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Adopted: 9/9/2020
Effective Date: +3/2021

e Ostomy products and supplies

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.

I"Therapeutically equivalent drug products" means drug products that contain 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.



Agenda Topic:

Vaccines included on the Immunization Schedule published by the Centers for Disease Control
and Prevention or that have a current emergency use authorization from the U.S. Food and Drug
Administration

Included in Agenda Packet:
Draft Pharmacist Vaccine Statewide Protocol
CDC 2021 Immunization Schedule for ages 18 years or younger

CDC 2021 Immunization Schedule for ages 19 years or older

Action Needed:
VERFT
Recommend asended protocol as presented or amended for persons 18 years of age or older for

Board of Pharmacy consideration and implementation.







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.
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Immuno- HIV infection
Vaccine Pregnancy nwﬂﬂwﬂ_ﬁ_ﬂﬂ_ﬂ hM_”“ noMHM -
infection) EE
IV or RIV4
LAIV4 Not Recommended
Tdap or Td 3 uuﬂm”unwﬂ_.
MMR xmnoa_”_,.ﬁ__u,“:nmn_* Not Recommended
VAR mmnoa,__”.w“:nma* Not Recommended
RZV
HPV mmncq“.,.u,“: ded* IS doses through age 26 years
PCV13
PPSV23
HepA
HepB
MenACWY
MenB
Hib

Recommended vaccination
for adults with an additional
risk factor or another
indication

Recommended vaccination
for adults who meet

age requirement, lack
documentation of
vaccination, or lack
evidence of past infection

L o) [P Recommended Adult Immunization Schedule by Medical Condition and Other Indications, United States, 2021

End-stage
renal
disease; or on
hemodialysis

Heart or
lung disease,
alcoholism'

Asplenia,

Men who have
sex with men

Health care
personnel®

Chronic liver

Hisents Diabetes

complement
deficiencies

1 dose annually

1 dose Tdap, then Td or Tdap booster every 10 years

1 dose annually

1 or 2 doses depending on indication
2 doses
2 doses at age 250 years

2 or 3 doses through age 26 years depending on age at initial vaccination or condition

1, 2, or 3 doses depending on age and ind

es depending

doses depending on va

1d

No recommendation/
Not applicable

Not recommended/
contraindicated—vaccine
should not be administered.

Recommended vaccination
based on shared clinical
decision-making

Precaution—vaccination
might be indicated if benefit
of protection outweighs risk
of adverse reaction

*Vaccinate after pregnancy.

1. Precaution for LAIV4 does not apply to alcoholism. 2. See notes for influenza; hepatitis B; measles, mumps, and rubella; and varicella vaccinations. 3. Hematopoietic stem cell transplant.












Agenda Topic:

Tuberculin purified protein derivative for tuberculosis testing

Resource Documents Included in Agenda Packet:
Kentucky Tuberculin Skin Testing One-Step Protocol, Approved 12/11/2019

Article from the Journal of Emergency Medical Services New CDC Guidelines Recommend
Against Annual Tuberculosis Testing, Published 5/6/2021

CDC Core Curriculum on Tuberculosis: What the Clinician Should Know
CDC Mantoux Tuberculin Skin Test One-Page Resource

CDC Tuberculin Skin Testing Document, Published 9/2020

Resources located on VDH Website:

Tuberculosis Screening and Testing for Occupational Purposes
Who Should be Screened for Tuberculosis?

Health Care Personnel Baseline Individual TB Risk Assessment
Virginia TB Risk Assessment (6 years and older)

Types of TB Screening

High Burden TB Country List 2021

Report of TB Screening

Webinar Questions and Answers

Action Needed:

Review information included in agenda packet, discuss, and recommend to the Board of Pharmacy
elements which should be included in a statewide protocol for TB skin testing protocols.




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 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 Curriculum 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:

InclusionCriteria
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 latent or active tuberculosis disease

e Need TST documented for school attendance or insurance purposes

Exclusion Criteria
Individuals meeting any of the following criteria:
e Allergy to any component of the TST or those patients with a previous allergic reaction toTST
e History of severe reaction (necrosis, blistering, anaphylactic shock, or ulcerations) to a previous
TST
e Documented active TB or a clear history of treatment for TB infection or disease
e Extensive burns or eczema at the administration site
e Live vaccination administered within the last 28 days
e History of positive TST :
e History of documented previous bacilli Calmette-Guerin (BCG) vaccination
e 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)

Targeted Tuberculin Testing and Treatment of Latent Tuberculosis Infection ATS/CDC Statement Committee on Latent Tuberculosis Infection,
June 2000. Available at https://www.cdc.gov/mmwr/preview/mmwrhtml/rr4906al.htm.

2 £DC Core Curriculum on Tuberculosis. Available at https://www.cdc.gov/tb/education/corecurr/pdf/chapter3.pdf.
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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.

T4+ o V
DAUCT )

“Tubersol Sanofi Pasteur ~ 1mL (10 tests) =49281-752-21

5mL (50 tests) =49281-752-22
Aplisol Parkdale 1 mL (10 tests) =42023-104-05

5mL (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
e Past medical history, including vaccination history
Current medications
Allergies and hypersensitivities
Current living environment
History of TST and reactions to TST

Contraindications and Precautions (Refer to Exclusion Criteria)
e Allergy to any component of the TST or those patients with a previous allergic reaction toTST

e History of severe reaction (necrosis, blistering, anaphylactic shock, or ulcerations) to a previous
TST

e Documented active TB or a clear history of treatment for TB infection or disease

e Extensive burns or eczema at the administration site

e Live vaccination administered within the last 28 days

e History of positive TST

e History of documented previous bacilli Calmette-Guerin (BCG) vaccination

e 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 0.1mL 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 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:

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

e Result of the TST

e Need for confirmatory evaluation and a chest X-ray following a positive TSTresult

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

e 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 notification 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 protoco! 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 fora
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

Pharmacist Name Date

Pharmacist Signature































New CDC Guidelines Recommend Against Annual Tuberculosis Testing | JEMS Page 3 of 8

Who Is At Risk for Tuberculosis?

Tuberculosis is primarily a disease of adults but can affect all age
groups. Patients with active HIV infections and those on
immunosuppressive therapy (e.g., cancer patients) are
significantly more likely to contract TB. Other risk factors include
people with tobacco use disorder, alcohol use disorder, diabetes,
low body weight and malnutrition. Also, infants and children less
than four years of age are at increased risk due to an immature
immune system.

What Are the Signs and Symptoms of TB
Infection?

TB is primarily a respiratory disease and is spread through the air.
The infected person spreads the bacteria when they cough, speak,
or sneeze. People in close proximity may then inhale the TB
bacteria and become infected. Interestingly, not everyone infected
with TB bacteria become sick. Two TB-related conditions exist:

34
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New CDC Guidelines Recommend Against Annual Tuberculosis Testing | JEMS

s Latent TB infection (LTBI). People with LTBI are infected with
M. tuberculosis but they do not have TB disease. They do not

have any of the signs and symptoms of TB disease and they

cannot spread M. tuberculosis to others. They usually have a
positive TB skin test or a positive TB blood test. Only 5-10%

of people with LTBI later develop TB disease if they do not

receive treatment. However, many people who have latent TB

infection never develop TB disease. In these people, the TB

bacteria remain inactive for a lifetime without causing disease.

s TB disease. TB disease, also called “active TB,” is a potentially

serious infectious disease caused by infected with M.

tuberculosis that primarily affects the respiratory tract (lungs).

The signs and symptoms of TB disease include:

]

o

Persistent cough lasting three weeks or longer
Chest pain

Coughing up sputum or blood (hemoptysis)
Weakness or fatigue

Weight loss

» Loss of appetite

Chills

Fever (often recurrent)Night sweats

In some cases, TB infection can spread outside of the lungs and is
called extrapulmonary TB (EPTB). EPTB infection can involve the

lymph nodes (lymphadenitis), pleura (pleuritis), the meninges

(meningitis), abdomen (peritonitis), genitourinary tract, and bone.

TB infection of the spine is called Pott’s disease. Miliary TB occurs

when the TB bacteria are spread through the blood affecting both

pulmonary and extrapulmonary sites. Approximately 10% of all TB

cases have both pulmonary and extrapulmonary TB.

Page 4 of 8
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New CDC Guidelines Recommend Against Annual Tuberculosis Testing | JEMS Page S of 8

How is TB Diagnosed?

There are several ways to diagnose TB. The most common
methods are skin testing and blood testing.

s Skin test. The skin test, also called a Mantoux tuberculin skin
test (TST), is commonly used. For this test, a small amount of
fluid called tuberculin or purified protein derivative (PPD) is
injected into the skin (intradermal) of the volar forearm. This
fluid contains inactivated purified protein fraction obtained
from human strains of M. tuberculosis and is antigenic (will
invoke an immune response). The injection site is checked at
72 hours post-injection. If there is an induration (not redness)
of 10 millimeters or more at the injection site, the test is
deemed positive.

n)
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Tuberculosis Screening and Testing for Occupational Purposes
Virginia Department of Health
Division of Clinical Epidemiology — TB Program

BACKGROUND

Many types of occupations and employers require the evaluation of employees for active tuberculosis
(TB) disease or the risk of active tuberculosis disease. Typically, tuberculosis evaluation is required for
those working in health care settings as well as others working with vulnerable populations. The
purpose of screening and testing for TB varies with the occupational group, and ensures that individuals
with active tuberculosis disease are not present in the work site, putting others at risk.

