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
September 21, 2020 Virtual Meeting
9AM - 3PM

****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 kiara.christian@dhp.virginia.gov no later than 4pm on September 18,
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 Review charge of workgroup as described in the 3™ enactment clause of HB 1506
Review request from Joint Commission on Health Care, dated 2/10/2020
Overview of pharmacist educational/training standards, VCU School of Pharmacy
Review workforce statistics of pharmacists
Copies of recently adopted Virginia protocols
Provide recommendations regarding the development of protocols for the initiating of treatment
with and dispensing and administering by pharmacists to persons 18 years of age or older of drugs
and devices, including

0 vaccines included on the Immunization Schedule published by the Centers for Disease
Control and Prevention;

0 drugs approved by the U.S. Food and Drug Administration for tobacco cessation therapy,
including nicotine replacement therapy;

0 tuberculin purified protein derivative for tuberculosis testing;

o controlled substances or devices for the treatment of diseases or conditions for which
clinical decision making can be guided by a clinical test that is classified as waived under
the federal Clinical Laboratory Improvement Amendments of 1988, including influenza
virus, Helicobacter pylori bacteria, urinary tract infection, and group A Streptococcus
bacteria;

o controlled substances for the prevention of human immunodeficiency virus, including
controlled substances prescribed for pre-exposure and post-exposure prophylaxis pursuant
to guidelines and recommendations of the Centers for Disease Control and Prevention;

0 drugs other than controlled substances, including drugs sold over the counter, for which the
patient's health insurance provider requires a prescription

Adjourn

**The Board will have a working lunch at approximately 12pm.**
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Board of Pharmacy Tentative Agenda, September 21, 2020

Virginia Board of Pharmacy

Instructions for Accessing September 21, 2020 Virtual Statewide Protocol Workgroup
Meeting and Providing Public Comment

e Access: Perimeter Center building access is 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 Kiara.christian@dhp.virginia.gov no later than 8am
on September 21, 2020 indicating that they wish to offer comment. Verbal comment may be offered by
these individuals when their names are announced by the chairman. Comments must be restricted to 3-5
minutes each.

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

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 AUDIO ONLY
1-408-418-9388 United States Toll

Meeting number (access code): 132 940 9714
Meeting password: 4215060

JOIN THE INTERACTIVE MEETING
https://virginia-dhp.my.webex.com/virginia-
dhp.my/j.php?MTID=mbb13d5587210253cd6284bflcb81e946
Meeting Number: 132 940 9714

Meeting Password: HB1506!
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Staff:

Ryan Logan, RPh, Workgroup Chairman, Board of Pharmacy Member

Sarah Melton, PharmD, Board of Pharmacy Member

Kris Ratliff, DPh, Board of Pharmacy Chairman, Non-Voting Workgroup Member
Jake Miller, DO, Board of Medicine Member

Brenda Stokes, MD, Board of Medicine Member

Will Hockaday, Tobacco Control Program/Outreach Coordinator, VDH

Kristin Collins, MPH, Policy Analyst, Office of Epidemiology, VDH

Diana Jordan, Director, Division of Disease Prevention, VDH

Stephanie Wheawill, PharmD, Division of Pharmacy Services Director, VDH

. Joe DiPiro, PharmD, Dean, VCU School of Pharmacy

. Michael Justice, PharmD, Assistant Professor, Appalachian College of Pharmacy

. Al Arias, M.D, VCU, School of Medicine

.John R. Lucas, DO, Edward Via College of Osteopathic Medicine

. Donna Francioni-Proffitt, RPh, Pharmacy Program Manager, DMAS

. Doug Gray, Executive Director, Virginia Association of Health Plans

. Kelly Goode, PharmD, Virginia Pharmacists Association

. Terri Babineau, MD, Medical Society of Virginia

. Kerri Musselman, PharmD, BCACP, Virginia Society of Health-System Pharmacists

. Summer Williams Kerley, PharmD,RPh Va. Association of Chain Drug Stores/National

Association of Chain Drug Stores

. Lincy Abraham, PharmD, National Association of Chain Drug Stores

Caroline Juran, RPh, Executive Director, Board of Pharmacy

William Harp, MD, Executive Director Board of Medicine

Elaine Yeatts, DHP, Senior Policy Analyst

Jim Rutkowski, Assistant Attorney General

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

Ellen Shinaberry, PharmD, Deputy Executive Director, Board of Pharmacy
Kiara Christian, Executive Assistant, Board of Pharmacy

1%t virtual meeting: 9/21 - 9am-3pm

2" virtual meeting: 10/2 - 9am-3pm



VIRGINIA ACTS OF ASSEMBLY -- 2020 SESSION

CHAPTER 731

An Act to amend and reenact §§ 38.2-3408, 54.1-3300, and 54.1-3300.1 of the Code of Virginia and to
amend the Code of Virginia by adding a section numbered 54.1-3303.1, relating to pharmacists;
initiating treatment with and dispensing and administering of controlled substances.

[H 1506]
Approved April 6, 2020

Be it enacted by the General Assembly of Virginia:

1. That §§ 38.2-3408, 54.1-3300, and 54.1-3300.1 of the Code of Virginia are amended and
reenacted and that the Code of Virginia is amended by adding a section numbered 54.1-3303.1 as
follows:

§ 38.2-3408. Policy providing for reimbursement for services that may be performed by certain
practitioners other than physicians.

A. If an accident and sickness insurance policy provides reimbursement for any service that may be
legally performed by a person licensed in this Commonwealth as a chiropractor, optometrist, optician,
professional counselor, psychologist, clinical social worker, podiatrist, physical therapist, chiropodist,
clinical nurse specialist who renders mental health services, audiologist, speech pathologist, certified
nurse midwife or other nurse practitioner, marriage and family therapist, or licensed acupuncturist,
reimbursement under the policy shall not be denied because the service is rendered by the licensed
practitioner.

B. If an accident and sickness insurance policy provides reimbursement for a service that may be
legally performed by a licensed pharmacist, reimbursement under the policy shall not be denied because
the service is rendered by the licensed pharmacist, provided that (i) the service is performed for an
insured for a condition under the terms of a collaborative agreement, as defined in § 54.1-3300, between
a&%%%%%%%%s%&g@a&ga%d&e&%%(mthe
service is for the administration of vaccines for immunization: Netwithstanding the provisions of

agreement
§382-34077, or (iii) the service is provided in accordance with § 54.1-3303.1.

C. This section shall not apply to Medicaid, or any state fund.

§ 54.1-3300. Definitions.

As used in this chapter, unless the context requires a different meaning:

"Board" means the Board of Pharmacy.

"Collaborative agreement" means a voluntary, written, or electronic arrangement between one
pharmacist and his designated alternate pharmacists involved directly in patient care at a single physical
location where patients receive services and (i) any person licensed to practice medicine, osteopathy, or
podiatry together with any person licensed, registered, or certified by a health regulatory board of the
Department of Health Professions who provides health care services to patients of such person licensed
to practice medicine, osteopathy, or podiatry; (i) a physician's office as defined in § 32.1-276.3,
provided that such collaborative agreement is signed by each physician participating in the collaborative
practice agreement; (iii) any licensed physician assistant working under the supervision of a person
licensed to practice medicine, osteopathy, or podiatry; or (iv) any licensed nurse practitioner working in
accordance with the provisions of § 54.1-2957, involved directly in patient care which authorizes
cooperative procedures with respect to patients of such practitioners. Collaborative procedures shall be
related to treatment using drug therapy, laboratory tests, or medical devices, under defined conditions or
limitations, for the purpose of improving patient outcomes. A collaborative agreement is not required for
the management of patients of an inpatient facility.

"Dispense" means to deliver a drug to an ultimate user or research subject by or pursuant to the
lawful order of a practitioner, including the prescribing and administering, packaging, labeling, or
compounding necessary to prepare the substance for delivery.

"Pharmacist" means a person holding a license issued by the Board to practice pharmacy.

"Pharmacy" means every establishment or institution in which drugs, medicines, or medicinal
chemicals are dispensed or offered for sale, or a sign is displayed bearing the word or words
"pharmacist," "pharmacy," "apothecary,” "drugstore," "druggist,” "drugs," "medicine store," "drug
sundries," "prescriptions filled," or any similar words intended to indicate that the practice of pharmacy
is being conducted.

"Pharmacy intern" means a student currently enrolled in or a graduate of an approved school of
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pharmacy who is registered with the Board for the purpose of gaining the practical experience required
to apply for licensure as a pharmacist.

"Pharmacy technician" means a person registered with the Board to assist a pharmacist under the
pharmacist's supervision.

"Practice of pharmacy" means the personal health service that is concerned with the art and science
of selecting, procuring, recommending, administering, preparing, compounding, packaging, and
dispensing of drugs, medicines, and devices used in the diagnosis, treatment, or prevention of disease,
whether compounded or dispensed on a prescription or otherwise legally dispensed or distributed, and
shall include (i) the proper and safe storage and distribution of drugs; (ii) the maintenance of proper
records; (iii) the responsibility of providing information concerning drugs and medicines and their
therapeutic values and uses in the treatment and prevention of disease; and (iv) the management of
patient care under the terms of a collaborative agreement as defined in this section, and (v) the initiating
of treatment with or dispensing or administering of certain drugs in accordance with the provisions of
$54.1-3303.1.

"Supervision" means the direction and control by a pharmacist of the activities of a pharmacy intern
or a pharmacy technician whereby the supervising pharmacist is physically present in the pharmacy or in
the facility in which the pharmacy is located when the intern or technician is performing duties
restricted to a pharmacy intern or technician, respectively, and is available for immediate oral
communication.

Other terms used in the context of this chapter shall be defined as provided in Chapter 34
(§ 54.1-3400 et seq.) unless the context requires a different meaning.

§ 54.1-3300.1. Participation in collaborative agreements; regulations to be promulgated by the
Boards of Medicine and Pharmacy.

A. A pharmacist and his designated alternate pharmacists involved directly in patient care may
participate with (i) any person licensed to practice medicine, osteopathy, or podiatry together with any
person licensed, registered, or certified by a health regulatory board of the Department of Health
Professions who provides health care services to patients of such person licensed to practice medicine,
osteopathy, or podiatry; (ii) a physician's office as defined in § 32.1-276.3, provided that such
collaborative agreement is signed by each physician participating in the collaborative praetiee agreement;
(iii) any licensed physician assistant working under the supervision of a person licensed to practice
medicine, osteopathy, or podiatry; or (iv) any licensed nurse practitioner working in accordance with the
provisions of § 54.1-2957, involved directly in patient care in collaborative agreements which authorize
cooperative procedures related to treatment using drug therapy, laboratory tests, or medical devices,
under defined conditions or limitations, for the purpose of improving patient outcomes for patients who
meet the criteria set forth in the collaborative agreement. However, no person licensed to practice
medicine, osteopathy, or podiatry shall be required to participate in a collaborative agreement with a
pharmacist and his designated alternate pharmacists, regardless of whether a professional business entity
on behalf of which the person is authorized to act enters into a collaborative agreement with a
pharmacist and his designated alternate pharmacists.

Neo patient shall be required to participate in a collaberative procedure without such patient's consent:
B. A patient who meets the criteria for inclusion in the category of patients whose care is subject to a
collaborative agreement and who chooses to not participate in a collaborative procedure shall notify the
prescriber of his refusal to participate in such collaborative procedure. A prescriber may elect to have a
patient not participate in a collaborative procedure by contacting the pharmacist or his designated
alternative pharmacists or by documenting the same on the patient's prescription.

C. Collaborative agreements may include the implementation, modification, continuation, or
discontinuation of drug therapy pursuant to written or electronic protocols, provided implementation of
drug therapy occurs following diagnosis by the prescriber; the ordering of laboratory tests; or other
patient care management measures related to monitoring or improving the outcomes of drug or device
therapy. No such collaborative agreement shall exceed the scope of practice of the respective parties.
Any pharmacist who deviates from or practices in a manner inconsistent with the terms of a
collaborative agreement shall be in violation of § 54.1-2902; such violation shall constitute grounds for
disciplinary action pursuant to §§ 54.1-2400 and 54.1-3316.

D. Collaborative agreements may only be used for conditions which have protocols that are clinically
accepted as the standard of care, or are approved by the Boards of Medicine and Pharmacy. The Boards
of Medicine and Pharmacy shall jointly develop and promulgate regulations to implement the provisions
of this section and to facilitate the development and implementation of safe and effective collaborative
agreements between the appropriate practitioners and pharmacists. The regulations shall include
guidelines concerning the use of protocols, and a procedure to allow for the approval or disapproval of
specific protocols by the Boards of Medicine and Pharmacy if review is requested by a practitioner or
pharmacist.

E. Nothing in this section shall be construed to supersede the provisions of § 54.1-3303.

§ 54.1-3303.1. Initiating of treatment with and dispensing and administering of controlled
substances by pharmacists.
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A. Notwithstanding the provisions of § 54.1-3303, a pharmacist may initiate treatment with, dispense,
or administer the following drugs and devices to persons 18 years of age or older in accordance with a
statewide protocol developed by the Board in collaboration with the Board of Medicine and the
Department of Health and set forth in regulations of the Board:

1. 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;

2. Epinephrine;

3. Injectable or self-administered hormonal contraceptives, provided the patient completes an
assessment consistent with the United States Medical Eligibility 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-counter equivalent of the same drug.

B. A pharmacist who initiates treatment with or dispenses or administers a drug or device pursuant
to this section shall notify the patient's primary health care provider that the pharmacist has initiated
treatment with such drug or device or that such drug or device has been dispensed or administered to
the patient, provided that the patient 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, including 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.

2. That the Board of Pharmacy, in collaboration with the Board of Medicine and the Department
of Health, shall establish protocols for the initiating of treatment with and dispensing and
administering of drugs and devices by pharmacists in accordance with § 54.1-3303.1 of the Code of
Virginia, as created by this act, by November 1, 2020, and shall promulgate regulations to
implement the provisions of the first enactment of this act to be effective within 280 days of its
enactment. Such regulations shall include provisions for ensuring that physical settings in which
treatment is provided pursuant to this act shall be in compliance with the Health Insurance
Portability and Accountability Act, 42 U.S.C. § 1320d et seq.

3. That the Board of Pharmacy (the Board) shall establish a work group -consisting of
representatives of the Board of Medicine, the Department of Health, schools of medicine and
pharmacy located in the Commonwealth, and such other stakeholders as the Board may deem
appropriate to provide recommendations regarding the development of protocols for the initiating
of treatment with and dispensing and administering by pharmacists to persons 18 years of age or
older of drugs and devices, including (i) vaccines included on the Immunization Schedule
published by the Centers for Disease Control and Prevention; (ii) drugs approved by the U.S.
Food and Drug Administration for tobacco cessation therapy, including nicotine replacement
therapy; (iii) tuberculin purified protein derivative for tuberculosis testing; (iv) controlled
substances or devices for the treatment of diseases or conditions for which clinical decision making
can be guided by a clinical test that is classified as waived under the federal Clinical Laboratory
Improvement Amendments of 1988, including influenza virus, Helicobacter pylori bacteria, urinary
tract infection, and group A Streptococcus bacteria; (v) controlled substances for the prevention of
human immunodeficiency virus, including controlled substances prescribed for pre-exposure and
post-exposure prophylaxis pursuant to guidelines and recommendations of the Centers for Disease
Control and Prevention; and (vi) drugs other than controlled substances, including drugs sold over
the counter, for which the patient's health insurance provider requires a prescription. The work
group shall report its findings and recommendations to the Governor and the Chairmen of the
House Committee on Health, Welfare and Institutions and the Senate Committee on Education
and Health by November 1, 2020.



Joint Commission on Health Care

Senator George L. Barker, Interim Chair

February 10, 2020

David E. Brown, D.C., Director
Department of Health Professions
Perimeter Center

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

Dear Director Brown:

On behalf of the Joint Commission on Health Care, | respectfully request that the Board of Pharmacy and
the Board of Medicine convene a work group of expert stakeholders to develop recommendations

should include whether, and if so what, additional training is required in order for a licensed pharmacist to
dispense any new drug added to a statewide standing order and whether, and if so what, other
requirements may be needed to ensure that new dispensing authorities will pose no risk to individual or
public health.

The work group should include members from the Virginia Boards of Pharmacy and Medicine and may
include other expert stakeholders, such as representatives from the Virginia Department of Health, the
Virginia Department of Medical Assistance Services and the Office of the Secretary of Health and Human

Thank you for your consideration of this request. Michele Chesser and Paula Margolis are happy to
discuss any questions or concerns you or your staff may have. They may be reached at
mchesser@ichc.virginéa.gov, pmargolis@ichc.virginia,gov, and 804-786-5445,

Sincerely,

George L. Barker

Muchele £ Uheseer PhI3. Saecuin e Iigeoiy
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Overview of Pharm.D.
Education and Training for HB1506

Dave L. Dixon, Pharm.D.
Associate Professor & Vice-Chair of Clinical Services

Director, Center for Pharmacy Practice Innovation

Email: didixon@vcu.edu Phone: (804) 628-3784

School of Pharmacy

Doctor of Pharmacy (Pharm.D.) Programs

Since 1999, the Pharm.D. has been the first
professional degree for pharmacists.

« 144 U.S.-based schools and colleges of
pharmacy offer a Pharm.D. program

— 75 at private institutions
— 69 at publicly supported institutions

School of Pharmacy Source: American Association of Colleges of Pharmacy
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General Prerequisites for Pharm.D. Programs
2 to 4 years of undergraduate courses

* Human . - Economics
anatomy/physiology English/Communication

* Biological sciences - Social/Behavioral
» Microbiology sciences

* Chemistry « Psychology
» Biochemistry » Electives

« Physics

« Math/Statistics

School of Pharmacy

Source: American Association of Colleges of Pharmacy

VCU Pharm.D. Curriculum (P1 Year)

Fall Semester 2019 | Course | Credit Hours Spring Semester 2020 | Course | Credit Hours
IPEC 501 Foundations of Interprofessional Practice 1.0 MEDC 553 Clinical Therapeutics Module: Introduction to 1.0
Medicinal Chemistry*
MEDC 527 Basic Pharmaceutical Principles for the 3.0
Practicing Pharmacist PHTX 606 Clinical Therapeutics Module: Introduction to 1.0
Pharmacology (Pharmacy)*
MEDC 533 Pharmacognosy 20
PHAR 529 Clinical Therapeutics Module: Introduction to 20
PCEU 501 Pharmaceutical Calculations 1.0 Special Populations*
PCEU 507 Pharmaceutics and Biopharmaceutics | 3.0 PCEU 508 Pharmacokinetics 3.0
PHAR 509 Evidence-based Pharmacy I: Introductionto 1.5 PCEU 509 Pharmaceutics and Biopharmaceutics II 3.0
Pharmacy Information Skills*
PHAR 513 Contemporary Pharmacy Practice 2.0
PHAR 523 Foundations | 1.5 |
| PHAR 524 Foundations Il 1.5
PHAR 545 The U.S. Health Care System 20
PHAR 526 Community Pharmacy Practice Management | 20
PHAR 652 Health Promotion and Communication in 25
Pharmacy Practice PHAR 530 Introductory Pharmacy Practice Experience: 4.0

Community Practice

PHAR 515 Continuous Professional Development | continues
PHAR 515 Continuous Professional Development | 1.0
TOTAL CREDIT HOURS 17.5
TOTAL CREDIT HOURS 20.5
School of Pharmacy https://pharmacy.vcu.edu/admissions/pharmd/current-students/calendar--curriculum-/
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VCU Pharm.D. Curriculum (P2 Year)

Fall Semester 2020 | Course | Credit Hours Spring Semester 2021 | Course | Credit Hours
MEDC 543 Clinical Chemistry for the Pharmacist 1.0 IPEC 502: Interprofessional Quality Improvement and Patient 1.0
Safety
PHAR 534 Foundations IlI 15
MEDC 542 Biotechnology-Derived Therapeutic Agents* 1.0
PHAR 541 Patient Assessment Skills for Pharmacy 2.0
Practice PCEU 615 Applied Pharmacokinetics 25
PHAR 544 Clinical Therapeutics Module: 45 PHAR 535 Foundations IV 15
Cardiovascular*
PHAR 566 Evidence-based Pharmacy lIl: Drug Literature 2.0
PHAR 555 Clinical Therapeutics Module: 25 Evaluation
Endocrinology*
PHAR 604 Clinical Therapeutics Module: Infectious 45
PHAR 603 Clinical Therapeutics Module: 3.0 Diseases*
Respiratory/Immunology*
PHAR 606 Clinical Therapeutics Module: 2.0
PHAR 565 Evidence-based Pharmacy Il: Research 25 Nephrology/Urology*
Methods and Statistics*
PHAR 532 Introductory Pharmacy Practice Experience: 3.0
PHAR 546 Pharmacy-based Immunization Delivery 15 Hospital Practice
PHAR 615 Continuous Professional Development Il continues PHAR 615 Continuous Professional Development Il 1.0
TOTAL CREDIT HOURS 18.5 TOTAL CREDIT HOURS 18.5
School of Pharmacy https://pharmacy.vcu.edu/admissions/pharmd/current-students/calendar--curriculum-/

Patient/Physical Assessment at
VCU School of Pharmacy

« Since 2016 « 2-credit hour course

— PHAR 541: Patient E:> * 4 lab practicals

é?:&?gement in Pharmacy « Teaches comprehensive patient
assessment, including:
« 2012-2015 — Review of pathophysiology

-~ Inr;[egratedtlhnto & — Normal/abnormal physical and
pharmacotherapy laboratory findings
foundations courses L o :

— Patient interviewing skills

« 1999-2011 _ — Systematic approach to
— PHAR 747: Physical determining cause of symptoms
Assessment — Appropriate triage to higher level

of care, when necessary

School of Pharmacy
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VCU Pharm.D. Curriculum (P3 Year)

Fall Semester 2021 | Course | Credit Hours

Spring Semester 2022 | Course | Credit Hours

PHAR 540 Self-Care and Alternative and 25 PHAR 621 Pharmacoeconomics 2.0
Complementary Treatments
PHAR 607 Clinical Therapeutics Module: Dermatology, EENT, & 2.0
PHAR 549 Pharmacogenetics and Pharmacogenomics 1.0 Joint*
| PHAR 556 Clinical Therapeutics Module: Neurology* 40 PHAR 618 Clinical Therapeutics Module: 25
Gastrointestinal/Nutrition*
PHAR 602 Clinical Therapeutics Module: Psychiatry* 3.0
PHAR 619 Clinical Therapeutics Module: Women's Health & 20
PHAR 605 Clinical Therapeutics Module: 2.5 Bone*
Hematology/Oncology*
PHAR 620 Clinical Therapeutics Module: Critical 725
| PHAR 640 Foundations V 1.5 Care/Toxicology & Complex Patients*
PHAR 660 Community Pharmacy Practice 2.0 ” PHAR 645 Foundations VI 1.5
Management Il
PHAR 724 Pharmacy Law 25
PHAR 715 Continuous Professional Development I1l continues
PHAR 533 Introductory Pharmacy Practice Experience: Patient 0.5
Elective (Must have a minimum of 5 elective credits for  2.0-4.0 Care
entire P3 year)*
PHAR 715 Continuous Professional Development Iil 1.0
TOTAL CREDIT HOURS 18.5-
20.5 Elective (Must have a minimum of 5 elective credits for entire 2.0 -
P3 year)* 4.0
TOTAL CREDIT HOURS 18.5-
20.5

School of Pharmacy

https://pharmacy.vcu.edu/admissions/pharmd/current-students/calendar--curriculum-/

VCU Pharm.D. Curriculum (P4 Year)

P4 Year (Over 45 weeks)

2022 - 2023 | Course | Credit Hours
PHAR 760 Acute Care Pharmacy Practice |
PHAR 761 Advanced Hospital Pharmacy Practice
PHAR 762 Geriatrics Pharmacy Practice
PHAR 763 Ambulatory Care Pharmacy Practice
PHAR 765 Elective |
PHAR 766 Elective Il
PHAR 768 Advanced Community Pharmacy Practice
PHAR 730 Advanced Community Pharmacy Practice
PHAR 773 Acute Care Pharmacy Practice ||
IPEC 561 Virtual Geriatric Case

TOTAL CREDIT HOURS

5.0

5.0

Total of

5.0

1600 hours

5.0

5.0

0.5

5.0

2.0

42.5

School of Pharmacy

https://pharmacy.vcu.edu/admissions/pharmd/current-students/calendar--curriculum-/
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VCU Pharm.D. Training on
Specific Aspects of HB1506

« Students receive 2 to 4+ hours of didactic and clinical
laboratory skills training on each of the following topics:
— Naloxone
— Epinephrine
— Prenatal vitamins

This does NOT include

— Hormonal contraception additional experience and
— Dietary fluoride supplements training obtained during
— Over-the-counter (OTC) medications clinical rotations (P4 year)

School of Pharmacy

General Guidance on the Protocol and Training

» Detailed dosing guidelines are likely unnecessary.

— Dosing for epinephrine, naloxone, prenatal vitamins, fluoride, and OTC medications
is standardized and does not change.

* Hormonal contraception dosing is based on symptoms and patient
preference.

— Additional guidance or training on assessing symptoms and patient preferences may
be appropriate.

» Pharmacists regularly dispense and make dosing recommendations for
the medications being discussed today.
— Additional guidance or training is not needed.

School of Pharmacy

10
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THANK YOU!

School of Pharmacy

11



Agenda Topic: Review workforce statistics of pharmacists

Included in Agenda Package:
¢  Excerpts from 2019 Virginia’s Pharmacists Workforce Report

No Action Necessary

12
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Resulis in Brief

A total of 14,415 pharmacists voluntarily took part in the 2019 Pharmacist Workforce Survey. The Virginia
Department of Health Professions’ Healthcare Workforce Data Center (HWDC) administers the survey during the license
renewal process, which takes place every December for pharmacists. These survey respondents represent 91% of the
15,875 pharmacists who are licensed in the state and 97% of renewing practitioners. The HWDC estimates that 8,734
pharmacists participated in Virginia’s workforce during the survey period and they provided 7,137 full-time equivalency
units (FTE).

The majority of Virginia’s pharmacists are female, and the median age ameng those in the workforce is 44. About
one-third of pharmacists grew up in a rural area, and nearly one-quarter of these professionals currently work in non-
metro areas of the state. Overall, 11% of Virginia's pharmacists work in a non-metro area. Around 66% of Virginia's
pharmacist workforce have earned a doctorate or other professional degree as their highest educational attainment.
About 43% of pharmacists currently carry educational debt, including nearly three-quarters of those under the age of 40,
The median debt for those pharmacists with educational debt is between $110,000 and $120,000.

Nine out of every ten pharmacists are currently employed in the profession, with 71% holding one full-time position.
Over the past year, 3% of pharmacists were involuntarily unempleyed, while another 3% were underemployed. The
typical pharmacist earned between $120,000 and $130,000 in 2019. Around 84% of all pharmacists are satisfied with
their current employment situation, including 44% who indicated that they are “very satisfied”.

About 91% of all pharmacists work in the private sector, including 65% who work at a for-profit organization. Large
community pharmacies {i.e. pharmacies with more than 10 locations) were the maost common working establishment
type for Virginia’s pharmacist workforce, employing 27% of all professionals. Hospital systems and smaller pharmacies
were aiso common employers. About 4 in 10 pharmacists expect to retire by the age of 65 and 7% of the current
workforce expect to retire in the next two years. Half of the current workforce expect to retire by 2044.

Summary of Trends

The total number of licensed pharmacists has grown by 29% since 2013. Of these, the number working in the state
workforce has also increased but the increase of 12% is more modest by comparison. However, the 1.2% increase in FTE
provided by pharmacists in the same period is even a more modest increase.

The diversity index of Virginia’s pharmacists increased from 47% in 2013 to 52% in 2019. The percentage of
pharmacist who are female also continues to inch up by about one percent every year, from 62% in 2013 to 66% in the
current report. Median age has been relatively stable between 44 to 45 years in the past seven surveys, Even the
percent under age 40, which increased from 37% in 2013 to 40% in 2016, has stayed at 40% in the past three years,

Educational attainment continues to increase among the pharmacist workforce. In 2013, only 51% had a pharmacy
doctorate compared to 66% in 2019. Not surprisingly, the percent reporting educational debt has also increased
annually from 35% in 2013 to 43% in 2019. Meanwhile, the median educational debt, which increased from $90K-$100K
in 2013 to $110K-$120K in 2018, stayed the same in 2019, N

The labor market was a bit slack for pharmacists in the past year; 3% reported being involuntarily unemployed
compared to the 1% involuntary employment rate in nearly all pre-2017 surveys. However, around 91% still reported
being employed in the profession and the current involuntary unemployment rate in December 2119, when the survey
took place, was 2%. Median income has been stable at $120K to $130K between 2016 and 2019 after increasing from
$110K-$120K in 2013. However, the percent earning above $140,000 increased from 17% in 2016 to 22% in 2019; only
12% earned in that income range in 2013. Job satisfaction dropped precipitously in the past year, from 87% in 2018 to
84% in 2019; pharmacists who reported being very satisfied with their job also declined from 47% to 44% in the period.

Pharmacists intending 1o retire in the next decads increased fram 22% in the pre-2017 surveys to 23% in 2017; it has
stayed at 23% since then. The percent planning to retire in the next two years increased from 6% in 2013 to 7% in recent
years. Regarding future plans, only 10% intended to pursue additional education in 2019 compared to 13% in 2013,
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Education

A Closer Look:
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Credentials

A Closer Look:
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Services and Disease Management

A Closer Look:
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Agenda Topic: Update on recently adopted Virginia protocols

Included in Agenda Package:

¢ Copies of statewide protocols developed in collaboration with Board of Medicine and Department
of Health, and adopted by Virginia Board of Pharmacy on 9/9/2020

No Action Necessary
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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 prescription to initiate treatment with, dispense, or
administer the following drugs and devices to persons 18 years of age or older:
e intranasal naloxone (nasal spray formulation or for administration by mucosal atomization
device),
» intramuscular naloxone, including such controlled paraphernalia, as defined in § 54.1-
3466, as may be necessary to administer such naloxone; '
¢ naloxone auto-injector; or,
¢ any other opioid antagonist formulation approved by the FDA for overdose reversal,
including such controlled paraphernalia, as defined in § 54.1-3466, as may be necessary to
administer such naloxone.

PHARMACIST EDUCATION AND TRAINING

Prior to issuing a prescription to initiate treatment with, dispensing, or administering naloxone
under this protocol, the pharmacist shall be knowledgable of the manufacturer’s instructions for
use, paraphernalia necessary for administration, and how to properly counsel the patient on
recognizing signs of a possible overdose and proper administration of the drug.

PATIENT INCLUSION CRITERIA
Patients eligible for naloxone or other opioid antagonist approved by the FDA for overdose
reversal under this protocol:

* Anindividual, 18 years of age or older, experiencing or at risk of experiencing an opioid-
related overdose, e.g., patient has a history of prior overdose, substance misuse, a morphine
milligram equivalency of 120MME/day, or is currently prescribed an opioid with a
concomitant benzodiazepine present;

* A family member, friend, or other person, 18 years of age or older, in a position to assist
an individual who is experiencing 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:
¢ Anindividual less than 18 years of age;
* Anindividual receiving treatment of acute or chronic pain related to (i) cancer, (ii) sickle
cell, (1i1) 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. Refer patient to primary care provider
to determine if naloxone appropriate.

COUNSELING
The pharmacist shall ensure the patient or patient’s agent is provided a copy of the REVIVE!
Pharmacy dispensing brochure and he-orsheshall counsel the patient or the patient’s agent on how

1
Adopted 9/9/2020
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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 54.1-3303.1 of the Code of Virginia, the pharmacist shall notity 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, inciuding
federally qualified health centers, free clinics, or local health departments serving the area in which
the patient is located.

2
Adopted 9/9/2020
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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 to 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 § 54.1-34006,
as may be necessary to administer such epinephrine.

PHARMACIST EDUCATION AND TRAINING

Prior to issuing a prescription 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 counsel the patient on
recognition and management of anaphylaxis.

PATIENT INCLUSION CRITERIA
Patients eligible for epinephrine under this protocol:

e Any person, 18 years of age or older, demonstrating signs and symptoms of anaphylaxis
or at risk for experiencing anaphylaxis, e.g., patients reporting having previously been
prescribed epinephrine for treatment of possible anaphylaxis or reporting a diagnosis of
allergies that may result in anaphylaxis.

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

NOTIFICATION OF PRIMARY CARE PROVIDER

In accordance with 54.1-3303.1 of the Code of Virginia, 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.

Adopted 9/9/2020
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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 devices to persons 18 years of age
or older:
* Injectable or self-administered hormonal contraceptives 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, dispensing, or administering 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)-accredited educational training program
related to the prescribing of contraceptives by a pharmacist.

PATIENT INCLUSION CRITERIA
Patients eligible for injectable or self-administered hormonal contraceptives approved by the FDA
under this protocol:

* Anindividual, 18 years of age or older, who has completed the Virginia Routine Hormonal
Contraceptive Self-Screening Questionnaire® and who the pharmacist has determined is
eligible for a hormonal contraceptive, consistent with the most current version of the
Centers for Disease Control and Prevention Summary Chart of US Medical Elicibility
Criteria for Contraceptive Use, 1.e., the prescribed drug is assessed at a “1” or “2” for all
conditions applicable to the patient.

*Note: A pharmacy may create and use an electronic routine hormonal contraceptive self-
screening questionnaire if the collection of patient information and assessment process is identical
to the Virginia Routine Hormonal Contraceptive Self-Screening Questionnaire.

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 Routine Hormonal Contraceptive Self-Screening
Questionnaire*; and,

2. Utilize and follow the Virginia Algorithm for Pharmacists to Prescribe Routine Hormonal
Contraceptives or the Virginia Algorithm for Pharmacists to Prescribe and Administer
Depot Medroxyprogesterone Acetate to perform the patient assessment,

PROCESS FOR HANDLING INELIGIBLE PATIENTS
Patients identified by the pharmacist to NOT be eligible for a hormonal contraceptive as indicated

1
Adopted 9/9/2020
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by the Summary Chart of US Medical Eligibility Criteria for Contraceptive Use and the Virginia
Algorithm for Pharmacists to Prescribe Routine Hormonal Contraceptives or the Virginia
Algorithm for Pharmacists to Prescribe and Adminisier Depot Medroxyprogesterone Acetate, as
applicable, shall be referred to a healthcare practitioner and may not receive a hormonal
contraceptive under this statewide protocol. If the patient does not have a primary care provider,
the pharmacist shall 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.

