? Yeso NoO
16 Do you have or have you ever had breast cancer? Yeso NoO
Do you have or have you ever had hepatitis, liver disease, liver cancer, or gall bladder disease, | Yeso No O
- or do you have jaundice (yellow skin or eyes)?
18 Do you have lupus, rheumatoid arthritis, or any blood disorders? Yeso NoO
19 Do you take medication for seizures, tuberculosis (TB), fungal infections, or human Yeso NonO
immunodeficiency virus (HIV)?
- If yes, list them here:
20 Do you have any other medical problems or take any medications, including herbs or Yeso NoO
supplements?
- If yes, list them here:
21 Will you be immobile for a long period? (e.g. flying on a long airplane trip, etc.)
Do you have a preferred method of birth control that you would like to use?
O A pill you take each day O A patch that you change weekly 00 Other (ring, injectable, implant, or IUD)
Internal use only [ verified DOB* with valid photo ID [ ] BP Reading /
Pharmacist Name Pharmacist Signature
[l Drug Prescribed Rx# -or- Patlent Referred-circle reason(s) Sig:
(Pharmacy Phone Address ) 1
Notes: 7
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Updated November 2016. This summary sheet only contains a subset of the recommendations from the US MEC. For complete guidance, see: http://www.cdc.gov/reproductivehealth/unintendedpregnancy/USMEC.htm

................ Color coded in the left column to match the corresponding question of the Virginia Hormonal

Contraception Self-Screening Questionnaire.

.... Arranged alphabetically by disease state

DRAFT Summary Chart of U.S. Medical Eligibility Criteria for Contraceptive Use

Key:

1 No restriction (method can be used)

2 Advantages generally outweigh theoretical or proven risks

3 Theoretical or proven risks usually outweigh the advantages
4 Unacceptable health risk (method not to be used)

Corresponding to the order of the Virginia Hormonal Contraception Self Screening Tool Questionnaire:

Depot
. . medroxyprogest
Condition Sub-condition Combmert::glll, Datcly Progestin-only pill eron:isetagte
Initiating | Continuing | Initiating | Continuing [Initiating|Continuing
Age Menarche to <40=1 Menarche to <18=1 Ellesnf;che to
>40=2 18-45=1 18-45=1
>45=1 >45=2
Smoking a) Age< 35 2 1 1
b) Age > 35, < 15 cigarettes/day 1
c) Age > 35, >15 cigarettes/day 1
_ (Not Eligible for contraception)
Postpartum a) <21 days 1 1
(see also b) 21 days to 42 days:
Breastfeeding) (i) with other risk factors for 1
VTE 1
(ii) without other risk factors for 2 1 1
VTE
c) > 42 days 1 1 1
Breastfeeding a) < 1 month postpartum 3* 2% Yes
f’sneset;zllsr?:um] b) 1 month or more postpartum 2% 1* Yes
Diabetes mellitus |a) History of gestational DM only 1 1 1

(DM)

b) Non-vascular disease

b) Other abnormalities:

(i) non-insulin dependent

(ii) insulin dependentt

c) Nephropathy/ retinopathy/
neuropathys

d) Other vascular disease or
diabetes of >20 years' durationf

Headaches

a) Non-migrainous

b) Migraine:

i) without aura, age <35

ii) without aura, age >35

iii) with aura, any age

a) Adequately controlled
hypertension

b) Elevated blood pressurelevels
(properly taken measurements):

(i) systolic 140-159 or diastolic
90-99

(ii) systolic 2160 or diastolic
2100

c) Vascular disease

Peripartum
cardiomyopathy#

2/8 2% Yes
a) Normal or mildly impaired
cardiac function:
(i) < 6 months 1 | 1
(ii) > 6 months 1 | 1

Depot
. - medroxyprogest
Condition Sub-condition Cnmbme;::glll, patchy Progestin-only pill eron:ilc)etagte
Initiating | Continuing | Initiating | Continuing [Initiating|Continuing
b) Moderately or severely impaired 2
cardiac function
Multiple risk (such as older age, smoking,
factors for arterial | diabetes and hypertension)
cardiovascular
Disease
Ischemic heart Current and history of
disease}
Valvular heart a) Uncomplicated
disease b) Complicated$
Strokef History of cerebrovascular
Accident
Thrombogenic
mutationsi
Deep venous a) History of DVT/PE, not on
thrombosi anticoagulant therapy
(DVT) /Pulmonary | i) higher risk for recurrent
embolism (PE) DVT/PE
ii) lower risk for recurrent
DVT/PE
b) Acute DVT/PE
c) DVT/PE and established on
anticoagulant therapy for at least 3
months
i) higher risk for recurrent
DVT/PE
ii) lower risk for recurrent
DVT/PE
d) Family history (first-degree
relatives)
e) Major surgery
(i) with prolonged
immobilization
(ii) without prolonged
immobilization
f) Minor surgery without
immobilization
History of a) Restrictive procedures
bariatric surgery#
b) Malabsorptive procedures
Breast disease/ a) Undiagnosed mass

Breast Cancer

b) Benign breast disease

c) Family history of cancer

d) Breast cancer:}

i) current

ii) past and no evidence of
current disease for 5years
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Condition

Sub-condition

Combined pill, patch,
ring

Progestin-only pill

Depot
medroxyprogesterone
acetate

Initiating | Continuing

Initiating | Continuing lnitiatiné Continuing

a) Acute or flare 2 1 1
b) Carrier/Chronic 1 1 1 1
a) Mild (compensated) 1 1 1
b) Severe# (decompensated)
a) Benign:

i) Focal nodular hyperplasia 2 2 2

ii) Hepatocellular adenomaz

b) Malignantf

a) Symptomatic:

(i) treated by cholecystectomy

(ii) medically treated

(iii) current

b) Asymptomatic

a) Pregnancy-related

b) Past COC-related

a) Positive (or unknown)
antiphospholipid antibodies

b) Severe thrombocytopenia

c) Inmunosuppressive treatment

d) None of the above

a) On immunosuppressive therapy

b) Not on immunosuppressive
therapy

N N[N

I YY)