Decisions as to whether the evaluation of individual employees is needed is based on many factors
including national standards for certain occupations; statutory and regulatory law; and evaluation of
work sites for the potential of encountering individuals with active tuberculosis disease. For any given
work site, several of these factors may influence the type of evaluation needed by employees as well as
the frequency of the evaluation.

EVALUATION FOR TUBERCULOSIS

The process of evaluation for tuberculosis will vary for each individual. Evaluation may be as simple as
answering questions about past medical history and current health or it may be more extensive,
requiring a number of tests. The need for testing and a more extensive evaluation will be based on an
individual’s personal health factors, the setting in which work occurs, and regulatory/statutory
requirements. Employees should not be permitted to work until the full, initial TB evaluation is
completed.

It is extremely important to remember that any evaluation for tuberculosis does not provide protection
against future infection or disease. It only provides information on an individual’s current TB status or
risk.

Types of Evaluations:

TB Risk Assessment or “TB Screening”— The TB risk assessment is a series of questions designed to
determine an individual’s risk for either acquiring the TB bacteria in the body or of becoming ill with the
disease, if infected. Questions may include information about current health status and recent illnesses,
travel history, exposure to known individuals with TB disease, and selected medical diagnoses. While
these questions may be asked by a licensed health care provider (MD, PA, NP, RN, LPN), consistent with
Virginia professional practice acts, only physicians, physician’s assistants, nurse practitioners, and
registered nurses can assess risk for TB infection and/or disease based on the answers. Facilities and
employers may design their own screening and clearance forms incorporating the elements found on
VDH TB Risk Assessment form. For reference, an adult VDH TB Risk Assessment form can be found at:
http://www.vdh.virginia.gov/content/uploads/sites/112/2019/02/VA-TB-Risk-Assessment-and-User-
Guide-2019-1.pdf and a pediatric VDH TB Risk Assessment form can be found at:
http://www.vdh.virginia.gov/content/uploads/sites/112/2019/02/VA-TB-Risk-Assessment-for-Children-
Under-6-and-User-Guide-2019.pdf

VDH-TB Program 2020 Page 1 “q










All healthcare personnel should receive TB education annually. TB education should include
information on TB risk factors, the signs and symptoms of TB disease, and TB infection control
policies and procedures.

Public School employees — All Virginia public school employees are required to be screened and if
needed, tested prior to employment.
(http://law.lis.virginia.gov/vacode/title22.1/chapterl5/section22.1-300/). There is no state
requirement for ongoing periodic screening or testing. According to statute, an RN can sign the
Report of Tuberculosis Screening for school employees. Employees should be aware that testing
may be required in the event of exposure to an active case of tuberculosis in a school setting.

Correctional facilities - According to recommendations from the Centers for Disease Control and
Prevention (CDC) and national standards, all persons working with correctional populations are
required to have 2-step TST baseline testing for TB infection or single IGRA blood test prior to
entering the work site. Based on the results of this testing, additional evaluation may be required
prior to the granting of employment clearance using the process described above in the Evaluation
for Tuberculosis section.

In addition, the CDC recommends that all correctional employees be screened AND tested annually.
Correctional facilities should refer to the MMWR, “Prevention and Control of Tuberculosis in
Correctional and Detention Facilities: Recommendations from CDC”, for additional information.
(https://www.cdc.gov/mmwr/preview/mmwrhtml/rr5509al.htm).

Daycare centers, group homes, and other settings/programs - Based on the vulnerability of served
populations, workers in other occupations may require TB evaluation prior to employment. The
requirement for this evaluation is generally found in state regulations for each program.
Regulations governing the vast majority of these programs accept the results of the TB risk
assessment without further testing. However, regardless of regulations, individuals found to have
positive findings during the TB risk assessment will require additional evaluation as noted above. A
licensed health care provider (MD, PA, NP, RN) will determine if additional testing is required
before employment clearance can be given. Employment clearance will not be provided until the
additional testing is completed, and it is safe for the individual to be present in the work site.

Medicaid Waiver Programs — Individuals providing in-home services to clients under various
Medicaid Waiver programs are required to have a TB evaluation prior to employment as well as
annually thereafter. The Virginia TB Program recommends exempting follow-up screening for
caregivers already residing with a client, or for extended family members/others providing care
prior to enrollment in a Medicaid Waiver program. This recommended exemption does not apply
to caregivers working for healthcare or other employment agencies.

Employment agencies providing personal care services under Medicaid waiver programs must
consider the setting in which services are provided and match the level of screening to the site with
the highest level of screening/testing required.

ADDITIONAL CONSIDERATIONS

All employers should remain alert for changes to recommendations and regulations concerning the need
for TB evaluation by their employees. Employers should also provide copies of the governing regulation
to their employees, if requested.

No evaluation for active tuberculosis disease is perfect. With all the tests used in the evaluation of
individuals for tuberculosis, while extremely rare, it is possible to have infectious tuberculosis in spite of

negative test results. Employers and work settings are cautioned to remain vigilant for employees and
m
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WHO SHOULD BE SCREENED FOR TUBERCULOSIS?

Who Should Be Screened For Tuberculosis?

Groups that are at high risk of TB infection or progression to TB disease if infected
should be screened. Screening of other groups diverts resources from high-priority
activities and is not endorsed or supported by the Division of TB and Newcomer Health.
High risk groups include:

o Close contacts of persons with known or suspected active tuberculosis disease

o Persons infected with or at risk of being infected with HIV

o Persons who inject illicit drugs or other locally identified high-risk substance
users

o Persons who have medical risk factors known to increase the risk for TB
disease once infected

o Residents and employees of high-risk congregate settings (e.g. correctional
institutions, nursing homes, mental institutions, other long-term residential
facilities)Health care workers who serve high-risk groups

o Foreign-born persons, including children, who were born in or lived in countries
more than 3 months that have a high TB incidence or prevalence

o Infants, children, and adolescents exposed to adults in high-risk categories

Persons with HIV infection

In persons with TB infection, co-infection with HIV is the most powerful risk factor for
progression to active TB disease. Screening for TB infection and disease among with
HIV is a high priority. This screening occurs at the initial diagnosis of HIV infection
consists of a TST or IGRA test and a detailed symptom review. All individuals with
positive tuberculin skin tests or blood tests with TB-like symptoms must undergo a chest
radiograph and/or sputum collection to exclude active TB disease. Those with a positive
TST or IGRA, but without symptoms or radiographic abnormalities should receive
preventive therapy. There is no indication for preventive therapy in the absence of a
positive skin test unless the individual is a close contact of a known case of TB disease.

Transient Populations (homeless persons, seasonal workers)

Screening among high-risk populations that are mobile or otherwise unlikely to complete
a course of preventive therapy (homeless persons, migrant or seasonal workers) should
focus on finding disease among all, infection and disease among contacts of active
cases, and among the immunosuppressed. Screening for TB infection among
asymptomatic, non-immunosuppressed members of these populations should be
abandoned unless procedures are in place for assuring completion of therapy. If such
procedures can be assured, screening for infection among young children (up to the
age of 4 years) should take priority over screening in the population as a whole.

VDH - TB and Newcomer Health (2018) ‘ q



WHO SHOULD BE SCREENED FOR TUBERCULOSIS?

Students (preschool, daycare, primary/secondary schools, colleges and
universities)

Studies have consistently shown the routine testing of all children for TB infection prior
to school entry or advancement to be of low yield. This practice should be abandoned.
Testing of selected groups of children may be justified if they fall into one of the risk
categories outlined above. In addition, we do not advocate pre-matriculation testing of
all college and university students for tuberculous infection. In this population, unless
measures are in place to ensure and monitor compliance with preventive therapy,
screening should focus on the identification of persons with TB disease. If screening for
infection is to be done, we suggest risk assessment and symptom evaluation be done in
order to identify subgroups of students in whom TST, IGRA or other evaluation is
indicated.

Prenatal clinics

Pregnancy does not confer an added risk of tuberculosis infection. There is therefore no
rationale for screening for TB infection in this population unless the individual belongs to
one of the risk groups. Although tuberculin skin testing and IGRA blood testing are safe
during pregnancy, treatment for TB infection is generally deferred until 3 months after
the post-partum period. We therefore recommend that in cases were screening for
infection is indicated, it be deferred until after delivery so that the interval between
diagnosis of infection and initiation preventive therapy can be minimized. This practice
would eliminate the need for multiple radiographic examinations. Screening for disease
with a symptom assessment is appropriate and those with TB-like symptoms should
undergo further evaluation, including a tuberculin skin test or IGRA blood test, chest
radiograph, and sputum collection as indicated. Pregnant women with HIV infection or
who are known to be close contacts of persons with TB disease should undergo TB skin
testing or IGRA blood testing and, if indicated, receive preventive therapy without delay.

Occupational risk groups — health care workers, residents of congregate facilities
Patients with a history of TB infection or disease (treated and cured)

There is no indication for routine follow-up chest radiographs in asymptomatic persons
with a history of tuberculous infection or a prior history of tuberculosis disease that has
been treated and cured. The practice of performing annual screening chest radiographs
in those with a history of disease or prior infection should be abandoned. Persons in
these categories who must undergo screening for employment or school entry should
undergo a symptom assessment. Those with TB-like symptoms should be evaluated
further with a chest radiograph and/or sputum collection. In order to satisfy screening
regulations, it is suggested that the HCW performing the symptom assessment provide
the employee/employer with a statement such as:

VDH — TB and Newcomer Health (2018) ‘r




WHO SHOULD BE SCREENED FOR TUBERCULOSIS?