FURTHER CONDITIONS
1. For each new patient requesting a contraceptive service a participating pharmacist must
provide the patient with a visit summary.
2. A pharmacist shall not:

a. Continue to prescribe and dispense a hormonal contraceptive to a patient beyond three
years from the initial prescription without evidence of a clinical visit. Such evidence
may be obtained by the response on the Virginia Routine Hormonal Contraceptive Self-
Screening Questionnaire regarding the date of the patient’s last women’s health clinical
visit.

b. Prescribe in instances that the Virginia Algorithm for Pharmacists to Prescribe Routine
Hormonal Contraceptives or the Virginia Algorithm for Pharmacists to Prescribe and
Administer Depot Medroxyprogesterone Acetate, as applicable, requires referral to a
provider.

DRUG INCLUSION CRITERIA
The following drug formulations approved by the FDA to prevent pregnancy are included in this
statewide protocol:

¢ injectable depot medroxyprogesterone acetate;

» transdermal patches;

e vaginal rings; and,

* contraceptives intended to be taken orally.

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

NOTIFICATION OF PRIMARY CARE PROVIDER; COUNSELING

1. If the pharmacist initiates treatment with or dispenses or administers a hormonal
contraceptive, the pharmacist shall notify the patient’s primary care provider. If the patient
does not have a primary care provider and obstetrician/gynecologist (OB/GYN), 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, (i1) testing for sexually transmitted infections, and
(ii1) pap smears.

2
Adopted 9/9/2020
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https://www.cdc.gov/reproductivehealth/contraception/contraception_guidance.htm

‘ANIH PUB S JO 3SU 8y} S92NPaJuopuod
V-6ECYLESD X93e| 9w 9y} JO asn 1091102 pue Juslsisuo) AmQPmu S9SRISIP Pajywsuel) \A:MJXWm umc.,m@m FUWFQQ 10U Op spoyiaw ®>_HQ®USUCOU 150 ‘WiYsduepIND UoRda5e1ju0d/Uondadenuod I m_mQWm F\C—JH\_ mQHmOL A_U
JUIESUSAIONPOIdaI/A0D DPI MMM /ST 1235 ‘aduepinb 919|dwod 104 DI 'S’ 2Y3 Wolj SUOIBPUSLILIODI 3 JO 135gNS B SUIRIUOD AJUo 133ys Alewwns siy| *0zoz ul paiepdn %L %L SYooM < o
z z SY99M > 0} 9
z Z L z L L HOM SUUOT 1S * * ejuade|d ay3 Jo KIaAIap Jaye saInuIw 0| (9 S m:ﬁw.“wm%
L L L L L L SIYSS *L *L Buipaapiseaiquon (i ‘uatiom BuipaajIspaiq
%€ %€ %L %€ L L Kdeiayy unngeyur Jo uidweyy (p *C %L buipaapseaig (1 -uou Jo buipaajispaiq uj)
L L L L L L sSmiseiedpuy @ ejuade|d ay} Jo KIaAIjap Jaye sanuiw Q> (e wnyed)sod
L L L L L L sjeBunyauY (g Adesou L L L L shep i< (0
L L L L L L si3oiqiaue wniyads peoig (e [elgoIwRUY [4 L L L J1A 10§ 510108} S 43410 INOYUM (I
<€ L L L L L auibowe (q %€ L L L J1A 40§ $10108) XS 43410 YUM (1 (uawwom
(suidszeqesxo ‘syewendo) skep zy 03 skep 1z (9 bujpaajispaiquou)
ofd %€ of) «C L L ‘suopiwiid ‘sajeinyiqieq ‘auidazeweqied I L L L skep 1z> (e wnyledisod
‘uio0}fuayd) syues|nauodiue uiea) (e | Adessyl juesjnauodnuy <L <L <L <L I uoipoqe dindasisod ajeipawiw| (2
'SPOYISW [|B 10J ¢ 1O | DI SAYY J9L10 ||V A>=._ wvo EmEumwM <l <l <l <L *C *C 13153WII} pU0daS (q
%€ *C *C *C L T/l L |«T/L 10 (d34d) uonuanai
(Add) ineuaidweso | 1oy pasn S|_IIACIIRIUY *L xl xL xL #L %L Jsysawiy s (e uoljjoqeisod
suondesdu| bnig 4 z z z z Sel uonauny
1pJed pasiedwi A[219A95 10 A|91I9POI (g
L L L L L L L dluoiyd/isuie) (q L L L Z Z syjuow 9= (Il
T |sb/E L ! ! ! ! 3le|y 10 3NDY (e sieday [esip L L L z z SIUOW 95 (
*L *C *C *C *C | %l *C Buipas|q pabuojoid 10 AreaH (q co:uc& Auyredokworpies
L [4 4 [4 L |1 L Buipas|q Aneay 1noyum usayied sejnbau) (e [suisied buipas|q [euibe Seipied paiieduwi A|pjiw 10 [eULION (e wnyeduag
[ 2 L L L L spateddwo) (g aseas|p L ! L L [ «T [T waund (q
[4 L L L L L pajedijdwodun (e eay Jejnajep L L L L F4 4 F4 4 K>ueubaid uanbasqns Inoyum (it
L L L L [4 [4 mv_oi_mwc:mS L L L L L L L L Aoueubaid yusnbasgns yup (1 aseasip
uonenend uIpa3|q seq (e A
*C *C *€ *€ *C *C 210J2q (UOIHPUOD SNOLISS 10} snoIdIdsNs) Jeuibea paureidxaun 15ed ( AOICIIIIBIH] JiMSd
L [4 L L L L Aoueubaud d1do3ds 3sed
*L *L *L € € JIAIRd (9 |(suondpiaiul bnig osjp 23s) L L L L L L snoleq (q
*L *L *L L L L L . < . JInjduon (e $SISo[ndiaqny L L L L z z mJO»_mQ___JZ (e Ayed
L L L L L p1oiAyrodAy/prosAyiadAy /191106 sjdwis siapJosip ploAyl L L L L L L _I95U85 UBHEAQ
*C *C | 2T %C %C 2L | xl SA0Qe 33 JO 3UON (P /By
*C *C | xC *C *C #L | xC Adesayy anissaiddnsounwiw] (2 (4 L (4 L L L 0€ 2 |INg pue s1eak g > 0} dYdIeus|y (q
*C %C | %€ %C %C *C | %€ e1uadoAo0quioly) 319435 (q 4 L ) L L L W/Bx 0£Z (IWgG) Xapul ssew Apog (e Asaqo
saipoqiue snsojewayifio Aujigowwi pabuojoid 1noyy
*€ *€ | «€ *€ *€ *L |« pidijoydsoydiue (umousun 10) 3AI}ISOd (e N:Q:_ J1Wd)sAg L E < L L L il P joid noyim (9
(K111 10 515) € L ré L L L Ayjigowwi pabuojoud yup (e sI1sou92s 3| dn N
L L L L L : (S|9n9] apHadA| 61} 9seas|p Jejndsenolpied
SISOQUIOILY SNOUDA [eYI1aANS (4 s19pi0sip 3 T +€ 2 z L Y61y 10 1a7 YBY “1H Mo| ‘UoisuaLIRdAY >10J3PS0IBY e oy
L L L L L SUISA 9SODLIBA (e snouaa |epyIadng ‘sa3aqelp ‘bupjows ‘abe Jap|o “6°3) s1030ey dsu ajdnny
€ 7 € € 7 4 4 L JUSpPIDOE JBNDSRA0IRID JO KIOISIH +0NS L L L L L L elefely
[4 [4 [4 [4 [4 pajed)idwodun (g Juonejuejdsuesy € € € € L (ewoyeday) ,aueubijepy (q
[4 [4 (4 [4 7 € | T 7 € pajedidwo)d (e uebJo pijos € € € € L Jewouspe Jejn|;3303edsH (Il
L L L L L Aep/sonaiebid g2 ‘52 by (2 z z Z Z (4 L eisejdiadAy Jejnpou @304 (1
L L L L L Aep/sana1ebd 51> '5E= 3bY (9 ubjuag (e slowiny JaAI]
L L L L L Ge>aby (e Bupjows z z z z L ,suoneinw
L L L C |xC T | xC sALS 01 bunejal s101de4 12410 (O 5 < < < @ Jjuaboquiolyl umouyl
L L L z z (s1sou1boa |pli21>bq pup € 7 € € 7 € 7 F4 L 40 A103s1y pue JuaLIN) | ,BSBISIP 1eaYy dIWaYds|
(4 [4 siipuiboa spouowoy>1i3 buipnpdur) siuiben (q aseasip
L L L «Z .z UoI13>34ul [£33050U0b 10 UOI3dd4uI (s@Ls) seseasip *€/T 4 4 L L L (aspasip s,uyo.d “si31j03 aA1IPIIIN) [smog Aicrewauuerul
JeipAwe|yd 10 SIHDIAIDD JudNINd JuaLIN) (B paniwsuel A|jenxas
L L L L L JoAI] 503 JO SIS0IGH (G *C %€ *C *C %L 9seasip Jejndsep (O
S i i 2 2 A
T T I T e ssoumorps E A S S A T SR o LT e
L z L L L Adeist sA1ssaIddnsounwW] U0 10N (q %€ %L *C xL %L xL 66-06 21|01SeIP 10 6 1-0t7 L D1[0ISAS (1
siuye (s2uawainspaw uaxp) Aliado.d)
L +€/T L L (4 Adesayy aaissaaddnsounwiwl uo (e plojewnayy S|9A3] 2inssaid poojq pareas)d (q
*VN *YN *YN A>ueubald %€ *L *C *L *L *L uoisuapiadAy pajo1uod Ajarenbapy (e uoisuapRdAH
EENNERNE
dod ¥dwa jueidwi @nl-ON1  ani-m uonipuo)-qns uonipuo) dod ¥dwa 3ueidw) @ni-ON1  anl-m uonipuo)-qns uonipuo)

uonowolid yieaH

pue uonuUIABId 3seasiq
>1U0IY) 10} 121U [eUOlEN
UORUAABI pue |013U0D
aseas| 104 s4djua))

asn aAndasresyuo) 10} eLd) AM[IgibIF [ed1palA °S N 0 Mey) Alewwing



https://www.cdc.gov/reproductivehealth/contraception/contraception_guidance.htm
https://www.cdc.gov/reproductivehealth/contraception/contraception_guidance.htm

Virginia Algorithm for Pharmacists to Prescribe Routine Hormonal Contraceptives

1) Pregnancy Screen 3 Refer;
Review Pregnancy Screen section of Virginia Routine Hormonal g Possible Pregnancy 5 provide
Contraceptive Self-screening Questionnaire 5\_ ] info per
If YES to at least one question and is free of pregnancy symptoms, - rotocol if
proceed to next step. —— P co
If NO to All questions, pregnancy cannot be ruled out — Refer. no PCP
¢ |
Patient is not pregnant |
; i
2) Heaith and History Screen [ N 11 Refer;
N . . Contraindicating .
Evaluate responses on Virginia Routine Hormonal Contraceptive Self- diti dicati i provide
Screening Questionnaire using CDC Summary Chart of U.S. Medical Conditions/Medications | info per
Eligibility Criteria for Contraceptive Use protocol if
1 or 2 {green boxes) = Hormonal contraception is indicated, proceed to  m— PCP
next step. no
3 or 4 {red boxes)= Hormonal contraception is contraindicated — Refer.
i No Contraindicating ;
Conditions/Medications J
+ -~ S
3) Blood Pressure Screen BP > 140/90 %1 Refer;
Is blood pressure < 140/907 | : provide
Note: Pharmacist may choose to take a second reading if initial is high. info per
| é’ BP < 140/90 } ———— P protocol if
no PCP
¥ I
4) Evaluate past use, preference, and current use of birth control.
g Not currently on birth control ﬁ} \ t Patient currently on birth control J
j
5a) Choose Contracepti&n 5b} Choose Con‘kraception
Initigte contraception for new therapy Continue current form of pills, patch, or ring, if no change

based on patient preferences, necessary. —Or-
adherence, and history. Alter therapy based on patient concerns, such as side

| Issue prescription for up to 12 months effects patient may be experiencing; or refer, if appropriate.
for dispensing at patient’s pharmacy of
choice (guantity based on professional
judgement and patient preference).

6) Discuss Initiation Strategy for New Treatment/Change in Treatment {as applicable)

a} Counseling — Regular or Quick Start- Instruct patient she can begin today; use backup method for 7 days.
b) Counseling - Discuss the management and expectations of side effects (bleeding irregularity, etc.)

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

7a) inquire of Hea!th%re Praviders, Counsel, Notify Providers

a} If prescribe, notify primary care provider and OB/GYN; counsel patient to seek preventative care per
protocol.

b) If no primary care provider, counsel on benefits of relationship and provide information per protocol.

9/9/20
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Virginia Algorithm for Pharmacists to Prescribe & Administer

Depot Medroxyprogesterone Acetate

1) Pregnancy Screen

i
Review Pregnancy Screen section of Virginia Routine Hormonal !

Contraceptive Self-screening Questionnaire

If YES to at least one question and is free of pregnancy symptoms,

proceed to next step.

If NO to All questions, pregnancy cannot be ruled out - Refer,

Possibte Pregnancy

l ,

Patient is not pregnant I

2) Health and History Screen

Evaluate responses on Virginia Routine Hormonal Contraceptive Self-
Screening Questionnaire using CDC Summary Chart of U.S. Medical

Eligibility Criteria for Contraceptive tse

1 or 2 {green boxes} = Hormonal contraception is indicated, proceed to

next step,

3 or 4 (red boxes) = Hormonal contraception is contraindicated ~ Refer.

l |

3) Blood Pressure Screen
Is blood pressure < 140/907

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

J
o b
Contraindicating |
Conditions/Medications ;
e
No Contraindicating E
Conditions/Medications !
{ !
i BP >140/90 g
——ee—
BP < 140/90 5

| |

provide

info per
protocol if

no PCP

S |

Refer;
provide
info per

protocol if
no PCP

Refer;
provide
info per

protocol if

no PCP

4) Discuss DMPA therapy with patient

a) Address any unexplained vaginal bleeding that worries patient. Refer, when necessary.

b) Counseling- Discisss management and expectations of side effects {bleeding irregularity, etc.}
¢} Counseling — Discuss plans for follow-up visits, particularly for g3 month administration DMPA,; Stress importance of
returning for next injection 11-13 weeks of previcus injection. Provide patient with specific calendar date range for next

injection.

d) Counseling — Caution with use of DMPA > 2 years {due to oss of bone mineral density). For therapy > 2 years, consultation

with primary healthcare provider or OB/GYN is indicated.

.f
a

1
First dose of DMPA ?

N\

g 3 month dose of DMPA

5a) Issue prescription and administer DMPA
Pharmacist shali issue a prescription for
depot medroxyprogesterone and administer
the medication. Monitor patient for 20
minutes for adverse reaction.

Note: Instruct patient that if this injection is
not within 7 days of start of period, then

| abstain or use backup method for 7 days.

5b) Ongoing administration of DMPA
Pharmacist shall confirm that date of last injection was
within 11 weeks.

If > 13 weeks, then pharmacist must rule out
pregnancy (refer to Pregnancy Screening section
on Virginia Routine Hormonal Contraceptive Self-
Screening Questionnaire), and instruct patient to
abstain or use backup method for 7 days.

If between 11-13 weeks ago, administer the
medication.

7a) Inquire of Healthcare Providers, Counsel, Notify Providers
a) If prescribe, notify primary care provider and OB/GYN; counsel patient to seek preventative care

per protocol.

b) i no primary care provider, counsel on henefits of refationship and provide information per

protocol.

9/9/20
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Name:

VIRGINIA ROUTINE HORMONAL CONTRACEPTIVE SELF-SCREENING QUESTIONNAIRE

Today's Date: Weight:

Date of B

Healthcare Provider’s Telephone, Fax, or Email:
What was the date of your last women’s health clinical visit?
Any Allergies to Medications? Yes /No  If yes, list them here:

irth: Age: Healthcare Provider's Name:

cy Screen:

Pregnan

- Did you have a baby less than & months ago, are you fully or nearly-fully breast feeding, AND . Yesc Nono
-+ have you had no menstrual period since the delivery?

2. Have you had a baby in the last 4 weeks? ' | A [ Yesa Noao
o Did you have a miscarriage or abortion in the iast 7 days? ) ) n _/___j_ i

~, Did your last menstrual period start within the past 7 days? Yeso Noo

F Have you abstained from sexual intercourse since your last menstrual period or deiuvery? ' Yeso Norm

| Have you been using a reliable contraceptsve method consastentfy and correctly? - Yeso Noo

' If you answered NO to ALL of the questions above, you may stop here and consult with the pharmac:st
If you answered YES to at least one of the questions above, please proceed with completing this form.

Add.'t.-onal Information:

i Do you think you might be pregnant now?  Yeso ) Noo
. "I Have you used emergency contraception within the last S days? " Yeso  Noo
.| What was the first day of your last menstrual period? | | A
).+ Have you ever been told by a medical professmnal not to take hormones? Yeso Noo

i Have you ever taken birth control pills, or used a birth control patch, ring, or injection? ‘Yeso Noco

. Dnd you evé"rmékp'(‘a__rié'rié'é'é-bad reaction to using hormonal birth control? - o Yes o No o

- If yes, what kind of reaction occurred?

. Havgtyou previously had contracé#{ives presc‘rébed'éo'you by a phafmacist? a ) Yeso Noe:;

-1 Are you currently using any method of birth control including pills, or a birth control pai‘é'h, E“Yes o Noo .

ring or shot/injection?

- If yes, which one do you use? (i.nst here)

7. Do yoﬂuha'\}e a p?{-é‘ferred ﬁﬁethod of birth con‘trbith'é‘l‘tV you woﬁid like to use?(check bok)- o

[} Apill that you take daily [ A patch that you change weekly [ A vaginal ring that you change monthly

O Aninjection that you receive every 3 months

Board of Pharmacy, Adopted 9/9/2020

Medical History
Smokmg.
718, | Do you smoke cigarettes or vape nicotine? Yesu Noo
.'.-19. -Z-; -If yes, number or eqguivalent number of cugarettes per day either smoked or vaped. __ /day
partum (nonbreastfeedmg women}/Breastfeedmg
°20.  Have you given bH’th within 21 days? If yes, how long ago? Yesoc Noo |
nnnnnnnn 221.5 Are you currently breastfeeding? __ Yeso Nono
Dmbetes e o
- 22.{ Do you have diabetes? 7 __Yeso Noo
Headaches __ _ - N ]
Do you get mngralne headaches? Yeso No

28



: - If yes, have you ever had the kind of headaches that start with warning signs or
symptoms, such as flashes of light, blind spots, or tingling in your hand or face that comes
=70 and goes completely away before the headache starts?

Hypertensmn Hrstory of h:gh blood pressure durmg pregnancy:

4 if it is controlled by medication)

25 Do you have high blood pressure, hypertensnon or high cholesterol? (PEease indicate yes even Yes ]

Deep venous thrombosis (DVT)/PuImonary embolism (PE}, Ischemic heart disease, Known thrombogemc mutations, |
Multiple risk factors for atherosclerotic cardiovascular disease, Peripartum cardiomyopathy, Stroke, Valvular heart

disease:
26, ! Have you ever had a heart attack or stroke, or been told you had any heart disease? ‘ Yeso Noo
-27. Haveyouever had a blood clot? | Yeso Noo
“28, Have you ever been told by a medical professional that you are at risk of developmg ablood Yest Noo .
Sl clot?
.29, H . Have you had recent major surgery or are you planning to have surgery in the next 4 weeks? ' Yes 0 Noo
H:story of banatnc surgery:
30 . Have you had bariatric surgery or stomach reduction surgery? Yeso Noo
BreaSt d’sease ...................... . .
31 ________ Do you have or have you ever had breast cancer? Yeso Noo
?CJrrhos:s Gallbladder disease, History of cholestas:s Liver tumors, Vrralhepatlt:s
32, Do you have or have you ever had hepatltss liver d;sease liver cancer or galf bladder dlsease Yeso Noo
. =+ or do you have jaundice {yellow skin or eyes)? ‘ :
Rheumatom‘ arthritis, Systemic lupus erythematosus: ‘
*i 33, Doyou have lupus rheumatoid arthritis, or any blood dlsorderg_? ' Yeso Nono
;Epf!epsy, HIV, Tuberculosis, Drug Interactions (Antiretrovirals, Anticonvulsant, Ant:microbml therapy) N
: , Do you take medication for seizures, tuberculosis (TB), fungal mfectaons or human : Yeso Noco .
+! immunodeficiency virus (HiV)? 5
- If yes, list them here:
Other mformat:on B _ ‘
.36, 7 Do you have any other medical problems or take any medncatlons mdudmg herbs or Yest Noo
i supplements?
- If yes, list them here:
g Wil you be immobile for a long period? (e.g. flying on a long airplane trip, etc.) Yeso Noo

Internal use only

[J verified DOB with valid photo ID BP Reading /

O Drug Prescribed:

Sig:

Pharmacist Name:

Pharmacy Name and Address:

Pharmacy Phone:

[JPatient Referred
Reason(s):

Notes:

Board of Pharmacy, Adopted 9/9/2020
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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
instructions 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 most
current version of the Centers for Disease Control and Prevention US Medical Eligibility
Criteria for Contraceptive Use, Classifications for Emergency Contraception.

*Note: A pharmacy may create and use an electronic emergency coniraception self-screening
questionnaire if the collection of patient information and assessment process is identical to the
Virginia Emergency Contraception Self-Screening Questionnaire.

PROCESS FOR HANDLING INELIGIBLE PATIENTS

Patients identified by the pharmacist to NOT be eligible for EC shall be referred to a healthcare
practitioner and may not receive EC under this statewide protocol. If the patient does not have a
primary care provider, the pharmacist shall 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.

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 | 1 tablet 1.5mg levonorgestrel | OTC
Ella | tablet 30mg ulipristal Rx only
Adopted 9/9/2020
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In addition to the products specified in the above chart, generic equivalent products may be
prescribed and dispensed.
Oral Contraceptive Pills

Brand Tablets per dose Ethinyl Levonorgestrel | Status

(2 doses 12 hours | Estradiol  per | per dose (mg)*
apart*) dose (meg)
Alesse 3 pink tablets 100 0.50 Rx only
Aviane 3 orange tablets 100 0.5 Rx only
Levlen 4 light-orange | 120 0.6 Rx only
tablets
Levlite 5 pink tablets 100 0.5 = Rx only
Levora 4 white tablets 120 0.60 Rx only
Lo/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 vellow 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

*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
Meclizine One or two 25mg 1 hour before first EC dose; | OTC
hydrochloride tablets repeat if needed in 24 hours
(Dramamine 11,
Bonine)
Diphenhydramine One or two 25mg I 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
Cyclizine One 50mg tablet 30 minutes before first EC OTC
hydrochloride dose; repeat as needed every

Adopted 9/9/2020

; 31




| (Marezine) | | 4-6 hours |

ADDITIONAL PRESCRIBING AND DISPENSING CONSIDERATIONS

* For women who weigh more than 165 lbs, 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. *

* Ella may be more effective if it has been more than 72 hours since the last day of
unprotected intercourse.

 Pharmacist must counsel the patient on the proper use of the EC and side effects, to
include providing written educational materials.

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

NOTIFICATION OF PRIMARY CARE PROVIDER AND COUNSELING

i,

If the pharmacist initiates treatment with or dispenses or administers a self-administered
hormonal EC, the pharmacist shall notify the patient’s brimary care provider and
obstetrician/gynecologist (OB/GYN). 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,
Additionally, 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.

*Per the American Seciety for Emergency Contraception.

Adopted 9/9/2020
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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)
after unprotected intercourse.

Patient’s Name Date

Healthcare Provider’s Name

Healtheare 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 iast unprotected intercourse

internal use only

[} Verified DOB with valid photo ID BP Reading /

[ Drug Prescribed:
Sig:
Pharmacist’s Name:
Pharmacy's Name and Address:
Pharmacy's Phone:

[JPatient Referred
Reason{s}):
Notes:

Board of Pharmacy Adopted §/9/2020
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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
vitamins under this protocol, the pharmacist shall be knowledgable of the manufacturer’s
instructions for use and evidence-based guidelines.

PATIENT INCLUSION CRITERIA
Patients eligible for prenatal vitamins_under this protocol:
¢ An individual, 18 years of age or older, who is considering pregnancy, attempting to
become pregnant, or pregnant.

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

NOTIFICATION OF PRIMARY CARE PROVIDER

In accordance with 54.1-3303.1 of the Code of Virginia, the pharmacist shall notify the patient’s
primary care provider and obstetrician/gynecologist (OB/GYN). 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.

Adopted 9/9/2020
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VIRGINIA BOARD OF PHARMACY

Pharmacist Dietary Fluoride Supplement Statewide Protocol

The American Dental Association does not recommend the prescribing of dietary fluoride
supplements for persons 18 years 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.

Adopted 9/9/2020
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VIRGINIA BOARD OF PHARMACY

Pharmacist Statewide Protocol to Lower Out-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:
» 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.

PHARMACIST EDUCATION AND TRAINING

Prior to issuing a prescription to initiate treatment with, dispensing, or administering 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 medications under this protocol:

¢ Anindividual, 18 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;

* Anindividual, 18 years of age or older, whose over-the-counter medication would cost more
out-of-pocket than a prescribed prescription-only medication that is a therapeutically
equivalent drug product, as defined in § 54.1-3401, as the over-the-counter medication.

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

NOTIFICATION OF PRIMARY CARE PROVIDER

In accordance with 54.1-3303.1 of the Drug Control Act, 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.

""Therapeutically equivalent drug products” means drug products that confain the same active ingredients and are
identical in strength or concentration, dosage form, and route of administration and that are classified as being
therapeutically equivalent by the U.S. Food and Drug Administration pursuant to the definition of "therapeutically
equivalent drug products” set forth in the most recent edition of the Approved Drug Products with Therapeutic
Equivalence Evaluations, otherwise known as the "Orange Book.", § 54.1-3401.

Adopted 9/5/2020

36




Agenda Topic: Vaccines included on the immunization schedule published by the Centers for Disease
Control and Prevention

Included in agenda package:

e CDC Recommended Adult Immunization Schedule
© Current allowances in law for pharmacists and supervised pharmacy interns to order administer
vaceines and additional allowances during COVID-19 public health emergency
o Staff prepared summary of HHS pediatric vaccine allowance
s Pharmacist-administered Vaceines, updated June 2020, APhA/NASPA Survey
[

Example and List of Oregon Pharmacy Vaccine Protocol

Action to be taken:

¢ Discuss subject and offer recommendations regarding the development of protocols for the
initiating of treatment with and dispensing and administering by pharmacists to persons 18 years
of age or older for vaccines included on the immunization schedule published by the CDC
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Current allowances in law for pharmacists and supervised pharmacy interns to administer vaccines:

i

2

Pharmacists may administer a vaccine to a person of age pursuant to a patient-specific prescription
directing the pharmacist to administer the drug.
54.1-3408 of the Code of Virginia

I. A prescriber may authorize, pursuant to a protocol approved by the Board of Nursing, the
administration of vaccines to adults for immunization, when a practitioner with prescriptive
authority is not physically present, by (i) Hicensed pharmacists, (i) registered nurses, or (iif) licensed
practical nurses under the supervision of a registered nurse. A prescriber acting on behalf of and in
accordance with established protocols of the Department of Heaith may authorize the
administration of vaccines to any person by a pharmacist, nurse, or designated emergency medical
services provider who holds an advanced life support certificate issued by the Commissioner of
Health under the direction of an operational medical director when the prescriber is not physically
present. The emergency medical services provider shall provide documentation of the vaccines to
be recorded in the Virginia Immunization Information System.

54.1-3408 of the Code of Virginia

W. A prescriber, acting in accordance with guidelines developed pursuant to § 32.1-46.02, may
authorize the administration of influenza vaccine to minors by a licensed pharmacist, registered
nurse, licensed practical nurse under the direction and immediate supervision of a registered nurse,
or emergency medical services provider who holds an advanced fife support certificate issued by
the Commissioner of Health when the prescriber is not physically present,

§ 54.1-3320. Acts restricted to pharmacists,

B. A pharmacy intern may engage in the acts to be performed by a pharmacist as set forth in
subsection A or the Drug Control Act (§ 54.1-3400 et seq.) for the purpose of obtaining practical
experience required for licensure as a pharmacist, if the supervising pharmacist is directly
monitoring these activities.

Additional Allewances during COVID-19 Public Health Emergency:

HHS Public Readiness and Emergency Preparedness Act (PREP Act) authorizes pharmacists to
order and administer and pharmacy interns acting under the supervision of the qualified pharmacist
to administer, certain vaccines to patients ages three (3) to eighteen (18) during the federally-
declared COVID-19 public health emergency. The purpose of this declaration is to mitigate a
potential “decrease in rates of routine childhood vaccinations . . . due to changes in healthcare
access, social distancing, and other COVID-19 mitigation strategies.”

HHS Public Readiness and Emergency Preparedness Act (PREP Act) authorizes pharmacists to
order and administer and pharmacy interns acting under the supervision of the qualified pharmacist
to administer, to persons ages three or older COVID-19 vaccinations that have been authorized or
licensed by the Food and Drug Administration (FDA).
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UNITED STATES HHS DECLARATION UNDER PUBLIC READINESS AND EMERGENCY PREPAREDNESS
("PREP") ACT AUTHORIZING PHARMACISTS TO ORDER AND ADMINISTER VACCINES TO PATIENTS
AGED THREE THROUGH 18 YEARS DURING THE COVID-19 HEALTH EMERGENCY

Prepared by Board of Pharmacy staff:

On August 19, 2020 the U.S. Department of Health and Human Services issued a declaration authorizing pharmacists "to
order and administer,” and a “supervised pharmacy intern” “to administer” certain vaccines to patients ages three (3) to
eighteen (18) during the federally-declared COVID-19 public health emergency. The purpose of this declaration is to
mitigate a potential “decrease in rates of routine childhood vaccinations . . . due to changes in healthcare access, social

distancing, and other COVID-19 mitigation strategies.”

Comparison of HHS PREP Act allowance for pediatric vaccines to current State law:
Below is a description, based on Virginia Board of Pharmacy staff’s review, of the conditions under which
pharmacists and pharmacy interns may exercise this authority, and how these conditions appear to differ from
existing State law, :
* Pharmacists may “order” vaccines for patients ages three (3) to eighteen (18). This is a new authority. Three
provisions exist in State law for pharmacist administration of vaccines.
* 54.1-3408 (I) of the Code of Virginia authorizes pharmacists to administer vaccines to adults pursuant to
a Board of Nursing-approved protocol or under the authorization of a prescriber acting on behalf of and
in accordance with established protocols of the Department of Health.
s 54.1-3408 (W) of the Code of Virginia authorizes a pharmacist to administer influenza vaccine to minors
under the authorization of a prescriber, acting in accordance with guidelines developed pursuant to § 32.1-
46.02. -
¢ Current law authorizes a pharmacist to administer any vaccine to any person pursuant to a patient-specific
prescription issued by a prescriber and directing the pharmacist to administer such vaccine.
* Pharmacists may order and administer any vaccine found on the CDC’s Advisory Committee on
Immunization Practices (ACIP) immunization schedules to patients age (3) to eighteen (18). This is partly a
new authority. As noted above, current Virginia law limits independent pharmacist ordering of vaccines.
However, any vaccine may be administered to a person of any age pursuant to a patient-specific prescription
directing the pharmacist to administer such vaccine.
* The licensed pharmacist must complete a practical training program of at least 20 hours that is approved by
the Accreditation Council for Pharmacy Education (ACPE). This training program must include hands-on
injection technique, clinical evaluation of indications and contraindications of vaccines, and the recognition
and treatment of emergency reactions to vaccines. This is a new requirement legally, but not operationally.
While the State law does not require such training, most employers and liability insurance plans appear to require
this training for hability purposes.
* The pharmacy intern must complete a practical training program that is approved by the ACPE. This training
program must include hands-on injection technique, clinical evaluation of indications and contraindications
of vaccines, and the recognition and treatment of emergency reactions to vaccines. This is currently required
by the schools of pharmacy, under current acereditation standards, prior the pharmacy intern obtaining required
practical experience in a pharmacy setting.
* The licensed pharmacist and pharmacy intern must have a current certificate in basic cardiopulmonary
resuscitation. This is currently required for influenza immunizations of minors pursuant to guidelines developed
by VDH, pursuant to 54.1-3408(W) of the Code of Virginia. Most employers and liability insurance plans appear
to broadly require such certification for lability purposes.
* The licensed pharmacist must complete a minimum of two hours of ACPE-approved, immunization-related
continuing pharmacy education during each State licensing period. This is not currently required under State
law.
* The licensed pharmacist must comply with recordkeeping and reporting requirements of the jurisdiction in
witich he or she administers vaccines, including informing the patient’s primary-care provider when available,
submitting the required immunization information to the State or local immunization information system
(vaccine registry), complying with requirements with respect to reporting adverse events, and complying with
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requirements whereby the person administering a vaccine must review the vaccine registry or other vaccination
records prior to administering a vaccine. This is a partly new requirement. Recordkeeping of administration is
required, however, nofification to the primary care provider is not currently required. While many pharmacies
currently report to and review the Virginia Immunization Information System, it is not currently required in law.
* The licensed pharmacist must inform his or her childhood-vaccination patients and the adult caregivers
accompanying the children of the importance of a well-child visit with a pediatrician or other licensed primary-
care provider and refer patients as appropriate. This is a new requirement.