(see also Drug Interactions)

1=

a) Non-pelvic

1

b) Pelvic

High risk

HIV infected
(see also Drug Interactions)#

1*

AIDS
(see also Drug Interactions) %

1*

Yes

Clinically well on therapy

If on trea

tment, see Drug Interactions.

a) Nucleoside reverse
transcriptase inhibitors

1

b) Non-nucleoside reverse
transcriptase inhibitors

c) Ritonavir-boosted protease
inhibitors

a) Certain anticonvulsants
(phenytoin, carbamazepine,
barbiturates, primidone,
topiramate, oxcarbazepine)

b) Lamotrigine

a) Broad spectrum antibiotics

2%

1%

b) Antifungals

) Antiparasitics

d) Rifampicin or rifabutin therapy

== =] =
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STANDARD PROCEDURES ALGORITHM FOR VIRGINIA PHARMACIST PRESCRIBING OF CONTRACEPTIVES

1) Health and History Screen
Review Hormonal Contraceptive Seif-Screening Questionnaire. Contraindicating
To evaluate health and history, refer 1o USMEC or Virginia MEC Condition{s]

1 or 2 (green boxes) - Hormonal contraception is indicated, proceed to next step.
3 or 4 {red boxes) - Hormonal contraception is contraindicated --> Refer

r2)ay

’ [ No Contraindicating Conditions ]

2) Pregnanicy Screen

&. Did you have a baby lass than 6 months ago, are you fully or nearly-fully breast feeding, AND have you had no
menstrual period since t.he deievx.zry? Possible
b Have you had a baby in the last 4 weeks?

<. Did you have a miscarriage or abortion in the last 7 days? Pregnancy
d. Did your last menstrual period start within the past 7 days?

2. Have you abstained from sexualintercourse since your fast menstrusl period or delivery?
{, Have you been using & reliable contraceptive methoed consistently and correctly?

A 4
FETEN

If YES to AT LEAST ONE and is free of pregnancy symptoms, proceed to next step.

[ Patient is not pregiant ]

3} Medication Screen {Questionnaire #20)7 —
Caution; anticorvulsants, antiretrovirals, antimicrobials, barbiturates, heriss & supplements, including: Contraindicating
carbamarzepine umacaftorfivacaftor  primidone {*PLEASE ALWAYS REEER TO CURRENT MECY) Medications
feibamate oxcarbazeping rifampin / rifabutin

griseofulvin phenabarbital topiramate

lamotrigine phesytoin fosamprenavir {when not combined with ritonavir)

1oy3y

l [ No Contraindicating Medications }

4) Biood Pressure Screen: BP »140/90
Is blood pressure <140/907

Note: Pharmacist may choose to take a second reading, if initial is high.

l/ [ BP < 140/30 }

5) Evaluate patient history, preference, and current therapy for selection of treatment,

[ Not currently on birth control ] /\ Patient is currently on birth control ]

A4
FEIEN

5a} Choose Contraception 5h} Choose Contraception

Inftiate contraception based on patient Continue current form of pills, patch, or ring, if no change is necessary
preferences, adherence, and history for -Qf-

new therapy Alter therapy based an patient concerns, such as side effects patient may

be experiencing; or refer, if appropriate
-Presceibe up to 12 months of desired contraception

and dispense product {quantity based on professional

‘ : -Preseribe up to 12 manths of desired contraception and dispense product. {quantity based
judgment and patient preference}

on professional judgment and patient preference)

v v

6) Discuss Initiation Strategy for Initial Treatment/Change in Treatment {as applicable}
a) Counseling - Quick start - tnstruct patient she can begin contraceptive today; use backug method for 7 days.
b) Counseling - Discuss the management and expectations of side effects {bleeding irregularities, etc.)

¢} Counseling - Discuss adherence and expectations for follow-up visits

\

7) Discuss and Provide Referral / Visit Summary to patient

Encourage: Routine health screenings, $TD prevention, and notificationto care provider
If patient smokes, pravide smoking cessation counseling; refer to Quitline

A
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STANDARD PROCEDURES ALGORITHM FOR PRESCRIBING & ADMINISTERING DEPOT MEDROXYPROGESTERONE ACETATE