The above named individual has a history of tuberculous infection (or
tuberculous disease which has been treated and cured) and is currently free of
symptoms suggestive of active tuberculosis. There is no indication for a chest x-

ray at this time. This individual is believed to be free of tuberculosis in a
communicable form.

Patients with a history of treated and cured MDR-TB represent important exceptions to
this rule and may require a more thorough evaluation, including a chest radiograph, to
document the absence of recurrence.

VDH —TB and Newcomer Health (2018)
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Health Care Personnel (HCP)
Baseline Individual TB Risk Assessment

HCP should be considered at increased risk for TB if
any of the following statements are marked “Yes":

Temporary or permanent residence of 21 month
in a country with a high TB rate

Any country other than the United States, Canada, Australia, New Zealand,
and those in Northern Europe or Western Europe

YES

NO

Current or planned immunosuppression,

including human immunodeficiency virus (HIV) infection, organ transplant

recipient, treatment with a TNF-alpha antagonist (e.g., infliximab, etanercept, or
other), chronic steroids (equivalent of prednisone >15 mg/day for =1 month) or f NO
other immunosuppressive medication :

Close contact with someone who has had 6
infectious TB disease since the last TB test * NO

Abbreviations: HCP, health-care personnel; TB, tuberculosis; TNF, tumor necrosis factor.

Individual risk assessment information can be useful in interpreting TB test results (see
Lewinsohn DM, Leonard MK, LoBue PA, et al. Official American Thoracic Society/Infectious TESTING @3:
~ - : [
Diseases Society of America/Centers for Disease Control and Prevention Clinical Practice !O
.__ =

Guidelines: Diagnosis of tuberculosis in adults and children, Clin Infec Dis 2017:64:111-5) —
TREATMENT _(QI) PERSONNEL

Adapted from: Risk assessment form developed by the California Department of Health,
Tuberculosis Control Branch.

Centers for Disease
Control and Prevention
National Center for HIV/AIDS,
Viral Hepatitis, STD, and

TB Prevention

5*

Sosa LE, Njie G, Lobato MN, et al. Tuberculosis Sc reening, Testing, and Treatment of U.S.
Health Care Personnel: Recommendations from the National Tuberculosis Controllers
Association and CDC, 2019. MMWR Morb Mortal Wkly Rep 2019;68:439-43.
https://www.cdc. gov/mmwr/volumes/68/wr/mm6819a3.htm?s_cid=mm68719a3 w




Virginia Tuberculosis (TB) Risk Assessment

For use in individuals 6 years and older

First screen for TB Symptoms: [ None (If no TB symptoms present— Continue with this tool)

OCough [CHemoptysis [CIFever [IWeight Loss [IPoor Appetite [INight Sweats [Fatigue
If TB symptoms present— Evaluate for active TB disease

Use this tool to identify asymptomatic individuals 6 years and older for latent TB infection (LTBI) testing

® Re-testing should only be done in persons who previously tested negative and have new risk factors since the last
assessment

® A negative Tuberculin Skin Test (TST) or Interferon Gamma Release Assay (IGRA) does not rule out active TB disease

Check appropriate risk factor boxes below.
TB infection testing is recommended if any of the risks below are checked.

If TB infection test result is positive and active TB disease is ruled out, TB infection treatment is
recommended.

I Birth, travel, or residence in a country with an elevated TB rate > 3 months

® Includes countries other than the United States (US), Canada, Australia, New Zealand, or Western and North
European countries

e |GRA is preferred over TST for non-US-born persons 2 2 years old

e Clinicians may make individual decisions based on the information supplied during the evaluation. Individuals
who have traveled to TB-endemic countries for the purpose of medical or health tourism < 3 months may be
considered for further screening based on the risk estimated during the evaluation.

| Medical conditions increasing risk for progression to TB disease

Radiographic evidence of prior healed TB, low body weight (10% below ideal), silicosis, diabetes mellitus, chronic
renal failure or on hemodialysis, gastrectomy, jejunoileal bypass, solid organ transplant, head and neck cancer

L1 Immunosuppression, current or planned

HIV infection, injection drug use, organ transplant recipient, treatment with TNF-alpha antagonist (e.g.,

infliximab, etanercept, others), steroids (equivalent of prednisone 215 mg/day for 21 month) or other
immunosuppressive medication

1 Close contact to someone with infectious TB disease at any time

. None; no TB testing indicated at this time

Patient Name Provider Name

Date of Birth Assessment Date

Adapted from California Tuberculosis Risk Assessment (www.ctca.org) & Colorado Tuberculosis Risk Assessment (www.colorado.gov) VDH TB 02/2




Virginia Tuberculosis Risk Assessment User Guide

Avoid testing persons at low risk

Routine testing of low-risk populations is not recommended
and may result in unnecessary evaluations and treatment
because of falsely positive test results.

Prioritize persons with risks for progression
Prioritize patients with at least one of the
following medical risks for progression:

diabetes mellitus

smoker within past 1year

end stage renal disease

leukemia or lymphoma

silicosis

cancer of head or neck

intestinal bypass/gastrectomy

chronic malabsorption

low body weight (10% below ideal)

history of chest x-ray findings suggestive of
previous or inactive TB (no prior treatment).
Includes fibrosis or non-calcified nodules, but
does not include solitary calcified nodule or
isolated pleural thickening. In addition to LTBI
testing, evaluate for active TB disease.

US Preventive Services Task Force recommendations

The USPSTF has recommended testing persons born in, or
former residents of, a country with an elevated tuberculosis
rate and persons who live in, or have lived in, high-risk
congregate settings such as homeless shelters and
correctional facilities. Because the increased risk of
exposure to TB in congregate settings varies substantially by
facility and local health jurisdiction, clinicians are
encouraged to follow local recommendations when
considering testing among persons from these congregate
settings. USPSTF did not review data supporting testing
among close contacts to persons with infectious TB or
among persons who are immunosuppressed because these
persons are recommended to be screened by public health
programs or by clinical standard of care.

Virginia Department of Health recommendations
This risk assessment has been customized according
to the Virginia Department of Health’s (VDH) TB
Program recommendations. Providers should check

with local TB control programs, or the VDH TB Program at
(804) 864-7906 for local recommendations.

Mandated testing and other risk factors

Several risk factors for TB that have been used to select
patients for TB screening historically or in mandated
programs are not included among the components of this
risk assessment. This is purposeful in order to focus testing
on patients at highest risk. However, certain populations
may be mandated for testing by statute, regulation, or
policy. This risk assessment does not supersede any
mandated testing. Examples of these populations include:
healthcare workers, residents or employees of correctional
institutions, substance abuse treatment facilities, homeless
shelters, and others.

Age as a factor

Age (among adults) is not considered in this risk assessment.
However, younger adults have more years of expected life
during which progression from latent infection to active TB
disease could develop. Some programs or clinicians may
additionally prioritize testing of younger, non-US-born
persons when all non-US-born are not tested. An upper age
limit for testing has not been established but could be
appropriate depending on individual patient TB risks,
comorbidities, and life expectancy.

Young children

This risk assessment tool is intended for individuals 2 6 years
old. A risk assessment tool created for use in children < 6
years old can be found on the VDH website:
http://www.vdh.virginia.gov/tuberculosis-and-newcomer-
health/screening-testing/

Foreign travel

Travel to countries with an elevated TB rate may be a risk for
TB exposure in certain circumstances (e.g., extended
duration, likely contact with persons with infectious TB, high
prevalence of TB in travel location, non-tourist travel). The
duration of at least 3 consecutive months to trigger testing
is intended to identify travel most likely to involve TB
exposure. TB screening tests can be falsely negative within
the 8-10 weeks after exposure, so are best obtained 8-10
weeks after return from travel. A list with countries with an
elevated B rate can be found here:
http://www.vdh.virginia.gov/tuberculosis-and-newcomer-
health/screening-testing/

Adapted from California Tuberculosis Risk Assessment (www.ctca.org) & Colorado Tuberculosis Risk Assessment (www.colorado.gov) VDH TB 02/2019







TYPES OF TB SCREENING

TYPES OF SCREENING

Screening for TB disease

Screening for disease is appropriate in populations where the prevalence of active TB
disease is high (e.g. homeless persons, migrant and seasonal workers, the foreign
born). Screening for disease should begin with a clinical assessment for symptoms
suggestive of tuberculosis. Those with TB-like symptoms should then undergo further
evaluation, including sputum examination and/or chest radiography to either confirm or
exclude the presence of disease. In some circumstances, screening with chest
radiographs alone may be appropriate. However, this practice should be restricted to
those settings where the risk of disease and of disease transmission are high and
where a symptom evaluation is likely to be ineffective. It is suggested that this office be
consulted before any radiographic screening program is initiated. Additionally, all
persons with TB-like symptoms and sputum or radiographic examination suggestive of
tuberculosis should be started on a standard, four-drug, anti-tuberculous regimen
currently recommended by the American Thoracic Society/Centers for Disease Control
and Prevention (ATS/CDC), pending final confirmation of the diagnosis.

Screening for TB infection (Latent TB Infection — LTBI)

There are currently two methods for detecting tuberculosis infection: The Mantoux
tuberculin skin test (TST) and an Interferon Gamma Release Assay (IGRA) blood test.

Patients must be carefully assessed for risk factors PRIOR to administration of either
test. This assessment may be carried out individually or for a population group
(homeless persons, foreign born from high prevalence countries). The evaluation must
also include some assessment as to the likelihood that treatment for LTBI will be
completed if prescribed. Populations or individuals that will not or cannot complete
treatment for LTBI should not, in general, be screened for infection. Patients who are
candidates for screening should undergo a clinical assessment, including symptom
review. Tuberculous disease must be excluded in patients in high-risk groups with TB-
like symptoms, regardless of the results of the skin test or IGRA.