* The HHS declaration does not condition a pharmacist’s ability to order or administer a qualifying vaccine to
a patient age three (3) to eighteen (18) on the existence of a supervising plysician written protocol. This is a
new requirement.
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"ﬁ Updated June 2020
Based on APhA /NASPA Survey of State IZ Laws /Rules

TYPLS OIF VACCINES AUTHORIZED TO

ADMINISTER

£ AL, AK, AZ*, AR, CA, CO, CT,
£ DE*, DC*, FL, GA*, HI, ID, IL,
& Any vaccine IN* 1A, K8, KY, LA*, MA, ME,
{may require MD, MI, MN, MO*, MS, MT, NE,
ACIP/CDC) NV, NJ, NM, NC, ND, OH, OK, ‘
OR, PA, PR*, R1, 8C, SD, TN, TX,
UT, VT, VA* WA, WI, WV

* Via Rx for some
= Age requirements applicable to most

0 i} 20 30 46 S0 &0

Updated dune 2020 | Bosed on APHA/NASPA Survey of State 12 LawsRules
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PRESCRIBER ISSUED PROTOCOLS VS RX

AK, AZ, CA, ID, LA, ME,

<« ,0\““
(D\““ & L1 MD, MT, NH, NM, OR, 5C,
& & 8D, TX, VA, WL, WV, WY

Updated June 2020 | Based on APRA/NASPA Survey of State FZ Laws/Rules

>}18vo

=12ve ﬁ 1
>live Y 2
>1vy g

N OK,DR* C*SDTNTX*UTVA

28 A, WI¥
*ViaRx
[} 10 P24 30 L Limited to certain vaccines
D Any age with an adult dose
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PATIENT-AGE LIMITATIONS VIA RX

=Tdvo

leve B o1

>1live

=lve B

=4y

AL, AK, CA, CO, DEP, GA, ID, IN, 1A,
>yo B 2 KY, LA, MI, MS, MO, NE, OK, OR, SC,
sevo B Any age S0, TN, TX, UT, VA, WA W1

3 * Scope varies
P Any age with an adult dose

Any apl

¥ Rx enly for high zisk
.‘ SRR S o

PATIENT-AGE LIMITATIONS VIA
PRLESCRIBEER PROTOCOL

=18y0 CT, FL, HI ME. PR*, VT, VA

=Evu

>34y

>live

=12y

=1hve

=Jlva

=y

=Tve

e @

»Aya

=2vu

Any age

I 5 16 15 Any age OK, 8D, ’I'N UT WA" N

*Seope varses

Updated Juce 2020 | Based on APRASNASFA Survey uf St Laws/Rule L Any age with an adult dose
&f».{g O B S T B P sy R B e e sy RIS e
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AUTHORITY TO ADMINISTER

PNEUMOCOCCAL VACCINF

[

52
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- Upduted June 2020 | Based on APhA/NASPA Sarvey of Stale 1Z La

R

—
—
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AUTHORITY TO ADMINISTI

ZOSTER VACCINE

*Via Rx only
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AUTHORITY TO ADMINISTER
TD/TDAP VACCINE

G0
52
& AL, AK, AZ, AR, CA, CO, CT, DC, DE
FL, GA*, HI, 1A, ID, IL, IN, KS, KY,
0 LA, MA, MD, ME, MI, MN, MO, MS,
Yes |MT, NE, NV, NH, NJ, NM, NY NC,
20 ND, OH, OK, OR, PA, PR*, R}, SC, 8D,
TN, TX, UT, VA, VT, WA, W1, WV
20 WY , N
Many have age :;:tﬁzt;fs'
1t
1]
U

Ves Ng

Updazrd Jun«_ 2020 I Based on APLAMNASPA Survey of $tate 1 Laws/Rules
s s P e o

9
AUTHORITY TO ADMINISTER
HPV VACCINE:
MA
Pharmacists can administer HPV
Pharmacists can administer HPV —
but only by Rx
. Pharmacists cannot administer HPV
E Updated June 2020 | Based on APRA/NASPA SBurvey uf State 12 Laws/Mules
%@Wgﬁﬁ‘%ﬁ%ﬁﬁé’ R ey e e e e %
10
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AUTHORITY TO ADMINISTER

HPV VACCINI:

46

A0

40

30

Upduted June 2020 | Based o APhA/NASPA Survey of State IZ Lawsfules

o

Na

Yes

AL, AK, AZA ARA, CA, CO, CT*, DCA
DE, FLA, GAR, HIA, ID, ILA, IN, 1AA,
KS4, KY, LA%, ME4, MDA, MA, MI,
MNA, MOR, MS, MT4 ‘NCA, ND, NE,
NJ4, NM, NV, OH4, OK, OR, PAA,
RIA, PRAR, SCA, SD, TN, TXA, UT,
VT4, VAA, WA, WV, WL, WYA DCA

R ¥ia Rx only

4 Age limitation (may net allow or may require Rx for 11.18)

PATIENT-AGE LIMITATIONS
FOR HPV VACCINATION

=Fhru

=}ive

»1dyva I

>13va
=12vo
=ilve
»Oyvg
=Tyve
=hvu

=4vo

No ape bmit

12

i 2
B 2
o 2

ASPA Burvey

14

20

CA

INo Age Limit

INM, OK, 8D, TN, UT, WA

AL, AK, CO, DEP ,GAY, MI, MS, MOR. NE, NV,

¥ Requires a prescription P Any age with an adult dose

*Younger ages under prescription/protocsl
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AUTHORITY TO ADMINISTI-R
HIP B VACCINE

Pharmacists can administer Hepatitis B

Pharmacists can administer Hepatitis B
-~ but only by Rx

Pharmacists cannot administer
® Hepatica B

i Updat( d June 2020 | Based on A.PhMNASPA Survey nfSlaL& 12 Laws.‘Rulra
Lo e s ane S HREEE

S e i e

i

13

AUTHORITY TO ADMINISTIR
HEP B VACCINI:

AL, AK, AZA ARA CA, CO, CT%,
DCA, DE, FLA, GAE, HIA ID, ILA
INR, IAA KS, KY, LAA MEA MDA,
MA, MI, MNA, MO, MS,
MT4,NHA, NC4, ND, NE, NJA,
NM, NV, OHA, OK, OR, PAA, RIA
PRAR, SCA, SD, TN, TXA, UT, VT4,
VA4, WAA WV WE W’YA DC

Yes

K Via Rx only
* Age limitation (may not allow 6 inay require Rx for 12- 18)
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PATIENT-AGLE LIMITATIONS
IFOR HEP B VACCINATION

“iCT, FL, HI*, 1A* ME, MD*, NC, NJ, NH,
- {PA, PR¥, RI, SC%VA*, VT, WV* WY

>18vo B
= Fve BB

=ldve BpEg 2
>I3vu
=live 3
=}ive W 2
»Ove EEEE 0

=Tve
=Gve e 2

sive BB 1 .. 1AL, AK, CO, DED, GAR, MI, MS, NE, NV,
' No Age Limit | v o) SDLTN, UT, WA

No age Lt

o 5 16 s 20 “Younger ages under prescription/protoce!
R Requires a prescription
D Any age with an adult dose

Updated June 2020 | Based on APhA/NASPA &
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AUTHORITY TO ADMINISTER
MMR VACCINE

Pharmacists can administer MMR

Pharmacists can administer MMR- but
only by Rx

Pharmacists cannot administer MMR

P

1 Upddmd dune 2020 | Bused on APhA/NASPA Survey ofstaw 1Z Laws/Rules
s e e 2 iEHaER L sl

e
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AUTHORITY TO ADMINISTER
MMR VACCINE

(4]
_ 50 AL, AK, AZA AR, CA, CO, CT4, DE,
50 FLA, GAR, HIA, ID, IL, INK, 1A%
KS4, KY, LA, MEA, MDA, MAS, MI,
0 Yes MNA, MOE, MS, MTA, NE,NHA,
NJA, NM, NCAR, ND, NV, OH, OK,
80 OR, PA%, RIA PRAR, SCA SD, TN,
TX, UT, VT4, VAA WA, WI, Wva
10 ® Via Rx only
# Age limitation {may net allow or may require
2 Rx for certain ages <18)
Y
Yes Na
Updated June 2020 | Based on APhA/NASPA Survey of State 1Z Laws/Rules )
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PATIENT-AGL LIMITATIONS
IFOR MMR VACCINATION

CT, FL, HI*, IA*, ME, MD*, NCR, NH NJ, PA,
>18yo PRE RI SC* VA* VT WV, WY
=18y
=1Tve
=1dve
=13ve
>12ve ﬁ i
>ilyu BE
=0yvo R o
=Tve A
G )
=dve BR |
o age Niun Ea Ll .
., AX. CO, DEP, GAR, INR MI, MS, MOR, NE, |
0 5 10 14 0 No Age Limit [NV, NM ,OK. 8D, TN, UT, WA i
*Younger ages under prescription

Updated June 2020 | Based on APRA/NASPA Survey of State 1Z LawsfRules % Requires & prescription Ay age with an adult dose
e e e e i




AUTHORITY TO ADMINISTER
MENINGOCOCCAL VACCINE

Gh
52
% AL, AK, AZA AR, CA, CO, CTA,
DCA, DE, FLA, GAF, HIA, IDA, ILA,
0 IAA IN, KSA KYA, LAA MEA,
Yes MAA, MDA MI, MNA MOA, MS,
30 MT4, NH, NCA, ND, NE, NJ4, NM,
NY4, NV, OHA, OK; OR, PAA,
20 PREA RIA, SCA 8D, TN, TXA, UT,
VT4, VAA, WA, WV, WI, WYA
0 R Via Rx only
o * Age limitations (may not allow or may require Rx for 11-18)
L]

Yes Ny

te 1Z Laws/Rules

e

Updated June 2020 | Based on APhANASPA Burvey of Sta
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PATIENT-AGLE LIMITATIONS
IF'OR MENINGOCOCCAL VACCINATION

ICT, FL, GA*, HI* 1A%, ME, MD*, NH, NJ,
INY, NC, PA, RI, PR®, SC* VT, VA*, WV* WY

=18re

>17vy

>hdyo

>3dve

=idve

=1ive

=4 vy
>Tva
=Gve s 2 TR
=dva B ol ELET : G
No age Lmt No Age Limit gg’l ?}N(? {:,T% gﬁn' MI, MS, NE, NV, NM, OK,
il 5 16 15 24 "May allow for younger sges undey prescription

R Vis Rx only
D Any age with an adult dose

Updated June 2026 | Based on APRANASPA Burvey of State IZ Laws/Rules
e e :

e e e e e e e e
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INFLUENZA - AGE OF ADMINISTRATION
AUTHORIZED BY ANY PROVISION

|=18yo

>16vo m S
=12vo ﬁ ]
»ilve m 2
=1lve § 1

e B

=Tve

>Gye

=3ve B
=dve H ] . : : MY 3
“ove B L AL, AK, CA*, CO, DED GA* ID*, IN*, 1A*, KY*,
' Anyage [LA*, MI MS, MO®, NE, NH, NM, NV, OK, O
SC* 8D, TN, TX* UT, VA* WA, WI*

Auy age

* Requires Prescription
P Any age with an adult dese [§

INI‘LUENZA - AGE OF ADMINISTRATION
AUTHORIZED BY PROTOCOL

> 18y0 JCT, FL. HI, PR, VT

AR, MT, MO, OH, TX

ALCA,CO DEDMIMS NENV OK,SD
TN, UT, WA

D Any age with an adult dose
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INFLUENZA - PHARMACISTS
STATE AUTHORIZED

>18vo
ST ' f i
=9yo IVED
=ve §
=Tve g
h 26yo ID, Wi
>Gva B
=3ve § Zﬁmo VA
>Gno
Any ape Note: Authority comes from statute and/or

regulation from BOP or Public Health

[ 1 2 3 4

Updated dJune 2020 | Based on APhA/NASPA Survey of State 12 Laws/Rules
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MAY STUDENT INTERNS ADMINISTER
VACCINES?

Number of statesfterritories
allowing

51*

*Student must be trained (complete
Certificate Training Program)
*Operating under supervision of trained
pharmacist

Criteria common among states

Updated June 2020 | Based on APhANASPA Burvey of State 12 Laws/MRules
SR s

e

24
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MAY PHARMACY TECHNICIANS
ADMINISTER VACCINES?

r

Number of states/territories 6 (1A(pilot), ID, IN, RI, UT, WA {guidance
allowing document in development)

*Technician must be trained (complete
Criteria common among states Certlfic‘ate Training Prog.rflmlCPR) .

*Operating under supervision of trained
pharmacist

Updated June 2020 §

ules

25

\CIST-ADMINISTEREED VACCINES

Updated June 2020
ASPA Survey of State 1Z Laws/Rules
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PUBLIC HEALTH DIVISION i l Oregon
[mmunization Program e alth

Authority

Pharmacy Protocol

Last Reviewed 24 August 2020

Last Revised 24 August 2020

This order expires August 31, 2022
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2. Oregon immunization model standing order

A. Check the ALERT Immunization Information System (lIS) to determine whether
the patient needs this vaccine and any other vaccines.

B. Screen clients for contraindications.

C. Provide a current Vaccine Information Statement (VIS), answering any
questions.

D. Record all required data elements in the client's permanent health record.
. Verify needle length for IM injection.

F. To avoid injury related to vaccine administration, make sure staff who administer
vaccines recognize the anatomic landmarks for identifying the vastus lateralis or
deltoid muscle and use proper IM administration technique.

m

G. Administer a 0.5-mL dose, IM, of Hib-containing vaccine to patients 27 years of
age according to high-risk indication.

H. Hib-containing vaccines can be given with all other routinely recommended
vaccines.

l. Ask client to remain seated in the clinic for 15 minutes after vaccination to
decrease the risk of injury should they faint.

Immunizing pharmacist Date

PP Hib Vaccine Page 2 of 5
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3. Vaccine schedule for Haemophilus influenzae type b vaccines

N/A

4. Licensed Haemophilus influenzae type b vaccines

- Name Vaccine Components

 Presentation

ActHIB®!
(PRP-T)
HIBERIX®2
(PRP-T)
PedvaxHIB®3
(PRP-OMP)

Hib

Hib

Hib

6 weeks — 5 years

0.5-mL single-
dose vials 6 weeks - 4 years None

6 weeks - 5 years

5. Recommendations for use

Routinely Recommended Use
N/A

Catch-Up for Healthy Chiidren
N/A

Catch Up for Persons at ngh-Rls

k4

Vaccine Guidance |

Pat:ents éged >7 years undergomg
elective splenectomy

If unimmunized, 1 dose prior to procedure.

Asplenic patients 7 years of age or older

If unimmunized, 1 dose.

HIV-infected children 7-18 years of age

If unimmunized, 1 dose.

HIV-infected persons =19 years of age

Hib immunization is not recommended.

Hematopoietic stem cell transplantation
HSCT)

3 doses beginning 6-12 months after HSCT
regardless of prior Hib vaccine history

6. Contraindications’

A. Severe allergic reaction to an
(ActH IB‘R’1 PedvaxH!B®3)

y component of the vaccine, including latex

Vaccme

- {Contains”

Hib (ActHfB®’) |

Sodium chlcnde formafdehyde sucrose‘ |

PP Hib Vaccine
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Hib (HIBERIX®2)

Formaldehyde, sodium chloride, lactose

Hib (PedvaxH|B®3)

sodium chloride

Amorphous aluminum hydroxyphosphate sulfate,

7. Warnings and precautions

N/A

8. Other considerations

In immunosuppressed persons, including those receiving immunosuppressive therapy,

the expected antibody responses may not be obtained.

9. Side effects and adverse reactions

Hib

ntigen (ActHib®, HIBERIX®, PedvaxHIB®)3

injection site

Any local reaction—pain, redness, induration or swelling at

Very common, up to 49%

Severe pain, induration or swelling at injection site

Uncommon, up to 4%

fever.

Any systemic reaction—Imitability, drowsiness, loss of appetite,

Very common, up to 70%

Severe (grade 3) systemic reactions—irritability, drowsiness

Uncommon, up to' 6%

10. Storage and handlin

g

All clinics and pharmacies enrolled with the Vaccines for Children (VFC) Program
must immediately report any storage and handling deviations to the Oregon
Immunization Program at 971-673-4VFC (4823).

Vaccine | Temp |  Storageissu Jot
All+3 2°_ go Protect from light. HIBERIX®2 - discard if the
Do not freeze. diluent has been frozen.

11. Adverse events reporting

Report suspected adverse events to the Vaccine Adverse Events Reporting System

(VAERS) online at https://vaers.hhs.govireportevent.html. VAERS Reporting Table:
hitps://vaers.hhs.gov/resources/infoproviders. htmi.

B. Vasovagal syncope (7 days)

Event and interval from vaccinati
A. Shoulder Injury Related to Vaccine Administration (7 days)

C. Any acute complication or sequelae (including death) of above events (interval - not

PP Hib Vaccine
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applicable)
D. Events described in manufacturer's package insert as contraindications to additional
doses of vaccine (interval — see package insert).

12. References

1. ActHIB® package insert. 17 May 2019. Available at
www.fda.gov/media/74395/download. Accessed 30 July 2020.

2. HIBERIX® package insert. April 2018. Available at
www.fda.gov/media/77017/download. Accessed 30 July 2020.

3. PedvaxHIB® package insert. No date. Available at
www.fga.qov/media/80438/downloag. Accessed 30 July 2020.

4. Briere EC, Rubin L, Moro P, et al. Prevention and control of Haemophilus
influenzae type b disease: Recommendations of the Advisory Committee on
Immunization Practices (ACIP). MMWR 2014: 63(RR-1). Available at:
www.cdc.gov/immwr/PDF/rt/rr6301. pdf. Accessed 30 July 2020.

5. CDC. Vaccine Excipient Table. February 2020. Available at:

www.cdc.ggv/vaccines/pubs/pinkbook/downioads/appendices/b/excipient—table-
2.pdf. Accessed 30 July 2020.

6. Ezeanolue E, Harriman K, Hunter P, Kroger A, Pellegrini C. General Best Practice
Guidelines for Immunization. Best Practices Guidance of the Advisory Committee
on Immunization Practices (ACIP), Www.cdc.gov/vaccines/hep/acip-recs/general-
recs/index.html. Accessed 30 July 2020.

To request this material in an alternative format (e.g., Braille) or to clarify any part of
the above order, contact the Oregon Health Authority immunization Program at
971.673.0300 and 711 for TTY. For other questions, consult with the vaccine
recipient's primary health care provider or a consulting physician.

Electronic copy of this standing order is available at: standing orders

13. Appendix
Not applicable.
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{http://www oregon.gov} .
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Immunization Provider Information

Oregon Immunization Program
{Ioha!PH.’PREVENTIONWELLNESSNACCINES!MMUNtZATIONfIMMUNiZATIONFROVIDERRESOURCESI)

{/oha/)

home {/oha/Pagesfindex.aspx) Public Health Division {ioha/PH/Pagesindex.aspx)
Prevention and Wellness (/oha/PH/PREVENTIONWELLN ESS/Pages/index.aspx)
Vaccines and Immunization (iohaIPHIPREVENTIONWELLNESSNACCINESIMMUN!ZATIONiPageslindex.aspx)
tmmunization Provider Infermation
(lohaiPHa’PREVENT|ObEWELLNESSNACCINESIMMUNEZATIONIIMMUNIZATIONPROVEDERRESOURCES/Pagesnndex.aspx)
Pharmacy Protocols

notifications Gl

OHA COVID-18 Updates:  Visit our COVID-19 page {https://govstatus. egov.com/OR-OHA-COVID-1 $) for Oregon updates and COmmenity resources, or visit
our healthcare partner rescurces page. (/ohafPHIDISEASESCONDITIONS!DESEASESMPagesICOVID-% 9.aspx)

notifications T
Wildfires in Oregon:  Get wildfire resources and news (https:/wildfire.oregon govh) or visit OHA’s wildfires and smoke
(loha!PHIPREPAREDNESSfPREPAREIPages/PrepareForV\mdﬁre‘aspx) page to leam what you can do to reduce the heaith effects of wildfire smoke.

Pharmacy Protocols

For immunization ~  Oregon Pharmacy Protocols for Immunization
{/oha/PHIPREVENTIONWEL}:

Note to pharmacists:
(‘c:g*““s for Children The following Pharmacy Protocols for Immunization are reviewed yearly. Generally, updates are made as new
{/chal/PHIPREVENTIONWEL | recommendations are published by the Advisory Committee on Immunization Practices (ACIP).

An Interim protocol is published when dlinical guidance is needed but the Advisory Commitiee on Immunization
Practices recommendations haven't yet been published in the MMWR. The interim protocol will be repiaced with
a final protocol once the recommendations are pubiished,

Maternal immunization
Toolkit
{lcha/PHIPREVENTIONWEL

Provider Resources

{fohalPH/PREVENTIONWEL Protocols

Provider Training

(foha/PHIPREVENTIONWEL Please read through all the protocols carefully. If you decide to change any part of them, your changes must be

submitted in writing to Amanda Timmons and approved by the OHA Immunization Program.
For Local Health

Departments H you have any guestions about these revised protocols, please call Amanda Timmons at (971} 673-0312.
Hoha/PHIPREVENTIONWEL

Please read the Disclaimer

Model Standing Orders for (Ioha/PHfPREVENTIONWELLNESSNACCENESIMMUN%ZATIONIIMMUNiZATIONF'ROVIDERRESOURCESIPagesIsidgc
immunizations
{foha/PRIPREVENTIONWEL NOTE: These are PDF files that require Adobe Reader software to be read and printed.

For Pharmacists l Vaccine/biologic

{fohal/PHIPREVENTIONWE i
Pharmacy Protocols JE

(IohaIPHIPki\fENHONWEL‘ : Guidetines for managing adverse events

‘ (IDhaIPHIF’REVENT?ONWELLNESSNACCINESIMMUNIZATIONIIMMUN%ZATIONPROVIDERRESOURCESIDocumems

ALERT 18
{loha/PHIPREVENTIONWEL'

W
I.l!ﬂﬂ‘.‘\l:l.l‘r!ﬂu\;!ﬂi

https://www.oregon.gov/oha/ph!preventionwellness/vaccinesimmunizationfimmunizationp... 9/11/202069
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{http:/harww [L.40V} T '
oy o YR S B ey oy
UOI':aIPHIPRE\IﬁNTlONWE VENTI NV\IEE.LN?:’SSNACC ONAMMUNIZATIONPROVIDERRE SOURCES/Documents

Information.aspx) Anaph laxis {optional)
g . Oregon Heajth Plan, AP m@fﬁ%&m@aﬁm&ﬁmﬂONPRowDERRESOURCESiDom
;. Urticaria {optional
Licenses and CemﬂcmamsdwplaimmmammamwwmpoaomumzmonpRowDERRESOURCEerccumems
j Syncope (optional)
| (oha/PH/PREVENTIONWELLNESS/VACCINESIMMUNIZATION/AMMUNIZATIONPROVIDERRE SOURCES/Dacuments

Cholera (IOhalPHIPREVENTIONWELLNESSNACCfNﬁSIMMUNEZATiONIEMMUNIZATIONPROVIDERRESOURCES!D(

Haemophilus Influenzae type b
(fohafPHIPREVENTEONWELLNESSNACCfNESIMMUNIZATIONIIMMUN%ZATIONPROWDERRESOURCESIDmumants

Hepatitis A &Twinrix
(Io?la.fPHfPREVENTIONWELLNESSNACCINESIMMUN!ZATIONIIMNEUNIZAT?ONPROVI DERRESOURCESJ’Documents

Hepatitis B

Padiatric Formulation
(lohafPHIPR£VENTION\MELLNESSNACC!NESIMMUNEZAT!ONI:MMUNIZATIONPROVIDERRESOURCESIDocuments
Adult Formulation

(IohaIPHJ’PREVENTIONWELLNESSNACC?NES!MMUNIZATEONIEM MUN IZATIONPROViDERRESOURCESIE)ocuments

Human papillomavirus vaccine
(IohaIPHIPREVENT]ONWELI.NESSNACCENESEMMUNIZATIONHMMUN!ZATIONPROVIDERRESOURCESIDocumentE

Influenza {/oha/PH/PREVENTIONWELLNESSVACCINESIMMUNIZATION/MMUNIZATIONPROVIDERRE SOURCES/
2020-21)

Inﬁuenza (loh&f?HlF‘REVENTiONWEE_LNESSNACCINESIMMUNEZA'E’EONIEMMUNEZATIONPROVIDERRESOURCES.’[
{LARV 2020-21)

Japanese Encephalétis
i (."uhalPHIF’REVENTIONWELLNESSNACCINESIMMUNFZAT!ONI%MMUNIZAT!ONPROV&DERRESOURCESIDocumenL

Meningococcai A, C, W, Yand B
: (Ioha}PHﬁ’REVENTIONWELLNESSNACC!NES!MMUNIZATEONHMMUN!ZATIONPROVIDERRESOURCESIDocumentE

MMRI'MMRV (fohEIPHIPREVENTIONWELLNESSNACC!NES}MMUNEZATEDNIIMMUNEZATIONPROWDERRESOURCE

Pneumococcal Vaccines
(!ohaIPHIPREVEN‘E’IONWELLNESSNACCiNEsIMME}NiZATIONfIMMUNIZATIONPROV&DERRESOURCESJDocuments

Polio (fohaIPHIPREVENTIONWELLNESSNACCENESEMMUNIZATIONHMMUNEZAT!ONPROVIDERRESOURCES!Docu

Polio for Trave!en
(iohafPHIPREVENTIONWELLNESSNACCINES!MMUNIZATIONHMMUNEZAHONPROVIDERRESOURCESJDOcuments

Rabies (Ioha!PHIPREVENTEONWELLNESSNACCINESEMMUNIZATIONIIMMUNJZATIONPROVIDERRESOURCESIDo
(mecuvate&}

Shingrix (JohafPHlPREVENTiONWELLNESSNACClNESIMMUNIZATEONIIMMUNIZATIONPROVEDERRESOURCESID

Tdap and Combo Vaccines
(fohafPHIPREVENTIONWELLNESSNACCENESIMMUNIZATEONIIMME}NIZATIGNPROVIDERRESOURC&SIDocuments
Use of Tdap in Persons 27 years of Age

(fohafPHfPREVENTEONWELLNESSNACCI&ES!MMUNIZATIONJIMMUNEZATIONPROVJDERRESOU RCES/Documents

Typhoid (IohaIFHfPREVENTIONV\ﬁLLNESSNACCENESIMMUNEZAT:ON!EMMUNIZATEONPROVEDERRESOURCES!E)

Varicelia-containlng vacclnec
(IuhaIPHfPREVENTIONWELLNESSNACCINEStMMUN!.?_ATiONIIMM UNIzATIONPROVI DERRESOURCES!Documen:s

Yedlow fever
{foha/PH/PREVENTIONWELLNESS/VACCINESIMMUNIZATION/MMUNIZATIONFROVIDERRESOURE ES/Documents

https://www.oregon.gov/oha/ph/preventionwellness/vaccinesirmnunization/immunizationp... 9/11/20206




Agenda Topic: Tobacco cessation

Included in agenda package:

° Article, Pharmacists May Help Patients Quit Smoking, Notes S urgeon General s Report
o Pharmacy Today article, June 2020 )
¢ Resource information from the National Alliance of State Pharmacy Associations {(NASPA)
¢ Oregon Tobacco Cessation Protocoi — NRT and Non-NRT
e California Nicotine Replacement Protocol

Action to be taken:

¢ Discuss subject and offer recommendations regarding the development of protocols for the
initiating of treatment with and dispensing and administering by pharmacists to persons 18 years
of age or older for drugs approved hy the U.S. Food and Drug Administration for tobacco cessation
therapy, including nicotine replacement therapy
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Pharmacists May Help Patients Quit Smoking,
Notes Surgeon General’s Report

Pharmacists can play an important role in helping patients quit smoking, as highlighted
irt the Surgeon General's 2020 report on smoking cessation. The report advises
pharmacists to recommend the use of both prescription and over-the-counter
medications, when appropriate. in addition, the report notes that authorizing
pharmacists to prescribe cessation therapies and allowing them to bill for interventions

could increase the number of successes.

According to the American Pharmacists Association, pharmacists in Colorado, Idaho,
Indiana, and New Mexico are currently authorized to prescribe all cessation
medications. Pharmacists can also provide behavior counseling resources and should
continually support and follow up with patients to help prevent E@Ia;}ses. Additional
information is available in an artigle published in the June 2020 issue of Fharmacy

Today.
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Pharmacists highlighted in Surgeon
General smoking cessation report

Eﬂ January, the Surgeon General released the first report on smoking ces-
sation m 30 years. The report updates the latest findings on smoking
cessation in the United States and highlights the important role pharma-

cists play in cessation efforts.

“One of the most striking aspects of
the report, compared to prior reports,
Is the extent of emphasis on pharma-
cists,” said Karen Hudmon, BSPharm,
DiPH, professor of pharmacy practice at
Purdue University College of Pharmacy
in West Lafayette, IN. “It’s been slow
progress, but our profession has made
major strides over the past 2 decades to
advance our role in tobacco cessation.”

Proyress and challenges

About 34 million American adults cur-
rently smoke cigarettes, and 16 million
are living with a smoking-related dis-
ease. But according to the report, ciga-
rette smoking among adults is at 14%—
an all-time low. Nearly 70% of adulis
who smoke say they want o quif, and
more than 50% try each year. Three out
of five adults who have ever smoked cig-
arettes have successfully quit.

Despite ihis progress, smoking
remains the leading cause of preventable
disease, disability, and death in the coun-
try. It also poses significant financial and
economic burden on individuals and
society, contributing to more than $170
billion of health care spending annually.

The report found that fewer than 1
in 10 adults successfully quit smoking
every year. This, in part, may be due to
ineffective methods—Iess than one-third
of individuals attempting to quit use
behavioral counseling or FDA-approved
cessation medications.

“There are two parts to smoking; thus
there are two parts fo quitting,” said
Hudmon. “There’s the behavioral aspect,
the habits and routines associated with
smoking, which we address with pro-
grams that help retrain the way a simoker
thinks. Then, there’s the addiction to nic-
otine, which we treat with medications.”

Both interventions, especially when
combined, significantly increase patients’
likelihood of quitting successfuily. But
many often try to quit without assis-

18 Pharmacyday » JUNE 2020

tance. Even when patients do use med-
fcations such as nicotine replacement
therapy, some find limited success.

Insufficient self-treaiment is partly
to blame, said Robin Corelli, PharmD,
professor of clinical pharmacy at the
University of Califernia San Francisco
School of Pharmacy. “Medicines like
the nicotine gum and lozenge should be
dosed every 1 1o 2 hours while awake
during the initial 4 10 & weeks of treat-
ment. Time and time again, people com-
promise their treatment by underdosing
or discontinuing medications too soor.”

Patients may also not know all of their
options. While cessation advice from
providers has increased over the years,
the report notes that more than 40% of
adult smokers still don't receive advice
to quit from a health professional,

A ‘call to action’ for pharmacists

This is where pharmacists can step in,
said Corelli, whose research and practice
focus on community pharmacists’ role
in disease prevention and treatment,
including tobacco cessation. “It’s a call to
action for us that we're cited in the report
multiple times as a viable provider and
an important resource o tackle this sig-
nificant public health problem,” she said.

For Corellj, this means building inter-
ventions into the pharmacy workflow.
Pharmacists and pharmacy techni-
cians—whom she dubbed “the secret
sauce,” as they are often the patient’s first
contact--should always ask patients if
they smoke, especially if they fake medi-
cations that interact with tobacco. “Once
you ask, the logical extension is to advise
them to quit and assess their readiness to
quit,” she said,

The key is io come from a space of car-
ing, said Corelli. “You're nut shaming
sumeone. You recognize it's that person’s
choice, and if and when theyre ready to
quit, hopefuliy they will perceive you as
a resource.”

Pharmacists should recommend
medications when appropriate, said
Hudmon, “including nonprescription
products (the nicotine patch, lozenge,
and gum) and prescription products
(varenichine, bupropion SR, and the nic-
otine inhaler and nasal spray).”

The report notes that authorizing
pharmacists to prescribe cessation
therapies, and allowing them to bill for
interventions, could help boost success.
In Colorado, Idaho, Indiana, and New
Mexico, pharmacists can now prescribe
all cegsation medications, with efforts
underway in other states.

Pharmacists can also provide behavior
counseling resources and refer patients
to the tobacco quitline (1-800-QUIT-
NOW), said Hudmoen. They should
continually suppuort and follow up with
patients to help prevent relapses.

Other major conclusions

The report alse highlights the need for
actions at the population and health-
systemn levels. These include mass media
campaigns, comprehensive smoke-free
pelicies and statewide tobacco control
programs, raising cigarette prices, and
requiring pictorial health warnings.

Comprehensive insurance coverage
for cessation treatments can also boost
patient access and success rates, while
being cost-effective. Disparities influ-
enced by sccioeconomic status, age,
race/ethnicity, sexual orientation, gen-
der identity, and more also need to be
addressed,

The report emphasizes that there
is currently insufficient evidence that
e-cigarette use increases smoking ces-
sation, and the products may pose seri-
ous health risks. Clinicians should steer
interventions toward treatments backed
by solid evidence.

Aina Abell, assislant editor

www,pharmacytoday.org

69



Pharmacist Prescribing: Tobacco Cessation Aids - NASPA Page 1 of 6

Member Benefits (https:/naspa.us/member-benefits/)

State Asscciations

tps:/inaspa.us/)
Resources {https://naspa.usiresources/)

Member Directories (https://naspa.us/imember-directories/) Events {{events/)

About (https://naspa.us/about/)

Resources

RESOQURCES (HTTPS /INASPA US/RESQURCES/H / STATE POLICY (HTTPSANASPA US/RESTOPICISTATE-POLICYS

Pharmacist Prescribing: Tobacco Cessation
Aids

POSTED ON NOVEMBER 22, 2019

Currently, there are 12 states with statutes or regulations addressing pharmacist prescribing of
tobacco cessation aids (without a CPA or local standing order).

Tobacco Cessation Prescribing Map

hitps://naspa.us/resource/tobacco-cessation/ 9/11/2020 70
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{opdured
S3Y hover over state Lo view deiedils

(https://naspa.us/resource/tobacco-cessation-

infographic/)Advocacy Resources

+ Pharmacist-provided tobacco cessation services fact sheet
(https:/inaspa. us/wp-content/uploads/2018/04/Tobacco-
Cessation-Facts.pdf)

+ Pharmacist prescribing tobacco cessation infographic
(hitps./inaspa.us/resource/tobacco-cessation-infographic/)

+ Pharmacist prescriptive authority for smoking cessation
medications in the United States
{https:/www japha.org/article/S 1544-3191(18)
30001-3/fulitext)

¢ Includes FAQs helpful for advocacy!

NASPA Members log-in for more!