1) H.ealth and History Screen. ‘ _ . Contraindicating
Review Hormonal Contraceptive Self-Screening Questionnaire. Condition(s)
To evaluate health and history, refer to USMEC or Virginia MEC. 3 gji
1 or 2 (green boxes) - Hormonal contraception is indicated, proceed to next step. %
3 or 4 (red boxes) - Hormonal contraception is contraindicated -> Refer
[ Na Contraindicating Conditions ]
2) Pregnancy Screen
a. Did you have a baby less than & months ago, are you fully or nearly-fully breast feeding, AND have you had no -
menstrual period since the delivery? Possible
b. Have you had a baby in the last 4 wesks? Pregnancy
¢. Did you have a miscarriage or abortion in the fast 7 days? .~ ?g‘
d. Did your last menstrual peried stast within the past 7 days? o
. Have you abstained from sexual intercourse since your last menstrual period or delivery? -
{. Have you been using a reliable contraceptive method consistently and correctly?
If YES to AT LEAST ONE and is free of pregnancy symptoms, proceed to next step.
£ NO to ALL of these questions, pregnancy can NOT be ruled cut --> Refer
¢ [ Patient is not pregnant ]
Contraindicating
3) Medication and Disease State Screen (incl Questionnaire #11, 17, 20, 22 + med list)? Diseases/ -
Caution: Long-term corticosteriod therapy Medications gh
[*PLEASE ALWAYS REFER TO CURRENT MEC*) 3P| =
N [ No Contraindicating Diseases/Medications } |
4} Blood Pressure Readin
) cacing BP 2 160/100 =
Take and document patient's current blood pressure. Is BP < 160/1007 o | &
Note: Pharmacist may choose to take a second reading, if initial is high, fl
3l BP < 160/100 ]
5) Discuss DMPA therapy with patient.
a) Address any unexplained vaginal bleeding that worries patient {Questionnaire #6) - Refer when necessary,
such as when not related to a recent pap or sexual intercourse.
b) Counseling - Discuss the management and expectations of side effects (bleeding irregularities, etc.)
¢) Counseling - Discuss plans for follow-up visits, particularly for q 3 month administration of DMPA; Stress
importance of returning for next injection within 11-13 weeks of previous injection. Provide patient with
specific calendar date range for next injection.
dj Counseling - Caution with use of DMPA > 2 years (due to loss of bone mineral density). For therapy > 2 years,
consuitation with healthcare provider is indicated,
[ First dose of DMPA } / \ [ g 3 manth dose of DMPA ]
6) Issue prescription and administer DMPA 6) Ongoing administration of DMPA
Pharmacist shall issue a prescription for depo- Pharmacist shall canfirm that date of last injection was
medroxyprogesterone and administer the within 11-15 weeks.
n:jedtcatlon. I:{Iomtor patient for 20 minutes for if > 15 weeks ago, then pharmacist must rule out
adverse reactions. pregnancy {repeat Step 2, and document), and instruct
. e patient to abstain or use backup method for 7 days.
Note: Instruct patient that if this injection is nat
within 7 days of start of her period, then abstain or -if between 11-15 weeks ago, adminster the medication.
use backup method for 7 days. - .
b Y -Do not administer if < 11 weeks ago.
7) Discuss and Provide Referral / Visit Summary to patient
Encourage: Routine health screenings, STD prevention, and notification to care provider <«
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VIRGINIA BOARD OF PHARMACY

Pharmacist Emergency Contraception Statewide Protocol

A pharmacist may issue a prescription to initiate treatment with, dispense, or administer the
following drugs and devices to persons 18 years of age or older:
¢ Self-administered hormonal emergency contraception (EC) provided the patient completes
an assessment consistent with the United States Medical Eligibility Criteria for
Contraceptive Use.

PHARMACIST EDUCATION AND TRAINING

Prior to issuing a prescription to initiate treatment with, or dispensing of a self-administered
hormonal EC under this protocol, the pharmacist shall be knowledgeable of the manufacturer’s
wstructions for use or standard protocol and shall have completed at least one hour of continuing
education specific to the prescribing of EC.

PATIENT INCLUSION CRITERIA
Patients eligible for self-administered hormonal EC under this protocol:

* An individual, 18 years of age or older, who has completed the Virginia Emergency
Contraception Self-Screening Questionnaire indicating the last day of unprotected
intercourse was within the previous 5 days (120 hours) and who the pharmacist has
determined is eligible for a hormonal emergency contraceptive, consistent with the Centers
for Disease Control and Prevention US Medical Eligibility Criteria for Contraceptive Use,
Classifications for Emergency Contraception.

PROCESS FOR HANDLING INELIGIBLE PATIENTS
Patients identified by the pharmacist to NOT to be eligible for EC shall be referred to a healtheare
practitioner and may not receive EC under this statewide protocol.

DRUG INCLUSION CRITERIA
The following drug formulations are included in this EC statewide protocol:

Dedicated Approved EC — One Tablet Regimens

Plan B One-Step I tablet 1.5mg levonorgestrel | OTC
Levonorgestrel 1 tablet 1.5mg levonorgestrel | OTC
Next Choice One Dose | | tablet 1.5mg levonorgestrel | OTC
Ella 1 tablet 30mg ulipristal Rx only

In addition to the products specified in the above chart, generic equivalent products may be
prescribed and dispensed.

22



Oral Contraceptive Pills

Brand Tablets per dose Ethinyl Levonorgestrel | Status
(2 doses 12 hours | Estradiol  per | per dose (mg)*
apart*) dose (meg)
Alesse > pink tablets 100 0.50 Rx only
Aviane 5 orange tablets 100 0.5 Rx only
Levlen 4 light-orange | 120 0.6 Rx only
tablets
Levlite S pink tablets 100 0.5 Rx only
Levora 4 white tablets 120 0.60 Rx only
L.o/Ovral 4 white tablets 120 0.60 Rx only
Low-Ogestrel 4 white tablets 120 0.60 Rx only
Nordette 4 light-orange | 120 0.60 Rx only
tablets
Ogestrel 2 white tablets 100 0.50 Rx only
Ovral 2 white tablets 100 0.50 Rx only
Tri-Levlen 4 yellow tablets 100 0.50 Rx only
Triphasil 4 yellow tablets 120 0.50 Rx only
Trivora 4 pink tablets 120 0.50 Rx only
Ovrette 20 yellow tablets 0 0.75 Rx only a

*The progestin in Ovral, Lo/Ovral, and Ovrette is norgestrol, which contains two isomers, only
one of which (levonorgestrel) is bioactive; the amount of norgestrel in each dose is twice the
amount of levonorgestrel.

In addition to the products specified in the above chart, generic equivalent products may be

prescribed and dispensed. Estrogen containing regimens are not preferred and should be used
only when other options are not available,

Anti-nausea Treatment Options for use with EC

Drug Dose Timing of Administration | Status 3
Meclizine One or two 25mg I hour before first EC dose: OTC
hydrochloride tablets repeat if needed in 24 hours
(Dramamine 1],
Bonine)
Diphenhydramine One or two 25mg 1 hour before first EC dose; | OTC
hydrochloride tablets or capsules repeat as needed every 4-6
(Benadryl) hours
Dimenhydrinate One or two 50mg 30 minutes to 1 hour before | OTC
(Dramamine) tablets or 4-8 first EC dose; repeat as

teaspoons liquid needed every 4-6 hours
Cyciizine One 50mg tablet 30 minutes before first EC OTC
hydrochloride dose; repeat as needed every
(Marezine) 4-6 hours
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ADDITIONAL PRESCRIBING AND DISPENSING CONSIDERATIONS*

* For women who weigh more than 165 1bs, levonorgestrel may be less effective than
ulipristal acetate.