All tuberculin skin testing (TST) performed for the evaluation of tuberculous infection
must utilize 5TU (0.1cc) PPD applied intradermally by the Mantoux method. Multiple
puncture techniques (e.g. Tine testing) have insufficient sensitivity to be of value and
their use, even in newborns and infants, should be abandoned. Current CDC/ATS
guidelines for interpretation of the tuberculin skin test must be utilized. Once new
tuberculous infection is identified, disease must be excluded with a chest radiograph.

An Interferon Gamma Release Assay (IGRA) is a blood test that can determine if a
person has been infected with TB bacteria. An IGRA tests a person’s blood in a
laboratory to measure how the immune system reacts to the TB bacteria. Two IGRAs

VDH — TB and Newcomer Health (2018) 6\



TYPES OF TB SCREENING

are approved by the U.S. Food and Drug Administration (FDA) and are available in the
United States: QuantiFERON®-TB Gold in-Tube test and T-SPOT® TB test.

A positive TST or IGRA only means that TB infection is likely present in the body and
additional testing is needed to determine if the person has active TB disease or latent
TB infection (LTBI). The IGRA test is the preferred test for persons who have received
the BCG vaccine and those who have a difficult time returning for a second appointment
to read the TST test.

A recent chest radiograph (within 3 months) showing no evidence suggestive of
tuberculosis disease is required before treatment for LTBI is initiated. Depending on
clinical and radiographic characteristics, treatment for LTBI may then be

offered. Patients on treatment for LTBI must be followed monthly to assess for TB-like
symptoms as well as symptoms of drug side effects and toxicity. Additionally, some
groups require laboratory monitoring. All screening programs must include defined
measures for ensuring and monitoring compliance and completion of the prescribed
course of treatment. No specific follow up plan is required after completion of treatment
for LTBI, although patients should be instructed to return for evaluation if TB-like
symptoms develop. The practice of obtaining routine follow-up chest x-rays, including
annual screening radiographs should be abandoned

VDH — TB and Newcomer Health (2018) ‘ L









Webinar: Tuberculosis Screening, Testing and Treatment of U.S. Healthcare Personnel (HCP)
September 16, 2020
Virginia Department of Health

Questions and Answers

Question: For confirmed positive testing [related to a new hire HCP]. You retest after a positive result to
confirm it is positive if you had a previous negative test? How long do you wait to repeat positive test
after the positive?

Answer: For a new hire HCP - the only time that you would repeat a positive test for TB infection is if
they were low risk, and no reason for exposure could be identified. If any risk was identified, a repeat
test is not advised.

Question: It seems that the recommendation is to do a symptom screening for annual clearance. How
should it be defined that someone needs testing clearance annually? What about for physicians?

Answer: Annual symptom screening is only required for those who have a positive test for TB infection
and have not taken treatment. Annual TB testing will be determined by your facility based on the
individual’s risk. For example, respiratory therapists, and those working in the emergency room may be
considered at a high risk for exposure and should receive annual TB testing. Additionally, all HCP should
receive annual TB education and should be advised to report any new risk or exposure - as this may
warrant TB testing or additional evaluation.

Question: Any idea when regulations will change to reflect the updates?

Answer: VDH TB Program is working to reach out to licensing agencies to advocate that changes to

regulations be made, but the adoption of these recommendations may unfortunately take time. The
Program is also happy to reach out to any contacts that you may have. Please share these via email:
tuberculosis@vdh.virginia.gov

Question: | thought that BCG did interfere with QuantiFERON-TB Gold test. Is this correct?

Answer: The BCG vaccine does not cross react with the QuantiFERON or the T-SPOT. These are both
Interferon Gamma Release Assay (IGRA) tests. These blood tests are a great option for your HCP with a
history of BCG vaccination. BCG can interfere with the tuberculin skin test.

Question: Regarding assessing HCP for identified exposure to TB | recall learning there is a portion of
time; in close proximity; in an enclosed environment; without adequate PPE to help make
determination. Are there specific related guidelines included in the new guidelines?

Answer: Table 2 in the companion document addresses factors that may decrease and increase the risk
of TB transmission. Additionally, VDH had developed some tools to assist you in making testing
decisions during contact investigations. These tools can be found on our website:
https://www.vdh.virginia.gov/tuberculosis/tb-disease/ The tools are close to the bottom of this page
under the Contact Investigation section. Your local health department can also assist you with the
contact investigation and making testing decisions.




Question: Are environmental health specialists considered HCP? They conduct inspections in food
establishments.

Answer: This would be a decision made by your organization and can be a tough decision. The first step
would be determining if they are considered "HCP." If yes, they should at least have screening and

testing upon hire. The next step would be determining if they have an occupational risk high enough to
warrant annual testing.

Question: Where do | find the sample TB screening form for Healthcare workers annual screening?

Answer: Here is the sample HCP risk assessment:
https://www.cdc.gov/tb/topic/infectioncontrol/pdf/healthCareSettings-assessment.pdf

Question: In your presentation today several times it was reviewed that the stay in a high risk area was
>1 month. The current TB 512 form [the risk assessment form used by Virginia health departments]
states "3 months". Will that be changed?

Answer: VDH TB Program has had multiple discussions about the time period spent in other countries
and when TB testing should be triggered. There isn't a significant amount of research surrounding the
time period spent in high risk countries and TB testing, which leads to the different time periods when
testing might be triggered. For example, the 512 has >3 months; the VDH simplified risk assessment
states "Clinicians may make individual decisions based on the information supplied during the
evaluation. Individuals who have traveled to TB-endemic countries for the purpose of medical or health
tourism < 3 months may be considered for further screening based on the risk estimated during the
evaluation.”; and the CDC risk assessment for healthcare personnel states "Temporary or permanent
residence of 21 month in a country with a high TB rate."

After discussion with TB experts, when developing the simplified VDH risk assessment, the Program felt
that the 3 month time period for general population screening was appropriate. However, each case
should be considered individually and a conversation should be had about whether the time spent was
related to a healthcare setting, healthcare work, or just general travel to the country, as this could
change the risk of exposure significantly. If the individual had traveled to the high risk country and
worked in a healthcare setting or received healthcare, the trigger for testing should be considered
earlier due to a possible increased risk of exposure. This, we believe, is why you see the 1 month
timeframe in the CDC document and the recommendations we discussed today. Because HCPs may be
at a higher risk for exposure when traveling to high risk countries and performing work in healthcare
settings.




Agenda Topic:

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 Packet:
VDH DRAFT HIV Pre-Exposure and Post-Exposure Prophylaxis Protocol as of 7/28/21

e Staff Note: Content in VDH’s draft is based mostly on Colorado's protocol. Areas
highlighted in yellow are references that need to change to Virginia. Areas highlighted in
gray are details added to Colorado's version.

Colorado Pre-Exposure and Post-Exposure Prophylaxis of HIV
Oregon HIV Pre-Exposure Prophylaxis Protocol

Oregon HIV Post-Exposure Prophylaxis Protocol

Action Needed:

Review various protocol models included in agenda packet and recommend Board of Pharmacy
consider adopting an HIV Pre-Exposure Prophylaxis Protocol and HIV Post-Exposure Prophylaxis
Protocol similar to one included in the agenda packet or as amended.
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CODE OF COLORADO REGULATIONS 3CCRT719-1

State Board of Pharmacy

o Mouth

o Other mucous membranes

o Nonintact skin

o Percutaneous contact (e.g., injecting drugs with a contaminated needle or needle stick
injury)

WITH

o} Blood

o Semen

o] Vaginal secretions

o Rectal secretions

o Breast milk

0] Any body fluid visibly contaminated with blood

Exposure types with the highest risk of transmission of HIV are:

o] Needle sharing during injection drug use
0 Percutaneous needle stick
o Receptive anal intercourse

If exposure with a source in which the HIV status is not known, nPEP may be considered and
antiretroviral agents in Table 1 may be prescribed. NPEP should strongly be considered after
exposure in an individual who also meets the criteria for PrEP therapy (see Colorado Statewide
Protocol for Pre-Exposure Prophylaxis of HIV).

Patients who should NOT be prescribed nPEP under this protocol and should be referred to
primary care provider for further action:

L]

Patients younger than 13 years of age.
Patients taking any contraindicated medications per guidelines and package insert information

Patients with baseline rapid HIV tests indicating existing HIV infection should be referred to a
primary care provider.

Patients who have a potential exposure but have been consistently adherent to PrEP

If a child presents to the pharmacy with a request for NPEP and is potentially a victim of child
abuse, child protective services MUST be contacted.
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Pre-Exposure Prophylaxis (PrEP) Self-Screening Patient Intake Form
(CONFIDENTIAL-Protected Health Information)

Date / / Date of Birth / /) Age
Legal Name Preferred Name

Sex Assigned at Birth (circle) M/ F Gender Identification (circle) M /F / Other____
Preferred Pronouns (circle) She/Her/Hers, He/Him/His, They/Them/Their, Ze/Hir/Hirs, Other

Street Address

Phone( ) Email Address

Healthcare Provider Name Phone( ) Fax ( )

Do you have health insurance? Yes / No Insurance Provider Name

Any allergies to medications? Yes / No If yes, please list

Background Information: These questions are highly confidential and help the pharmacist to determine if PrEP is right
for you and what Human Immunodeficiency Virus (HIV) and Sexually Transmitted Infection (STI) testing is
recommended.