+ Outside Support

- CMCS Bulletin on the Value of Pharmacist Prescribing (https.//naspa.us/resource/cmes-
bulletin-value-pharmacist-prescribing/)

= ASTHO: Access to Tobacce Cessation Medication through Pharmacists {hitps:/naspa.usiwp-
confent/uploads/2018/04/Tobacco-Cessation-Via-Pharmacists-ASTHO. pdf)

News

o Pharmacists Authorized to Prescribe Tobacco Cessation Therapy in More States
(httos://naspa.uslzm7/06/pharmacists-auihorized~to-prescribe—tobacco-cessat]on—theraov~in~ .

more-states/)

https://naspa.us/resource/tobacco-cessation/ 9/11/2020 71
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° Video: We're Passionate About It": Pharmacists Help Coloradans Quit Smoking
(https://denver.cbslocal.com/2018/10/10/colorado-pharmacists-quit-smoking-pharmacy/) (CBS
Denver; October 10, 2018)

CPE Opportunities from State Pharmacy Associations:

¢ Furnishing Nicotine Replacement Therapy: Smoking Cessation Training Program for
Pharmacists (https://cpha.com/ce-events/on-demand-courses/furnishing-nicotine-replacement-
therapy/) (California)

> Tobacco Cessation Training Course
(hitps://www.papharmacists.com/page/TobaccoCessation2) (Pennsylvania)

= Tobaccg Cessation Certificate: Pharmacists as Tobacco Cessation Counselors
(hitp:/iwww wsparx.org/default. asp?page=36&hhSearchTerms=%252522tobacco%
252522) {(Washington)

Other State Pharmacy Association Resources:

= Smoking Cessation Toolkit: Clinical Training Resources/ Continuing Education
(hitps:./iwww.papharmacists.com/page/SCClinical?) (Pennsylvania)

> Nicotine Cessation Counseling: Home Study Continuing Education
(https://www npharm.org//Files/Newsandevents/NicotineCPE  Flyer.pdf) (Nebraska)

= Nicoting Cessation Counseling Toolkit (https://www.npharm.org/store product asp?prodid=34)
(Nebraska) -

Other Resources

° Tobacco Cessation Change Package (https:/millionhearts.hhs.goviools-protocols/action-
guides/tobacco-change-package/index.html) - Million Hearts has posted the Tobacco
Cessation Change Package, a quality improvement tool created by the Centers for Disease
Control and Prevention (CDC) that presents a list of process improvements that clinicians can
implement as they seek to deliver optimal treatment to patients who use tobacco:and gives
clinical teams a practical resource to increase the reach and effectiveness of tobacco
cessation interventions and to incorporate these interventions into the clinical workflow.

= Pharmacists: Help Your Patients Quit Smoking
(https://www.cde.govitobacco/campaign/tips/partners/health/pharmacist/index.htmi) - The
CDC has compiled a plethora of resources to help pharmacists help patients to quit smoking.

= Smokefree.gov (hitps://smokefree.gov/) ~ This website offers a range of resources for patients
and providers alike.

= Practice Guidance for Expanding Pharmacy-Based Tobacco Cessation Services Within the
Appointment-Based Model
(https://www.pharmacist. com/sites/default/files/files/Practice_Guidance Tobacco Cessation.pdf) -
This practice resource, developed by APhA, outlines opportunities for pharmacists to leverage
the appointment based model to provide and expand tobacco cessation services in community
pharmacies.

Click Here to Go to the Pharmacist Prescribing Resource Page
(http:/f'www.naspa.us/swp)

72
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Member Benefits (htosinasps usfmember-banefits)} GContact {https:inaspa usiconiact/ State Associations

Regsou naspa.usiresources/) Member Directories (https://naspa.us/imember-directories/)
ttgs:E%gﬁgventsll About (https://naspa.usiabout/}

Resources

RESQURCES (HTTPS/NASPA USIRESQURCES!

Pharmacist Prescribing Tobacco Cessation: Infographic

POSTED ON JULY 23, 2018

Accessing
Tobacco Cessation Aids from

it Yy - ’

Cigarette smoking is Smoeking-related iilness Pharmacists are well- Pharmacists are
estimated to cause in the United States positioned to initiate accessible — 91% of
more than 480,000 costs treatment and Americans

deaths annuatly ! more than $300 billion support individuals live within 5 miles of a
each year * throughout the quittihg community pharmacy!
process

..notonly isit high.. (o yilize pharmacists' training and it's a public

|GOOD SENSE hify puients quitsmokine. ~ IMPERATIVE
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1 U5, Department of Health and Human Services, The idenith Consenuences of Smuking 30 Years of Propress; A Reoort of the Surpeon General.
Atants US. Deparunent of Health and Humar: Services, Centers lor Dhsease Controt and Prevention, National Center for Chronic Disease Prevention
and beaith Promotion, Office on Smoking and Health, 2014, ttpsiwewcde gowltobacro/data statistics/sge/SCth-anniversaryfindex btr

2. Xu X, Bishep EE, Keanedy 5M, Simpson SA, Pechacek TF, Anmwa e althoare Spending Attribuable to Ciwarette Smoking An Mndate. American Journal
of Preventive Medicine 2024:48(35:326 - 33,

2 Tebacco Control Network, Access to Tobaceo Cussatior ication theaugh Pharmacists. Association of State and Ternitorial ealth Officials
(ASTHOL 2017 hetpefivavw astho.org/Prevention/ Tobacco/ Tobaces-6.ess slion-Via- Pharmac ste/

4 Notional Association of Chain Drug Stores. Eace-to face with come m'ty_ghgrma:'eﬂ'.h!tp;ﬂwww.na'.ds.org/pdfs/a‘Jout!rx[mpact‘leavehehindpdf.

Pharmacist |
Prescribing of Tobacco Cessation Aids:

MYTH

Tobacco
cessation aids are too
dangerous
for pharmacists to

ibe

MYTH

Pharmacists
aren't properly
trained
to prescribe
medications.

MYTH

Only
physicians can
effectively
help patients quit

MYTH
Allowing
pharmacists to
prescribe only NRT
products
is good enough.

1. U8, Department of Health and Human Services. FDA Drug Safety Communication; FDA
revises description of mental health side effects of the stop-smoking medicines Chantix
{(varenicline) and Zyban (bupropion) te reflect clinical trial findings.
https:/fvoww fda gow/Drugs/DrugSafety/uem53222 1.htm, Accessed 6.13.18. L

2. New Meaxico tobaceo prescribing faw
3, Many resources available. Here is one compilation from the CDC:
https:/fwww.cde govitobacco/campaign/tips/partners/health/hep/indeshtml

I 12% doesn't sound like much,

- . - . nsider that if all
4. Shen X, et al. Quitting patterns and predictors of success among participants in a tebacco conside ti

cessation program provided by pharmacists in New Mexice. J Manag Care Pharm. smokers tried to quit smoking, a
2014;20{6):579-87. ) )

5. Anthenelli RM, et al. Neuropsychiatric safety and efficacy of varenicline, bupropion, and 12% increase in the success rate
nicotine patch in smokers with and without psychiatric disorders (EAGLES): a double-biind,
randomized, placebo-controlled dlinical trial. Lancet. 2016:387(1003732507-20, would mean

6. Based on data from the Centers for Disease Contral and Prevention, 4,536,000 more}:@;;)le would

https://www.cdc gov/tobacco/data_statistics/fact_sheets/adult_data/cig_smoking/index htm.
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PREVENTIVE CARE
TOBACCO CESSATION — NRT (Nicotine Replacement Therapy) and Non-NRT

STATEWIDE DRUG THERAPY MANAGEMENT PROTOCOL for the OREGON PHARMACIST

AUTHORITY and PURPOSE: Per ORS 689.645, a pharmacist may provide patient care services
pursuant to a statewide drug therapy management protocol.

» Following all elements outlined in OAR 855-020-0110, a pharmacist licensed and located in
Oregon may prescribe individual or multiple Nicotine Replacement Therapy (NRT) OTC and Rx
for tobacco cessation.

» Following all elements outlined in OAR 855-020-0110, a pharmacist licensed and located in
Oregon may prescribe non-NRT medications for tobacco cessation.

STANDARDIZED PATIENT ASSESSMENT PROCESS ELEMENTS:

e Utilize the standardized Tobacco Cessation Patient Intake Form (pg. 2-4)

e Utilize the standardized Tobacco Cessation Assessment and Treatment Care Pathway (pg.
5-6)

PHARMACIST TRAINING/EDUCATION:
e Minimum 2 hours of documented ACPE CE related to pharmacist prescribing of tobacco
cessation products

Oregon Board of Pharmacy
Approved: 8/2020
Reviewed:
Modified:
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Name

Tobacco Cessation Self-Screening Patient Intake Form

Date of Birth Age Today’s Date

Today’s BP

mmHg (*must be taken by a RPH)

Do you have health insurance? Yes / No Name of insurance provider
PCP/Health Care Provider’'s Name
List of medicine you take

Any allergies to medicines? Yes / No If yes, list them here
Any food allergies (ex. menthol/soy)

Do you have a preferred tobacco cessation product you would like to use?

Have you tried quitting smoking in the past? If so, please describe

What best describes how you have tried to stop smoking in the past?

[0 “Cold turkey”

[1 Tapering or slowly reducing the number of cigarettes you smoke a day

[0 Medicine

0 Nicotine replacement (like patches, gum, inhalers, lozenges, etc.)
0 Prescription medications (ex. bupropion [Zyban®, Wellbutrin®], varenicline [Chantix®])

(1 Other

Health and History Screen - Background Information:

1. | Are you under 18 years old? O Yes o No
2. | Are you pregnant, nursing, or planning on getting pregnant or nursing in the next 6 o Yes 0 No o Not sure
months?

3. | Are you currently using and trying to quit non-cigarette products (ex. Chewing tobacco, | 5 vyes g No
vaping, e-cigarettes, Juul)?

Medical History:

bronchitis)?

4. | Have you ever had a heart attack, irregular heart beat or angina, or chest pains in the 0 Yes 0 No o0 Not sure
past two weeks?

5. | Do you have stomach ulcers? 0 Yes 0 No o0 Not sure

6. | Do you wear dentures or have TMJ (temporomandibular joint disease)? 0 Yes 0 No o0 Not sure

7 | Do you have a chronic nasal disorder (ex. nasal polyps, sinusitis, rhinitis)? 0 Yes 0 No o0 Not sure

8. | Do you have asthma or another chronic lung disorder (ex. COPD, emphysema, chronic 0 Yes 0 No o0 Not sure

Tobacco History:

‘ 9. ‘ Do you smoke fewer than 10 cigarettes a day? O YesoNo

KEEP GOING

Stop here if patient and pharmacist are considering nicotine replacement therapy.

If patient and pharmacist are considering non-nicotine replacement therapy (ex. varenicline or
bupropion) continue to answer the questions below. 76
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Medical History Continued:
10. | Have you ever had an eating disorder such as anorexia or bulimia? 0O Yes 0 No o0 Not sure
11.| Have you ever had a seizure, convulsion, significant head trauma, brain surgery, history | o Yes o No o Not sure
of stroke, or a diagnosis of epilepsy?
12.| Have you ever been diagnosed with chronic kidney disease? 0O Yes 0 No o0 Not sure
13. | Have you ever been diagnosed with liver disease? 0 Yes 0 No o0 Not sure

14. | Have you been diagnosed with or treated for a mental health illness in the past 2 years? | o Yes o No o Not sure
(ex. depression, anxiety, bipolar disorder, schizophrenia)?

Medication History:

15.| Do you take a monoamine oxidase inhibitor (MAOI) antidepressant? 0 Yes 0 No o0 Not sure
(ex. selegiline [Emsam®, Zelapar®], Phenelzine [Nardil®], Isocarboxazid [Marplan®],
Tranylcypromine [Parnate®], Rasagiline [Azilect®])
16. | Do you take linezolid (Zyvox®)? 0O Yes 0 No o0 Not sure

17.| Do you use alcohol or have you recently stopped taking sedatives? 0 Yes 0 No o0 Not sure
(ex. Benzodiazepines)

The Patient Health Questionnaire 2 (PHQ 2):

Over the last 2 weeks, how often have you been  Not At All  Several Days More Than Nearly Every Day
bothered by any of the following problems? Half the Days

Little interest or pleasure in doing things 0 1 2 3

Feeling down, depressed or hopeless 0 1 2 3

Suicide Screening:
Over the last 2 weeks, how often have you had thoughts that 0 1 2 3
lyou would be better off dead, or have you hurt yourself or
had thoughts of hurting yourself in some way?

Patient Signature Date

Oregon Board of Pharmacy 3of6 v. August 2020 77



Optional-May be used by pharmacy if desired

Patient Name: Date of birth:

Address:

City/State/Zip Code: Phone number:

[1 Verified DOB with valid photo ID

[1 Referred patient to Oregon Quit Line (1-800-QUIT-NOW or www.quitnow.net/oregon or fax: 800-483-3114)
1 BP Reading: / *must be taken by a RPh

Note: RPh must refer patient if blood pressure > 160/100

Rx

Written Date:

Prescriber Name: Prescriber Signature:

Pharmacy Address: Pharmacy Phone:

-or.

[] Patient Referred
(fax or electronic
notification to the Quit
Line is acceptable)

Notes:

Oregon Board of Pharmacy 4of6 v. August 2020
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Tobacco Cessation Assessment & Treatment Care Pathway

1) Health and History Screen Part 1
Review Tobacco Cessation Patient
Questionnaire (Questions 1 -2)

No = No Contraindicating
Conditions.
Continue to step 2

Refer to PCP AND
Oregon Quit Line
1-800-QUIT-NOW

Yes/Not sure = Contraindic
Conditions.

ating

Il

2) Health and History Screen Part 2
Review Tobacco Cessation Patient
Questionnaire (Question 3)

Smoking Cigarettes.
Continue to step 3

Refer to Oregon Quit Line
1-800-QUIT-NOW to receive
counseling and NRT

Yes to question 3

{

3) Blood Pressure Screen
Take and document patient’s current blood pressure. (Note: RPh
may choose to take a second reading if initial is high)

BP < 160/100.
Continue to step 4

Refer to PCP AND
Oregon Quit Line
1-800-QUIT-NOW

BP > 160/100

4) Medical History
Nicotine Replacement Therapy
Questions (Questions 4-5)

No, to question 4 and 5.
Continue to step 5

Refer to PCP AND
Oregon Quit Line
1-800-QUIT-NOW

Yes, to question
4 and/or 5

i

5) Medical History

Nicotine Replacement Therapy Questions (Questions 6-8)
Question 6 = if Yes, avoid using nicotine gum
Question 7 = if Yes, avoid using nicotine nasal spray

If pa
NRT

tient wants NRT, prescribe
*

If patient wants bupropion or
varenicline, continue to step 6.

Question 8 = if Yes, avoid using nicotine inhaler

Prescribing
NRT*(pg.6):

e Combination NRT is preferred
(Nicotine patch + Acute NRT)

e Acute NRT = Nicotine gum, Nicotine lozenge,
Nicotine nasal spray, Nicotine inhaler

Tobacco History (Question 9 on questionnaire)

If Yes to smoking </=10 cigs/day, start with nicotine patch 14mg/
day If No to smoking > 10 cigs/day start with nicotine patch 21mg/
day

Consider NRT* if yes to any question from 10-14

If patient still wants

a) If yes to any question = avoid bupropion.

. Refer to PCP AND
bupropion, refer.

6) Medical History
Bupropion and varenicline screening

Questions 10-14 If patient still wants

b) If yes to any questions from 12-14-> avoid varenicline.

Oregon Quit Line
1-800-QUIT-NOW

W

varenicline, refer.

If patient answered no to questions 10 — 14, continue to step 7.
If patient answered no to questions 12-14, but yes to question 10 and/or
11, AND wants varenicline (but not bupropion), skip to step 8

If patient answered
no to questions 15-17,
review depression
screening step 8.

7) Medication History
Questions 15-17 on questionnaire.

If patient answered yes to any question
15-17 > Avoid bupropion.
- Refer if patient still wants bupropion
- If patient wants varenicline, continue to
depression screening step 8.

f Refer to PCP if patient
wants bupropion;
NRT* can be

considered

rom

'y

Score < 3 on PHQ2.
Review Suicide Screening in
step 9.

8) The Patient Health Questionnaire 2
(PHQ 2): Depression Screening

Score >3 on PHQ.
Avoid bupropion and varenicline, refer to
PCP for treatment. NRT* can be offered.

Refer to PCP;
NRT* can be
considered

i

Score of 0 on suicide
screening.

May prescribe bupropion or
varenicline.

9) Suicide Screening

Call PCP office to notify them of
positive suicide screening and
determine next steps. After
hours, refer to suicide hotline
1-800-273-8255

Score > 1 on suicide screening.
Immediate referral to PCP.

Prescribing Bupropion:

150mg SR daily for 3 days then 150mg SR twice daily for 8 weeks or
longer. Quit day after day 7.

Consider combining with Nicotine patch or Nicotine lozenge or
Nicotine gum for increased efficacy.*

For patients who do not tolerate titration to the full dose, consider
continuing 150mg once daily as the lower dose has shown efficacy.

Prescribing Varenicline:

0.5mg daily for 3 days then 0.5mg twice daily for 3 days then 1mg
twice daily for 12 to 24 weeks (may use Starter Pack).

Quit day after day 7 or alternatively quit date up to 35 days after
initiation of varenicline.

Generally not use in combination with other smoking cessation
medications.

Oregon Board of Pharmacy
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*Nicotine Replacement Dosing:
| Dose

Long Acting NRT

Nicotine Patches e Patients smoking >10 cigarettes/day: begin with 21mg/day for 6 weeks, followed by 14mg/day for 2
weeks, finish with 7mg/day for 2 weeks

e Patients smoking < 10 cigarettes/day: begin with 14mg/day for 6 weeks, followed by 7mg/day for 2
weeks

¢ Note: Adjustment may be required during initial treatment (move to higher dose if experiencing
withdrawal symptoms; lower dose if side effects are experienced).

Acute NRT

Nicotine Gum e Chew 1 piece of gum when urge to smoke occurs. If strong or frequent cravings are present after 1
piece of gum, may use a second piece within the hour (do not continuously use one piece after the
other).

e Patients who smoke their first cigarette within 30 minutes of waking should use the 4 mg strength;
otherwise the 2 mg strength is recommended.
e Use according to the following 12-week dosing schedule:

0 Weeks 1 to 6: Chew 1 piece of gum every 1 to 2 hours (maximum: 24 pieces/day); if using nicotine
gum alone without nicotine patches, to increase chances of quitting, chew at least 9 pieces/day
during the first 6 weeks

0 Weeks 7 to 9: Chew 1 piece of gum every 2 to 4 hours (maximum: 24 pieces/day)

0 Weeks 10 to 12: Chew 1 piece of gum every 4 to 8 hours (maximum: 24 pieces/day)

Nicotine Lozenges ¢ 1 lozenge when urge to smoke occurs; do not use more than 1 lozenge at a time

e Patients who smoke their first cigarette within 30 minutes of waking should use the 4 mg strength;
otherwise the 2 mg strength is recommended.

e Use according to the following 12-week dosing schedule:

0 Weeks 1 to 6: 1 lozenge every 1 to 2 hours (maximum: 5 lozenges every 6 hours; 20 lozenges/day);
if using nicotine lozenges alone without nicotine patches, to increase chances of quitting, use at
least 9 lozenges/day during the first 6 weeks

0 Weeks 7 to 9: 1 lozenge every 2 to 4 hours (maximum: 5 lozenges every 6 hours; 20 lozenges/day)

0 Weeks 10 to 12: 1 lozenge every 4 to 8 hours (maximum: 5 lozenges every 6 hours; 20
lozenges/day)

Nicotine Inhaler e Initial treatment: 6 to 16 cartridges/day for up to 12 weeks; maximum: 16 cartridges/day

e Use beyond 6 months is not recommended (has not been studied). If patient is unable to stop smoking
by the fourth week of therapy, consider discontinuation.

e Dijscontinuation of therapy: After initial treatment, gradually reduce daily dose over 6 to 12 weeks.
Some patients may not require gradual reduction of dosage and may stop treatment abruptly.

Nicotine Nasal Spray e Initial: 1 to 2 doses/hour (each dose [2 sprays, one in each nostril] contains 1 mg of nicotine)

o Adjust dose as needed based on patient response; do not exceed more than 5 doses (10 sprays) per
hour [maximum: 40 mg/day (80 sprays)] or 3 months of treatment

o |f using nicotine nasal spray alone without nicotine patches, for best results, use at least the
recommended minimum of 8 doses per day (less is likely to be effective).

e Use beyond 6 months is not recommended (has not been studied). If patient is unable to stop smoking
by the fourth week of therapy, consider discontinuation.

e Djscontinuation of therapy: Discontinue over 4 to 6 weeks. Some patients may not require gradual
reduction of dosage and may stop treatment abruptly.

Oregon licensed pharmacist must adhere to Prescribing Parameters, when issuing any prescription for tobacco cessation.

PRESCRIBING PARAMETERS:

e 1st prescription up to 30 days

e  Maximum duration = 12 weeks

e Maximum frequency = 2x in rolling 12 months

TREATMENT CARE PLAN:
e Documented follow-up: within 7-21 days, phone consultation permitted

Oregon Board of Pharmacy 60f6 v. August 2020
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DEVICES AND SUPPLIES

PRESCRIPTIVE AUTHORITY - OREGON

AUTHORITY and PURPOSE: Per ORS 689,645, a pharmacist
approved drug or device, pursuant to a diagnosis by a healt

PHARMACIST

may prescribe and dispense an FDA-
h care practitioner who has

prescriptive authority and who is qualified to make the diagnosis

T

Oregon may prescribe the follow:ng dewces and supphes

» Following all elements outimed in OAR 855 020 0110 ‘a pharmaast licensed and located in

¢ Injection sup'p_lées o
¢ Nebulizers and associated supplies;
« Inhalation spacers;

o Peak flow meters;

. tnternationai.Nd‘tma!i_zed Ratio (INR) testing supplies;

e Enteral nutrition supplies; and

s Ostomy products and supplies
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§1746.2 Protocol for Pharmacists Furnishing Nicotine Replacement Products

(2) A pharmacist furnishing nicotine replacement products pursuant to Section 4052.9 of the
Business and Professions Code shall follow the protocol specified in subdivision (b) of this section.

{b) Protocol for Pharmacists Furnishing Nicotine Replacement Products

(1} Authority: section 4052.9(a) of the California Business and Professions Code authorizes
a pharmacist to furnish nicotine replacement products approved by the federal Food and
Drug Administration for use by prescription only in accordance with a protocol approved by
the California State Board of Pharmacy and the Medical Board of California. Use of the
protocol in this section satisfies that requirement.

(2) Purpose: To provide timely access to nicotine replacement products and to ensure that
the patient receives information to appropriately initiate smoking cessation medication
therapy.

(3) Explanation of Products Covered: Prescription nicotine replacement products approved
by the federal Food and Drug Administration and provided by a pharmacist for smoking
cessation are covered under this protocol. Pharmacists may continue to provide over-the-
counter smoking cessation products without use of this protocol.

{4) Procedure: When a patient requests nicotine replacement therapy or other smoking
cessation medication, or when a pharmacist in his or her professional judgment decides to
initiate smoking cessation treatment and counseling, the pharmacist shall complete the
following steps:

(A} Review the patient’s current tobacco use and past quit attempts,

(B) Ask the patient the following screening questions:

(i} Areyou pregnant or plan to become pregnant? (If yes, do not furnish and
refer to an appropriate health care provider)

{ii} Have you had a heart attack within the last 2 weeks? {If yes, furnish with
caution and refer to an appropriate health care provider)

(iif) Do you have any history of heart palpitations, irtegular heartbeats, or have
you been diagnosed with a serious arrhythmia? (If yes, furnish with
caution and refer to an appropriate health care provider)

(iv)Do you currently experience frequent chest pain or have you been
diagnosed with unstable angina? (If yes, furnish with caution and refer to
an appropriate health care provider)

{v] Do you have any history of allergic rhinitis (e.g., nasal allergies)? (If yes,
avoid nasal spray)

{vi) Have you been diagnosed with temporal mandibular joint (TM})
dysfunction? (If yes, avoid nicotine gum)

These screening questions shall be made available in alternate languages for patients whose
primary language is not English,

(C) When a nicotine replacement product is furnished:
(i) The pharmacist shall review the instructions for use with every patient
using a nicotine repiacement product.

Pagelof 4
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(ii) Pharmacists should recommend the patient seek additional assistance for
behavior change, including but not limited to the California Smokers’
Helpline (1-800-NO-BUTTS), web-based programs (e.g.,
http://smokefree.gov), apps, and local cessation programs.
(D) The pharmacist shall answer any questions the patient may have regarding smoking
cessation therapy and/or nicotine replacement products,

(5) Product Selection: The pharmacist, in consultation with the patient, may select any
nicotine replacement product (alone or in combination) from the list of therapies specified
in this protocol in the Table “Nicotine Replacement Therapy Medications for Smoking
Cessation.” This list shall be kept current and maintained in the pharmacy or health care
facility, and shall be available on the Board of Pharmacy’s website.

Generic equivalent products may be furnished.

(6] Notifications: The pharmacist shall notify the patient’s primary care provider of any
prescription drug(s) and/or device(s) furnished to the patient, or enter the appropriate
information in a patient record system shared with the primary care provider, as permitted
by that primary care provider. If the patient does not have a primary care provider, or is
unable to provide contact information for his or her primary care provider, the pharmacist
shall provide the patient with a written record of the prescription drug(s) and/or device(s)
furnished and advise the patient to consult an appropriate health care provider of the
patient’s choice.

(7} Documentation: Each nicotine replacement product provided for smoking cessation and
furnished by a pharmacist pursuant to this protocol shall be documented in a patient
medication record and securely stored within the originating pharmacy or health care
facility for a period of at least three years from the date of dispense. A patient medication
record shall be maintained in an automated data processing or manual record mode such
that the required information under title 16, sections 1717 and 1707.1 of the California
Code of Regulations is readily retrievable during the pharmacy or facility's normail
operating hours.

(8) Training: Prior to furnishing prescription nicotine replacement products, pharmacists
who participate in this protocol must have completed a minimum of two hours of an
approved continuing education program specific to smoking cessation therapy and nicotine
replacement therapy, or an equivalent curriculum-based training program completed
within the last two years in an accredited California school of pharmacy.

Additionally, pharmacists who participate in this protocol must complete ongoing
continuing education focused on smoking cessation therapy from an approved provider
once every two years.

(9} Patient Privacy: All pharmacists furnishing nicotine replacement products in a

pharmacy or health care facility shall operate under the pharmacy’s or facility’s policies and
procedures to ensure that patient confidentiality and privacy are maintained.

Page 2 of 4

83



¥ J0 € 984

BEfrgan 0 SR 21 b afipupen |
To[Eyul SUlOOIN .
HC

DEOBBU SR SN0 2~4 D ILISOU 108 u feids |
Fgidls jeset sUROTIN  »

¢}

papsal 52 s1n0y 2= b efueio g
B sbuate) sURSaIN

HO

BEpA SR S0y 7 b ot
[BiZ) web suposty
oo 1) 5680 [RuDR IS DU SWOIWAS s

GERDRENSRIG |QINGS OF DEUBIL S8 DBSA | HN Bustoe-ious
SNd
s 2 X AepyBii g

SEan g % ArpyBi oy

s Qo X AepyOil |2
GEed SUNOTIN  »

SWOGWAL
ERZIDUIM 21406 10 130us jusadid of N Sline-Buon

RELAETEIEE 0} = IRAOl0S GUAIET 1y ooty

SUUW §F UOREING w
ES0
Buunap 10 2gjeq seinaw
6 safielassq o poo) op
5.0 B2 Joy Aduannd
suszad efppes tadny 5
ahid g Buyuby jsw pnd,
g {agruebio e ) sbuny
B DR BBULT ION O o
SLIRAKT HOWS W g 1o
RO} [0 HOET Ot HBEU]
Bugpd B0z 30
sEo 07 BLe pEtan
S1 20D U BuRIN
Aeppsabpuues
QSRS 2 FeT jENUL o
senuy
o7 #% Bugind snenugucd
A SIORER 150 a

o3noy Z-) b sDpupes | asn
‘Buisap szyerpnpy
Aepysaslipules 6 -9

WpuCw £ u0geng

pasapsape Rieg o

Anude By op 30U g uBnouy

BRI 0 A EME IS 00 G
Aepsasco g seyy

L SYNSE SOG I 5
Aepmaset Oy
0 ISESOR G -

WHURES o

12 asn A

230001

BBy 8y, of alooiu 36 B g g
Sipagep AEsds yors (juisol yoes
1 BU0) SASGE 7 = SO0 BT
(fepmance g

INOUSESD 21

TADEA (1) - UChest o

{sunpeq e anoWa

SHVLBHNSD U285 SonMUIE
yumiged i sinod 93 o) uojed seam day

Sydam 2 1 Aepdia 2
L5 g ¥ AepBn by
ACHGRET L=

sypam 7 % Aepliu 7
SHAGM Z % AR p)
S gp x fepde 1g
TERERT G

SuaaM 23 SN ueeIg «
asn Beunp o2
sajfud §; sebalanaq BRSO
0w A4 0 Sea
BBl O ARG ARu0Seln
MTHEMS 1D MTYD 10U ¢ o
ueaesuss Buriuy wies
2 5NeD RN BEeBE] SULITH

{iuty oy

SN (] PUBPURS 5 SHMIW
0E-02) APROIS SACESD 0L MOY 5
Aeprsafiuars o7 whutey 5

SINGY f- b 98URZ0) |
Ti-0i SR

sinol »-7 b abuma |
f4 SRS

sinoy -} b abuszo) |
G SNOOM

Bu g
Bupysa sy SO0 GE < 312810

Bus v
BUPIEN JOYE SOIMW (55 BRI

SySE 2] 0} 8 uoneing

san Buurg o sutjed

SEuL G} SeERIBNG J0 POT) Oy
0N O SRR BRI Ul ey
{un QF Aessuall warjou

seen &ful) oo g sujoom s o
ISOL IUn SOas Wedimay eaday
sape) 20U uaym Buma aunsey
{Smays ge—5i-) sigadde

ucesues Sundun Jo Anoded

UDUM WiNG PUE HOBUD LSS Ny
Ao et gaen My
LT e g AR e

SINOY §-p b a0 |

L]

. % oW

Ci03 500

SN p-Z b 50010 |

B BEON,

undlig-1 bacad

Gy SHBOM

B g

Duiyest 1aye SR g apaehia )

Suyp

BUnER SOE SBINUI O3S SDIeBS o

{sieok g) ) SUISHIPY o

Bipsasean oue

{1) Azobeany, A ubayd

BEEVSIN S4SPASOUTROI »
suomad eudue

(204 81 >) SUBISRIEDY »
fupasysea

pa {g Aflspea) Aoverfayy o

SRRICH ABMIS BARDODI BB o
fasaus sithod
Jesey SRl ISPIoSY

esey s Bukuepey o

(824 2] ») SWREHOPY u
Bupasysenig pue [ Aobes

{8208 9i >} SUSHEHWY o
fupeaysesig pue Aneubian

{s1e9d g1 >) sjusssaney
Sunpagensn pue | fsueubug
23L851 W] IBNGpURGduE |

BLIUSSION 10 SN0UST sumped SUSREIR0 Xy Asean] o symyeed suopad
se LR euiue BULasion JO SHUSG » sucgad euwbue Suitetion XSnouay eufiug BRUSLIcH 10 SNOLSS 4 euifue Suniss 1% JO SR0IRE »
Dunkuaspun snouds o 1 seuapiyue Suecun snouag o sengAyie Buluspun snouss g senugphybe Bukispun snouss ¢ sexha Seluepun SNGIS 5
UORRIEILL R R 0AL [EnE 25| L0 UCIEDIE jEereri b
sprde il 2 Sucineald 505 « (SHBaM 7 7 ue0as o | R0oohl (S0am g ) oy « R et (59500 2 1) LS - EPRIOA {18a5 7 N 1800 u EPIED0AR (SHEoMm 7 ) UM o
Julet AByD
ISBYY 210 SL0S1s -+ Ued augodyy SOURR BMOME LGS Sukoon cacanbe lasom s noi-b2} Burp Bury
ARuls (B5RU BUR00IL~+ Ned Sugson paeys B p siaayap ToW QG W Sugbon B § B 17 B oy B g o)) Julls gy "seuuD pubus
SOUIET) SURCNE-» Yed SURCO =Hpies fw 4 ARICS palapay {uausb) xu RIFETE-15Y B p B 7
il BuGOOI - GO sulod xy x5 {seausd 10 WBGNoN L0 yalusza Wy SN0 310
A323H)8 PAIRIISUOLIAP UlIM SUCHEUIGWO] 223jEyu| JOIONN 2SI 190N 18U YD ULBoHN L oBuBro”) syasoIN JUBUGY | BHRIONN

UGNesSSy)) BUnjows o) suonespa Aderay ], Juawadeiday aunoin (01)

AR

84




t7 40 p 984

'9PO)) SUOISSI0.IJ PUR SS2UISNg ‘62604 pue (01){B}ZS0% suondas :aouaiajay apoD) SUNISSajold pue ssauisng '6'zsob pue {01){(e)zS0+ ‘Sp0y suondss AjLoyiny

‘G102 '9¢ Aenuep paiepdn passasal siubl iy “BILOHEBD j0 ARsAUN BU3 Jo slualiay sUL §1OZ~6661 @ WBLAdOD
'spesur sbeysed Sunpenuetl sy; 03 19481 asea|d ‘Uopeunioju] Burguosasd aapdiios 104
‘1enposd uoliduasald Xy (jonpoid uondudsaid-uou) Jajunoa-ayl-aaac "D 10 \Adeiay) Justieoeids: sunosit T L YN ISUCIRIASIGY

#Nb o 23ApE [BUIIGRL PABIXNS Jey] SUCHURAISIUE BUIISUNOD [BJOINBYSY DRISYO aG PINOUS SIsYoWSs tueubalg

A1BlEs YA $1UB0U0T [23112103Y) PUE SSAUSAINAYS JO SDUAPNG JUSIYNSL U0 Paseq Loileapaw Inoupm Ieb o) pefizinosus aq DIRcYS siaxows juzubasd jey) sayes SUIRPING 29030844 {E21LHD 'S N UL
1ozl Ag patasien |,

‘auIpiLiLgexe|S Ag palasien

sjusbe [enpiupul 1o patsy sebejueApeSID 825 o
Adeieyotiow
Uy A500 2Iowl sl AdRIaLf} UORBLIGIDY) «

{4,005

SIIBLLOIAS PIO3 B 2AYBYE
353| a4 b sobpLylen
soliazaype sskuniduics

ues Bulsop Jusnisal) o) pasy

@395 ARAUIE

3ARERI 2IANBS 10 S19PI0SHH
RSP U IR0 L siuened

Aqj 55N 104 PAPUILLLLGIST JON
agewaigosd usjjo

ottt feseu ‘spusied awos
1o ajqeisap 10 sjgmdalan ag
Jou Wi uotessiviLpe [BSEN
aaualsype asiuordiod

wad Buisop wankay) o) peap)

{sumeussp ndole ‘ewszss
‘siseposd FBe) suoppuos
sfiojojeuitep W syueied

Ag 930 104 PIPUSLILLODAI 10N
stuojdLuls [emeipiyim abeuei
Ranoe o paselll 9q ouues
“ACRIBI5OUOLL SB PASTE UBLfA

awostayioq e Jufiiu
{wngquesy "sdnoaly ‘easney)

Y914 OIS (ELSSIINISED »

FouBIRYPE ISRUCIGLLEY

uea Bussop janbayy 0; paap

sjuasjed

305 Jo) BjqelIsap Jo ajgeidesse
a4 jou jhil Bumay wng
SJI04S SSIONPR S o

pue ssauanyoage 10} esseoal
st anbiuyds) Suimayd Jodaid
Hom juap Juzogubis yim
swuaged Joj snewa)god aq by
aouasape esilnsdiuoo

uea Busop Janbay io) pasp

sjuabe |enpiipul 1oj pajsh sebejueape aog o
Adesayzouow ym Juaugeal) payej

Agsromald aney oy siusged 1oj vondo aagimiEy o
Lin juebe ojbus of paseduics sojel seaaons
u asesnw ybuueal ing yews e saptaoxdt

Adeuay) uonelaquies seBns saipms yueessy a
035Eq0]
1o} safin |euonenyis pue swajdils Emaipylm
abeuew o3 Adelary sjenn ueo guaged pue

SINOY 7 JOAC S[IAS] JLHOIIL JURISISUND SBPINDI =

safian jpuogenys

sbieuet ¢ suabiz Jayio LM
UOgBLIGLUIO L} Pasn & Le))
Buigoius

16 12Nl YINoLL-03-puBY SOTLIR
sLuojditAs jPMBIpYILA
affeueuz of pajesy e ey
023240} 19)

sabin yeuonenys

sfeuew o} sjusbz Jego Y
UDQELIQLLGS L pasn aq ueny
suoiduids e ipyis ebeus

SINOY $7
13A0 3|BA3| SUROIIY WESISUCD
srenyap ‘sjuefie Jayo yywm
UDRBUIGUIOD U pasN B UB)
S181))0 0} SAGIAGD (588

51 88N 53 *sorpoid 1N [12 4G
stueigoid S3UBIBLPE JOMB] LW

sabin puogenys
afeuew o} suafie sy

iit GOIRUIGLICS W PASN aq ue)) «

suopduks pmespypm

afipupil 6] PAIERY aq UEY) »
el wbtem Aejop BN «

633290} Jo}

safian [euonengs

affeuew o spuabe oy

34 LODBUSGLUDD W PIST 8q U}
SWORAS JRAIDIIR

sbeuew 0} pajes aq ues

wel whom Agpp Jybiy

030£40} J9}

sjuaBe EnpLupL 0] Pajs)| SPL9 BSIADE 335 4

NSNS |240 UL 58 aAas JBIN o Aipid2) 0 pRJEs 0G UL psjetsosse Buisop Auep asuQ o | @pmEsens jeio ue s sAles by SJRRSENS |30 L1 SE BAIBS JYBIY
ORI Yinow pue Jeoy| —
ayaepesid « Bugiuonfeasney —
— ybnosy » uendiosqe aunosiu o”__._MMHM:M mm.m%mvmwﬁcm_.m -
- Buizasug « JELLINGO0U L P3IEInosse i ‘anbluyas) Sumaiyd
eisdadsi(] o BulEs) u MR ——" syaepea; 1980 LIM PIIEIDOSSE SPAYT =
SHINY w SEIYY - ‘Brsuosul) SsouBqimeslp dasig PULTIES S uogeAesiadil .
Aepeal u {uonesuss SUIEPEI « ybnon visdodsi(] o
4ENBD) W Buriing 1 Kiadded Jou} (Bussng *srqunid sdnaopt SN2 w
UGRRIILI JZORR IO DUR HICH « UOHEYN JE0IY} IO/PUR [BSEN w | ELIBUMIS) SUONIES LS BI0T & zasnen S53URI0S MRIEANOW




Agenda Topic: Tuberculin purified protein derivative for tuberculosis testing

Included in agenda package:

¢ Kentucky Tuberculin Skin Testing One-Step Protocol
¢ Kentucky Tuberculin Skin Testing Two-Step Protocol: For Initial TestmﬂF in Adults who will be
Undergoing Annual Testing

Action to be taken:

¢ Discuss subject and offer recommendations regarding the development of protocols for the
initiating of treatment with and dispensing and administering by pharmacists to persons 18 years
of age or older for drugs approved by the U.S. Food and Drug Admmis‘u ation for tuberculin purified
protein derivative for tuberculosis testing
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TUBERCULIN SKIN TESTING ONE-STEP PROTOCOL
v2

Approved 12/11/2019

PURPOSE

This protocol specifies the criteria and procedures for pharmacists to initiate the dispensing,
administration and interpretation of the Mantoux Tuberculin Skin Test {TST) to assist in tuberculosis
prevention and control.