* Levonorgestrel may be preferable for women who need EC due to missed or late
pills, patch, or ring,

¢ Starting hormonal birth control immediately after taking ulipristal acetate may make
it ineffective.

*+ For women with prescription insurance coverage, OTC drugs may be covered by the
health carrier when prescribed for the patient.

RECORDKEEPING
The pharmacist shall maintain records in accordance with Regulation 18 VAC 110-21-46.

NOTIFICATION OF PRIMARY CARE PROVIDER AND COUNSELING

I 1f the pharmacist initiates treatment with or dispenses or administers a self-administered
hormonal EC, the pharmacist shall notify the patient’s primary care provider. If the patient
does not have a primary care provider, the pharmacist shall counsel the patient regarding
the benefits of establishing a relationship with a primary health care provider and, upon
request, provide information regarding primary health care providers, including federally
qualified health centers, free clinics, or local health departments serving the area in which
the patient is located; and,

2. Additionally, the pharmacist shall counsel the patient regarding seeking preventative care,
including (i) routine well-woman visits, (ii) testing for sexually transmitted infections, and
(1i1) pap smears.

“Per the American Society for Emergency Contraception.
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Virginia Emergency Contraception Self-Screening Questionnaire

Timing is an essential element of the effectiveness of emergency contraception (EC). EC should be taken
as soon as possible after unprotected intercourse. Treatment may be initiated up to five days (120 hours)
alter unprotected intercourse.

Patient’s Name

Healtheare Provider’s Name

Healthcare Provider’s Telephone or Email address -

Date of Birth Age Weight

What was the date of you last women’s health clinical visit?

Any allergies to medications?

Number of hours/days since last unprotected in_t_c_rcoursé_

Internal use only D verified DOB* with valid photo 1D

Pharmacist Name Pharmacist Signature
_}Drug Prescribed Rx# -Or- refer@d-circte reason(s)
Sig: (Pharmacy Phone Address )
Notes:
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. Centers for Disease Control and Prevention
CDC 24/7: Saving Lives, Protecting Peopia™

_ Reproductive Health

Classifications for Emergency Contraception
Pages in this Report

1. US MEC 9. Lactational Amenorrhiea Method

2. Introduction 10. Coitus Interruptus (Withdrawal)

3. Summary of Changes from US MEC, 2010 11. Female and Male Sterilization

4, Classifications for Intrauterine Devices 12. Classifications for Emergency Contraception

5. Progestin-Only Contraceptives 13. Summary of Classifications for Hormonal Contraceptive
6. Combined Hormenal Contraceptives Methods and Intrauterine Devices

7. Classifications for Barrier Methods 14. Abbreviations and Acronyms

8. Classifications for Fertility Awareness-Based Methods 15. Participants

On this Page

+ Personal Characteristics and Reproductive History
» Cardiovascuiar Disease

+ Rheumatic Diseases

» Neurclogic Conditions

» Gastrointestinal Conditions

+ Solid Organ Transplantation

« Other

A copper-containing intrauterine device {Cu-1UD) can be used within § days of unprotected intercourse as an emergency
contraceptive, However, when the time of ovulation can be estimated, the Cu-IUD can be inserted beyond 5 days after
intercaurse, if necessary, as long as the insertion does not occur »5% days after ovulation. The eligibility criteria for interval Cu-1UD
insertion also apply for the insertion of Cu-IUDs as emergency contraception {Box J1) (Table J1).

Classifications for emergency contraceptive pills (ECPs) are given for ulipristal acetate (UPA), levonorgestrel {LNG}, and combined
oral contraceptives (COCs). Cu-iUDs, UPA, LNG, and COCs do not protect against sexually transmitted diseases (STDs), including
human immunodeficiency virus (HIV), and women using these methods should be counseled that consistent and correct use of
the male latex condom reduces the risk for transmission of HIV and other STDs. Use of femate condoms can pravide protection
from transmission of STDs, although data are limited. ’

BOX J1. Categories for classifying emergency contraception
i !

https://www.cde. gov/reproductivehealth/contraception/mmwr/mec/appendixj.html 8/1 1/20236
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1 = A condition for which there is no restriction for the use of the contraceptive method.2 = A condition for which the
advantages of using the method generally outweigh the theoretical or proven risks.

3 = A condition for which the theoretical or praven risks usually outweigh the advantages of using the method.

4 = A condition that represents an unacceptable heaith risk if the contraceptive method is used.

TABLE J1. Classifications for emergency contraception, including the copper-containing intrauterine device, ulipristal
acetate, levonorgestrel, and combined oral contraceptives

Category
Condition Cu-lUD UPA LNG COC Clarifications/Evidence/Comments
Personal Characteristics and Reproductive History

Pregnancy 4 NA  NA  NA Clarification {IUD): The 14D is not indicated during pregnancy
and should not be used because of the risk for serious pelvic
infection and septic spontaneous abortion.

Clarification (ECPs): Although this method is not indicated for a
woman with a known or suspected pregnancy, no harm to the
wormnan, the course of her pregnancy, or the fetus if ECPs are
inadvertently used is known to exist.

Evidence: Evidence suggests that poor pregnancy outcomes are
rare among pregnant women who used ECPs during conception
cycle or early in pregnancy (7).

Breastfeeding i 1 1 1 Clarification {(UPA): Breastfeeding is not recommended for 24
hours after taking UPA because it is excreted in breast milk, with
highest concentrations in the first 24 hours, and maximum
maternal serum levels are reached 1-3 hours after administration.
Mean UPA concentrations in breast milk decrease markediy from 0
to 24-48 hours and then siowly decrease over 5 days (2). Breast
milk should be expressed and discarded for 24 hours after taking
UPA,

Evidence: Breastfeeding outcomes do not seem to differ between
women exposed to LNG and those who are not exposed. One
pharmacokinetic study demonstrated that LNG passes to breast
miik but in minimal quantities (7).