Do you answer yes to any of the following? O yes O ho

1. Do you sexually partner with men, women, transgender, or non-binary people?
2. Please estimate how often you use condoms for sex. Please estimate the date of the last time you had sex without a
condom.
% of the time

_/_ /. last sex without a condom
3. Do you have oral sex?

e Giving- you perform oral sex on someone else

e Receiving- someone performs oral sex on you

4. Do you have vaginal sex?
e Receptive- you have a vagina and you use it for vaginal sex
e Insertive- you have a penis and you use it for vaginal sex

5. Do you have anal sex?
e Receptive- someone uses their penis to perform anal sex on you
e Insertive- you use your penis to perform anal sex on someone else
6. Do you inject drugs?
7. Are you in a relationship with an HIV-positive partner?
8. Do you exchange sex for money or goods? (includes paying for sex)
9. Do you use poppers (inhaled nitrates) and/or methamphetamine for sex?

Medical History: These questions are highly confidential and help the pharmacist to determine if PrEP is right for you.

1. Have you ever tested positive for Human Immunodeficiency Virus (HIV)? O yes 0 no
2. Do you see a (healthcare provider) for management of Hepatitis B? O yes O no
3. Have you ever received an immunization for Hepatitis B? If yes, when: 0 yes 0 no
e If no, would you like a Hepatitis B immunization today? O yes o no Date of vaccine __/_/
4. Do you see a healthcare provider for problems with your kidneys? 0 yes 0O no
5. Do you take non-steroid anti-inflammatory drugs (NSAIDS)? 0 yes 00 ho
e Includes: Advil/Motrin (ibuprofen), aspirin, Aleve (naproxen)
6. Are you currently or planning to become pregnant or breastfeeding? O yes 0O no
7. Do you have any other medical problems the pharmacist should know? If yes, list 0 yes O no
them here:
Oregon Board of Pharmacy 20f9 v. 06/2021
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Pre-Exposure Prophylaxis (PrEP) Assessment and Treatment Care Pathway
(CONFIDENTIAL- Protected Health Information)

Testing:
The pharmacist must verify appropriate labs are complete. /talics below indicate need for referral.
Needs
Test Name Date of Test Result referral
e HIV ag/ab (4th gen) test: / / O reactive 0O indeterminate 0O negative o Yes

Reactive and indeterminate tests are an automatic referral to county health or the patient’s healthcare provider for
confirmatory testing. NOTE: HIV test must be performed within the 14 days prior to prescribing and dispensing.
e Syphilis/Treponemal antibody: / / O reactive 0O indeterminate 0O negative O Yes

Reactive treponemal antibody testing will result in an automatic referral to county health or the patient’s primary
care provider for follow-up and confirmatory testing.

e Hepatitis B surface antigen: / / O positive 0O negative O Yes
Positive surface antigen indicates either acute or chronic Hepatitis B and PrEP should be referred to county health

or a specialist physician.

e Gonorrhea/Chlamydia: _ / o Yes
Urinalysis result: Pharyngeal test result: Rectal test result:
O reactive 0O indeterminate O reactive O indeterminate O reactive O indeterminate
O negative O negative O negative

All reactive or indeterminate chlamydia and/or gonorrhea results will result in an automatic referral to county
health or the patient’s healthcare provider for evaluation and treatment.

e Renal function (CrCl): / Vi mL/min o CrCl> 60 mL/min o Yes
SCr mg/dL o CrCl 30-60 mL/min
o CrCl < 30 mL/min

CrCl > 60mL/min: Kidney function adequate for PrEP; CrCl 30-60mL/min: Only Descovy indicated; CrC/ <30 mL/min:
referral for evaluation/follow-up. NOTE: Concurrent NSAID use would favor Descovy.

e Signs/symptoms of STI not O Present o Yes
otherwise specified: / /
e Condomless sex in past two O Yes o Yes
weeks / /
2. Is HIV ab/ag 4" gen test complete? o yes/non-reactive O yes/reactive or indeterminate o no

e If yes and non-reactive: Proceed to question #3

e Ifyes and reactive or indeterminate: RPH many NOT prescribe PrEP. Patient should be referred to healthcare
provider. NOTE: Sample language below.

e Ifno, obtain HIV ab/ag 4" gen test. Repeat question #2 once results are available.

w

. Are all required labs are complete? oyes 0Ono
If yes, RPH may prescribe PrEP and next labs due in 90 days. Proceed to next section: Medical History.
If no, RPH may prescribe PrEP, but patient needs to complete all required labs and bring them in within 30 days.
Proceed to next section: Medical History.

Sample language for reactive or indeterminate tests:

Your HIV test has tested reactive (or indeterminate). This is not a diagnosis of HIV or AIDS. We will need to confirm that this is the true result or to
confirm a result with a more specific test before a diagnosis can be made. We are going to refer you to your health care provider (or your county
health department) so that they may perform the confirmatory test and clarify the result. Until you have had your confirmatory test, we are going
to recommend you abstain from any condomless sexual activity. We will delay starting (or refilling) your PreP until we have confirmation, you're
HIV negative.

- See next page for sample language for reactive (indeterminate) ST tests. qz
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Pre-Exposure Prophylaxis (PrEP) Assessment and Treatment Care Pathway

(CONFIDENTIAL- Protected Health Information)
Regimen Selection:

Considerations* Preferred regimen
Cis-gender male or male to female transgender woman. May choose Truvada or
e Both Truvada and Descovy are FDA approved in these populations. May prescribe based on Descovy
patient preference.
Cis-gender female or female to male transgender man. Truvada
e  Only Truvada is FDA approved in these populations.
e If patient has low bone mineral density or renal function that would preclude Truvada use,
but has risk factors for HIV, refer the patient to a specialist for PrEP management.
NSAID use Descovy
e If patient is male or a male to female transgender woman, consider Descovy
Patient has some kidney impairment (CrCl <60mL/min) but is not under care of nephrologist. Descovy
e [f patient is male or male to female transgender woman, consider Descovy
Patient has decreased bone mineral density or on medications that affect bone mineral density. Descovy
e [f patient is male or male to female transgender woman, consider Descovy.
Patient is pregnant or breastfeeding Truvada
e Descovy has not been studied in these populations. Truvada is approved in these
populations.

*generic versions are acceptable in all cases if available.

70f9
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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 protocol.

> Following all elements outlined in OAR 855-020-0110, a pharmacist licensed and located in
Oregon may prescribe post-exposure prophylaxis (PEP) drug regimen.

» STANDARDIZED PATIENT ASSESSMENT PROCESS ELEMENTS:
e Utilize the standardized PEP Patient Intake Form (pg. 2-3)
e Utilize the standardized PEP Assessment and Treatment Care Pathway (pg. 4-6)

PHARMACIST TRAINING/EDUCATION:
e Completion of a comprehensive training program related to the prescribing and
dispensing of HIV prevention medications, to include related trauma-informed care

Oregon Board of Pharmacy

Approved: 8/2020
Reviewed:
Modified:
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Post-Exposure Prophylaxis (PEP) Self-Screening Patient Intake Form

(confidential-protected health information)

Name Date of Birth Age Today’s Date

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

Background Information:

Do you think you were exposed to Human Immunodeficiency Virus (HIV)? 0 Yes 0 No o Not sure
What was the date of the exposure? /[ /
What was the approximate time of the exposure? . AM/PM

Was your exposure due to unwanted physical contact or a sexual assault?

0 Yes 0 No o Not sure

Ul ol oo g f o

Was the exposure through contact with any of the following body fluids? Select any/all
that apply:

0 Blood o Tissue fluids o Semen o Vaginal secretions O Saliva o Tears 0 Sweat o Other
(please specify):

0 Yes o0 No o Not sure

6. | Did you have vaginal or anal sexual intercourse without a condom?

o Yes 0 No o Not sure

7. | Did you have oral sex without a condom with visible blood in or on the genitals or
mouth of your partner?

0 Yes 0 No 0 Not sure

8. | Did you have oral sex without a condom with broken skin or mucous membrane of the
genitals or oral cavity of your partner?

0 Yes 0 No o Not sure

9. | Were you exposed to body fluids via injury to the skin, a needle, or another instrument
or object that broke the skin?

0 Yes 0 No o0 Not sure

10. | Did you come into contact with blood, semen, vaginal secretions, or other body fluids of
one of the following individuals?

opersons with known HIV infection

omen who have sex with men with unknown HIV status

opersons who inject drugs

osex workers

0 Yes 0 No o Not sure

11. | Did you have another encounter that is not included above that could have exposed
you to high risk body fluids? Please specify:

Yes 0 No o Not sure

Medical History:

12.| Have vou ever been diagnosed with Human Immunodeficiency Virus (HIV)?

0 Yes o0 No o0 Not sure

13.| Are you seeing a provider for management of Hepatitis B?

0 Yes 0 No o Not sure

14.| Have you ever received immunization for Hepatitis B? If yes, indicate when:
If no, would you like this vaccine today? Yes/No

o Yes 0 No o0 Not sure

15.| Are you seeing a kidney specialist?

0 Yes 0 No o Not sure

16.| Are you currently pregnant?

0 Yes 0 No o0 Not sure

17.| Are you currently breasi-feeding?

o Yes 0 No o Not sure

18.| Do you take any of the following over-the-counter medications or herbal supplements?
o Orlistat (Alli®) o aspirin 2 325 mg 0 naproxen (Aleve®) o ibuprofen (Advil®/Motrin®)
o antacids (Tums® or Rolaids®), 0 vitamins or multivitamins containing iron, calcium,
magnesium, zinc, or aluminum

0 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:

0 Yes 0 No o Not sure

Signature

Date

Oregon Board of Pharmacy 20f6
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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. Isthe patient less than 13 years old? Notes: According to the CDC
Yes: Do not prescribe PEP. Refer patientto | No: Go to #2 PEP treatment guidelines,

local primary care provider (PCP),
emergency department (ED), urgent care,
infectious disease specialist, or public
health clinic

Truvada® plus Isentress® is a
preferred regimen for
individuals 13 years and
older.