PHARMACIST EDUCATION AND TRAINING

Prior to initiating the dispensing, administration and interpretation of TST under this protocol, the
pharmacist(s) must successfully complete training and follow pracedures as specified by the US
Centers for Disease Control and Prevention Guidelines for Targeted Tuberculin Testing' from a provider
accredited by the Accreditation Council for Pharmacy Education, completion of Module 3 of the CDC
Core Curriculum on Tuberculosis: Targeted testing and the diagnosis of latent tuberculosis infection
and tuberculosis disease’, or by a comparable pravider approved by the Kentucky Board of Pharmacy.

Provider of Training:

Date of Training:

tnclusionCriteria .
Pharmacists acting under this protocol are authorized to initiate the dispensing, administration and
interpretation of TST to adults ages > 18 years of age who:

e Are at increased risk for fatent or active tuberculosis disease

* Need TST documented for school attendance or insurance purposes

Exciusion Criteria
Individuals meeting any of the following criteria:
* Allergy to any component of the TST or those patients with a previous allergic reaction toTST
* History of severe reaction (necrosis, blistering, anaphylactic shock, or ulcerations) to a previous
5T
* Documented active TB or a clear history of treatment for TB infection or disease
» Extensive burns or eczema at the administration site
e Live vaccination administered within the last 28 days
e History of positive TST
¢ History of documented previous bacilli Calmette-Guerin {BCG) vaccination
* Anyindividual who is receiving an initial TST and will be receiving annual TB testing and thus is in
need of two-step testing {refer to two step testing protocol)

Targeted Tuberculin Testing and Treatment of Latent Tuberculosis infection ATS/COC Statement Committee on Latent Tuberculosis infection,
June 2000. Availabie at bttps://www.cde gov/mmwr/preview/mmwrhtm|/rr4906a1.htm.

2 CDC Cere Curricutum on Tuberculosis, Available at https:f/www.cdc.gou/tb/educatiun/corecurr/pcﬁf/chaptera.gdf.
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MEDICATIONS

This protocol authorizes pharmacists to administer tuberculin skin test antigen, also known as purified
protein derivative (PPD), read, and interpret the TST. The Mantoux tuberculin skin test {TST) is the
standard method of determining whether a person is infected with Mycobacterium tuberculosis. This
protocol authorizes the pharmacist to dispense and administer the following products with an approved
indication for TST.

ek

- Tubersol Sanofi Pasteur

R

ImlL (10 tests} =49281-752-21
- 5mL (50 tests) =49281-752-22
Aplisol Parkdale 1 ml {10 tests) = 42023-104-05
S5ml {50 tests) =42023-104-05
*or any other FDA-approved tuberculin skin test antigen

PROCEDURES FOR INITIATION OF TB SCREENING
Decision to conduct TST will be based on relevant medical and social history and consideration of
contraindications and precautions as outlined below and in the ATS/CDC Guideline !

Relevant Medical and Social History
* Past medical history, including vaccination history
s Current medications

Allergies and hypersensitivities

s Current living environment

History of TST and reactions to TST

Contraindications and Precautions (Refer to Exclusion Criteria)

* Allergy to any component of the TST or those patients with a previous allergic reaction toTST
History of severe reaction (necrosis, blistering, anaphylactic shock, or ulcerations) to a previous
TST
* Documented active TB or a clear history of treatment for TB infection or disease
Extensive burns or eczema at the administration site
* Live vaccination administered within the last 28 days
History of positive TST
History of documented previous bacilli Calmette-Guerin (BCG) vaccination
Any individual who is receiving an initial TST and will be receiving annual TB testing and thus is in
need of two-step testing (refer to two step testing protocol)

-

The TST is performed by injecting 0.1mt of tuberculin PPD in the inner surface of the forearm. The
injection should be made with a tuberculin syringe, with the needle beve! facing upward. The TST is an
intradermal injection. When placed correctly, the injection should produce a pale elevation of the skin
{a wheal) 6 to 10 mm in diameter (see Appendix A for detailed procedures).




PROCEDURES FOR MONITORING AND FOLLOW UP

The skin test reaction should be read between 48 and 72 hours after administration. An individual who
does not return within 72 hours will need to be rescheduled for another skin test. The reaction should
be measured in millimeters of the induration (palpable, raised, hardened area or swelling}. The reader
should not measure erythema {redness}. The diameter of the indurated area should be measured
across the forearm (perpendicular to the long axis) and recorded as millimeters of induration.

Interpretation and classification of TST results is determined by diameter of induration and
consideration of risk factors as outlined in ATS/CDC Guideline® {Appendix B). If active TB symptoms are
present or indicated on the TB risk assessment documentation (see Appendix C), patient must be
immediately referred toa healthcare provider for treatment and further advised regarding isolation
precautions.

EDUCATION REQUIREMENTS
Individuals receiving TST will receive education regarding:

o Need to return in 48-72 hours for interpretation of the TST

* Resuft of the TST

* Need for confirmatory evaluation and a chest X-ray following a posifive TSTresult

* Between an initial positive TST and confirmatory evaluation, the patient may carry on normal
activity uniess showing signs and symptoms of active TB disease.,

¢ If active TB symptoms are present or indicated on the TB risk assessment documentation [see
Appendix C), patient must be immediately referred to a health care provider for treatment
and further advised regarding isolation precautions.

DOCUMENTATION
Pharmacists will document via prescription record with each person who receives a TST under this
protocol including:

1. Documentation as required in 201 KAR 2:170 for the dispensing of prescription medication; and
Documentation that the individual receiving the TST was provided with the required education
and referral information pursuant to this protocol,

2. Documentation of test and result must be maintained by the pharmacist and provided to the
patient and shall include both the millimeters of induration and interpretation of test {negative
Or positive).

3. Individual test results, either positive or negative, may be provided to others upon the
individual’s request. This can include employers when testing is provided as requirementof
employment,

NOTIFICATION AND REFERRAL

Pharmacist shall ask all persons receiving TST under this protocol for the name and contact information
of the individual’s primary care provider and shall provide natification of the test performed under the
protocol to the identified primary care provider within two {2) business days. Any individual
affirmatively stating that the individual does not have a primary care provider may still receive a TST
under this protocol provided all other applicable requirements of the protocol are met.
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Guidance provided by 902 KAR 20:205 indicates all positive results must be sent to the local health
department within one (1} business day and, if available, the individual's primary care provider for
follow-up.

[tf directed by the authorizing prescriber, the pharmacist{s) shall provide written notification via fax
or other secure electronic means to the authorizing prescriber of individuals receiving TST under this
protocot within 7 days of initiating dispensing.]

TERMS

This protocot is effective as of the date all parties execute the document. It shall remain in effect for a
pericd of one year and shall automatically renew for successive one-year periods unless otherwise
terminated by any party, with or without cause. Any termination without cause shall require prior
notice to all parties of no less than sixty days.

SIGNATURES

Prescriber Name Date

Prescriber Signature

Pharmacist Name Date

Pharmacist Signature
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Appendix A: Procedural Checklist for Placing/Reading Tuberculin Skin Tests?

138 MIAWR December 36, 2065

Appendix F. Quality control [QC) procedural observation checklists

Cuality Control (GC) Procedural Gbservation Checklist for Placing Tubsreuiln Skin Tests (TSTs) — Manioux Method

Date frainer (QC by} Trainee {TSY placed by}
[ﬁ:}ggr{ng: Yor¥etes  HorfoNo  NA=Nat Appiicable
1. Praliminary Holts needle bevel-up and tip 8t 5°-15° angle to skin.
Uses apgrapriale hang iygiene methads bekno Starting. inserts needa infist layer of skit with U visible bencath siin.
e SCTCENS pationt for conraindications {severe advaise e Advances needia unl entise bavet is under ihe first layer of skin.
reacticns t previous TST) . Pelezses streiched skin.
— Uses weli-htaes. Injects entive duse slowly.
Forms wheal, as tiguid is injectad,
2. Syringe! filedt with exactly 0.1 mb of § tubsreudin units (TU) ........ Removes noedie without prossing area.
puritied protein derivalive (PPD; antigent Activanes salety featua of devics par manytacturer’s
e Femaves antigen vial o telrigeration and conlrms hat it s reosmmendalions. if applicable.
5T PPD antigen.¥ e PlicEs used needie and syrings immediately i punclure-
Caecks label and expiration date on wal, resisiant containes without recagping needie.
tAarks opening date on muitidase vial, Immadiately measures wheal to ensurg 6-10 twm in diameter
- Fils immediately aker vial remaoved fom refngeration. (Actuat whea! measurament ____mm}
Cleans vial slepper with andseptic swak il muod o Huid is present, Biots s4e lightly with gauze of conan
Twisiz needle onto syringe 1 ensure tight i, b
Bertovey needie guard, Biscards used gaure or collor batl acrording 1o locat standay
Inserts needls ints e at precautions.

1 tha TEY is admirastered ncerrectly (lon teeply of log
shallow} and the wheal is inadequate (6 mm). & new TST
shouid be placed immediaiely, Applying e second TST on
the ofhor anm 6 N @ difieren? ates of the samo arm {aleast

Draws stightly over 0.1 mi of 3 TU PPD into gyringe. ——
Removes excess valume of air bubbles to exactly 01 md of
5 TU PPD while needie ramains in vial to avoid wasting of

ankiger, 2 inghes fromt the (ISt siie} is preferable so that the TST result
Hemoves needle from vial, wil be pasier 10 1ead,
—— Retums antigen vigh o the relrigerator immediataly afier tilling. _ Documests all information required by e setting fe.g.. dite

and time of TEY placement. person who placed TS, Iocatich
of injection site and ot rumber of tubsrculing.
Uses appeopriate hand hygiens methods afier placog TST.

w

L TST administration site seiected and cleanad

Setects upper ihird of forear with palm up =2 inches lrom:
eibow, wiist, or other injection site ™'

__ Selects site free fom veins, lesions, heavy hait, badses, %. Explanation to the client regarding care Instructions lof the
scang, and mustie saige. Injection site
e Cleans tha site with antiseptic swab using circutar motion The wheat (bum} is normed and will ismain shout 10 mimoss,
from cerder to outside. i Do not toueh wheal; avald stratching
o Aliows site to dry thoroughiy belors admmstaring antigen. Avoid pressure ot bandage an injaction sde.
4. Needle inserted properly fo sdminister antigen o F1B28 locad discamfort and kritation does not require ireatment,

May wash with scap and water {vwilhout préssum] aftor ¥ hour,
N fohons or liquids on site, axcept for kght washing., as sbove.
Keep appoiument lor reading.

Fesls anm on lee, wellit surfacs.
Brretehies skin stighty.1?

* Seveie advareg reactions to foe TST are rare out inckitde icoration, Rocrosis, wesicldaton, of bullae at the test site, or anaphylactic shok, which is sub-
stentally rare. Those reactions are the only contraingications o having 4 TST administered,

1 lisaa W-teingh 2rgauge nuedie or linet, disposatle lubercubn fprederably o salety-type) spnge,

§ Frafilng synnges s not rmeommanded. Tebarculn is absorber 1n VaFyING anotnds by glass and plastios. To Minmtss ieducton in petency, lubensulin Shoudd
be adreirustersd as scon aker the synnge has been filed as possite. Followitg thess procedures wil aiso help avoid contamination. Test doses shoud
ahvays be remaved from the viat snder shiclly aseplic condilions, and the ramaining solulion should remain mefigeratsd (no! froren). Tuberculin shouki be
stored i the dark as much a5 possitie snd exposuie 10 sirong light snould be awsided. SGURCE: Amercan Tharacc Society, COC, infectious Dsezse
Sotsty of Amenca. Diagnostic standards and classification of lubercuiosis in adults and children, Am J Fespr Ot Care Med 2003161 137605,

¥ Proventing lubsreuin antigen and vacene (2 g, Td loxoks) misadministration ks important. Measures shoud include phiysical separation of refrigerated prod-
ucts, carelul vissal inspection and reading of labets, preparation of FPD for patient use orly at time of lesting, and enproved record keeping of fof nurmbers
of gnltigens, vaccines. and ofher injegtabie products. SOURCE: COC. Inadvertent intradecmal sdminisiration of felargs ToKOi-ConaiNIng vastines nsteac
ot wberculosis skin tesis. MMWR 200453662

** {f nelther & s available o oceptatie for 1esting, the Back of the shoulder is 5 good alternate TST administation sife
SOURCE: National Tubsrcuiosis Gomroliers Association, National Tubereulosis Nurse Constitant Coaliion. Tuberculosis RUISiNG: & COmprenensive guide
to pabent care. Seyrng, GA Nationat Tubercuiosls Controliers Association; 1897,

1 Streten shin by glacing nondominant hand of hoalthrcae worker (HEW) on patent's orea:m below the reedie insarion Pt arsd then agplyieg trzcton i
the apposte direetion of the needie inserion. Be camful not to place the nonderminatt hand of e HOW opposite e adrristrasion needls if the patient
15 By 1o move dunng the piocedure, which might cawse an accidentat teetke-shick ayury to the HOWS. In children ang sthers wha are likedy 1o move dus
ing the provedure, cartain ainers preler straleiing the skin in the opposite cirection of the needle IRsartan by piscing thes aongoenunary hunc of the HOW
undiat the patient's tareattn. This method shioultt not be usad tor persons with poor Bkin furgor.

3 Guidetines for preventing the transmission of tuberculosis in Healtheare Settings, 2005. MMWR Vo, 54/ No. RR-17. Avallable at,
https://www.cde. gov/mmwr/pdiZor/ri5417.pdf,
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Appendix F. {Cortinued) Quallty control {QC) protedural ohservation checlkdisls

Quality Control (QC) Procodural Qbsarvation Checkiist for Reading Yubareuwlin Skin Test (TST) Hesults — Palpation Method

Date . ___ . . Trainer (G0 by) _

_. Trainee (TST placed by)

[Soerng v orY=Yos  XarNzMo  NA NotApplicntia |

. Preliminary
Usas approprate hand hygiene methods before starang.
Heeps gorasis shorter Ban fingenins 10 avoid awsroading

THT rpsull,
Kesps TET eating malenais 2t nand (eyshnar pencik of
bailpont pen  and ruler).
v Usey wel-dt area.

Ingpocts & the site of e injection

Peipate — &nding margin ridges (if any}

__ Palpsies with arrn bam ai elbsow at @ 907 ARG,
Lightly sweeps 2-inch deairreeler fram mppehon sie w fo
GHEACTIONES
Uses 2igrag leathenike toych.
flepeats palpation with atm tent &t slbow at a 45° angie 1o
dgerning prosence or sbsence of nduration

Id

f induration ls present. contibue with these stapst;

fod

Placing marks

Hokds paim over ineelion sile.

Clegsse site with antisopto swab using cileukir moting from
cenied [ owlsde.

Uses Hingerlips 1o ting margos of e mdurstion

haks the ndusation by plaging smzl 0ots on both sidss of the
induration.

ingpacts dols. repsals linge: movertenls Wward indurated
manun. and adjusts gots # needed.

" A e avelings puncil of DaBport pen Can be sad s 1 marker, A wplenge peoci s uset
reacings (BIDRs) bagause the duts B sasy 1o semove with a dot of b

mnohiding the pen methoad.
it induration s not

$For exampe, o s TST raner reads ihe TST resyi i gold standard resding)

wonsiie et corect,

BMarks dots transverse {parpendicuiarn 1o iong axis of fornaem

4. Placing and rescting ruler

_ Places the 0" ruter line insice the Sdge of Bie ok dot. Roads
the tuier Ene inside right dor eope (USES fawer meAsUrement it
belwesn two gradationg on milimesr scatel (Figure 1),
Uit appropeiate hard nygene mathads. ahier reading ¥ST
=18

5. Documenting resulls
Recards all TST msuts v mdimetens. gven ose dassitied
a5 negaive. D0es ot reocrd only as "poskvE” Of “negtve
Fpcoras the absence of induration ag "0 o
v Gortectly racords results in mm; anly a singe reestue
induration in mm should be recorded.
Trainee's measurement #im,
Trainar'sy (gold standand} measwwement e
Trarnee's result within T own of Gold standa rerauing?8

Yes Mo __

HOTE: In rare insiances, e rsaction might be Severs {vercuialinng,
uiceration, of netiosis of the skin), Ropor! sovere advierse ovents by the
FOA MedWaich Mdverse Events Beporting Systom [AERS), oG,
B00-FOA-1088; fax: 8U0-FOAGHTE; g s fda, goviimedwach iaport
farm 3800, Prysiians’ Desk Raterence,

ful for TST training ane for Blinded independont g

and g, bty off). Allernstive TST meult isading methods have been descrined,

Bresent, record the TST result as 0 men a0t go 10 e end o ts tam (Documenting results).

a8 1 awn, b frainees TET ceading shouid be bitwesn 9-13 aus to be
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Appendix B: Interpretation of the Tuberculin Skin Test

The TST reading should be based on measurement of induration, not erythema, using a Mantoux skin
test ruler. The diameter of induration should be measured transversely to the long axis of the forearm
and recorded in millimeters. Record no induration as zero {0} millimeters.,

Classification of the Tuberculin Skin Test Reaction {Table 8: page 1390}

Induration of >5mm

Induration of >10mm

Induration of >15mm

Positive if certain factors
present:
¢ HIV positive
¢ Recent contact with
active TB patient
» Individuals with fibrotic
changes on chest
radiograph consistent
with prior TB
» Individuals with organ
transplants
s Individuals who are
immunosuppressed for
other reasons

Positive if certain factors
present:

Recent Immigrants
{<5years) from high
prevalence country
Injection drug users
Residents and
employees of high-risk
congregant settings
Mycobacteriology lab
personnel

Persons with clinical
conditions that place
them at high risk

Positive for any
individual, including
persons with no known
risk factors for TB
testing

However, targeted skin
testing programs should
only be conducted
among high-risk groups

A negative TST result does not exclude LTBI or active TB disease.

_—

CDC LTBI: A Guide for Primary Health Care Providers

Sample Risk Assessment

Measure TSTs Transversely

http://www.cde.gov/th/publications/Ithi/appendixa.htm




Appendix C; Kentucky Department for Public Health TB Risk Assessment Forms {Example of TB-4 TB Risk Assessment Form
{Rev. July 2018); TB-4a Instructions for TB Risk Assessment; TB-4b Additional Instructions) Please check the Kentucky
Department for Public Health website for updates to T8 Risk Assessment forms under Clinical Service Guide Forms and
Teaching Sheets: https.//chfs. ky.gov/agencies/dph/dpai/hcab/Pages/ccsguide.aspx
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INSERT LOGO HERE § Kentucky Department For Public Health
[ Tuberculosis (TB) Risk Assessment

Patient name (L,F,M): __ _boB; Race: Sex: SSN:

Address: City, State, Zip:

Home/Work #: Celi# Patient Pregnant: No Yes; If Yes, LMP
Language: Country of Origin: Year arrived in US: Interpreter needed: Na Yes
Allergies:; Current Medications;

L Screen for Active TB Symptoms {Checic all that anpl History of BCG / TB Skin Test / BAMT / 1B Treatment:
___None (Skip to Section II, “Screen for T8 Infection Risk™) History of prior BCG: . _NO ___YES—®Year: ______
__Cough for > 3 weeks —» Preductive: ____YES _ NO History of prior {(+} TST or (+) BAMT: NO YES
___Hemoptysis Pediatiic Patients Date (+) TST / {+) BAMT TST: mm
..._Fever, unexplained {<.5 years of age): CXR Date: CXR resuyit: __ ABN ____ WNL
..__Unexplained weight loss __ Wheezing Dx: . LTBL __ Disease
..._Poor appetite ... Failure to thrive ';x starti . TxEnd: T e

X2

____Night sweats _Decreased activity,

playfulness and/or energy | | Completed: __NO ___YES

| Fatigue ‘
Evaluate these symptoms e bymph node swelling Location of Tx:
in context ___Personality changes III. Finding{s} fCheck all tha !

7 e Previous Treatment for LTBI and/or TB disease
__ Norisk factors for TB infection

i1, Screen for TB Infection Risk {Che Il that a
Individuals with an increased risk for acquiring latent TB infection (LTBI)

or for progression to active disease once infected should have a TST. — Risk(s) for infection and/for progression to disease
Screening for persons with a history of LTBI should be individualized. ... Possible TB suspect
A. Assess Risk for Acquiring LTBI. The Patient: wmm. Previous {+) TST or (+} BAMT, no prior treatment
s acurrent high risk contact of & person known or suspected to have v, tion(s) (Check all that o
T8 disease, Action(s) (Checi all that apply)
. has been in another country for - 3 or more months where TB is — Issued screening letter __ Issued sputum containers
commen, and has been in the US for < 5 years __ Referred for CXR ... Referred for medical
| is a resident or an employee of a high TB risk congregate setting evaluation
____Is & healthcare worker who serves high-risk patients —.. Administered the Mantoux TB Skin Test
L is medically underserved — Draw BAMT / Interferon-garmma Release Assay ({IGRA)
. has been homeless within the past two years ____ Other:
lom 18 @nvinfant, a child or an adolescent exposed to an adult(s) in
high-risk categories TST Brand /Lot # TST Brand/Lot#
. injects illicit drugs or uses crack cocaine Arm: ___Lleft __Right Arm: __ Left __ Right
,,,,, is a member qf a group _Edentified by the health department to be at Date/Time Date/Time o
an increased risk for TB infection Induraticn_—nﬂ_n: Induration m
,,,,,,, needs baseline/annual screening approved by the health department T R
. . . . BAMT T-SPOT.TA FT-TB-Gold-Plus
B. Assess Risk for Developing TB Disease if Infected R - B-Go
The Patient... Date/Time drawn; e I
... 15 HIV positive ‘ _ _
| has risk for HIV infection, but HIV status is urknown Result: ___Pos __ Neg ___Borderline/Indeterminate
,,,,, was recently infected with Mycobacterium fuberculosis L
| has certain clinical conditions, placing them at higher risk for TR Screener’s signature;
disease: Screenet's name (print):
i injects illicit drugs (determine HIV status): (print):
__ has a lustory of inadequately treated TB Screener's title:
L. 15 >10% below ideal body weight Date: Phone #:
_______ is on immunosuppressive therapy (this includes treatment for
rheumatoid arthritis with drugs such as REMICADE, HUMIRA, etc.) Comments:
« I hereby authorize the doctors, nurses, or aurse practitioners of the : Department for Public Health to

administer a Tuberculin Skin Test (TST) or draw blood from me or my child named above for a Blood Assay for Mycobacterium
tuberculosis {BAMT) test,
« I agree that the results of this test may be shared with other health care providers,
» lunderstand that: » this information will be used by health care providers for care and for surveillance /statistical purposes only.
« this information will be kept confidential

X Date:

IMPORTANT: A decision to test is a decision to treat. Given the high rates of false positive TB skin test resuits, the Kentucky TB Prevention and Control
Program discourages administration of the Mantoux T5T to persens who are at a low risk for TR infection.

]
T8-4 (7/2018)
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Kentucky Department For Public Health
Instructions for the TB Risk Assessment

Purpose of Form

The TB Risk Form is a tool to assess and document a patient's TB
symptoms and/or nisk factors. Completing this form wili also help in
gdetermining the need for further medical testing and evaiuation.

Directions for Completing the Form

Print clearly and complete this form according to the instructions
provided below.

I._Screen for Presence of TB Symptoms
*  Screen the patient for symptoms of active TB disease

+  All symptomatic individuals who have net had a positive tuberculin skin test (TET} in the past should: {1) receive a TST or a Blood
Assay for Mycobacterium tuberculosis (BAMT or Interferon Gamma Release Assay [IGRA}); (2) have their sputum collected; and
{3) be referred for an immediate chest x-ray and medical evaluation regardiess of the TST or BAMT resuit.

+  Ifthe patient does not have symptoms of active TB disease, go to Section Il and assess risk for LTEI and/or disease.

»  Symploms of active TB disease are more subtle in children. Children with symptoms of active TB disease shouid receive a TST, CXR
and immediate medical evaluation by medical personnei knowledgeable about pediatric TR

ll. Screen for TB infection Risk {In subsections A and B, check all the risk factors that apply.)

Section Il has 2 sections. Section A "Assess Risk for Acquiring LTBI", Section B: "Assess Risk for Developing TB Disease if infected”.
+  Ifa patient has one or more risk factors for LTBI as listed in sections A or B, then go to Section 1l and administer the TST or BAMT.
+ I & patient does not have risk factors for LTBI, do not administer the TST or BAMT. Ga to Section Il and place a check next to

“No Risk Factors for TB Infection.”

»  Ifthe patient's school, employment, ete. requires a TB screening, place a check next “Issued Screening Letter” {Section V) and

provide that document 1o the patient.

A. Assess Risk for Acquiring LTBI -- The following are
definitions of select categories of persons at risk for LTBI

s Person s a current close contact of another individual known or
suspected fo have TB disease --
Person is part of & curent TB contact investigation

Person is a resident/employee of high TB risk congregate
seltings-

These seltings are correctional facilities, nursing homes, and
leng-term care institutions for the elderly, mentally ill, and
persons with AiDS.

Personis a health care worker who serves high-risk clients -
Screen for the individuai risk factors for TB infection, unless
screening efforts are part of an ongoing facility ixfection control
program approved by local health department.

Person is medically underserved —
Ferson does not have a reguiar health care provider, and has
not received medical care within the last 2 years.

« Personis an infant, a child or an adolescent exposed o an
adult(s) in high-risk categories —
Child has foreign-born parents, or child’s parents/carelakers are
at high risk for acquiring TB infection,

Person is a member of a group identified by a local health
departiment to be at an increased risk for TR infection --
ldentification of a group is based on locat epidemiologic data
showing an increase in the number of persons with T8 disease
or TB infection in the given group

Person needs basseline/annual screening approved by health
department —

Screening program that is approved by the locat health dept. for
facilities or individuals at an increased risk for LTB!

B. Assess Risk for Developing TB Disease if Infected - The
foltowing are definitions of select categeries of persons at
risk for TB disease if infected

¢ Person’s HIV Stalus is unknown but has risk for HIV infection |
Offer HIV test. Proceed with the TB Skin Test or BAMT, even
if the patient refuses the HIV test.

Person with clinical conditions that place fhem at high risk -
Conditions include substance abuse, chest x-ray findings that
suggest previous TB, diapetes mellitus, silicosis, prolonged
corticosternid therapy, cancer of the head and neck,
leukemia, lymphoma. hematologic and reticuloendothelial
diseases, end stage renal disease, smoker, intestinal bypass
or gastrectomy, and chronic malabsorption syndromes.

s Person is on immunosuppressive therapy -
Person is taking > 15 mg/day of prednisone for > 1 month;
person is receiving treatment for rheumatoid arthritis with
medications such as REMICADE, Enbrel, or HUMIRA and/or
person needs baseline evaluation prior to start of arthritis
treatment with the medications cited here.

fl. Finding(s} {(Check alf findings that apply.)

In this section, indicate findings from the assessments in all
previous sections.

IV. Action{s} {Check ali actions that apply.)
* Indicate the action(s} to take as a result of the findings in

Section il

* [fadministering a TST or BAMT, provide all requestad
data.

+  Write other pertinent patient information next to
“Comments”

Additional Follow-up to the TST or BAMT

*  Ifthe patient's TSY reaction or BAMT result is interpreted as positive or if shefhe has symploms for T8 disease, refer the patient

immediately for a chest x-ray.

+ i a person has a history of a positive TST or a positive BAMT and is currently asymptomatic, then refer himiher for a chest x-ray if the
following two conditions apply: 1} patient is a candidate for LTBI treatment and 2) palient is witling to adhere to the freatment.

1B 4a 2018}
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Additional Guidelines for _
Tuberculosis (TB) Risk Assessments, Form TB-4

Since 2007, Local Health Depariments (LHDs) have had more activity for “Targeted
Tuberculin Testing and Treatment of Latent Tuberculosis Infection,”
hitp:/fvaww.cde. goviIMMWR/preview/MMWRhtmi/rrd9068a1 him. The TB Risk
Assessment Form, TB-4, was developed to aid Local Health Departments in conducting
TB risk assessments with targeted testing for those Kentuckians with increased risk for
latent TB infection (LTBI). :

As noted in the CDC guideline, “Targeted tuberculin testing for LTBI is a strategic
component of tuberculosis (TB) control that identifies persons at high risk for developing
TB who would benefit by treatment of LTBI, if detected. Persons with increased risk for
developing TB include those who have had recent infection with Mycobacterium
tuberculosis and those who have clinical conditions that are associated with an
increased risk for progression of LTBI to active TB. Following that principle, targeted
tuberculin testing programs should be conducted onty among groups at high risk and
discouraged in those at low risk. Infected persons who are considered to be at high risk
for developing active TB should be offered treatment of LTBI irespective of age.”

The overall goal of these TB risk assessments at LHDs is to increase the percentage of
tuberculin skin tests (TSTs) or blood assays for Mycobacterium tuberculosis (BAMTSs)
that are administered to individuals at increased risk for LTBI and to decrease the
percentage of TSTs or BAMTs that are administered to individuals who have no risk
factors for LTBI.

LHDs should use the TB risk assessment for all patients presenting for TB screenings,
including those individuals identified in contact investigations. The TB Risk assessment
form is an ideal tool for educating patients about the signs and symptoms of active TB,
the risk factors for developing LTB!, and the risk factors for rapid pregression of LTBI to
active TB.