Past ectopic pregnancy 1 1 1 1 —

History of bariatric surgery

This condition is associated

with increased risk for adverse

health events as a result of
pregnancy (Box 2).

https://'www.cdc.gov/reproductivehealth/ contraception/mmwr/mec/appendixj.html 8/11/202@7
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Category
Condition Cu-IUD UPA LNG COC Clarifications/Evidence/Comments

a. Restrictive procedures: 1 1 1 1 o
decrease storage capacity of

the stomach {vertical banded

gastroplasty, laparoscopic

adjustable gastric band, or

laparoscopic sleeve

gastrectomy)

b. Malabsorptive procedures: 1 1 1 1 Comment: Bariatric surgical procedures involving a malabsorptive
decrease absorption of component have the potential te decrease oral contraceptive
nutrients and calories by effectiveness, perhaps further decreased by postoperative
shortening the functional complications such as long-term diarrhea, vomiting, or both.
length of the small intestine Because of these malabsorptive concerns, an emergency IUD
{Roux-en-Y gastric bypass or might be more appropriate than ECPs.

biliopancreatic diversion)

Cardiovascular Disease

History of severe 1 2 2 2 Comment: The duration of ECP use s less than that of reguiar use
cardiovascular disease of COCs or POPs and thus would be expected to have less clinical
(ischemic heart disease, impact.

cerebrovascular attack, or

other thromboembolic

conditions)

This condition is associated

with increased risk for adverse

health events as a result of

pregnancy (Box 2).

Rheumatic Diseases
Rheumatoid arthritis

a. Receiving 2 1 1 1 —
immunosuppressive therapy

b. Not receiving 1 1 1 1 —
immunosuppressive therapy

Neurologic Conditions

Migraine 1 1 1 2 Comment: The duration of ECP use is less than that of reqular use
of COCs and thus would be expected to have less clinical impact.

Gastrointestinal Conditions

Inflammatory bowel disease 1 1 1 1 —
(uicerative colitis or Crohn’s
disease)

https://www.cdc.gov/reproductivehealth/contraception/mmwr/mec/appendixj.htm] 8/11/20228
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Category

Condition Cu-lUD UPA LNG COC Clarifications/Evidence/Comments

Severe liver disease 1 2 2 2 Comment: The duration of ECP use is less than that of regular use

{including jaundice) of COCs or POPs and thus would be expected to have less clinical

This condition is associated impact.

with increased risk for adverse

health events as a result of

pregnancy (Box 2).

Solid Organ Transplantation

Solid organ transpiantation

This condition is associated

with increased risk for adverse

health events as a result of

pregnancy (Box 2).

a. Complicated: graft failure 3 1 1 1 —

(acute or chronic}, rejection, or

cardiac allograft vasculopathy

b. Uncomplicated 2 1 1 1 e

Other

Repeated ECP use 1 1 1 1 Clarification: Recurrent ECP use is an indication that the woman
requires further counseling about other contraceptive options.
Frequently repeated ECP use might be harmful for women with
conditions classified as 2, 3, or 4 for CHC or POC use.

Evidence: In one case-control study, risk for ectopic pregnancy
compared with intrauterine pregnancy did not increase after
repeated use of LNG ECPs compared with nonuse (7).

Sexual assault 2 1 1 1 Clarification (lUD): Women who have experienced sexual assauit
are at increased risk for STDs. According to CDC STD treatment
guidelines, routine presumptive treatment of chiamydia,
gonorrhea, and trichomonas is recommended after sexual assault
(3). Women with current purulent cervicitis or chlamydial infection
or gonococeal infection should not undergo 1UD insertion
(category 4).

Obesity (BMi 230 kg/m?) 1 2 2 2 Clarification (ECPs): ECPs might be less effective among women
with BMI 230 kg/m? than among women with BMI <25 kg/m?.
Despite this, no safety concerns exist,

Evidence: Limited evidence from secondary data analyses
suggests that women with BMI 230 kg/m? experience an increased
risk for pregnancy after use of LNG compared with women with
BMI <25 kg/m?. Two analyses suggest obese women might also
experience an increased risk for pregnancy after use of UPA
compared with nonobese women, although this increase was not
significant in one study (4).

CYP3A4 inducers (eg, 1 2 2 2 Ciarification (ECPs): Strong CYP3A4 inducers might reduce the

bosentan, carbamazepine, effectiveness of ECPs.

felbamate, griseofulvin,
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Category

Condition Cu-1UD UPA LNG COC Clarifications/Evidence/Comments

oxcarbazepine, phenytoin,

Evidence: According to fabelling information, rifampin markediy
rifampin, St. John's wort,

decreases UPA lavels by 290%, which might decrease its efficacy
{2). Therefore, theoretical concerns extend to use of other CYP3A4
inducers as well as to COC and LNG ECPs, which have metabolic
pathways similar to those of UPA, A small pharmacokinetic study
found that concomitant efavirenz use decreased LNG levels in
women taking LNG ECPs (0.75 mg) by 56% compared with LNG
ECPs alone (5).

topiramate, efavirenz, and
lumacafton

Abbreviations: BMI = body mass index; CHC = combined hormonal contraceptive; COC = combined ora! contraceptive; Cu-{Uup
= copper-containing intrauterine device; ECP = emergency contraceptive pill; HIV = human immunodeficiency virus; IUD =
intrauterine device; LNG = levonorgestrel; NA = not applicable; POC = progestin-only cantraceptive; POP = progestin-only pill
STD = sexually transmitted disease; UPA = ulipristal acetate.
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Section 1746, Emergency Contraception

{a) A pharmacist furnishing emergency contraception pursuant to Section 4052.3(a)(2) of the
Business and Professions Code shall follow the protoco! specified in subdivision (b} of this
section,

{b) Protocol for Pharmacists Furnishing Emergency Contraception (EC).