2. Is the patient known to be HIV-positive?

Yes: Do not prescribe PEP. Refer patient to
local primary care provider, infectious
disease specialist or public health clinic.

No: Go to #3. Conduct 4'" generation
HIV fingerstick test if available
(optional).

Notes:

3. What time did the exposure occur?

[J<72 hours ago: go to #4

[J>72 hours ago: PEP not
recommended. Refer patient to local
primary care provider, infectious disease
specialist, or public health department.

Notes: PEP is a time
sensitive treatment with
evidence supporting use <72
hours from time of
exposure.

4. Was the patient a survivor of sexual assa

ult?

Yes: If the patient experienced a sexual
assault, continue on with the algorithm
(Go to #5) and then refer the patient to
the emergency department for a sexual
assault workup.**

No: Go to #5

Notes:

5. Was the exposurs from a source person

known to be HIV-positive?

Yes: Go to #6

No: Go to #7

6. Was there exposure of the patient’s vagi

na, rectum, eye, mouth, other mucous

membrane, or non-intact skin, or percutaneous contact with the following body

fluids:
Please check any/all that apply: Please check any/all that apply (Note:
[JBlood only applicable if not visibly
[ISemen contaminated with blood):

[(vaginal secretions

[CJRectal secretions

[1Breast milk

L1Any body fluid that is visibly
contaminated with blood

If any boxes are checked, go to #9.

CJUrine

[INasal Secretions
_ISaliva

CISweat

LTears

LINone of the above

Go to #7

Notes: The fluids listed on
the far left column are
considered high risk while
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 unknown HIV status?

Yes: Go to #95

‘ No: Go to #8

Notes: This type of exposure
puts the patient at a high
risk for HIV acquisition

8. Did the patient have receptive/insertive

intercourse without a condom with mouth

to vagina, anus, or penis (with or without ejaculation) contact with a partner of

known or unknown HIV status?

Yes: Please check all that apply and go to #9:
[OWas the source person known to be HIV-positive?
OWere there cuts/openings/sores/ulcers on the oral mucosa?

[dWas blood present?

[Has this happened more than once without PEP treatment?

CINone of the above

No: Use clinical
judgment. Risk of
acquiring HIV is low.
Consider referral. If
clinical determination is
to prescribe PEP then
continue to #9.

Notes: Consider calling
the HIV PEPline (888)
448-4911 for guidance.
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Agenda Topic:

Adopt recommended emergency regulations for Board of Pharmacy consideration to implement
provisions.

Included in Agenda Packet:
Draft amendments of 18 VAC110-20-150 and 18VAC110-21-46
Action Needed:

Members of the Boards of Pharmacy and Medicine to recommend to the Board of Pharmacy to
adopt the draft amendments of 18 VAC110-20-150 and 18 VAC110-21-46 as presented or as
amended.

\03



Emergency Regulations Effective Until 7/22/22
Board of Pharmacy
Implementation of legislation for pharmacists initiating treatment
Chapter 20

Regulations Governing the Practice of Pharmacy

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

A. The prescription department shall not be less than 240 square feet. The patient waiting
area or the area used for counseling, devices, cosmetics, and proprietary medicines shall not be
considered a part of the minimum 240 square feet. The total area shall be consistent with the size

and scope of the services provided.

B. Access to stock rooms, rest rooms, and other areas other than an office that is exclusively
used by the pharmacist shall not be through the prescription department. A rest room in the
prescription department, used exclusively by pharmacists and personnel assisting with
dispensing functions, may be allowed provided there is another rest room outside the prescription
department available to other employees and the public. This subsection shall not apply to

prescription departments in existence prior to November 4, 1993.

C. The pharmacy shall be constructed of permanent and secure materials. Trailers or other

moveable facilities or temporary construction shall not be permitted.

D. The entire area of the location of the pharmacy practice, including all areas where drugs
are stored, shall be well lighted and well ventilated; the proper storage temperature shall be

maintained to meet USP-NF specifications for drug storage.

E. The prescription department counter work space shall be used only for the compounding

and dispensing of drugs and necessary recordkeeping.
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4. Perform the activities in a manner that protects patient confidentiality and complies with

the Health Insurance Portability and Accountability Act, 42 U.S.C. § 1320d et seq.




Written Comment

as of
August 6, 2021



Virginia Board of Pharmacy, Statewide Protocol Work Group Meeting, August 9, 2021

Handout:

DRAFT TB One-Step and Two-Step Protocols provided by VDH for Consideration



TUBERCULIN SKIN TESTING ONE-STEP PROTOCOL
vl

Approved: Date

PURPOSE

This protacol specifies the criteria and procedures for pharmacists to initiate the
dispensing, administration, and interpretation of the 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 the following training:
® The Centers for Disease Control and Prevention Guidelines for Targeted Tuberculin
Testing? from a provider accredited by the Accreditation Council for Pharmacy
Education
® The Centers for Disease Control and Prevention Core Curriculum on Tuberculosis -
Chapter 2: Testing for Tuberculosis Infection? or from a comparable provider approved
by the Virginia Board of Pharmacy

1l

Prior to initiating the dispensing, administration, and interpretation of TST under this protocol,
the pharmacist(s) must understand and follow procedures as specified by:
¢ The Centers for Disease Control and Prevention Guidelines for Targeted Tuberculin
Testing
¢ Testing and Treatment of Latent Tuberculosis Infection in the United States: Clinical
Recommendations?: Sections 1 and 2
® Tuberculosis Screening, Testing and Treatment of U.S. Healthcare Personnel:
Recommendations from the National Tuberculosis Controllers Association and CDC,
2019*
¢ High Burden TB Country List, Virginia Department of Health®

Provider of Training: | , _ | Commented [JKL1}: Does the Board of Phamacy
= intend for the pharmacist to document their training
provider and dates on this protocol?

! Targeted Tuberculin Testing and Treatment of Latent Tuberculosis Infection ATS/CDC Statement Committee on Latent
Tuberculosis Infection, June 2000, Available at https://www.cdc.gov/mmwr/preview/mmwrhtml/rr4906al.htm.

2 CDC Core Curriculum on Tuberculosis: What the Clinician Should Know. Available at
h_ttp§://www‘cdc.gov.’tb/educatiun/cnrecurr/ndf/CoreCurriculumTB—SOS.pdf

3 Testing and Treatment of Latent Tuberculosis Infection in the United States: Clinical Recommendations {NTCA/NTSC, 2021).
Available at: https://survev‘a\chemer.com."s3!6183608."2021-LTBI—Testing—Treatment-Puincation-ﬂegistration

* Tuberculosis Screening, Testing and Treatment of U.S, Healthcare Personnel: Recommendations from the National
Tuberculosis Controllers Association and CDC, 2019. Available at:
https://www.cdc.gov/mmwr/volumes/68/wr/mm6819a3.htm?s cid=mm6819a3 w

: High Burden TB Country List, Virginia Department of Health. Available at:
https://www.vdh.virginia.gov/tuberculosis/screening-testin,




Date of Training:

Inclusion Criteria
Pharmacists acting under this protocol are authorized to initiate the dispensing,
administration, and interpretation of TSTs to adults aged > 18 years who:
® Areatincreased risk for latent or active tuberculosis disease
¢ Need TST documented for school attendance, occupational requirements, insurance purposes, or
other administrative 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
® Live vaccination administered within the last month® (simultanecus/same-day
administration of live-vaccines and a TST is acceptable)
® History of a documented positive TST
* 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)

Considerations

¢ Ifan individual has a history of documented previous Bacilli Calmette-Guerin (BCG) vaccine,
consider referral to a healthcare provider for interferon gamma release assay (IGRA) testing.
Individuals from high-burden T8 countries may have received the BCG vaccination and not
remember, this should be considered when administering the TST.

® Individuals with a suppressed immune system (HIV, other acute/chronic infections, those on
certain medications, etc.) may not react to a TST in the way an immunocompetent person
does. In this instance, a false negative result may be possible.

¢ Individuals who are contacts of a confirmed positive TB case may seek testing from a
pharmacist. If a pharmacist becomes aware of this during the risk assessment, notification
should be made to the local health department.

MEDICATIONS
This protocol authorizes pharmacists to administer TST antigen, also known as purified protein
derivative (PPD), read, and interpret the TST. The TST is one of two standard methods for

& Fact Sheets: Tuberculin Skin Testing. Centers for Disease Control and Prevention. Available at:
https://www.cdc.gov/tb/publications/factsheets/testing/skintestin .htm



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.

MDY ¢!
3 NDICS

ImL (10 tests) =

Tubersol

= Vitr. / SR
Sanofi Pasteur

49281-752-21

5mL (50 tests) =

49281-752-22
Aplisol Parkdale 1 mL (10 tests) =

42023-104-05

SmL (50 tests) =

42023-104-05
*or any other FDA-approved tuberculin skin test antigen

PROCEDURES FOR INITIATION OF TB SCREENING

Decision to conduct a TST will be based on relevant medical and social history and
consideration of contraindications and precautions as outlined below and in the
American Thoracic Society (ATC)/CDC Guideline. A risk assessment should be conducted
by the pharmacist prior to initiation of the TST. The form in Appendix A can be used to
complete the risk assessment. This assessment should not be self administered by the
client. While the questions on the risk assessment may be asked by a licensed
healthcare provider (MD, PA, NP, RN, LPN, RPh/PharmD) consistent with Virginia
professional practice acts, only physicians, physician’s assistants, nurse practitioners,
registered nurses, and pharmacists can assess risk for TB infection and/or disease based
on the answers. If active TB symptoms are present or indicated on the T8 risk
assessment documentation (see Appendix A ), the patient must be immediately referred
to a healthcare provider for further evaluation and further advised regarding isolation
precautions.