The TB risk assessment process also more easily enables LHD staff to determine the
cut-off values for reading a TST when a TST is used for screening. A “Report of
Tuberculosis Screening,” Form TB-3, can be compieted for those patients who need
documentation of the results of TB screening for their employers or other groups.

“The Kentucky TB Program recognizes that the LHD may choose to collaborate with
other organizations for the management and treatment of LTBI or other TB-related
occupational health services. In these instances, a written agreement should be
initiated between the two agencies to clearly identify the roles of each organization and
define a payment schedule for any TB-related services provided by the LHD.

TB 4b (2018)
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TUBERCULIN SKIN TESTING TWO-STEP PROTOCOL:
FORINITIALTESTING INADULTS WHO WILLBE UNDERGOING ANNUALTESTING .
v2
PURPOSE Approved 12/11/2019
This protocol specifies the criteria and procedures for pharmacists to initiate the dispensing,
administration and interpretation of the Mantoux Tuberculin Skin Test (TST) to assist in
tuberculosis prevention and control. The two-step testing will help in reducing the likelihood
that a boosted reaction to a subsequent TST will be misinterpreted as a recent infection.

PHARMACIST EDUCATION AND TRAINING

Prior to initiating the dispensing, administration and interpretation of TST under this protocol,
the pharmacist(s} must successfully complete training and follow procedures as specified by the
US Centers for Disease Control and Prevention Guidelines for Targeted Tuberculin Testing! from
a provider accredited by the Accreditation Council for Pharmacy Education, completion of
Module 3 of the CDC Core Curricutum on Tuberculosis: Targeted testing and the diagnosis of
latent tuberculosis infection and tuberculosis disease?, or by a comparable provider approved
by the Kentucky Board of Pharmacy.

Provider of Training:

Date of Training:

Inctusion Criteria

Pharmacists acting under this protocol are authorized to initiate the dispensing, administration
and interpretation of TST to adults ages > 18 years of age who are recelving initial TB skin
testing and will be receiving an annual TST for employment purposes.

Exclusion Criteria
Individuals meeting any of the following criteria:
* Allergy to any component of the TST or those patients with a previous allergic reaction
to TST
¢ History of severe reaction (necrosis, blistering, anaphylactic shock, or ulcerations} to a
previous TST
* Documented active TB or a clear history of treatment for TB infection or disease
* Extensive burns or eczema at the administration site
s Live vaccination administered within the last 28 days

Targeted Tuberculin Yesting and Treatment of Latent Tuberculosis infection ATS/CDC Statement Committee on Latent Tubercuiosis infection,
lune 2000, Available at hitps://www.cdc.gov/mmwr/preview/mmwrhtml/re4906a1.htm.

2 CDC Core Curricuium on Tubergulosis. Availabile at https:f/www.édc,gov/tb/educat‘:on/corecurr/udf/chapter3.pdf.
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e History of positive TST
¢ History of documented previous bacilli Calmette-Guerin (BCG) vaccination

MEDICATIONS

This protocol authorizes pharmacists to administer tuberculin skin test antigen, also known as

purified protein derivative (PPD), read, and interpret the TST. The Mantoux tuberculin skin test
(TST) is the standard method of determining whether a person is infected with Mycobacterium
tuberculosis. This protocol authorizes the pharmacist to dispense and administer the following
products with an approved indication for TST.

'Saani Pasteur B

" Tubersol 1mL (10 tests) = 45281-752-21
5mL {50 tests} = 49281-752-22

Aplisol Parkdale 1 mi (10 tests) =42023-104-05
5miL (50 tests) = 42023-104-05

*or any other FDA-approved tuberculin skin test antigen

PROCEDURES FOR INITIATION OF TB SCREENING

Decision to conduct TST will be based on relevant medical and social history and consideration
of contraindications and precautions as outlined below and in the ATS/CDC Guideline.! In
addition, the need for periodic retesting and individual risk factors for occupational exposures
will be used to determine the need for two-step testing.

Relevant Medical and Social History
* Past medical history, including vaccination history
¢ Current medications
* Allergies and hypersensitivities
e Current living environment
» History of TST and reactions to TST

Contraindications and Precautions
* Allergy to any component of the TST or those individuals with a previous allergic
reaction 1o TST
* History of severe reaction (necrosis, blistering, anaphylactic shock, or ulcerations) to a
previous TST
* Documented active TB or a clear history of treatment for TB infection or disease
¢ Extensive burns or eczema at the administration site

The TST is performed by injecting 0.1mL of tuberculin PPD in the inner surface of the forearm.
The injection should be made with a tuberculin syringe, with the needle bevel facing upward.
The TST is an intradermal injection. When placed correctly, the injection should produce a pale
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elevation of the skin {a wheal) 6 to 10 mm in diameter (see Appendix A for detailed
procedures).

PROCEDURES FOR MONITORING AND FOLLOW UP

The skin test reaction should be read between 48 and 72 hours after administration. An
individual who does not return within 72 hours will need to be rescheduled for another skin
test. The reaction should be measured in millimeters of the induration (palpable, raised,
hardened area or swelling}. The reader should not measure erythema (redness). The diameter
of the indurated area should be measured across the forearm {perpendicular to the long axis)
and recorded as millimeters of induration.

Interpretation and classification of TST results is determined by diameter of induration and
consideration of risk factors as outlined in ATS/CDC Guideline® {Appendix B). If active TB
symptoms are present or indicated on the TB risk assessment documentation (see Appendix C),
patient must be immediately referred to a healthcare providerfor treatment and further
advised regarding isolation precautions.

An initial positive reaction is considered a TB infection and a second TST is not required. An
initial negative reaction requires a retest 1-3 weeks after the initial TST. Upon retesting, a
negative reaction suggests the patient does not have a TB infection, in which case 7ST can be
repeated annually. However, a positive reaction after retesting is considered a boosted reaction
due to a TB infection that occurred a long time ago. In this case, the patient has a latent TB
infection and referral is required such that treatment considerations can be made {see
Appendix D).

EDUCATION REQUIREMENTS
individuals receiving TST will receive education regarding:

* Needto return in 48-72 hours for interpretation of the TST

= Result of the TST

¢ Need for a second TST in 1-3 weeks if the initial result is negative

* Need for confirmatory evaiuation and a chest X-ray following a positive TST result

¢ Between an initial positive TST and confirmatory evaluation, the patient may carry on
normal activity unless showing signs and symptoms of active TB disease.

» |f active TB symptoms are present or indicated on the TB risk assessment
documentation (see Appendix C}, patient must be immediately referred to a healthcare
provider for treatment and further advised regarding isolation precautions.

DOCUMENTATION
Pharmacists will document via prescription record with each person who receives a TST under
this protocol including:
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1. Documentation as required in 201 KAR 2:170 for the dispensing of prescription
medication; and Documentation that the individual receiving the TST was provided
with the required education and referral information pursuant to this protocol.

2. Documentation of test and result must be maintained by the pharmacist and
provided to the patient and shall include both the millimeters of induration and
interpretation of test (negative or positive).

3. Individual test results, either positive or negative, may be provided to others upon
the individual’s request. This can include employers when testing is provided as
requirement of employment.

NOTIFICATION AND REFERRAL

Pharmacist shall ask ali persons receiving TST under this protocol for the name and contact
information of the individual’s primary care provider and shall provide notification of the
test performed under the protoco! to the identified primary care provider within two {(2)
business days. Any individual affirmatively stating that the individual does not have a
primary care provider may still receive a TST under this protocol provided all other
applicable requirements of the protocol are met.

Guidance provided by 902 KAR 20:205 indicates all positive results must be sent to the
local health department within one (1) business day and, if available, the individual's
primary care provider for follow-up.

[If directed by the authorizing prescriber the pharmacist(s), shall provide written
notification via fax or other secure electronic means to the authorizing prescriber of
individuals receiving TST under this protocol within 7 days of initiating dispensing.]

TERMS

This protocol is effective as of the date all parties execute the document. It shall remain
in effect for a period of one year and shall automatically renew for successive one-year
periods unless otherwise terminated by any party, with or without cause. Any
termination without cause shall require prior notice to all parties of no less than sixty
days.

SIGNATURES

Prescriber Name Date

Prescriber Signature
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Pharmacist Name Date

Pharmacist Signature
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Appendix A: Procedural Checklist for Placing/Reading Tuberculin Skin Tests3

138
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December 30, 2005

Appendix F. Quality control () procedural observation checklists

Quality Contred (QC} Pracedural Observation Checklist for Pincing Tubercuiin Skin Tests {T$Ts) — Manioux Method

Date Trainer (QC by) Trainee (TST placed by)
[ Scoring: ¥ orVeYes  XorM=No  NA = No Applicable }
1 Preliminary Holds needle bevel-up and tip at 5°~15° angle to skin.
Uses appropriate hand hygiens methods before starting. Inseits needle in firsl layer of skin with fip visible beneath skin,
Screens patient for contraindicalions {severe adverse Advances needie untl entire bevel is under the Fiest layer of skin.
raaghions 1o previous TST). Releases stralched siin.
Uses wel-It aroa. .. IYECHS entire dose siowly.
—_ Forms wheal. as liquid is injected,
2, Syringef titled with exactly 0.7 mL of 5 tubsreulin units {TL)} _ Removes needle without pressing area,

purified protein derivative (PPD) antigent

Removes antigen vial from refrigeration and confirms that it is
5 TU PPD antigen,®

Checks tabel and sxpiration date on vial,

Marks opening date on mullidose viet,

Fills immediately after vial removed from refrigeeation.
Cleans vial stopper with antiseptic swab.

Taists needle onto syrings to ensure tight &t

Removas needie guard.

inserts needie into the vial,

Draws shghliy over 0.1 i of 5 TU PPD into syringe.
Removes excess volume or air bubbles 1o exactly 0.1 mb of
5 TU PPD while needle remams in viat to avaid wasting of
antigen.

Removes needle from vial.

3. TSY egministration site selected and clezned

Selecls upper thad of forearmt with palm up 22 inches from
elbow, wrist, or other injection sile. =

Selecls sile free from veing, lesions, heavy hair, bruises,
scars, and muscle ridge.

Cleans the site with antiseptic swab using ciroular motion
from center 1o auiside,

Allows site to dry tharoughly belore sdmunistering antigen.

bl

Needle Inserted properly to administer antigen

Rests arm on firm, well-Hl surface,
Stretches skin slightiy.1?

Relurns antigen vial to the cefrigerator immediately after fifing.

wm

Activates safely leature of device per manulacturer’s
recemmendations, if applicable.

- Places used newdls and synnge immediately in puncture-

resistant container without recapping heedle,

. Immediately measures whed 1o ensure 610 men in diametar

{Actual whea! measuremen! ram).

if blood or fluid is prasent, biots site lightly with gauze of colton
Bali.

Discards used gauze or cotlon batl aceording fo local stangard
precautions.

I the TST is administerad incorractly oo deeply of too
shahiow) and the wheal is inadeguate (<6 mmy). a new TST
should be placed immadiately. Applying the second TST en
the other arm or in & different 2rea of the same arm (at feast
2 inches from the first site) is prelerable so that the TST result
wiil ba easier fa read.

Dotuments alt information required by the sefling {e.y., date
and time of TST placement, perfon who placed TST, location
of injection site and iot number of wberculing,

Uses appropriate hand hyglene metheds after placing TST.

. Explanation te the client regarding care Instructions for the

infection site

The wheal {burmp] is normal and will remain about 10 minules.

Do not touch wheal; avoid scratching.
Awgid pressure of bandage on injection site.

.. Aare local discomiort and irritation does nat reguire ireaiment

May wash with soap and water fwithaut pressure) alier 1 hour,
No lofions or liguids on site, except for ight washing. as above.
Keep appointment for reading.

¥ Sevete adverse reactions 1o the TST are rare but include viceration. necrosts, vesiculation, or bublae at the test site, or andphylactic shook, which 8 sub-
stantially rare. These reactions are the andy contraindications to having a TST administered,

! Use a ¥i-%einch 27-gauge needle o finer, disposabie tuberculin (preleratly a salety-type} syringe.

§ prefifing syringes is not recommended. Tubarcuiin s absorbed in varying amounts by glass and piastics. To minimize reduction in polency, tubereutin should
be adminislered as soon alter the syringe has been filed as possible. Felowing these procedures will alse help avoid conlamination. Test doses should
abways be removed from the vial under strictly aseplic conditions, and the remaining solution should remain refrigerated (not frozen). Tuberculin should be
stored in the dark as much as possible and exposure lo sirong light should be avoided. SOURCE: Americar Thoracic Satiety, COC, kectious Disease
Society of America, Diagnostic standards and classification of uberculosis in adults and children. Am J Fespir Crit Care Mad 2000,161:1376-05.

1 Preventing tubercufin artigen and vaceine {e.g., Td toxoid) misadministration is important. Measutes should include physical separation of relrigerated prod-
ucts, carelul visual inspection and reading of iabels, preparation of PRD for palient use ondy at ime of lesting, and improved record keeping of lot numbers
of antigens, vaecings, and sther injectable products. SOURCE: CUC. inadverient intradermat administration of tetanus toxoig-containing vacoines instead
of tubarcuiosis skin tests. MMWE 2004,53:662-4.

™ I neither arm is availabla or accepable for testing, the back of the shoulder is a good alternate TST administration site,

SQURCE: National Tubereuosis Controlters Assaciation, Nationat Tubercutosis Nurse Consultant Coalition, Tuberculosis nursing: a comprehensive guide
1o patient care. Smyma, GA: Nationa! Tubercutosis Contrellers Association: 1997,

Y Sirptch skin by placing nondominant hand of healih-care worker {HOW) on patient's forearm below the needle insertion poiAt and then applying traction in
the opposite direction of the needle sedion. Be careiud no! i place e nondominard hand of the HCW oppiosite the administration needie if ihe patient
is Hkely to move during fhe procedure, which might cause an accidental needie-stick inury to the HOWSs. tn children and others whe are likely to move dur-
ing the procedure. certaim tramers prefer stretching the skin in the oppasite direction of the needie insertion by placing the nondominant hand of the HOW
under the patient’s forearm. This methed shouid not be used lor persons with poor skin turgor.

3 Guidetines for preventing the transmission of tuberculosis in Healthcare Settings, 2005. MMWR Vot. 54 / No. RR-17. Availzble at_
hittps://www.cde.gov/mmwr/pdf/ce/rrS417.odf.
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Appendix A: Procedural Checklist for Placing/Reading Tuberculin Skin Tests?
Vol. B84/ RR-17 Recommendalione and Beports 13%

Appendix F. (Continued ) Quality control (QC} procedural cbaetvation checklista

Quality Controi (OC) Proceguenl Ubservation Gheckilst for Reading Tubercutin Skin Test {151} Results — Paipation Meihiod

Duate Frajner (GC by} Trasivwre (TST pliced by)
[Scoring: v orY -Yes  XorN-Ko  NA - Nel Appicstie

1. Predlminary Marks dots transeesse (perpendicular) w Wweag axs of foream.
Uws apprgwm@ Fitres thngiono mintis ba{um_r suRlng. 4. Placing and reading ruler
Kegps hngernails shotler than ingeps 10 gvoid rrHEready )
THT reault. Pizses the 07 ruler fows insice tha acdge of the lah & Reatds
Kaaps TS rpading mawrials at nang (eveling pencil or tha sler bng inside (ot dot odge {(uses lowr megsrariont i
balgoint pen,* and aier) btween two grasahons o millimnate? soate) (Figure 1),

e ABes welldt grea, . Uses appropriate hart hyalone metiods afed rosding TET
e Inspocts for the sie oF e myachon resiit.
. .
2. Palpate — tinding margin Hdges (i amy) & Decumenting resulte

Fecords all TST ssults in mullimetors, sven thase classifies
ax negatve. Doss ot recast only a5 "positvs” o "negalive”
Fecords e stmencg ot induration as < mm”

Correctly reconds sasulls in s, only & singile rasuied
indiration in me shauld be eeordedd,

Falpates with gom beat at sloow al a 80° sngie.
e, LGNy SwRops 26Ch diimoter from mpetion it n tour
directions.
Uses rigzag feathorikg touch,
Hgpeats palpston wathearm bust at elbow 8l a 45° angiv o

Trainge's maagreaont s

detarming presance of absence of mcdgation, . T

pre . Traner's (goft standard) measwement o THITE

H indurstion is present, conthnus wiik these stepsts Trainse's sl within 2 mom of gori standarg reatding 8
Yes _ o

b

Placing marks

Haolidn paire over injeehon sils.
Cleante site with antseptic swab using cirular moton fram

NOYE: ie rarg instances, the action might be severs {vesicuiation,
UICATRUGH, O NBCrosts of the Skind. Floport severa aUverse evenls I the

COTET o puiside. R ) F0A MedWateh Advorse Evenis Reparting Systom (AERS wiophone:
Uses tingertips to find manghis of the induration BO0-F DA 1088 fax: 500-FDADITE: ntip/www.ida govimedeatoh report
Rrarks the induration by placing sanall gots sn bath sides of the foren 3500, Physicians Dask Helsrence.

mndyratar.

Hispeats dots, repaeaty finger mavements owang induraied
rges, at adusts dols 4 nected,

‘A bna-tpped evalingr ganci or haliptind pon can be used as a marker, An ayalingr pencil & ubelul e TS raining and for brasd indepondent guplicate
readingy (EHORS) because e 0018 @re BR%y 10 famove willt a ot 6! iubricarnt Le.g.. Daty od) Alternatee TST esull reading methods have been desorbed,
ingluding the poe mathos

T intueation 15 not present, meord the TSY resull 88 O mm ang GO 1o the end of this lorm {QDocumenting resultsy,

Flar exompio. i the TST traner reads o TST result (the gold standad reading: as H mm, the traisec’s TST reading should bo betwoen 913 mm to be
cansidarmd correct.

3 Guidelines for preventing the transmission of tuberculosis jn Healthcare Settings, 2003. MMWR Vol. 34 / No. RR-17. Available at_
nttps:/fwww, cde.gav/mmwr/pdf/ri/re541 7. pdf.
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Appendix B: Interpretation of the Tuberculin Skin Test

The TST reading should be based on measurement of induration, not erythema, using a
Mantoux skin test ruler. The diameter of induration should be measured transversely to
the long axis of the forearm and recorded in millimeters. Record no induration as zero (0}

millimeters,

Classification of the Tuberculin Skin Test Reaction (Table 8: page 1390)

Induration of >5mm

Induration of >10mm

induration of >15mm

Positive if certain factors
present:
+  HiV positive
* Recent contact with
active TB patient
¢ Individuals with
fibrotic changes on
chest radiograph
consistent with prior
TB
¢ Individuals with organ
transplants
¢ Individuals who are
immunosuppressed
for other reasons

Positive if certain factors
present:

e Recent immigrants
(<5years) from high
prevalence country

¢ Injection drug users

* Residents and
employees of high-
risk congregant
settings

+  Mycobacteriology lab
personnel

* Persons with clinical
conditions that place
them at high risk

Positive for any
individual, including
persons with no
known risk factors for
T8 testing

However, targeted
skin testing programs
should only be
conducted among
high-risk groups

A negative TST result does not exclude LTBI or active TB disease.

_—

Measure TSTs
Transversely
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Appendix C: Kentucky Department for Public Health TB Risk Assessment Forms {Example of TB-4 TB Risk Assessment Form
(Rev. July 2018); TB-4a Instructions for TB Risk Assessment; TB-4b Additional instructions) Please check the Kentucky
Department for Public Health website for updates to TB Risk Assessment forms under Clinical Service Guide Forms and
Teaching Sheets: https.//chfs. ky.qov/agencies/dph/dpai/hcab/Pages/cesquide.aspx
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INSERT LOGO HERE Kentucky Department For Public Health
Tuberculosis {(TB) Risk Assessment

Patient name (L F M) .oog: Race; Sex: SSN:

Address: City, State, Zip:

Home/Work #: Celi# Patient Pragnant: No Yes; If Yes, LMP

Language: Country of Origin: Year arrived in US: Interpreter needed: Ne Yes
Allergies: Current Medications:

1. Screen for Active TB Symptoms (Check all that i History of BCG / TB Skin Test / BAMT / 1B Treatment:
_..._None (Skip to Sectivn 11, "Screen for TB Infection Risk”) History of prior BCG: . NO ___ YES~®Year: _
,,,,,,,,, Cough for > 3 weeks % Productive:  YES _ NO History of prior (+} TST or (+) BAMT: NG ___YES
- Hemoptysis Pediatric Patients Date (+) TST / {+) BAMT ot mm
... Fever, unexplained {<_5 years of age}: CXR Date: CXRresult: __ABN ___ WNL
___Unexplained weight loss ——_Wheezing Dx: __LTBL __ Disease
___Poor appetite _.._Failure to thrive Tx Start: Tx End:

____Night sweats —..Decreased activity, Rx:
__Fatigue playfulness and/for energy Com?ieted: e NO__YES
Evaluate these symptoms —..Lymph node sweiling Location of Tx:
mcontext Personality changes III, indi Check all that app!

II.  Screen for TB Infection Risk (Check all that apply) — Prev.nc;j? Treatn;enl;“ fo‘r :TB_I and/or T8 disease
Individuals with an increased risk for acquiring latent TB infection (LreLy | N_O His act.ors ?r 8 infection ) .
or for progression to active disease once infected should have a TST. e Risk(s} for infection and/or progression to disease
Screening for persons with a history of LTBI should be individualized. . Possible TB suspect
A. Assess Risk for Acquiring LTBY. The Patient: . Previous (+} TST or {+) BAMT, no prior treatment

. ;séadfzsuergsgt high risk contact of a person known or suspected to have IV,  Action(s) fCheck all that anm
... has been in another country for - 3 or more months where TB is — Issued screening letter ____ Issued sputum containers
common, and has been in the US for < 5 years —_ Referred for CXR _... Referred for medical
___is aresident or an employee of a high T8 risk congregate setting evaluation
... is & healthcare worker whe serves high-risk patients - Administered the Mantoux TB Skin Test
___ s medically underservad e Draw BAMT / Interferon-gamma Release Assay {(IGRA}
... has been homeless within the past two years ___ Other:
| is an infant, a chitd or an adolescent exposed to an adult(s) in
high-risk categeries TST Brand/Lot # TST Brand/Lot#
| ____injects illicit drugs or uses crack cocaine Arm: ___Left ___Right Arm: __ Left __Right
i is a member qf a group fdenti_fied by the health department to be at Date/Time Date/Time -
an increased risk for TB infection Induration i Induration e
. . H H
.. needs baseling/annual screening approved by the health department T T T
; ) : . BAMT T-5POT.TB FT-TB-Gald-Pius
B, Assess Risk for Developing TB Disease if Infected T Q s

The Patient... Date/Time drawn:

is HIV positive . .
| has risk for HIV infection, but HIV status is unknown Result: __ Pos _ Neg _ __Borderline/Indeterminate
,,,,,, was recently infected with Mycobacterium tuberculosis .
| has certain clinical conditions, placing them at higher risk for TB Screener’s signature:

disease: . o
Screener’s na int):
. IMjECES ilicit drugs (determine HIV status): n me (print)
... nas & history of inadequately treated T8 Screener's titie:
| s >10% below idea! body weight Date: Phone #:
,,,,, is on immunosuppressive therapy (this inciudes treatment for
rheumatoid arthritis with drugs such as REMICADE, HUMIRA, etc.) Comments:
+ I hereby authorize the doctors, nurses, or nurse practitioners of the Department for Public Health to

administer a Tuberculin Skin Test (TST) or draw blood from me or my child named above for a Blood Assay for Mycobacterium
tuberculosis {BAMT) test.
+ Iagree that the results of this test may be shared with other health care providers.
»  Iunderstand that: e this information will be used by health care providers for care and for surveillance /statistical purposes only.
« this information will be kept confidential

X . Date: ___

IMPORTANT: A decision to test is a decision to treat. Given the high rates of false positive T8 skin test results, the Kentucky TB Prevention and Control
Program discourages administration of the Mantoux T5T to persons who are at a low risk for TB infection,

TB-4 (7/2018)
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Kentudkiy™

LIMNEBRIDCEL BRI .

Kentucky Department For Public Héalth
Instructions for the TB Risk Assessment

Purpose of Form
The TB Risk Form is a toel to assess and document a patient's TB

symploms and/or risk factors. Completing this form will also help in
determining the need for further medical testing and evaluation.

Rirections for Completing the Form

Print clearly and complete this form aceording fo the instructions
provided below.

. Screen for Presence of TB Symptoms
s Screen the patient for symptoms of active T8 disease

« Al symptomatic individuals who have not had a positive tuberculin skin test {TS8T) in the past should: (1) receive a TST or a Blood
Assay for Mycobacterum tuberculosis (BAMT or Interferon Gamma Release Assay [FGRAJ: (2) have their sputum collecied; and
(3} be referred for an immediate chest x-ray and medical evaluation regardless of the TST or BAMT result.

» I the patient does not have symiptoms of active TB disease, go to Section If and assess risk for LTBI and/or disease.

«  Symptoms of active TB disease are more sublle in chitdren. Children with symptoms of active TB disease should receive a TST, CXR
and immediate medical evaluation by medical personnel knowledgeable about pediatric TB.

Il._Screen for T8 Infection Risk [In subsections A and B, check all the risk factors that apply.)

Section I has 2 sections. Section A: "Assess Risk for Acquiring LTBI", Section B: "Assess Risk for Developing TB Disease if infected”.
« If a patient has one or more risk factors for LTB! as listed in sections A or B, then go to Section I and administer the TST or BAMT.
+ If a patient does not have risk factors for LTBE, do not administer the TST or BAMT. Go to Section il and place a check next to

"No Risk Factors for TB infection.”

+ Ifthe patient’s school, employment, etc. reguires a TB screening, place a check next “issued Screening Letter” (Section IV) and

provide that document to the patient.

"A. Assess Risk for Acgquiring LTBI - The following are
definitions of select categories of persons at risk for LTBI

s Person is a current close contact of another individual known or
suspected to have T disease --
Person is part of a current TB contact investigation

Ferson is & resident/employee of high TB risk congregate
settings-

These settings are correctional facilities, nursing homes, and
long-term care institutions for the elderiy, mentaily ill, and
persons with AIDS.

Person is a health care worker who serves high-risk clients --
Screen for the individual risk factors for T8 infection, uniess
screening efforts are part of an ongoing facility infection control
program approved by local health depariment,

Person is medically underserved ~
Parson does not have a regular health care provider, and has
not received medical care within the fast 2 years.

Ferson is an infant, a child or an adolescent exposed fo an
aduit(s} in high-risk categories —

Child has foreign-bomn parents, or child's parentsicaretakers are
at high risk for acquiring T8 infection.

Person is a member of a group identified by a local health
department fo be af an increased risk for T8 infection --
Identification of a group is based on local epidemiologic data
showing an increase in the number of persons with T8 disease
or T8 infection in the given group

-

Person needs basefine/annual screening approved by health
department -

Sereening program that is approved by the local health dept. for
facilities or individuals at an increased risk for LTBI

B. Assess Risk for Developing TB Disease if infected - The
following are definitions of select categories of persons at
risk for TB disease if infected

* Person's HIV Status is unknown but has risk for HIV infection
Offer KV test. Procesd with the TB Skin Test or BAMT, even
if the patient refuses the HIV test.

* Person with chnical conditions that place them at high risk --
Conditions include substance abuse, chest x-ray findings that
stiggest previous TB, diabetes mellitus, silicosis, prolonged
corticostercid therapy, cancer of the head and neck,
leukemia, lymphoma, hematologic and reticuloendothelial
diseases, end stage renal disease, smoker, intestinal bypass
or gastrectomy, and chronic malabsorption syndromes.

* Person is on immunosuppressive therapy -
Person is taking > 15 mg/day of prednisone for > 1 month;
person is receiving treatment for rheumatoid arthritis with
medications such as REMICADE, Enbrel, or HUMIRA and/or
person needs baseline evalUation prior fo start of arthritis
treatment with the medications cited here.

i, _Finding(s) (Check all findings that apply.)

In this section, indicate findings from the assessments in all
previous sections.

Y. Action{s) {Check all actions that apply.
* Indicate the action(s) to take as a result of the findings in

Section i

« if administering a TST or BAMT, provide all requested
data.

*  Write other pertinent patient information next to
‘Comments”

Additional Follow-up to the TST or BAMT

¢ If the patient’s TST reaction or BAMT resuit is interpreted as positive or if shefhe has symploms for T8 disease, refer the patient

immediately for a chest x-ray.

* If & person has a history of a positive TST or & positive BAMT and is currently asymptomatic, then refer him/her for a chest x-ray if the
following two conditions apply: 1) patient is a candidate for LTBI treatment and 2) patient is willing to adhere to the treatment.

TB 4a (20138}
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Additional Guidelines for
Tuberculosis (TB) Risk Assessments, Form TB-4

Since 2007, Local Health Departments (LHDs) have had more activity for “Targeted
Tuberculin Testing and Treatment of Latent Tuberculosis Infection,”

http /iwww.cde.gov/MMWR/preview/MMWRhtmI/r4906a1 htm. The TB Risk
Assessment Form, TB-4, was developed to aid Local Health Departments in conducting
TB risk assessments with targeted testing for those Kentuckians with increased risk for
latent TB infection (LTBI).

As noted in the CDC guideline, “Targeted tuberculin testing for LTBI is a strategic
component of tuberculosis (TB) control that identifies persons at high risk for developing
T8 who would benefit by treatment of LTBI, if detected. Persons with increased risk for
developing TB include those who have had recent infection with Mycobacterium
tuberculosis and those who have clinical conditions that are associated with an
increased risk for progression of LTB! to active TB. Following that principle, targeted
tuberculin testing programs should be conducted only among groups at high risk and
discouraged in those at low risk. Infected persons who are considered to be at high risk
for developing active TB should be offered treatment of LTBI irrespective of age.”

The overall goal of these TB risk assessments at LHDs is to increase the percentage of
tuberculin skin tests (TSTs) or blood assays for Mycobacterium tuberculosis (BAMTs)
that are administered to individuals at increased risk for LT8I and to decrease the
percentage of TSTs or BAMTSs that are administered to individuals who have no risk
factors for LTBI. '

LHDs should use the TB risk assessment for ali patients presenting for TB screenings,
including those individuals identified in contact investigations. The TB Risk assessment
form is an ideal tool for educating patients about the signs and symptoms of active TB.
the risk factors for developing LTBI, and the risk factors for rapid progression of LTBI to
active TB.

The TB risk assessment process also more easily enables LHD staff to determine the
cut-off values for reading a TST when a TST is used for screening. A “Report of
Tuberculosis Screening,” Form TB-3, can be completed for those patients who need
documentation of the results of TB screening for their employers or other groups.

*The Kentucky TB Program recognizes that the LHD may choose to collaborate with
other organizations for the management and treatment of LTBI or other TB-related
occupational health services. in these instances, a written agreement should be
initiated between the two agencies to clearly identify the roles of each organization and
define a payment schedule for any TB-related services provided by the LHD.

TB 4b (2018)
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Appendix D: Booster Phenomenon and Two-step TST Testing {Chapter 3, page 58-59)

Figure 3.5

The TST Booster Phenomenon

" A parson is infected .
“with M. tuberculosis, .

The hérsun i skin tested.

The person has a negative reaction, Thisis
because over time, the person’s sbility to react to
tuberculin lessens, However, this skin test
“triggers the memory” of the immune syster (o
" recognize and react to tuberculin, :

“The person bs skin tested again, ip to 1 year |
later, For this example, we assume that the
persati was NOT exposed to TB during this time,

¥

- ": Dl The person I'xas
a posmve reaction, This Is a boosted

As the years pass, the
person's ability to react to
tubercuiin fessens.

Occurs mainly in previousty
infected, older aduits
whose ability to react to
tuberculin has decreased

teaction due to TB infection that occurred a long over time,
time ago, not during the time butween the
twe skin tests,
Figure 3.6

Two-Step TST Testing

: Baseline skin test

Negative

Retest i

1-3 weeks later -

Y

" Whatis
the
_Reaction?

Negative

Person probably -
does NOT have :
18 infer.tzon

v

Repeat TST at .-
regular mtervals, :
a pas;twe reaction E
could be duetoa
recent TB infection.

' whai'is'”
Dthe
Reactmn?

Positive

‘Person probably
“has TB Infection

: ézoiiov.:nup ft:r -
pﬁs tiveTST and ﬁva!uate
“for LTBJ treatment L

Positive

The reacmn is cons;dzred a boosted reaction
{dueto TB mfectlon that oceurred a long time ago).
Note: T‘ne person ‘does have LTBL a decis:on must be
“ypade whetherto treat or not. -

v

: "qullbﬁr-ﬁp' fﬁr
pusitiw: TSTand evaEuate
for et freatment .




Agenda Topic: Controlled substances or devices for the treatment of diseases or conditions for which
clinical decision making can be guided by a clinical test that is classified as waived under the federal
Clinical Laboratory Improvement Amendments of 1988, including influenza virus, Helicobacter
pylori bacteria, urinary tract infection, and group A Streptococcus bacteria

Included in agenda package:

¢ Example of protocol used in ldaho for treatment of Influenza

¢ Kentucky Acute Influenza Infection: Antiviral Therapy Protocot

* Example of protocol used in Idaho for treatment of Strep Throat
Kentucky Acute Group A Streptococcal Pharyngitis Infection Protocol

Action to be taken:

© Discuss subject and offer recommendations regarding the development of protocols for the
initiating of treatment with and dispensing and administering by pharmacists to persons 18 years
of age or older for drugs approved by the U.S. Food and Drug Administration for controlled
substances or devices for the treatment of diseases or conditions forwhich clinical decision making
can be guided by a clinical test that is classified as waived under the federal Clinical Laboratory
Improvement Amendments of 1988, including influenza virus, Helicobacter pylori bacteria, urinary
tract infection, and group A Streptococcus bacteria
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Pharmacist Prescribing Treatment of Influenza
Service Outline

Background:

To allow for timely and accessible treatment, idaho pharmacists are authorized to prescribe
treatment for low-risk patients with influenza in accordance with the clinical guidelines of the
Infectious Disease Saciety of America.

Pharmacist Training:
To prescribe treatment for influenza to an eligible individual, a pharmacist must have
completed the following:

* Review this Pharmacist Prescribing Treatment of influenza.

Patient Eligibility:
Individuals potentially efigible to be issued a prescription for influenza include:
* Patients six years of age or older exhibiting signs of influenza-like illness for 48 hours or
less and who test positive on a CLIA-waived test indicated for influenza.