(1) Authority: Section 4052.3{a)(2) of the California Business and Professions Code authorizes a
pharmacist to furnish emergency contraception pursuant to a protocol approved by the
California State Board of Pharmacy and the Medical Board of California. Use of the protocol
specified in this section satisfies that requirement.

{2) Purpose: To provide timely access to emergency contraceptive medication and ensure that
the patient receives adequate information to successfully complete therapy.

(3) Procedure: When a patient requests emergency contraception, the pharmacist will ask and
communicate the following:

s Areyou allergic to any medications?

¢ Timing is an essential element of the product’s effectiveness. EC should be taken as soon as
possible after unprotected intercourse. Treatment may be initiated up to five days (120
hours} after unprotected intercourse.

EC use will not interfere with an established or implanted pregnancy,

If more than 72 hours have elapsed since unprotected intercourse, the use of ella™ (ulipristal}
may be more effective than levonorgestrel. For other options for EC, consult with your health
care provider,

Piease follow up with your health care provider after the use of EC.

{4) The pharmacist shall provide a fact sheet and review any guestions the patient may have
regarding EC. In addition, the pharmacist shall collect the information required for a patient
medication record required_by Section 1707.1 of Title 16 of the California Code of Regulations,

Fact Sheet: The pharmacist will provide the patient with a copy of the current EC fact sheet
approved by the Board of Pharmacy as required by Business and Professions Code Section
4052.3(e).
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(5) Referrals and Supplies: If emergency contraception services are not immediately available at
the pharmacy or the pharmacist declines to furnish pursuant to conscience clause, the
pharmacist will refer the patient to another emergency contraception provider. The pharmacist
shall comply with all state mandatory reporting laws, including sexual abuse laws.

{6} The pharmacist may provide up to 12 non-spermicidal condoms to each Medi-Cal and Family
PACT client who obtains emergency contraception.

{7) Advanced provision: The pharmacist may dispense emergency contraception medication for
a patient in advance of the need for emergency contraception,

(8) EC Product Selection: The pharmacist will provide emergency contraception medication
from the list of products specified in this protocol. This list must be kept current and maintained
in the pharmacy. Along with emergency contraception products, the list will include adjunctive
medications indicated for nausea and vomiting associated with taking EC containing estrogen.
Patients will be provided information concerning dosing and potentiall adverse effects.

{9) Documentation: Each prescription authorized by a pharmacist will be documented in a
patient medication record as required by law.

(10) Training: Prior to furnishing emergency contraception, pharmacists who participate in this
protocol must have completed a minimum of one hour of continuing education specific to
emergency contraception.
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(11) Medications Used for Emergency Contraception

Dedicated Approved Products for Emergency Contraception

Brand

One Tablet Regimens

Dose

Ethiny! Estradiol
per dose (mcg)

1.5m
Plan B™ One-Step 1 tablet 0 g
levonorgestrel
effa™ 1 tablet 8 30mg ulipristal
1.5m
Levonorgestrel 1 tablet 0 &
fevonorgestrel
Two Tablet Regimens
2 tablets at once
(15mg total dose) Each tablet is
Next Choice™ or 0 0.75 mg
1 tablet (0.75mg) followed by levonorgestrel
1 tablet (0.75mg) 12 hours later
2 tablets at once
(1.5mg total dose) Each tablet is
or 0 0.75 mg
Levonorgestrel
fevonorgestrel

1 tablet (0.75mg) followed by

1 tabiet (0.75mg) 12 hours later
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Oral Contraceptive Pills

Tablets per Dose Ethiny! Estradiol Levonorgestrel
Brand {two doses 12 hours apart*) per dose (mcg) per dose (mg)*
Alesse 5 pink tablets 100 ‘ 0.50
Aviane 5 orange tablets 100 0.50
Levlen 4 light-orange tablets 120 0.60
Levlite 5 pink tablets 100 0.50
Levora 4 white tablets 120 0.60
Lo/Ovral 4 white tablets 120 0.50
Low-QOgestrel 4 white tablets 120 0.60
Nordette 4 light-arange tablets 120 0.60
Ogestrel 2 white tablets 100 .50
Ovral 2 white tablets 100 0.50
Tri-Levlen 4 yeltow tablets 100 0.50
Triphasil 4 yellow tablets 120 0.50
Trivora 4 pink tablets 120 0.50
Ovrette 20 yellow tablets 0 0.75

*The progestin in Ovral, Lo/Ovral, and Ovrette is norgestrel, which contains two isomers, only

one of which {levonorgestret) is bioactive; the amount of norgestrel in each dose is twice the
amount of levonorgestrel.

In addition to the products specified in this paragraph, generic equivalent products may be
furnished. Estrogen containing regimens are not preferred and should be used only when the
other options are not available.
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{12) Anti-nausea Treatment Options for use with Emergency Contraception

Non-Prescription Drugs Dose Timing of Administration

Meciizine hydrochloride 1 hour before first EC dose;

One or two 25 mg tablets

(Dramamine H, Bonine) Repeat if needed in 24 hours

) ) 1 hour before first EC dose;
Diphenhydramine One or two 25 mg
repeat as needed every

hydrachloride (Benadryl) tablets or capsules
4-6 hours

30 minutes to 1 hour before
One or twao 50 mg tablets

Dimenhydrinate {Dramamine) o first EC dose; repeat as
or 4-8 teaspoons liguid
needed every 4-6 hours

. . 30 minutes befaore first
Cyclizine hydrochloride

) One 50 mg tablet EC dose; repeat as needed
(Marezine)

every 4-6 hours

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4052
and 4052.3, Business and Professions Code.

(Amended effective 7-1-2013)



Key Facts About

Emergency Contraception

Consider using Emergency Contraception (FC) if
» You had unprotected sex, or
+ You think your contraceptive didn't work.