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

Contraindications and Precautions (Refer to Exclusion 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



Live vaccination administered within the last month (simultaneous/same-day administration
of live-vaccines and a TST is acceptable)

History of a documented positive TST

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)

Considerations

If an individual has a history of documented previous BCG vaccination, consider referral to a
healthcare provider for interferon gamma release assay (IGRA) testing. Individuals from
high-burden TB countries may have received the BCG vaccine and not remember, this
should be considered when administering the TST.

Individuals with a suppressed immune system (HIV, other acute/chronic infections, those on
certain medications, etc.) may notreact to a TST in the way an immu nocompetent person
does. In this instance, a faise negative result may be possible.

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 TSTis 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 B for detailed
procedures).

PROCEDURES FOR MONITORING AND FOLLOW UP

The skin test reaction should be read between 48 and 72 hours after administration. Schedule
an appointment for the reading at the time the TST is administered. 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 Testing and Treatment of Latent Tuberculosis Infection
in the United States: Clinical Recommendations (NTCA/NTSC, 2021) ? (Appendix C ). Consistent
with Virginia professional practice acts, only a physician, physician’s assistant, nurse practitioner,
registered nurse, or pharmacist may interpret the results of the reading of the TST. If active TB
symptoms are present or indicated on the TB risk assessment documentation (see Appendix A b
patients must be immediately referred to a healthcare provider for further evaluation and further
advised regarding isolation precautions.

EDUCATION REQUIREMENTS
Individuals receiving TST will receive ed ucation regarding:

Need to return in 48-72 hours for interpretation of the TST
If mild itchiness occurs, avoid scratching the site. Do not use creams or other treatments to



treat the itchiness.

Redness may develop. This is a normal reaction, avoid using creams or other treatments.

Result of the TST
Need for confirmatory evaluation 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.

If active TB symptoms are present or indicated on the TB risk assessment documentation
(Appendix A), the patient must be immediately referred to a healthcare provider for further

evaluation and further advised regarding isolation precautions.

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

1. Documentation for the dispensing of prescription medication; and documentation that

4.

the individual receiving the TST was provided with the required education and referral
information pursuant to this protocol.

Documentation of the completion of the risk assessment, date and time of test
placement, date and time of test reading, results and interpretation must be
maintained by the pharmacist and provided to the patient and shall include both the
millimeters of induration and interpretation of the test (negative or positive).
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 a
requirement of employment. A template for a Report of TB Screening is included as
Appendix D. The individual should sign a release of information indicating their
consent that this information can be shared.

!Certain regulations may preciude a pharmacist from signing documentation for an
individual to certify the individual has been examined and is free of tuberculosis.

This should be ascertained prior to administration of the TST. The individual may

have to be referred back to their primary care provider to obtain necessa ry
certification. ]

C ed [2]: May need to update the Code of

NOTIFICATION AND REFERRAL

The 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 notification of
the test performed under the protocol to the identified primary care provider withir{two {2)
business daysL 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.

Sections 32.1-36 and 32.1-37 of the Code of Virginia and 12 VAC 5-90-80 of the Board of
Health Regulations for Disease Reporting and Control requires all positive results be sent to

|

Virginia to allow for pharmacists to also sign
documentation.

8

|

Commented [3]: Is it desired by the Board of
Pharmacy that the timeframe be defined in the
protocol? If s, we feel this is reasonable.




the local health department, ideally electronically, within three business days and, if available,
the individual’s primary care provider for follow-up. Reports to the local health department
may be made electronically here.

All individuals with a positive result should be referred to a healthcare provider for additional
evaluation. Reporting of a positive result to the local health department, as required by the
Code of Virginia, does not ensure linkage of the individual to care.

If the authorizing prescriber is different from the primary care provider, the pharmacist(s)
shall provide written notification via fax or other secure electronic means to the autharizing
prescriber of individuals receiving TST under this protocol within six 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

Pharmacist Name Date

Pharmacist Signature



Appendix A: The Virginia Department of Health Risk Com munity Assessment Form and Algorithm

Virginia Board of Pharmacy
TB Risk Assessment Form

Patient name (L,F,M):

DOB: Race: Sex:

Address:

Social Security Number:

City, State, ZIP:

Home/Work #:

Cell #:

Individuals with an increased risk for acquiring latent TB infection (LTBI)
or for progression to active disease once infected should have a TST.
Screening for persons with a history of LTBI should be individualized.

iA. Assess Risk for Acquiring LTBI
The Patient...

L Is & current high risk contact of a person known or suspected to have TB
disease: Name of Source case;

| __lived in or visited another country where TB is common for 3
months or more, regardless of length of time in the U.S,
|__is a resident or an employee of a high TB risk congregate setting
| _is a healthcare worker who serves high-risk clients

| is medically underserved

| has been homeless within the past two years

| _injects illicit drugs or uses crack cocaine

|_is @ member of a group identified by the health department to be
at an increased risk for TB infection

|__needs baseline/annual testing approved by the health department

iB. As Risk for Developing TB Di
The Patient...

| __is HIV positive

|__has risk for HIV infection, but HIV status is unknown

| was recently infected with Mycobacterium tuberculosis

|__has certain clinical conditions, placing them at higher risk for TB disease:

if Infected

| __injects illicit drugs (determine HIV status):

Language: Patient Pregnant: ____No ___ Yes; If Yes, LMP:
Country of Origin: Year arrived in US: Interpreter needed: ___No __Yes Last Live Vaccine: __
I i TB T T R
| None (Skip to Section I1, “Screen for Infection Risk™) History of prior BCG: ___NO __YES ~Pyear:
| Cough for > 3 weeks -#Productive: . YES . UNG History of prior (+) TST/IGRA: ____NQ ___ YES
| Hemoptysis Date of (+) TST Reading: ___mm
|___Fever, unexplained CXR Date: CXRresult: __ ABN __ WNL
| Unexplained weight loss bx: __LTBI __Disease
| Poor appetite — Tx Start: Tx End: ____ S
| Night sweats R
| Fatigue Completed: ___NO  YES
Evaluate these symptoms Location of Tx:
in context LII.  Findinga(s) (Check all that apply)
11, = ___ Previous Treatment for LTBI and/or TB disease

__No risk factors for TB infection

—Risk(s) for infection and/or progression to disease
____Possible TB suspect

__ Previous positive TST or IGRA, no prior treatment

IV.  Action(s) (Check all that apply)
__Issued screening letter Referred for medical
___Referred for CXR. Evaluation

Administered the Tuberculin Skin Test

—Referred for interferon-gamma release assay
Qther:

__#1 TST Lot#.
Date Given or Drawn Time Site.

Signature
TST READING Date Read

Time Signature
Induration mm _ Pos Neg

| __has a history of inadeguately treated TB

{—is >10% below ideal body weight

IS on immunosuppressive therapy - includes treatment with TN F-a
antagonists (Remicaid, Humira, etc.), other biologic response
modifi rednisone = 1 mo. =15 ma/day

__#2 TST Lot#
Date Given or Drawn Time Site,

Signature
TST READING Date Read

| Time Signature

Induration mm Pos __ Neg

Screener’s signature!

Screener's name(print):

Date: __Phone #:

I hereby authorize the pharmacist to administer the Tuberculin Skin Test (TST).

I agree that the results of this test may be shared with other health care providers.

I acknowledge that I have received the Notice of Privacy Practices.

I understand that: » this information will be used by health care providers for care and for statistical purposes only.

« this information will be kept confidential.

* medical records must be kept at a minimum for 10 years after my last visit or 5 years after death,

whichever is greater.

Date:

Client or Guardian Signature

2021




Appendix A: The Virginia Department of Health Risk Community Assessment Form and Algorithm

Virginia Board of Pharmacy Instructions for the TB Risk Assessment

Pumpose of Form Directions for Completing the Form

The this form is a tool to assess and document a patient's symptoms Prrint cearly and complete this form according to the
andéor risk factors, Completing this form will also heip in detammining instructions provided besow.

the need for future madical testng and evaluation.

L_Screen for Presence of TB § ymptoms
Screen the patient for symptoms of active TB disease
= All sympiomatic individuals should: (1) receive a test for TB infection if not previously positive (T5Ter IGRA}; (2) have their sputum
caollected; (3} be referred for an immediate chest x-ray and medical evaluation. regardless of the TST result,
= Ifthe patient does not have sympioms of actve TB disease, go to Section | and assess risk or LTB! ancfor disease.
= Anyone under the age of 18 should be referred to their PCF or other provider for testing

IL_Screen for TB Infection Risk {In subsections A and B, eheck all the rick factors that appiy)
Section |l has 2 sections. Section A: "Ascess Risk for Acquiring LTBI". Section B: "Assess Risk for Developing TB Disease if infacted”_
= Ifapatient has one or more risk factars for LTH as listed in sactions A or B, then go to Section il and administer the TSTor
IGRA.