Exclusion Criteria:
The following patients must be referred to a primary care physician or another healthcare
provider:
* Patients exhibiting signs of influenza-like illness for greater than 48 hours
Patients who report they are pregnant or breastfeeding
Patients who report they are immunocompromised by medication or condition
* Patients who have one or more of the following:
¢ Systolic hypotension <100 mmHg
© Tachypnea >25 breaths per minute (>20 breaths per minute for patients <18
years)
o Tachycardia >100 beats per minute (>119 beats/min for patients <18 years)
o Oxygenation <90% via pulse oximetry
o Body temperature >103° F (>102° F for patients <18 years)
Patients who report any of the following:
o History of renal dysfunction
o History of allergic reaction to any previous antiviral therapy
o History of psychologic side effects from any previous neuraminidase therapy
0 Use of antiviral therapy in past four weeks
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Procedure:
1. Patient Intake

*

A pharmacy staff member should explain the cost of the service to the patient. There is
a $35 service fee if a rapid influenza test is administered.

Ask the patient to complete the Intake Form and return it to the In-Window when
completed.

The Influenza Treatment intake Form must be completed each time a new prescription
is issued.

2. Delivery of Care

The pharmacist must review the answers provided on the intake Form and assess if the
patient meets any of the exclusion criteria for receiving prescription treatment. If they
meet any of the exclusion criteria, the patient must be referred to a primary care
physician or another healthcare provider. OTC product recommendations may be
made for symptom management.

The physical assessment must be performed in a private area.

The patient’s blood pressure, pulse, breathing rate, oxygenation, and body temperature
must be documented on the intake form.

The physical readings must be assessed by the pharmacist, and if the patient meets any
of the exclusion criteria, antiviral treatment must not be prescribed.

Inform the patient that he/she will receive a follow-up call from the pharmacist at 48
hours.

The medications listed below are indicated for treatment of influenza:

Table 1: Treatment for Influenza per IDSA and CDC guidelines

Medication | Children 15-23 kg | Children 24 - 40 kg Children > 40 kg Age 13 and older

Oseltamivir | 45 mg twice daily | 60 mg twice daily | 75 mg twice daily | 75 mg twice daily
(Tamiflu) | for 5 days for 5 days for 5 days for 5 days

Table2: Treatment for influenza with Baloxavir (Ages 12 and older]

Medication Weight 40kg ~ 80 kg Weight 80 kg and higher
Baloxavir 40 mg as a single dose 80 mg as a single dose

If provided by patient, the patient’s primary care provider must be contacted with
result of service using the PCP Notification form.
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Billing—Prescription:

The pharmacy staff must process the prescription in the pharmacy dispensing system. The

Intake Form should be used as the prescription hardcopy. This must be filed with other
prescriptions per normal filing procedures.

Billing—Service:

» The service must be billed each time a new prescription is issued, including when issuing

a new prescription for an established patient.

* The pharmacy staff must process the prescribing service in the pharmacy dispensing

system. This must be filed with other prescriptions per normal filing procedures.

Service resulting in a rapid
flu test administered

Service resulting in a no flu
test and/or Referral

NDCH 55555-5556-92 55555-5556-93

Name Influenza Test Influenza Prescribing
Administered Referral

Qty 1 1

Cash Price $35 S0

Reordering Testing Supplies

¢ if a test kit needs to be ordered, the store must email

_ith the test kit that is required. To order the
Influenza A&B test kit, request that pharmacy procurement order:

Sofia Influenza A&B Test Kit (item | I

Pharmacy procurement will order the test supplies on behalf of the store. Stores are

not able to directly order the test kits from the supplier,
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Influenza Treatment | Intake Form

Patient Information

Name: Today's Date:
Address: Phone #:
City: State: Zip: DO8: Sex: : Female o Male

Primary Care Physician:

Allergies:

Insurance Information - Please Provide Card(s) to Pharmacy

Prescription Insurance Name:

Cardholder 1D #:

RX Group #:

Rx Bin #: Rx PCN #:

Relationship of Patient to Cardholder:

Prescribing services may or may not be covered by your insurance. We will verify ofl eligibility under your plon and attempt to collect payment
from your insurance for all services. If we are unable to confirm eligibility or coverage,
and pay for it yourself or your insurance may cover prescribing services at your physici
pocket expenses for covered services if you submit recefpts and documentation. You o
receive that are nat paid for by your pion. Please provide your insurance information below.

Medical Insurance Name:

you may still opt to receive these services gt our pharmacy
an’s office. Your insurance may reimburse you for out-of-
re responsible for poyment for products or services you

Insurance Address:

Cardholder Name:

Cardholder 1D #:

Cardholder DOB:

Group #:

Relationship of Patient to Cardhoider:

Weight:

i patient is under 13, please enter weight:

(1kg=2.2Ibs)

Current Symptoms

O Fever

O Cough

[3 Sorethroat

O Headache
Patient History

ave f u-like symptoms been present for more than two days?

00 Nasal Congestion
O ratigue

0 Muscle/Body Aches
O Other

Yes

No

Have you received an antiviral in the past 30 days?

active shingles, ete.)?

1

2.

3. Areyou pregnant or breastfeeding?

4. Do you have a condition that affects your immune system (e.g., cancer, leukemia, HIV,

anticancer or antiviral drugs, etc.)?

5. Do you take medications that affect the immune system (e.g., prednisone, oral steroids

4

6. _Do you have a history of kidney dysfunction?

~

History of allergic reaction to any previous antiviral therapy?

8. _History of psychologic side effects from any previous antiviral therapy?
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Patient Screening

Yes No

1. Is the patient 6 years or older?

2. Are the patient’s Current Symptoms consistent with flu-like illness?

3. Are the responses to questions 1- 8 on the Patient History marked as “no”?

if the answers to questions above are yes, the pharmacist may exercise professional discretion in performing the
physical assessment listed below.

Physical Assessment

Assessment Patient Value Acceptable Range for Prescribing
Blood Pressure Systolic BP greater than 100 mmHg
Breathing Rate Less than 25 breaths per minute

Less than 20 for patient <18 years
Pulse Less than 100 beats per minute
Less than 119 for patients <18 years
Oxygenation Greater than 90%
Body Temperature Less than 103°F
Less than 102°F for patients <18 years

If all assessment values are within the acceptable range, the pharmacist may perform the rapid influenza test. if the

rapid influenza test is positive, the pharmacist may prescribe appropriate product to treat the patient’s influenza. The

pharmacist must ensure the service is provided in a manner consistent with the service outline.
Rapid Influenza Test Result: ) Positive (Prescribe treatment)  © Negative (Refer)

Prescription Information

Patient Name: Patient DOB:
Prescription Name and Strength: Rx Date:
SIG: Quantity:
Prescriber:

Prescriber Address:

Patient Follow-up (Due at 48 hours)

Follow-up Call Attempt 1: Follow-up Call Attempt 2: Follow-up Call Attempt 3: Yes | No

Was the patient reached for foliow up, as required, after being prescribed the medication?

If yes, is the patient still experiencing symptoms?

If yes, what symptoms?

If yes, are the symptoms: [J Improving O Worsening [3 The same

if the patient is still experiencing symptoms recommend that the patient be seen by a Primary Care Provider.

Notes on Follow-up:

Date form faxed to provider:




ACUTE INFLUENZA INFECTION: ANTIVIRAL THERAPY PROTOCOL v3
Approved 7/29/2020

PURPOSE

This protocol specifies the criteria and procedures for pharmacist(s) to initiate the
dispensing of antiviral therapies to treat acute influenza infection. The purpose of this
protocol is to ensure appropriate and timely antiviral therapy for individuals with
influenza following diagnostic confirmation via CLIA-waived point-of-care Rapid
Influenza Diagnostic Test (RIDT) or CLIA-waived real-time Polymerase Chain
Reaction (PCR) test.

PHARMACIST EDUCATION AND TRAINING

Prior to initiating influenza testing and dispensing of antiviral therapy under this
protocol, pharmacist(s) must have received education and training in point-of-care
RIDT testing techniques from a provider accredited by the Accreditation Councit for
Pharmacy Education, or by a comparable provider approved by the Kentucky Board of
Pharmacy. Additionally, pharmacist(s) must maintain knowledge of the Centers for
Disease Control and Prevention (CDC)’s current recommendations for the use of
antiviral drugs in the treatment of influenza.’

Provider of Training:

Date Training Completed:

CRITERIA
Pharmacists authorized to initiate the dispensing of antiviral therapy to treat acute
influenza infection will treat individuals according to annual guidance from the CDC.!

Inclusion criteria;
Any individual who presents to the pharmacy during influenza season, when known
influenza viruses are circulating in the community, and meets ALL of the following
criteria:

* Age 5 years or older (with consent of a parent/guardian if < 18 years old)

« Complaint of ANY sign/symptom consistent with influenza (fever, myalgia,

headache, malaise, nonproductive cough, sore throat, rhinitis)
« Reported symptom onset < 48 hours before time of presentation
» Positive influenza virus resuit via CLIA-waived point-of-care RIDT or PCR

Exclusion criteria:
Any individual who meets any of the following criteria:
* Age <5byears
» Pregnant or breastfeeding _
» Renal dysfunction (based on individual's report or pharmacy records)
« Immunocompromised state (hematologic malignancy, immunosuppressant drug
therapy including corticosteroids for greater than 2 weeks, HIV/AIDS)

Y https:/fwww. cde.gov/flu/professionals/antivirals/summary-clinicians. htm
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Long-term aspirin therapy in individuals younger than 19 years ofage
Antiviral agent for influenza prescribed currently or within the previous 2 weeks
Any condition requiring home oxygen therapy
Known hypersensitivity to- all antiviral therapies for influenza and to any
common component of the products.
Receipt of FluMist within past 2 weeks .
» Clinically unstable based on the clinical judgment of the pharmacist or any of the
following criteria:

o Acutely altered mental status

o Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmig
o Pulse >125 beats/min
(@]
O

¢« e @ a

Respiratory rate >30 breaths/min
Temperature >103 °F taken orally

All individuals who request influenza testing but do not qualify for antiviral therapy
dispensing under this protocol will be referred to a primary care provider or
urgent/emergent treatment facility if clinically appropriate.

MEDICATIONS

This protocol authorizes pharmacists to initiate the dispensing of the following antiviral
agents. The pharmacist may dispense any dosage form deemed appropriate for the
individual.

Oral Oseltamivir dosing:
* Adults: 75 mg twice a day x 5 days
* Children (current weight determined using pharmacy's scale) x 5 days:
o 15 kg or less: 30 mg twice a day
o >151to 23 kg: 45 mg twice aday
o >23 to 40 kg: 60 mg twice a day
o »>40kg: 75 mg twice a day

Oral baloxavir dosing:
¢ Adults and Children 12 and older:
o 40 to less than 80kg: single dose of 40 mg
o 80 kg or more: single dose of 80mg

nhaled Zanamivir dosing:
* Adults: 10mg (two 5mg inhalations) twice a day x 5 days
« Children (7 years or older): 10mg (two 5mg inhalations) twice a day x 5days

PROCEDURES FOR INITIATION OF THERAPY

Antiviral therapy will be initiated only in carefully selected individuals based on relevant
medical and social history and considerations of contraindications and precautions as
identified through assessment and screening.
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Relevant Medical and Social History
* Past medical history
Current medications
Allergies and hypersensitivities
Onset and duration of flu-like symptoms
Positive RIDT or PCR

® @& e a

Contraindications and Precautions
* Know hypersensitivity to oseltamivir, zanamivir or baloxavir
Underlying respiratory disease or asthma (zanamivir)
Severe renal dysfunction (est. CrCi < 30 mli/min, oseltamavir)
Fructose/sorbitol intolerance (oseltamivir)
Weight under 40kg (baloxavir)
Under 7 years of age (zanamavir)
Under 12 years of age (baloxavir)
Under five years of age

&« & & 8 @ & 9

PROCEDURES FOR MONITORING AND CONTINUATION OR ADJUSTMENT OF
THERAPIES

No additional follow-up monitoring or laboratory tests will be required. Pharmacist will
follow-up within 36-72 hours for evaluation of therapy, adverse effects, and need for
referral for additional medical intervention.

‘EDUCATION REQUIREMENTS

All individuals tested under this protoco! will receive counseling on influenza vaccination
and education on appropriate self-care, including symptom control, hygiene, and infection
control measures.

Individuals receiving antiviral therapies under this protocol will also receive the
following:
+ Medication counseling consistent with state and federal requirements for
prescription drug products
* Instructions on signs or symptoms that warrant emergent medical care
* Telephone follow-up by a pharmacist within 36 to 72 hours of dispensing to
assess the need for additional medical intervention. Follow-up will assess for
clinical stability, onset of new symptoms, and medication adverse effects.
Referral to a primary care provider or urgent/emergent treatment facility will
occur if any of the following are reported:
o Significant deterioration in condition or new evidence of clinicalinstability

o Onset of symptoms inconsistent with influenza or indicative of serious
complications from infiuenza .

o Medication adverse effects severe enough to warrant discontinuation of
therapy
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Individuals who test negative for influenza via point-of-care testing will be counseled on
the risk of a false-negative test result and will be counseled on selfcare or referred to a
primary care provider or urgent/emergent treatment facility as clinically appropriate.
Referral will be made when the pharmacist has high suspicion of a false-negative result
(i.e. when influenza activity in the community is high and person has clear signs and
symptoms of influenza infection), determines that the individual is at high risk for
complications, or otherwise considers additional care to be in the best interest of the
individual.

DOCUMENTATION
Pharmacist(s) will document via prescription record each individual who is tested for
influenza under this protocol, including:
» Documentation of the presenting signs and symptoms that warranted infiuenza
testing
* Documentation of parental consent for individuals under age 18
* Documentation of the manufacturer, Iot, expiration date, and resuit of the point-
of-care RIDT or PCR used to determine influenza status
» Documentation as required in 201 KAR 2:170 for the dispensing of prescription
medication
» Documentation that the individual received and expressed understanding of the
education required by this protocol ‘

NOTIFICATION

Pharmacist(s) shall ask all persons tested under this protocol for the name and contact
information of a primary care provider. If an individual or parent/guardian identifies a
primary care provider, the pharmacist will provide that provider with a summary of the
encounter, including at least the individual's name, date of birth, influenza test results.
medication dispensed, and follow-up plan, within 2 business days.

[if directed by the authorizing prescriber, the pharmacisi(s) shall provide written
notification via fax or other secure electronic means to the authorizing prescriber
of persons receiving antiviral therapy under this protocol within 7 days of initiating
dispensing.]

TERMS

This protocol is effective as of the date all parties execute this document. It shall remain
in effect for a period of one year and shall automatically renew for successive one-year
periods unless otherwise terminated by any party, with or without cause. Any
termination without cause shall require prior notice to all parties of no less than 60 days.
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Background:

To allow for timely and accessible treatment, Idaho pharmacists are authorized to prescribe
treatment for low-risk, symptomatic patients with strep throat in accordance with the clinical

Pharmacist Prescribing for Strep Throat
Service Qutline

guidelines of the Infectious Disease Society of America.

Pharmacist Training:

To prescribe treatment for strep throat to an eligible individual, a pharmacist must have
completed the following:

* Review this Pharmacist Prescribing for Strep Throat Service Outline.
* Review the Pharmacist Prescriptive Authority Protocol for Group A Streptococcal
Pharyngitis (Strep Throat) issued by the Idaho Board of Pharmacy.

Patient Eligibility:

Individuals potentially eligible to be issued a prescription for streptococcal pharyngitis include:
* Symptomatic patients between age 6 and 45 who score 2 or higher on the Centor Score

and then test positive on a CLIA-waived test indicated for group A streptococcal
pharyngitis.

Exclusion Criteria:
The following patients must be referred to a primary care physician or another healthcare

provider:

¢ Patients younger than 6 years of age or older than 45 years of age

* Patients who received antibiotic therapy within the previous 30 days

* Patients who report they are pregnant or breastfeeding

* Patients who report they are immunocompromised by medication or condition
* Adult patients who have one or more of the following:

&
O

(o]

Procedure:

Systolic hypotension <100 mmHg

Tachypnea >25 breaths per minute {>20 breaths per minute for patients <18
years)

Tachycardia >100 beats per minute (>119 beats/min for patients <18 years)
Oxygenation <90% via pulse oximetry

Body temperature >103° F (>102° F for patients <18 years)

1. Patient Intake

* A pharmacy staff member should explain the cost of the service to the patient. There is

a $35 service fee if a rapid strep test is administered.
* Ask the patient to complete the intake Form and return it to the In-Window when
completed.

* The Strep Throat Intake Form must be completed each time a new prescription is

issued,
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2. Delivery of Care

* The pharmacist must review the answers provided on the Intake Form and assess if the
patient meets any of the exclusion criteria for receiving prescription treatment. If they
meet any of the exclusion criteria, he/she must be referred to a primary care physician
or another healthcare provider. OTC products may be recommended for symptom
management.

* The physical assessment must be performed in a private area.

* The patient’s blood pressure, pulse, breathing rate, oxygenation, and body temperature
must be documented on the intake form under the physical service section.

* In performing the physical assessment, the pharmacist must ensure the Centor score for
the patient is 2 or greater. The Centor score is used in assessing whether patients are
appropriate for rapid strep testing. The table for calculating the Centor Score is
displayed below:

Table 1: Calculating Centor Score

Exudate or swelling on No (0) Yes (+1)
tonsils
Patient Age 15— 45 years old {0) 6 - 14 years old {+1)
Swollen/tender anterior No {0) Yes (+1)
cervical lymph nodes
Temperature >100.4°F No (0) Yes (+1)
Cough Cough present (0) Cough absent (+1)
TOTAL $CORE

* The physical readings must be assessed by the pharmacist, A rapid strep test may be
performed only for patients with physical readings in the appropriate range.

* If treatment can be prescribed, the medication prescribed must consider patient
allergies, local community resistance prevalence, availability, and cost.

¢ Inform the patient that he/she will receive a follow-up call from the pharmacist at 48
hours.
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* In choosing an appropriate therapy, the medications listed below are indicated for
treatment of strep throat:

Table 1: Treatment for Strep Throat from IDSA Guidelines
Medication | Dosage | Duration
First Line Therapies

>20 kg: 1 g (500 mg x 2) once daily
Amoxicillin 10 days
<20 kg: 50 mg/kg once daily

Penicillin v Age 12 and older: 500 mg twice daily 10 days
Second Line Therapies or Individuals with Penicillin Allergy

>25 kg: 500 mg twice daily
Cephalexin 10 days
<25 kg: 20 mg/kg twice daily

243 kg: 300 mg three times a day
Clindamycin 10 days
<43 kg: 7 mg/kg three times a day

Adults >18: Take 500 mg once on day 1,
Azithromycin then 250 mg once daily on days 2 - 5. 5 days

Age <18: 12 mg/kg once daily

* If provided by patient, the patient’s primary care provider should be contacted with
result of service with PCP Notification form.

Billing—Prescription:

The pharmacy staff must process the prescription in the pharmacy dispensing system. The
Strep Throat Intake Form must be scanned in as an additional document with the service. This
must be filed with other prescriptions according to the prescription number.

Billing—Service:
¢ The service must be billed each time a new prescription is issued, including when issuing
a new prescription for an established patient.
* The pharmacy staff must process the prescribing service in the pharmacy dispensing
system This must be filed with other prescriptions according to the prescription number.

Service resulting in a Service resulting in Service resulting in no
positive rapid strep test | negative rapid strep test strep test/referral
NDC# 55555-5556-90 55555-5556-91 55555-5556-96
Name Strep Throat test Strep Throat Prescribing | Strep Referral No Test
administered Referral
Qty 1 1 1
Cash Price $35 $35 $0
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Reordering Testing Supplies
¢ [f a test kit needs to be ordered, the store must email

ith the test kit that is required. To order the
Strep A+ test kit, request that pharmacy procurement order:

Sofia Strep A+ Test Kit (item [N

¢ Pharmacy procurement will order the test supplies on behalf of the store. Stores are
not able to directly order the test kits from the supplier.
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Strep Throat | intake Form

Patient Information

Name; Today's Date:

Address: Phone #:

City: State: Zip: DOB: Sex: o Female 1 Male
Primary Care Physician: Allergies:

Insurance Information - Please Provide Cardfs) to Phermacy

Prescribing services may or may not be covered by your insurance. We will verify ali eligibility under your plan and attempt to collect payment
from your insurance for ol services. if we are unable to confirm eligibility or coverage, you may still opt to receive these services at our pharmacy
and pay for it yourself of your insurance may cover prescribing services at your physician’s office. Your insurance may reimburse you for out-of-
pocket expenses for covered services if you submit receipts and documentation. You are responsible for payment for products or services you
receive that are not poid for by your plan. Please provide your insurgnce information below.

Prescription Insurance Name: Medical Insurance Name:
Cardhoider ID #: Insurance Address:
RX Group #: Cardholder Name:
Rx Bin #: Rx PCN #: Cardholder ID #:
Relationship of Patient to Cardholder: Cardholder DOB;

Group #:

Relationship of Patient to Cardholder:

Weight:
1kg=221Ibs
Current Symptoms
O Fever ( °F if measured) [l Headache
[J Sore throat/Painful swallowing O Body aches
£33 Redness in throat (sometimes with O Cough
white patches) [1 Other
Patient History
1. Have you received an antibiotic in the past 30 days?

™~

Are you pregnant or breastfeeding?

3. Doyou have a condition that affects your immune system (e.g., cancer, leukemia, HIV, active
shingles, etc.)?

4. Do you take medications that affect the immune system (e.g., prednisone, oral steroids,
anticancer or antiviral drugs, etc.)?

>. Do you have a history of kidney problems?
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Patient Screening

Yes No

1. Is the patient between the age of 6 and 457

2. Are the responses to questions 1 -5 above marked as “no”?

If the answer to both questions above are yes, the pharmacist may exercise professional discretion in performing the
physical assessment listed below.

Physical Assessment

Calculate the Centor Score for the patient by using the table directly befow.

Exudate or swelling on No {0) Yes {+1)
tonsils
Patient Age 15 - 45 years old (0) € — 14 years old (+1)
Swollen/tender anterior No {0} Yes (+1)
cervical lymph nodes
Temperature >100.4°F No (0) Yes (+1)
Cough Cough present {0) Cough absent (+1)

TOTAL SCORE*

*Patients must score 2 or greater on the Centor Score to be eligible to receive a rapid strep test.

Assessment Patient Value Acceptable Range for Prescribing

Blood Pressure Systolic BP greater than 100 mmHg

Breathing Rate Less than 25 breaths per minute

Less than 20 for patient <18 years

Pulse Less than 100 beats per minute
Less than 119 for patients <18 years

Oxygenation Greater than 90%

Body Temperature Less than 103°F

Less than 102°F for patients <18 years

If all assessment values are within the acceptable range, the pharmacist may perform the rapid strep test. If the rapid
strep test is positive, the pharmacist may prescribe appropriate product to treat the patient’s strep throat. The
pharmacist must ensure the service is provided in a manner consistent with the service outline.

Rapid Strep Test Result:  © Positive (Prescribe treatment) &1 Negative (Refer)

Prescription Information

Patient Name: Patient DOB:
Prescription Name and Strength: Rx Date:
SIG: Quantity:
Prescriber:

Prescriber Address:

126



Patient Follow-up [Due at 48 hours)

Follow-up Call Attempt 1: Follow-up Call Attempt 2: Follow-up Call Attempt 3: Yes | No

Was the patient reached for follow up, as required, after being prescribed the medication?

if yes, is the patient still experiencing symptoms?

If yes, what symptoms?

If yes, are the symptoms: 0 tmproving O Worsening O The same

if the patient is still experiencing symptoms, recommend that the patient be seen by a Primary Care Provider.

Notes on Foliow-up:

Date form faxed to provider:
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ACUTE GROUP A STREPTOCOCCAL PHARYNGITIS INFECTION PROTOCOL
v2
Approved 7/29/2020

PURPOSE .

This protocol specifies the criteria and procedures for pharmacist(s) to initiate the
dispensing of antibiotics to treat acute Group A streptococcal (GAS) pharyngitis
infection. The purpose of this protocol is to ensure appropriate and timely antibiotic
therapy for individuals with streptococcal pharyngitis following diagnostic confirmation
via CLIA-waived point-of-care Rapid Antigen Detection Test (RADT) or CLIA-waived
real-time Polymerase Chain Reaction (PCR) test.

PHARMACIST EDUCATION AND TRAINING _

Prior to initiating testing and dispensing antibiotics under this protocol, pharmacist(s)
must have received education and training in point-of-care RADT techniques from a
provider accredited by the Accreditation Council for Pharmacy Education, or by a
comparable provider approved by the Kentucky Board of Pharmacy. Additionally,
pharmacist(s) must maintain knowledge of the Infectious Disease Society of America
(IDSAYs current guidelines for the treatment of GAS pharyngitis.’

Provider of Training:

Date Training Completed:

CRITERIA
Pharmacist(s) authorized to initiate the dispensing of antibiotics to treat acute GAS
infection will treat individuals according to current IDSA guidelines.

Inclusion criteria:
Any individual who presents to the pharmacy and meets ALL of the following inclusion
criteria:

» Age 5 years or older (with consent of a parent/guardian if < 18 years old)

« Complaint of any sign or symptom consistent with GAS pharyngitis {sore throat,
pain on swallowing, fever, headache, swollen or tender cervical lymph nodes,
inflamed or swollen tonsils or uvula)

* Positive GAS result via CLIA-waived point-of-care RADT or PCR

Exclusion criteria;
Any individual who meets ANY of the following criteria:
* Age <5 years old
* Pregnant or breastfeeding
» Renal dysfunction (based on individual's report or pharmacy records)

" Clinical Practice Guideline for the Diagnosis and Management of Group A Strepiococcal Pharvngitis: 2012
Updete by the Infectious Diseases Society of America. Available online at

httpiiwww idsociety org/Guidelines/Patient Care/IDSA_ Practice Guidetines/Infections By Orean Svstem-
81507/ Lower/Upper Respiratory/Streplococcat Pharyneitis!
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» Immunocompromised state (hematologic malignancy, immunosuppressant drug
therapy including corticosteroids for greater than 2 weeks, HIV/AIDS)
» History of rheumatic fever, rheumatic heart disease, scarlet fever, or GAS-
induced glomerulonephritis
= Other antibiotic therapy prescribed for sore throat or upper respiratory infection
within the previous 30 days
» Clinically unstable based on the clinical judgment of the pharmacist or any of the
following criteria:
o Acute altered mental status
o Systolic blood pressure < 90 mmHg or diastolic blood pressure < 60 mmHg
o Pulse >125 beats/min
o Respiratory rate >30 breaths/min
o Temperature >103 °F (taken orally)
Presenting with overt viral features, such as: rhinorrhea, cough, oral uicers,
and/or hoarseness

Individuals who do not qualify for RADT or PCR under this protocol will be referred to a
primary care provider or urgent/emergent treatment facility as clinically appropriate.
Individuals who do not qualify for antibiotic dispensing following RADT or PCR will be
referred for additional evaluation when the pharmacist has high suspicion of a false-
negative resuit, determines that the individual is at high risk for comptlications, or
otherwise considers additional care to be in the best interest of the individual.

MEDICATIONS
This protocol authorizes pharmacist(s) to initiate the dispensing of one of the following
medication regimens to an individual meeting criteria:

First-line Treatment (unless contraindicated due to history of penicillin allergy)
1. Amoxicillin PO 25mg/kg {(max = 500 mg) twice daily for 10 days or 50 mg/kg
{max 1000 mg} once daily for 10 days

Second-fine Treatment (for those with mild allergic reactions e.g. rash to penicillin)
2, Cephalexin PO 20 mg/kg/dose (max 500 mg/dose) twice daily for 10days

Third-line Treatments (for those with mild allergies to penicillin and cephalosporins or
severe reactions e.g. anaphylaxis to penicillin)
3a. Azithromycin PO 12 mg/kg (max 500 mg) once daily for 5 days
3b. Clindamycin PO 7 mg/kg/dose (max 300 mg/dose) three times daily for 10
days
3c. Clarithromycin PO 7.5 mg/kg/dose (max 250 mg/dose) twice daily for10
days

Adjunctive therapy may be useful for treatment of moderate to severe symptoms or
control of high fever associated with acute GAS pharyngitis and should be considered
as an adjunct to an appropriate antibiotics.
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Acetaminophen PO; follow OTC dosing recommendations
Ibuprofen PO; follow OTC dosing recommendations

PROCEDURES FOR INITIATION OF THERAPY
Perform RADT to determine between acute GAS and viral pharyngitis
o [f positive, continue to evaluate with protocol
o [f negative,
= Adult: no back up throat culture needed for adults
» Children and adolescents (<18 y/0): back up throat culture must be
done, thus referral to primary care provider or urgent treatment
center is required

Antbiotic therapy will be initiated only in carefully selected individuals based on relevant
medical and social history and considerations of contraindications and precautions as
identified through assessment and screening.

Assess for Relevant Medical and Social History
» Patient demographics and weight if <18 y/o using scale in pharmacy
Medical history
Relevant social history
Current Medications
Medication allergies and hypersensitivities

Evaluate for Contraindications and Precautions

» Mild allergic reactions to penicillin (amoxicillin)
Mild allergic reactions to cephalosporins (cephalexin)
Severe allergic reactions to penicillin (amoxicillin and cephalexin)
Allergic reactions to macrolides (azithromycin and clarithromycin)
Allergic reactions to clindamycin

Selection of antibiotic regimen will follow the ordered preference listed above. A lower-
ranked regimen will only be prescribed if the individual or pharmacy record indicates a
drug allergy or other contraindication to a higher-ranked regimen. The pharmacist will
assess reported drug allergies for validity by reviewing the individual's pharmacy record
and documenting the reported reaction. In any case where amoxicillin is not the
selected regimen, the pharmacist will document the clinical reasoning for the selection.

PROCEDURES FOR MONITORING AND CONTINUATION OR ADJUSTMENT OF
THERAPIES
Telephone follow-up within 24 to 48 hours of dispensing to assess the need for
additional medical intervention. Follow-up will assess for clinical stability, symptom
burden, and medication adverse effects. Referral to a primary care provider or
urgent/emergent treatment facility wili occur if any of the following are reported:
e Significant deterioration in condition or new evidence of clinicalinstability
* Lack of improvement in symptoms or onset of symptoms indicative of
serious complications
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+ Medication adverse effects severe enough to warrant discontinuation

EDUCATION REQUIREMENTS
All individuals tested under this protocol will receive counseling on:
« Appropriate self-care, including symptom control, hygiene, and infection control
measures.
» PerIDSA guidelines people with acute GAS pharyngitis should stay home from
work, school, or daycare until they are afebrile and until 24 hours after starting
appropriate antibiotic therapy

Individuals receiving antibiotics under this protocol will also receive the following:
* Medication counseling consistent with state and federal requirements for
prescription drug products
o Instructions on signs or symptoms that warrant emergent medicalcare
¢ Follow-up details

DOCUMENTATION
Pharmacist(s) will document via prescription record each person who is tested for GAS
under this protocol, including:
» Documentation as required in 201 KAR 2:170 for the dispensing of prescription
medication
* Documentation of the presenting signs and symptoms that warranted testing
» Documentation of the manufacturer, lot, expiration date, and result of the point-
of-care RADT or PCR used to determine GAS status
* Documentation that the individual (or caregiver) received the education required
by this protocol
 Documentation of clinical follow up as appropriate

NOTIFICATION

Pharmacist(s) shall ask all persons tested under this protocol for the name and contact
information of a primary care provider. If an individual (or caregiver) identifies a primary
careprovider, the pharmacist will provide that provider with a summary of the
encounter, including at least the individual's name, date of birth, GAS test results,
medication dispensed, and follow-up plan, within 2 business days.

[If directed by the authorizing prescriber, the pharmacist(s) shall'provide written
notification via fax or other secure electronic means to the authorizing prescriber of
persons receiving medications under this protocol within 7 days of initiating dispensing.]

TERMS

This protoco!l is effective as of the date all parties execute the document. It shall remain
in effect for a period of one year and shall automatically renew for successive one-year
periods unless otherwise terminated by any party, with or without cause. Any termination
without cause shall require prior notice to all parties of no Iless than 60 days.



Agenda Topie: Controlled substances for the prevention of human immunodeficiency virus,
including controlled substances prescribed for pre-exposure and post-exposure prophylaxis pursuant
to guidelines and recommendations of the Centers for Disease Control and Prevention

Included in agenda package:

e Excerpt from California SB 159, passed in 2019
¢ Colorado HB 20-1061, passed in 2020
¢ Oregon HIV Post-Exposure Prophylaxis (PEP) Protocol

Action to be taken:

© Discuss subject and offer recommendations regarding the development of protocols for the
iitiating of treatment with and dispensing and administering by pharmacists to persons 18 vears
of age or older for drugs approved by the U.S. Food and Drug Administration for controlled
substances for the prevention of human immunodeficiency virus, including controlled substances
prescribed for pre-exposure and post-exposure prophylaxis pursuant to guidelines and
recommendations of the Centers for Disease Control and Prevention
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HUECTRONIC LEGAL MATERIAL ;

Senate Bill No. 159

CHAPTER 532

An act to amend Section 4052 of, and to add Sections 4052.02 and
4052.03 10, the Business and Professions Code, to add Section 1342.74 to
the Health and Safety Code, to add Section 10123.1933 to the Insurance
Code, and to amend Section 14132.968 of the Welfare and Institutions Code,
relating to HIV prevention.

[Approved by Governor October 7, 2019. Filed with Secretary
of State October 7, 2019.]

LEGISLATIVE COUNSEL’S DIGEST

SB 159, Wiener. HIV: preexposure and postexposure prophylaxis.

Existing law, the Pharmacy Law, provides for the licensure and regulation
of pharmacists by the California State Board of Pharmacy and makes a
violation of these requirements a crime. Existing law generally authorizes
a pharmacist to dispense or furnish drugs only pursuant to a valid
prescription, except as provided, such as fumishing emergency
contraceptives, hormonal contraceptives, and naloxone hydrochloride,
pursuant to standardized procedures.