LAgin i

4 ‘;
Vit

- HEECEES 5 1
Emergeﬂcy Contraceptlve pills contain the same
medication as regular birth control pills, and help to
prevent pregnancy. There are three basic types of

Emergency Contraceptive pills;

wy Contraceptive pilis?

+ Progestin-only pills (Plan 8® One-Step,
Next Choice®)
+ Ulipristal acetate (ella®)
+ High doses of regular oral contraceptive pills

Dortywait! Take EC as soon as possible.

+ Itis best to take EC as soon as possible; the sooner
yoﬁx take EC the more effective it is.

+ It has been shown to be effective for up to 5 days.

+ Formore information talk to your pharmacist or
doctor.

Contracention

. Emergency Contraceptlon may reduce the risk of
pregnancy by up to 89 percent.

+ The effectiveness of EC varies based on the type
used and when it is taken.

+ ECis only recommended as a backup and should

not be used as your primary method of birth control.

+ Emergency Contraceptive pills do not protect
against sexualtly transmitted infections, including
HIV/AIDS.

Emergency Contraception (EC) is a safe and
effective way to prevent pregnancy after sex.

What £EC does:

+ Emergency Contraceptive pills prevent
pregnancy.

+ Emergency Contraceptive pilis are not effective
after pregnancy has occurred and they will not
harm the developing fetus.

+ Emergency Contraceptive pills are NOT the
same as RU-486 ({the abortion pill).

+ Using Emergency Contraceptive pills wilt not
affect a woman's ability to become pregnancy in
the future.

Follow-up after raking Emergeancy
Coviva “,ﬁs R
» If you vomit after taking emergency
contraception you may need to take ancther
dose. Before you do, contact a pharmacist or
healthcare provider immediately.
+ Ifyou do not get a normal period within three
weeks, take a pregnancy test.
+ Itis important to visit your doctor or clinic for
a regular birth control method and information
about preventing sexually transmitted infections.
+ Medical providers or your pharmacist can
provide Emergency Contraception for future use
if needed.

i California, women and men may roceive free
family planning seevices through Family PACT

based on incoime.

iyoudon't have a doctor or clinic, call
(3007 9421054 10 find a Family BAROT provicer
1Car y

Under the Aff ariable Care ACUTACAS tmeras CIALE
gency

Contraception may be covered with a prascriptio
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EMERGENCY CONTRACEPTION: A GUIDE FOR PHARMACIES AND RETAILERS (01 2018)

Whatis emergency confracepton (alse known as “the moming-uliier plil"y?

» Emergency coniraception [EC] prevents pregnancy. EC will not disrupt an existing pregnancy.

« EC pilsthat contain the progestin hormene, levonorgestrel [(LNG), are sold under several names, One-
Pt ANG EC products are avallable over-the-counter (OTC) without age restrictions. [See reverse side for
specific details.)

s Two-pill ING EC products are no longer sold in the U.S.

«  EC pills containing uliprisial acetate [UPA) are prescription-oniy.

*  EC pills work best if faken as soon gs possible after unprotected sex but may work up to 5 days after.

¢+ EC issafe for women of ail oges to use.

vehat ore the restrictions for purchosing BC over-the-counter? Do cuslomers need fo show 07
» There are NO age or peint-of-sale restrictions on the OTC purchase of 1.5 mg NG EC products,
Previous age restrictions have been removed by the U.S. Food and Drug Administration (FDA).
* Any woman or man of any age can purchase LNG EC products without needing to show 1D.
o There is no limit on the number of packages that a person can purchase.
o Unti recently, some generic ING EC product labels stated “for womean 17 years and older". If
your store's products still carry this labeling, be aware that 1his is not an enforceable restriction.

Where con BEC be found within phormacies and stores?
e« NG EC products can be sold directly from store shelves.
o Most retailers stock it in the family planning aisle so it can be found easily.
o There s no need fo keep these EC products only behind the pharmacy counter.
»  Ullpristal acetate is availoble by prescription only. Some states have protocols that allow the
pharmacist to write a prescription for various EC products.

Why it i bmportant (o stock LNG EC on the over-the-counter shali?

» EC provides ¢ last chance to prevent an unintended pregnancy affer birth controt failure, sexudl
assaull, or unprofecied sex.

»  EC works best when if's faken as soon s possible. Convenient and timely access is critically
important,

+ Keeping EC behind the pharmacy counter is an unnecessary and harmful barrier: the FDA has
approved LNG EC products for sale on store shelves withou! any restrictions,

« Customers may feel embarrassed about purchasing EC; placing it direcily on the shelf without locked
secutity cabinets or boxes protects people's privacy and confidentiality.

* Pharmacies and stores have an impertant role 1o play in helping pecple prevent unintended
pregnancy by maintaining o stock of eosity accessible EC on the shalf af all fimes.

Cun men purchoss LNG EC?
* Yes, men can purchase LNG EC. There are no sex/gender resirictions on the sale of OTC £C preducts.
» Prescriptions for EC {for women using UPA EC or who want/need o prescription for LNG EC for insurance
reimbursement) can only be issued 1o the patient who will be taking it..

What con f do if ray shore doesn™ stock LNG £C on the over-the-counter shelf?
v Ifyou are the person who makes stocking decisions, you make space for EC in the farmily planning aisie.
= |f your store doesn't selt EC on the OTC shelf, it may be because the regulations around EC have
changed frequenily in the past few years, and it can be confusing. Share these guidelines with your
management and encourage them to stock EC on the OTC shelf.
o fyou cannot fulfill o customer's request for EC, please refer them to Not-2-Late's EC locator
www Not-2-iate.com
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FDA-APPROVED EMERGENCY CONTRACEPTIVE PILLS (435 CF OCTORER 2018)

Levonorgesthrael £EC

axtitiaitats:

Levonorgesirel 1.5 mg

reto stock

On OTC shelves; does not need to be stocked behind the pharmacy counier

OTC for all ages fer wemen and men: ID check is nof required

Rogutatory status
How to uge

Take as soon as possible: may be effective up to 5 days after unprotected sex

~$50 for branded product
~$35-40 for generics
Should be covered by insurance with prescription

Good fo Know

May be less effective for women who weigh more than 165 s
Preferable for women who need EC due to missed or late pills, patch or ring

has
4
&
-
4
Y
Fa

Farmauiotion

Ulipristal acetate 30 mg

Whers to stock

Behind the pharmacy counier on the pharmacy shelves

Reouiotory status

Prescription-only

How to use

Take as soon as possible; may be effective up to 5 days after unprotected sex
Don't start a hormoenal method within 5 days of unprotected sex after taking UPA

ost ~$50
Should be covered by insurance
Good o know More effective than LNG for women who weigh more than 1465 ibs

Not recommended for women who need EC due fo missed or late birth control
pills, patch or ring due to a theoretical drug interaction
Starting hormongl birth controt immediately after UPA EC may make it ineffective

If you have gquestions or comments about how EC is sold at your store, contact ASEC:

asec@americansocietviorec.org

Torequest education or training on EC or related topics, contact Dr. Sally Rafie:

saliv@birthcontrolpharmacist.com

Learn more about EC at www.not-2-late.com
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18VAC110-21-46. Initiation of treatment by a pharmacist,

A. Pursuant to § 54.1-3303.1, a pharmacist may initiate treatment with, dispense, or administer the
following drugs and devices to persons 18 vears of age or older:

1. Naloxone or other opioid antagonist, including such controlled paraphernalia, as defined in &
24.1-3466, as may be necessary to administer such naloxone or other opioid antagonist:

2. Epinephrine:

3. Injectable or self~administered hormonal contraceptives. provided the patient completes an
assessment consistent with the United States Medical Flig gibility Criteria for Contraceptive Use:

4. Prenatal vitamins for which a prescription is required;

5. Dietary fluoride supplements. in accordance with recommendations of the American Dental
Association for prescribing of such supplements for persons whose drinking water has a fluoride
content below the concentration recommended by the U.S. Department of Health and Human
Services; and

6. Medications covered by the patient's health carrier when the patient's out-of: -pocket cost is lower
than the out-of-pocket cost to purchase an over- the- coumer equwalent of the same drug,

B. Pharmacists who mmate ’treatment w1th dlspense or admlmster a drug or device pursuant to
subsection A shall: - ST .

1. Follow the statemde Drotocof adonted by the board for each drug or device.

2. Notify the Dat}ent s primary hea]th care prov1der that treatment has been initiated with such drug
or device or that such drug or device has been dispensed or administered to the patient, provided
that the pa’uem consents to such notification. If the patient does not have a primary health care
provider, the pharmacist shall counsel . the patient regarding the. benefits of establishing a
relationship with a primary health care provider and, upon request, provide information regarding
primary health care: ‘providers, zncludm,(, federally qualified health centers, free clinics, or local
health departments serving the area in which the patient is located. If the pharmacist is initiating
treatment with, _dispensing, " or administering injectable or self-administered hormonal
contraceptives. the pharmacist shall counsel the patient regarding seeking preventative care.
including (i) routine well-woman visits, (ii) testing for sexually transmitted infections. and (iii)

pap smears,

3. Maintain a patient record for a minimum of six vears following the last patient encounter with
-the following exceptions:

a. Records that have previously been transferred to another practitioner or health care provider
or provided to the natient or the patient's personal representative; or
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b. Records that are required by contractual obligation or federal law to be maintained for a longer

period of time.

4. Perform the activities in a manner that protects patient confidentiality and complies with the
Health Insurance Portability and Accountability Act, 42 U.S.C. § 13204 et seq.

18VAC110-20-150. Physical standards for all pharmacies.

A. The prescription department shall not be less than 240 square feet. The patient waiting area or
the area used for counseling, devices, cosmetics, and pmpnetary medicines shall not be

considered a part of the minimum 240 square feet. The total_ area shall be consistent with the size
and scope of the services provided. TS

B. Access to stock rooms, rest rooms, and other aréés other than an office that is exclusively used
by the pharmacist shall not be through the prescri ptlon department. A rest room in the
prescription department, used exclusively by pharmamsts and personnel &SSISUI’}&, s with
dispensing functions, may be allowed provided there is anothei rest room outside the prescription
department available to other empioyees and the public. This subsection shall not apply to
prescription departments in existence prxm 10 November 4, 1993

C. The pharmacy shall be constructed of peimanem and secure mateuais Trailers or other
moveable facilities or Iemporaxy construetion shail not be permmed

D. The entire area of the Iocataon of the pharmacy pracllce inc udmg all areas where drugs are
stored, shall be well hghted and Weli ventilated; the proper storage temperature shall be
mamtamed:to meet USP-NF specnﬁcatxons for drug storage.

dlspensmg, of drugs and necessauy rewldkeepmg

F. A sink with hot and cold runnmgn water shall be within the prescription department. A
pharmacy issued a lnmted -use pemmt that does not stock prescription drugs as part of its
operation is exempt from this requzrement

G. Adequate refrigeration facilities equipped with a monitoring thermometer for the storage of
drugs requiring cold storage temperature shall be maintained within the prescription department
if the pharmacy stocks such drugs.

H. A pharmacy stocking drugs requiring cold storage temperature shall record the temperature
daily and adjust the thermostat as necessary to ensure an appropriate temperature range. The
record shall be maintained manually or electronically for a period of two years,
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I. The physical settings of a pharmacy in which a pharmacist initiates treatment with, dispenses.
or administers drugs and devices pursuant to § 54.1-3303.1 and 18VACI10-21-46 shall protect
patient confidentiality and comply with the Health Insurance Portability and Accountability Act.

42 U.S.C. § 1320d et seq.
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