This bill would authorize a pharmacist to furnish preexposure prophylaxis
and postexposure prophylaxis in specified amounts and would require a
pharmacist to furnish those drugs if certain conditions are met, including
that the pharmacist determines the patient meets the clinical criteria for
preexposure prophylaxis or postexposure prophylaxis consistent with federal
guidelines. The bill would require a pharmacist, before furnishing
preexposure prophylaxis or postexposure prophylaxis, to complete a training
program approved by the board. Because a violation of these requirements
would be a crime, this bill would impose a state-mandated local program,

Existing law provides for the Medi-Cal program, which is administered
by the State Department of Health Care Services, under which qualified
low-income individuals receive health care services pursuant to a schedule
of benefits, including pharmacist services, which are subject to approval by
the federal Centers for Medicare and Medicaid Services. The Medi-Cal
program is, in part, governed and funded by federal Medicaid program
provisions,

This bill would expand the Medi-Cal schedule of benefits to include
preexposure prophylaxis and postexposure prophylaxis as pharmacist
services, as specified.

Existing law, the Knox-Keene Health Care Service Plan Act of 1975,
provides for the licensure and regulation of health care service plans by the
Department of Managed Health Care and makes a willful violation of the
act a crime. Existing law also provides for the regulation of health insurers
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Ch. 532 —2—

by the Department of Insurance. Existing law authorizes health care service
plans and health insurers that cover prescription drugs to utilize reasonable
medical management practices, including prior authorization and step
therapy, consistent with applicable law. For combination antiretroviral drug
treatments medically necessary for the prevention of AIDS/HIV, existing
law prohibits plans and insurers, until January 1, 2023, from having
utilization management policies or procedures that rely on a multitablet
drug regimen instead of a single-tablet drug regimen, except as specified.

This bill would additionally prohibit plans and insurers from subjecting
antiretroviral drugs, including preexposure prophylaxis or postexposure
prophylaxis, to prior authorization or step therapy, except that if the United
States Food and Drug Administration has approved one or more therapeutic
equivalents of a drug, device, or product for the prevention of AIDS/HIV,
the bill would instead require the plan or insurer to cover at least one of the
therapeutically equivalent versions without prior authorization or step
therapy. The bill would also prohibit plans and insurers from prohibiting,
or allowing a pharmacy benefit manager to prohibit, a pharmacy provider
from providing preexposure prophylaxis or postexposure prophylaxis, except
as specified. The bill would prohibit plans and insurers from covering
preexposure prophylaxis that has been furnished by a pharmacist in excess
of specified amounts. Because a willful viclation of these provisions by a
health care service plan would be a crime, 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.

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

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

SECTION 1. Section 4052 of the Business and Professions Code is
amended to read:

4052. (a) Notwithstanding any other law, a pharmacist may:

(1) Fumish a reasonable quantity of compounded drug product to a
prescriber for office use by the prescriber.

{2) Transmit a valid prescription to another pharmacist,

(3) Administer drugs and biological products that have been ordered by
a prescriber.

(4) Perform procedures or functions in a licensed health care facility as
authorized by Section 4052.1.

(5) Perform procedures or functions as part of the care provided by a
health care facility, a licensed home health agency, a licensed clinic in which
there is a physician oversight, a provider who contracts with a licensed
health care service plan with regard to the care or services provided to the

88
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HOUSE BILL 20-1061

BY REPRESENTATIVE(S) Valdez A. and Herod, Arndt, Benavidez, Bird,
Buckner, Buentello, Caraveo, Coleman, Esgar, Exum, Froelich,
Gonzales-Gutierrez, Gray, Hooton, Jaquez Lewis, Kipp, Lontine, Melton,
Michaelson Jenet, Mullica, Roberts, Singer, Sirota, Tipper, Titone,
Weissman, Woodrow, Duran, Snyder, Young;

also SENATOR(S) Moreno and Priola, Bridges, Crowder, Donovan,
Fenberg, Fields, Hansen, Lee, Pettersen, Rodriguez, Smallwood, Story,
Todd, Williams A., Winter, Zenzinger, Garcia,

CONCERNING PHARMACISTS' ABILITY TO PROVIDE HIV INFECTION
PREVENTION MEDICATIONS TO PATIENTS, AND, IN CONNECTION
THEREWITH, MAKING AN APPROPRIATION.

Be it enacted by the General Assembly of the State of Colorado:

SECTION 1. InColorado Revised Statutes, 10-16-102, add (27.5),
(38.5), (50.5), and (50.7) as follows:

10-16-102. Definitions. As used in this article | 6, unless the context
otherwise requires:

(27.5) "FDA" MEANS THE FOOD AND DRUG ADMINISTRATION IN THE

Capital letters or bold & italic mumbers indicate new material added 1o exisiing law, dashes
through words or numbers indicate deletions from existing law and such material is not part of
the act.



UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES, OR ANY
SUCCESSOR ENTITY.

(38.5) "HIV INFECTION PREVENTION DRUG" MEANS PREEXPOSURE
PROPHYLAXIS, POST-EXPOSURE PROPHYLAXIS, OR OTHER DRUGS APPROVED
BY THE FDA FOR THE PREVENTION OF HIV INFECTION.

(50.5) "POST-EXPOSURE PROPHYLAXIS" MEANS A DRUG OR DRUG
COMBINATION THAT MEETS THE SAME CLINICAL ELIGIBILITY
RECOMMENDATIONS PROVIDED IN CDC GUIDELINES, AS DEFINED IN SECTION
12-280-125.7.

(50.7) "PREEXPOSURE PROPHYLAXIS" MEANS A DRUG OR DRUG
COMBINATION THAT MEETS THE SAME CLINICAL ELIGIBILITY
RECOMMENDATIONS PROVIDED IN CDC GUIDELINES, AS DEFINED IN SECTION
12.280-125.7.

SECTION 2. In Colorado Revised Statutes, 10-16-104, add (18)(e)
as follows:

10-16-104. Mandatory coverage provisions - definitions - rules.
(18) Preventive health care services. () (I) A CARRIER SHALL REIMBURSE
A PHARMACISTEMPLOYEDBY AN IN-NETWORK PHARMACY FOR PRESCRIBING
ANDDISPENSING HIV INFECTION PREVENTION DRUGS TO A COVERED PERSON.
A CARRIER SHALL PROVIDE A PHARMACIST WHO PRESCRIBES AND DISPENSES
HIV INFECTION PREVENTION DRUGS TO A COVERED PERSON PURSUANT TO
SECTION 12-280-125.7 AN ADEQUATE CONSULTATIVE FEE, OR, IF MEDICAL
BILLING IS NOT AVAILABLE, AN ENHANCED DISPENSING FEE, THAT IS
EQUIVALENTOR THAT IS PROVIDED TO A PHYSICIAN OR ADVANCED PRACTICE
NURSE.

(II) THIS SUBSECTION (]18){(e) DOES NOT APPLY TO AN INTEGRATED
HEALTH CARE DELIVERY SYSTEM THAT DISPENSES A MAIORITY OF
PRESCRIPTION DRUGS THROUGH INTEGRATED PHARMACIES.

SECTION 3. In Colorado Revised Statutes, add 10-16-152 as
follows:

10-16-152. HIV prevention medication - limitations on carriers
- step therapy - prior authorization. A CARRIER SHALL NOT REQUIRE A

PAGE 2-HOUSE BILL 20-1061
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COVERED PERSON TO UNDERGO STEP THERAPY OR TO RECEIVE PRIOR
AUTHORIZATION BEFORE A PHARMACIST MAY, PURSUANT TO SECTION

12-280-125.7, PRESCRIBE AND DISPENSE AN HIV INFECTION PREVENTION
DRUG.

SECTION 4. In Colorado Revised Statutes, 12-280-103, amend
(39)(c)IIXC) and (39)(d); and add (39)(e) as follows:

12-280-103. Definitions - rules. As used in this article 280, unless
the context otherwise requires or the term is otherwise defined in another
part of this article 280:

(39) "Practice of pharmacy" means:

(¢) The provision of a therapeutic interchange selection or a
therapeutically equivalent selection to a patient if, during the patient's stay
at a nursing care facility or a long-term acute care hospital licensed under
part ] of article 3 of'title 25, the selection has been approved for the patient:

(11} By one of the following health care providers:

(C) Anadvanced practice nurse prescriber licensed as a professional
nurse under section 12-255-1190, registered as an advanced practice nurse
under section 12-255-111, and authorized to prescribe controlled substances
or prescription drugs pursuant to section 12-255-1 12, if the advanced
practice nurse prescriber has developed an articulated plan to maintain

ongoing collaboration with physicians and other health care professionals;
and

(d) The dispensing of chronic maintenance drugs pursuant to section
12-280-125.5 and board rules adopted in accordance with that section; AND

(e) PURSUANT TO A STANDING ORDER OR TO A STATEWIDE DRUG
THERAPY PROTOCOL DEVELOPED PURSUANT TO SECTION 12-280-1 25,7, THE
PRESCRIBING AND DISPENSING OF POST-EXPOSURE PROPHYLAXIS, AS DEFINED
INSECTION 12-280-125.7 (1)(d), FORNONOCCUPATIONAL EXPOSURE TO HIV
INFECTION AND PREEXPOSURE PROPHYLAXIS, AS DEFINED IN SECTION
12-280-125.7 (1)(e), AND THE ORDERING OF LAB TESTS IN CONJUNCTION
WITH PRESCRIBING OR DISPENSING THE DRUGS.

PAGE 3-HOUSE BILL 20-1061
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SECTION 5. In Colorado Revised Statutes, add 12-280-125.7 as
follows:

12-280-125.7. Pharmacists' authority to prescribe and dispense
HIV infection prevention drugs - definitions - rules. (1) ASUSED INTHIS
SECTION:

(a) "CDC" MEANS THE FEDERAL CENTERS FOR DISEASE CONTROL
AND PREVENTION IN THE UNITED STATES DEPARTMENT OF HEALTH AND
HUMAN SERVICES, OR ANY SUCCESSOR ENTITY.

(b) "CDC GUIDELINES" MEANS THE CDC GUIDELINES FOR
PREEXPOSURE PROPHYLAXIS FOR THE PREVENTION OF HIV INFECTION AND
THE "UPDATED GUIDELINES FOR ANTIRETROVIRAL POST-EXPOSURE
PROPHYLAXIS AFTER SEXUAL, INJECTION DRUG USE, OR OTHER
NONOCCUPATIONAL EXPOSURE TO HIV", AND ANY ANALOGOUS
SUBSEQUENT GUIDELINES PUBLISHED BY THE CDC.

(c) "HIV INFECTION PREVENTION DRUG" MEANS PREEXPOSURE
PROPHYLAXIS, POST-EXPOSURE PROPHYLAXIS, OR OTHER DRUGS APPROVED
BY THE FDA FOR THE PREVENTION OF HIV INFECTION.

(d) "POST-EXPOSURE PROPHYLAXIS" MEANS A DRUG OR DRUG
COMBINATION THAT MEETS THE SAME CLINICAL ELIGIBILITY
RECOMMENDATIONS PROVIDED IN CDC GUIDELINES.

(e) "PREEXPOSURE PROPHYLAXIS" MEANS A DRUG OR DRUG
COMBINATION THAT MEETS THE SAME CLINICAL ELIGIBILITY
RECOMMENDATIONS PROVIDED IN CDC GUIDELINES.

(f) "PRESCRIBER" MEANS:

(I) A PHYSICIAN OR PHYSICIAN ASSISTANT LICENSED PURSUANT TO
ARTICLE 240 OF THIS TITLE 12; OR

(I) AN ADVANCED PRACTICE NURSE, AS DEFINED IN SECTION
12-255-104 (1), WITH PRESCRIPTIVE AUTHORITY PURSUANT TO SECTION
12-255-112.

"STANDING ORDER" MEANS A PRESCRIPTION ORDER WRITTEN BY
g
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A PRESCRIBER THAT IS NOT SPECIFIC TO AND DOES NOT IDENTIFY A
PARTICULAR PATIENT.

(2) A PHARMACIST MAY PRESCRIBE AND DISPENSE HIV INFECTION
PREVENTION DRUGS IN ACCORDANCE WITH A STANDING ORDER PURSUANTTO
SECTION 25-1-130 OR A STATEWIDE DRUG THERAPY PROTOCOL DEVELOPED
PURSUANT TOQ SUBSECTION (5) OF THIS SECTION.

(3)  BEFORE PRESCRIBING OR DISPENSING HIV INFECTION
PREVENTION DRUGS TO A PATIENT, A PHARMACIST MUST:

(a) HOLD A CURRENT LICENSE TO PRACTICE IN COLORADO;
(b) BE ENGAGED IN THE PRACTICE OF PHARMACY:

(c) HAVE EARNED A DOCTORATE OF PHARMACY DEGREE OR
COMPLETED AT LEAST FIVE YEARS OF EXPERIENCE AS A LICENSED
PHARMACIST;

(d) CARRY ADEQUATE PROFESSIONAL LIABILITY INSURANCE AS
DETERMINED BY THE BOARD; AND

(¢) COMPLETE A TRAINING PROGRAM ACCREDITED BY THE
ACCREDITATION COUNCIL FOR PHARMACY EDUCATION, OR ITS SUCCESSOR
ENTITY, PURSUANT TO THE PROTOCOL DEVELOPED BY THE BOARD.

(4) THE BOARD SHALL PROMULGATE RULES NECESSARY TO
IMPLEMENT THIS SECTION, INCLUDING RULES THAT ESTABLISH PROTOCOLS
FOR PRESCRIBING AND DISPENSING PREEXPOSURE PROPHYLAXIS AND
POST-EXPOSURE PROPHYLAXIS.

(5) (@) ON OR BEFORE SIX MONTHS AFTER THE EFFECTIVE DATE OF
THIS SECTION, THE STATE BOARD OF PHARMACY, THE COLORADO MEDICAL
BOARD, AND THE STATE BOARD OF NURSING SHALL, IN COLLABORATION WiTH
THE DEPARTMENT OF PUBLIC HEALTH AND ENVIRONMENT, AND AS
DESCRIBED IN SECTION 12-280-601 (1)(b), DEVELOP STATEWIDE DRUG
THERAPY PROTOCOLS FOR PHARMACISTS TO PRESCRIBE AND DISPENSE HIV
INFECTION PREVENTION DRUGS.

(b) IF THE STATE BOARD OF PHARMACY, THE COLORADO MEDICAL

PAGE 5-HOUSE BILL 20-1061

139



BOARD, AND THE STATE BOARD OF NURSING ARE NOT ABLE TO AGREE INTHE
TIME PERIOD REQUIRED BY SUBSECTION (5)(a) OF THIS SECTION TO
STATEWIDE DRUG THERAPY PROTOCOLS FOR PHARMACISTS TO PRESCRIBE
AND DISPENSE HIV INFECTION PREVENTION DRUGS, THE STATE BOARD OF
PHARMACY SHALL COLLABORATE WITH THE DEPARTMENT OF PUBLIC HEALTH
AND ENVIRONMENT TO DEVELOP AND IMPLEMENT STATEWIDE DRUG
THERAPY PROTOCOLS BY JANUARY 1, 2021.

(¢) INDEVELOPING THE STATEWIDE DRUGTHERAPY PROTOCOLS, THE
APPLICABLE BOARDS AND THE DEPARTMENT OF PUBLIC HEALTH AND
ENVIRONMENT SHALL CONSIDER PHYSICIAN REFERRALS; LAB TESTING,
INCLUDING PREEXPOSURE AND POST-EXPOSURE PRESCRIBING TESTS, AND
APPROPRIATE REFERRALS PURSUANT TO CDC GUIDELINES; COUNSELING
PURSUANT TO CDC GUIDELINES; AND PATIENT FOLLOW-UP CARE AND
COUNSELING.

SECTION 6. In Colorado Revised Statutes, add 25-1-130 as
follows:

25-1-130.  Standing order - post-exposure prophylaxis -
definition. (1) ON OR BEFORE AUGUST 1, 2020, AND UNTIL A STATEWIDE
DRUG THERAPY PROTOCOL IS IMPLEMENTED PURSUANT TO SECTION
12-280-125.7, THE DEPARTMENT SHALL IMPLEMENT AND MAINTAIN A
STANDING ORDER FOR POST-EXPOSURE PROPHYLA XIS SO THAT PHARMACISTS
MAY PRESCRIBE AND DISPENSE POST-EXPOSURE PROPHYLAXIS PURSUANTTO
SECTION 12-280-125.7.

(2) AS USED IN THIS SECTION "POST-EXPOSURE PROPHYLAXIS" HAS
THE SAME MEANING AS SET FORTH IN SECTION 12-280-125.7.

SECTION 7. Appropriation. For the 2020-2] state fiscal year,
$13,347 is appropriated to the department of regulatory agencies for use by
the division of insurance. This appropriation is from the division of
insurance cash fund created in section 10-1-103 (3),C.R.S,, and is based on
an assumption that the division will require an additional 0.2 FTE. To
implement this act, the division may use this appropriation for personal
services.

SECTION 8, Safety clause. The general assembly hereby finds,
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determines, and declares that this act is necessary for the immediate
preservation of the public peace, health, or safety.

Kefpecko 7 ) O

KC Becker / ,_ Ierdy M. Garcia
SPEAKER OF THE HOUSE PRESIDENT OF
OF REPRESENTATIVES THE SENATE

f{hu [2 s

Robin Jones Cindi L. Markwell
CHIEF CLERK UF THE HOUSE SECRETARY OF
OF REPRESENTATIVES THE SENATE

APPROVED (| \u 2,200 ax 4 Py

(Date and Tlme)

O/fﬂ//

OVE OR OF STATE OF COLORADO
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PREVENTIVE CARE
HIV POST-EXPOSURE PROPHYLAXIS (PEP)

STATEWIDE DRUG THERAPY MANAGEMENT PROTOCOL for the OREGON PHARMACIST

AUTHORITY and PURPOSE: Per ORS 689.645, a pharmacist may provide patient care services
pursuant to a statewide drug therapy management protocolt

# Following all elements outlined in OAR 855 020- 0110 a pharmacist licensed and located in
Oregon may prescribe post exposure prophyfams (PEP) drug regzmen

» STANDARDIZED PATIENT ASSESSMENT PROCESS ELEIVIENTS
e Utilize the standardized PEP Patient Intake Form (pg 2- 3) _
¢ Utilize the standardlzed PEP Assessment and Treatment Care Pathway (pg 4-6)

PHARMACIST TRAINING/EDUCATION
+ Completion of a comprehensive tralmng program related to the prescnblng and
dispensing of HIv preventlon medlcatlons, to mclude related trauma mformed care

Cregon Board of Pharmacy
Approved: 8/2020
Reviewed:
Modified:
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Name

Post-Exposure Prophylaxis (PEP) Self-Screening Patient Intake Form

(confidential-protected health information)

Date of Birth Age

Health Care Provider's Name

Do you have health insurance? Yes / No Name of Insurance Provider
Any allergies to Medications? Yes / No If yes, list them here

Today's Date

Background Information:
1. 1 Do you think you were exposed to Human Immunodeficiency Virus (HIV)? 0 Yes 0 No o Not sure
2, | What was the date of the exposure? A
3. | What was the approximate time of the exposure? o AM/PM
4. | Was your exposure due to unwanted physical contact or a sexual assault? 1 Yes 11 No 0 Not sure
5. | Was the exposure through contact with any of the following body fluids? Select any/all 0 Yes = No o Not sure
that apply:
0 Blood & Tissue fluids o Semen o Vaginal secretions 5 Saliva o Tears o Sweat 1 Other
{please specify}):
6. | Did you have vaginal or anal sexual intercourse without a condom? 0 Yes 0 No 0 Not sure
7. | Did you have oral sex without a condom with visible blood in or on the genitals or C Yes 11 No o Not sure
mouth of your partner?
8. | Did you have oral sex without a condom with broken skin or mucous membrane of the 1 Yes 3 No 0 Not sure
genitals or oral cavity of your partner?
9. | Were you exposed to body fluids via injury to the skin, a needle, or another instrument 0 Yes 0 No o Not sure
or ohject that broke the skin?
10.| Did you come into contact with blood, semen, vaginal secretions, or other body fluids of | o Yes 0 No o Not sure
one of the following individuals?
Opersons with known HIV infection
cmen who have sex with men with unknown HIV status
apersons who inject drugs
Osex workers -
11.| Did you have another encounter that is not included above that could have exposed Yes 0 No o Not sure

you to high risk body fluids? Please specify:

Medical History:

If no, would you like this vaccine today? Yes/No

12. Have you ever been diagnosed with Human immunodeficiency Virus (HIV)? 0 Yes 2 No o Not sure
13.| Are you seeing a provider for management of Hepatitis B? o1 Yes 3 No o Not sure
14.| Have you ever received immunization for Hepatitis B? If yes, indicate when: o Yes o Noo Not sure

15.

Are you seeing a kidney specialist?

©1Yes 0 No o0 Not sure

16,

Are you currently pregnant?

O Yes o1 No o Not sure

17.

Are you currently breast-feeding?

1 Yes 0 No o Not sure

18.

Do you take any of the following over-the-counter medications or herbal supplements?
0 Orlistat {Alli®) o aspirin 2 325 mg 11 naproxen {Aleve®) o ibuprofen (Advii®/Motrin®)
o antacids (Tums® or Rolaids®), o vitamins or multivitamins containing iron, calcium,
magnesium, zing, or aluminum

&3 Yes 0 No o Not sure

19.

Do you have any other medical problems or take any medications, including herbs or
supplements? If yes, list them here;

o Yes 0 No 1 Not sure

Signature

Cregon Board of Pharmacy

Date
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Optional-May be used by pharmacy if desired

Patient Name: Date of birth:

Address:

City/State/Zip Code: Phone number:

U Verified DOB with valid photo ID

Note: RPh must refer patient if exposure occurred >72 hours priar to initiation of medication

. Drug: emtricitabine 200 mg/tenofovir disoproxit fumurate 300 mg {Truvada®)
Sig: Take one tablet by mouth once daily in combination with Isentress® for 30 days
Quantity: #30
Refills: none
AND
. Drug: raltegravir 400mg (Isentress®)
Sig: Take one tablet by mouth twice daily in combination with Truvada® for 30 days.
Quantity: #60
Refills: none

Written Date:

Prescriber Name: Prescriber Signature:

Pharmacy Address: Pharmacy Phene:

-0r-

Patient Referred
[(Hepatitis B Vaccination administered:
Lot: Expiration Date: /Dose __ of3

Notes:

3of6
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Post-exposure Prophylaxis (PEP) of Human Immunodeficiency Virus (HIV)-Assessment and Treatment Care Pathway

Name

Date of Birth

Today’'s Date

1. 1s the patient less than 13 years old?

Notes: According to the CDC

Yes: Do not prescribe PEP. Refer patient to
local primary care provider (PCP),
emergency department (ED), urgent care,
infectious disease specialist, or public
health clinic

No: Goto #2

PEP treatment guidelines,
Truvada® plus Isentress®is a
preferred regimen far
individuals 13 years and
older.

2. Is the patient known to be HiV-positive?

Notes:

Yes: Do not prescribe PEP. Refer patient to
tocal primary care provider, infectious
disease specialist or public health clinic,

No: Go to #3. Conduct 4" generation
HIV fingerstick test if available
{optional).

3.  What time did the exposure occur?

Notes: PEP is a time

<72 hours ago: go to #4

{-I>72 hours ago: PEP not
recommended. Refer patient to local
primary care provider, infectious disease
specialist, or public health department.

sensitive treatment with
evidence supporting use <72
hours from time of
exposure.

4. Was the patient a survivor of sexual assault?

Notes:

Yes: if the patient experienced a sexual
assauit, continue on with the algorithm
(Go to #5} and then refer the patient to
the emergency department for a sexual
assault workup.**

No: Goto #5

5. Was the exposure from a source person known to be HIV-positive?

Yes: Go to #6 I

No: Go to #7

6. Was there exposure of the patient’s vagina, rectum, eye, mouth, other mucous
membrane, or non-intact skin, or percutaneous contact with the following body

Notes: The fluids listed on
the far left column are
considered high risk while

fluids:
Please check any/all that apply: Please check any/all that apply (Note:
[IBlood only applicable if not visibly
CISemen contaminated with blood):

[vaginal secretions

[IRectal secretions

[CBreast milk

L1Any body fluid that is visibly
contaminated with biood

If any boxes are checked, go to #9.

[JUrine

[JNasal Secretions
(ISaliva

[Isweat

[ Tears

[LINone of the above

Go to #7

the fluids on the right
column are only considered
high risk if contaminated
with blood.

7. Did the patient have receptive/insertive anal/vaginal intercourse without a

condom with a partner of known or unkn

own HIV status?

Notes: This type of exposure
puts the patient at a high

Yes: Goto #9

I No: Goto #8

risk for HIV acquisition

8. Did the patient have receptive/insertive i

ntercourse without a condom with mouth

to vagina, anus, or penis (with or without ejaculation) contact with a partner of

known or unknown HIV status?

Notes: Consider calling
the HIV PEPline (888)
448-4911 for guidance,

Yes: Please check all that apply and go to #9:

ClWas the source person known to be HIV-positive?

Clwere there cuts/openings/sores/ulcers on
[[JWas blood present?

[ZIHas this happened more than once without PEP treatment?

[INone of the above

No: Use clinical
judgment. Risk of
acquiring HiV is fow.
Consider referral. If
clinical determination is
to prescribe PEP then
continue to #9.

the oral mucosa?
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9. Does the patient have an established primary care provider for appropriate follow-
up?—0R- Can the pharmacist directly refer to another local contracted provider or

public health department for appropriate

follow-up?

Yes: Go to #10

No: Refer patient to local primary care
provider (PCP), emergency department
(ED), urgent care, infectious disease
specialist, or public heaith dept. Do not
prescribe PEP,

Notes: Connection to care is
critical for future
recommended follow-up.

10. Does the patient have history of known H

epatitis B infection {latent or active)?

Yes: Refer patient to local primary care
provider {PCP), emergency department
{ED), urgent care, infectious disease

specialist, or public health dept. Do not

No. Goto #11

prescribe PEP,

11. Has the patient received the full Hepatitis B vaccination series? [1Yes [INo

Verify vaccine records or Alertl!$. Dates:

Yes: Go to #13 |

No: Goto #12

12. Review the risks of hepatitis B exacerbation with PEP with the patient. Offer

vaccine if appropriate and go to #13.
[[Ivaccine administered

Lot: Exp: Signature

Notes: Tenofovir disoproxil
fumurate treats HBV,
therefore once stopped
and/or completed, the
patient could experience an
acute Hepatitis B flare.

13. Does the patient have known chronic kidney disease or reduced renal function?

Yes: Refer patient to local primary care
provider (PCP), emergency department
(ED), urgent care, infectious disease
specialist, or public health dept. Do not
prescribe PEP.

No: PEP prescription recommended. See
below for recommended regimen(s) and
counseling points, Patient must be warm
referred to appropriate provider
following prescription of PEP for
required baseline and follow-up testing.
Pharmacist must notify both the
provider and patient,

Notes: Truvada® requires
renal dose adjustment when
the CrCl <50 mi/min

Recommended regimen:

Truvada® (emtricitabine 200
mg/tenofovir disoproxil fumurate 300
mg) one tablet by mouth daily for 30
days

PLUS
Isentress® (raltegravir 400 mg) one

tablet by mouth twice daily for 30
days

Notes:

There may be ather FDA-approved regimens available for treatment

of PEP. Truvada® plus Isentress® is the only regimen permitted for

pharmacist prescribing at this time.

Although labeling is for 28 day supply, 30 days is recommended for

prescribing due to the products being available only in 30-day
packaging and high cost of the medications which could provide a
barrier to availability and care. If able, 28-day regimens are
appropriate if the pharmacist/pharmacy is willing to dispense as

such.

Pregnancy is not a contraindication to receive PEP treatment as

Truvada® and Isentress® are preferred medications during
pregnancy. If the patient is pregnant, please report their
demographics to the Antiretroviral Pregnancy Registry:

http://www.apregistry.com

* Ifthe patient is breastfeeding, the benefit of prescribing PEP
outweigh the risk of the infant acquiring HIV. Package inserts
recommend against breastfeeding. “Pumping and dumping” may be
considered. Consider consulting with an infectious disease provider,
obstetrician, or pediatrician for further guidance.
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Counseling points:
Truvada®:
» Take the tablet every day as prescribed with or without food, Taking it with food may decrease stomach
upset. Common side effects include nausea/vomiting, diarrhea for the first 1-2 weeks.
lIsentress®:
* Take the tablet twice daily as prescribed with or without food. Taking it with food might decrease any
stomach upset. if you take vitamins or supplements with calcium or magnesium, take the supplements 2
hours before or 6 hours after the Isentress®,

Do not take one of these medications without the other. Both medications must be taken together to be effective and
to prevent possible resistance. You must follow up with appropriate provider for lab work.

Discuss side-effects of “start-up syndrome” such as nausea, diarrhea, and/or headache which generally resolve within
a few days to weeks of starting the medications.

Discuss signs and symptoms of seroconversion such as flu-like symptoms {e.g. fatigue, fever, sore throat, body aches,
rash, swollen lymph nodes).

*Oregon licensed pharmacists are mandatory reporters of child abuse, per ORS Chapter 419B. Reports shall be made
to Oregon Department of Human Services @ 1-855-503-SAFE (7233).

Pharmacist mandatory follow-up:

* The pharmacist will contact the patient’s primary care provider or other appropriate provider to provide
written notification of PEP prescription and to facilitate establishing care for baseline testing such as SCr, 4
generation HIV Antigen/Antibody, AST/ALT, and Hepatitis B serology. (sample info sheet available)

* The pharmacist will provide a written individualized care plan to each patient. (sample info sheet available)

* The pharmacist will contact the patient approximately 1 month after initial prescription to advocate for
approptiate provider follow-up after completion of regimen.

Pharmacist
Signature Date

Oregon Board of Pharmacy 6ef6 v. August 2020
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Pharmacy Name
Address of Pharmacy
Pharmacy Phone Number

This page contains important information for vou; please read it carefully.

You have been prescribed Post-Exposure Prophylaxis (PEP) to help prevent Human Immunodeficiency Virus
(HIV). Listed below are the medications and directions you have been prescribed, some key points to
remember about these medications, and a list of next steps that will need to be done |n order to confirm the
PEP worked for you. e

Medications: You must start these within 72 hours of your exposure
¢ Truvada (emtricitabine/tenofovir disoproxil) 200 mg/300 mg — take 1 tablet by mouth.daily for 30 days AND
* Isentress (raltegravir) 400 mg — take 1 tablet by mouth twice daily for 30 days

Key Points

* Take every dose. If you miss a dose, take it as soon as you remember
olf itis close to the time of your next dose, just take that dose Do not double up on doses to make up
for the missed dose.

*» Do not stop taking either medication without first asking your doctor or. pharmacnst

* Truvada and Isentress don’t have side effects most of the time. The most common side effects (if they do
happen) are stomach upset. Taking Truvada and isentress with food can help with stomach upset. Over-the-
counter nausea and diarrhea med:catxons are okay to use with PEP if needed

» Avoid over-the-counter pain medications iike |buprofen ar naproxen wh:le taking PEP,

Follow-up and Next Steps o
1. Contact your primary care provider. to let them know you have been prescribed PEP because they will need
to order lab tests and see you. The pharmacy cannot do these lab tests.
2. Our pharmacist will contact your doctor (or public health office if you do not have a primary doctor) to let
them know what labs they need. to order foryou.
3. The tests we will be recommending to check at 6 weeks and at 3 months are listed below. The listed labs
will involve a biood draw. Your provider r may choose to do more tests as needed.
e HIV ant:gen/antlbody 4% generation
. Hepatms B surface antigen and surface antibody
¢ Hepatitis C aﬂttbody
. Treponema pallidum antibody
. Comprehenswe metabolic panel
4. If you think that you might still be at risk of HIV infection after you finish the 30-day PEP treatment, talk to
your doctor about starting Pre-exposure prophylaxis (PrEP) after finishing PEP,
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Pharmacy Name
Pharmacy Address
Pharmacy Bhone Number

Dear Provider,

Your patient (name, DOB) has been prescribed HIV Post-Exposure Prophylaxis {PEP)
at Pharmacy.

This regimen consists of:

* Truvada (emtricitabine/tenofovir disoproxil) 200/300mg tablets - one tab by mouth daily for 30 days AND
* lIsentress {raltegravir) 400mg tablets - one tab by mouth twice daily for 30 days. -

» This regimen was initiated on (Date).

We recommend an in-clinic office visit with you or another provider on your team W|than 1-2 weeks of starting
HiV PEP. Listed below are some key points to know about PEP and whlch iabs are recommended to momtor

Provider pearls for HIV PEP: o

« Truvada needs renal dose adjustments for CrCl less than 50 mi./mm Please contact the pharmacy if this
applies to your patient. i

* Truvada and Isentress are both safe in pregnancy. If your patsent is pregnant or becomes pregnant, they
may continue PEP for the full 30 days. R

e NSAIDs should be avoided while patients are takmg HIV PEP to avogd drug drug interactions with Truvada.

» Truvada is a first line option for Hepatitis B treatment. This is not a contramdzcatnon to PEP use, but we
recommended you refer Hepatitis B positive patients to an infectious disease or gastroenterology specialist.

+ [f your patient continues to have risk factors for HIV exposure, consnder starting Pre-exposure prophylaxis
(PrEP) after the completion of the 30 -day PEP treatment course, .

We recommend ordering the foilowmg Iabs at 6 weeks after the initiation date for HIV PEP:
* HIV ag/ab (4th gen} test

» Hepatitis B surface antlgen and surface ant;body

e HepatitisCab TR i :

. Comprehenswe metaboilc panei

s Treponema pal_hdum ab as appropriate

* Pregnancy test as appropriate

e STI scr_eeﬁing as ap'prbbriate {chlamydia, gonorrhea at affected sites)

We recommend ordermg the fol!owang labs at 3 months after the initiation date for HIV PEP:
o HIV ag/ab (4th genj)test
® Hepatitis C ab '

If you have further questions, please contact the prescribing pharmacy or call the HIV Warmline. The HiV
Warmline offers consultations for providers from HIV specialists and is available every day at: {888) 448-4911,
For more information about PEP, please visit the CDC website at cdc.gov/hiv/basics/pep.html.
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Agenda Topic: Drugs other than controlled substances, including drugs sold over the counter, for
which the patient's health insurance provider requires a prescription

Action to be taken:

Discuss subject and offer recommendations regarding the development of protocols for the
initiating of treatment with and dispensing and administering by pharmacists to persons 18 years
of age or older for drugs approved by the U.S. Food and Drug Administration for dr ugs other than
controlled substances, including drugs sold over the counter, for which the patient's health
insurance provider requires a prescription
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