&= Ifapaﬁemdnesnmhmrist{amrsbrtml,donutadministetheTSTorlGRA Go 10 Saction Il and piace a check next to
“No Risk Factors for TB Infection.”
o !fmepaﬁent‘sscthempb)meﬂtehmwiresaTEweenm_plaaeachecknexﬂssmﬂ&weennngf(SQdinnN}and
provide this document to the patient,
A A Risk for Acquiring LTBI — The following are definitions  B. Assess Risk for Developing TB Di e if infected - The
of select categories of persens at risk for LTB! following are definitions of select categ of persons at risk
for TB disease if infected

3 f_"‘“’”’}m%"{? contact of another individual known o | - Percun's HIV Status is unknown but has risk for HIV infection—

B 2 Recommend an HIV test  Administer the TB Skin Test, even if
Fgrsoq is part of a curent TB cantact investigation the pabient refuses the HIY test.
= Lived in or visited anafher country where T8 is common for 3

mqrm,_rggirdessofmmmus.— *  Person with clinical conditions that place them at high risk —
Person lived or visifed a high endemic country 2 3 months. Conditions include substance abuse, chest x-ray findings that
High endemic country is defined as a case rte of > 20/100,000. suggest previous TB, disbetes meliitus, silicosis, prolonged
See VDH kst for high TB endemic countries. corticosteroid therapy. cancer of the head and neck, levkemia,
*  Person is a residentiemployee of high TB risk congregale seltings— lymphoma, hematologic and rebcuoendothelial diseases, end
These settings are comectional facilities, nursing homes, and long- stage renal disease, intestinal bypass or gastrectomy. and
termn care instwtions for the ekierly, mentally @ ana persons wih chranic malabserpion syndromes.
AIDS. . i :
= = T - = Person is on immunosuppressive therapy -
Rersan is a heaith care wrker who serves high risk ofients — Ferson is taking > 15 mgiday of prednisone for > 1 manth:
Sereen for the indwidual risk fctors or TR infection, unless . h treatment wih TNF. =
4 florts are part of an angaing facility infection conol person is receiving ment with TNF-a antaganists
i iniinty b oA (Remicaid, Humira, eic.} or other biclogic response modifiers
program approved by local health department. » 3 Z
= Person is medically undersenved — andor person naeds basetne evaluation prior to start of
¥ . : treatment with the medications cited here.
Person doesn’t have a regular health care provider, and has not

received medical care within the last 2 years.

In this saction, indicats findings from the assessmants in all
= Pemmisamnberdagmupidmiﬁed%abcalheam previous sections.
depariment to be at an # d risk for TB infection —
g o of . 0roup = based on local epidesologic data Iv._Action(s) (Check all actions that apply}
eyt e in the rmbes of persons. with ¥5 disease Of | NGTE: TST g Ioia L o should NOT be done
- P g “A guen group: Y d by health within a month of a live viral vaccine.
il 5 e POE- ) ,_y : new heaity ~ 'Ndicate the actionis) to take 35 a resuft of the findings in
department ~ includes thase v Y v y Section ML
B T2 o A sngl O = 550 Seepiie Mo " | ' admeisirn  TB S et providea
sereening program that is approved by the local heahth dept, for - g
facilities of individuals 3t an increased risk for LTBI. Document referal for IGRA.
= Repeat TB Skin test, if appropriate.

Addmional folloi maﬂmmiﬁmmormﬂﬁﬂ&dmsr

I the patient’s TST reaction is interpreted as paositive ar if sha/he has sympioms for TB disease, refer the patient immediately for medical
evaluation and a chest x-ray.

¥ a person has a hiskory of a positive TST or IGRA and is curmently asympt: ic, than refer for a chest 3-ray if the followmng two conditions
3pply. 1) patientis a for LTB! traat and, 2) patent is willing to adhere 10 the treatment.

H treatment for LTB! is not planned and TB was previously ruled out with a nommal chest x-ray, then repeal chest X-fays are not indicated
unfess s| atic.

**Report to the focal heaith department. Electronic reporting can be done here.
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Appendix A: The Virginia Department of Health Rick Community Assessment Form and Algorithm
Virginia Board of Pharmacy Algorithm for Pharmacists to Assess Tuberculosis Risk

| -If NO prior positive TB test, proceed to next step.
—

1) Screen for TB Symptoms and History of BCG/TB Skin Test/TB Treatment
Complete TB Symptom Screen section of Virginia TB Risk Assessment with
client.

-If less than 18 years of age, refer to PCP or other provider for testing.

-If YES to at least one question - Refer,

-If NO to All questions, proceed to next step.

Complete TB History Screen section of Virginia TB Risk Assessment with client.
-If YES to BCG vaccination, consider referral for IGRA testing. However, TST
testing should not necessarily be denied.

-If YES to prior positive TB test, but no subsequent normal chest radiograph —
Refer. *Individual must have documentation of prior positive test, otherwise
retesting will be needed for documentation for administrative/school
purposes.

-If YES to prior positive TB test with subsequent normal chest radiograph — no
repeat TB testing indicated if asymptomatic. If symptomatic, refer for
evaluation, *Individual must have documentation of prior positive test,
otherwise retesting will be needed for documentation for
administrative/school purposes.

- Refer for LTBI treatment if previously untreated.

‘ No TB symptoms/ No prior positive TR test }

Symptoms; needs
evaluation for
active TB disease

Prior positive test; but
no normal chest
radiograph

Prior positive test,
nermal chest
radiograph, but LTBI
previously untreated

2) Screen for TB Infection Risk

Complete Section A of the Virginia TB Risk Assessment with client.

-If YES, to contact of a person with known or suspected TB disease, report to
local health department. TST may still be performed.

-If YES and born in or traveled to/resided in country > 3 months a country on
current VDH High Burden TB Countries list, question about BCG vaccination
status. If BCG vaccinated, refer for IGRA. For others, the TST may still be
performed.

-If NO or country did NOT appear on VDH High Burden TB Countries list,
proceed to next step.

-If YES to remaining questions, a TST is indicated.

Complete Section B of the Virginia TB Risk Assessment with client,

-If YES to HIV positive questions or on immunosuppressive therapy, consider
referral for IGRA testing.

-If YES to other questions, TST test is indicated.

' ‘ |
No close contacts with active TB disease or }

Born in High Burden
country/BCG
vaccinated, refer for
IGRA

HIV pesitive or on
immunosuppressive

therapy, refer for
IGRA

Refer;
provide info
per protocol

if no PCP

Refer;
provide info
per protocol

if no PCP

3) Findings
Complete findings section

‘ 4) Actions

Complete actions section

Ly

5) Complete TST. Schedule appointment

for return reading.

**All patients with a positive TB skin test must be referred to PCP or provided contact information for local
providers, as specified in protocol, for appropriate follow-up care and treatment.**

***All positive TB skin tests must be reported to the local health department. They can be reported electronically

here. ***

****Retesting should only occur in persons who previously tested negative and have new risk factors since last

assessment. ****
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Appendix B: Procedural Checklist for Placing/Reading Tuberculin Skin Tests’

138 MMWR December 30, 2005
Appendix F. Quality {QC) p al observation checklists
Quality Control (QC) Procedural Observation C for Placing Tub: din Skin Tests (TSTs) — Mantoux Method
Date _____ Tainer(QCoy) _ . TebinG (TST placed by) . e
Scoring: ¥ or¥=¥es _XorN=No NA = Not Applicable

1. Preliminary
SR mwmmwmmmanm.
— Screens patient for contraindications (severa adverse
reactions to previous TST).*
— Uses welllit area.
2. Syringet filled with exactly 0.1 mL of 5 tuberculin units (TU)
purified protein derivative (PPD) antigen?®
Ramoves antigen vial from refrigeration and confirms that it is
5TU PPD antigen.?
e ©heCks label and expiration date on vial,
Marks opening date on muttidose vial.
Rkimmmrmmmm
Tmmmwﬁmbmmmmﬁ,
e ROMOVES Needle guard.
Inserts needle into the vial.
Draws slightly over 0.1 mL. of 5 TU PPD into syringa.
P mmmlmmahhﬁblashemﬂyﬁ.lnﬂ.d
5TUFPD-Nhnaedemnniuhvidmmidwasﬁngd

antigen.
—— Removes needie from vial.
" Wmmnhmmwmm.
3.TST slte sel and cl

i Sulmuppﬁrﬁ:ddbmmwihpa&nmzzimim
elbow. wrist, or other injection site."*

POy sm:iummmmmwmmm
scars, and muscle ridge.

i thﬂ-wﬂhmsﬂpﬁcmblﬂingdmxlwm
from center to outsida.

—— Allows site fo dry thoroughly belore administering antigen.

4. Needle Inserted property to administar antigen
Rests arm on firm, wel-lit surface.
. Stratches skin skghty. 1

Holds needle bavel-up and tip at 5°-15° angle to skin.

Inserts neadle in first Layer of skin with tip visibie benaath skin,
Advances needle untl entire bevel is under the first layer of skin,
Releasaes steiched sion.
Injects entire dose slowly.
Forms wheal, as liquid is injected.
Removes needie without pressing area.
Activates salety feature of device per manutacturer’s
recommendations. if applicable.
Places used neadle and syringe immediately in punciure-

B without recapping needla.
Immediately measures wheal to ensure 6-10 mm in diameter
(Actual wheal measurement ____mm).
I blood or fluid is present. blots site lightly with gauze or cotton
bail

Discards used gauze or cotion ball according to local standard
precautions.

I the TST is administered incorrectly {loo deeply o oo
shallow) and the wheal is inadequate (<6 mm), a new TST
should be placed immediately. Applying the second TST on
the other arm or i a diffarent area of tha same arm (at least
2 inches from the first site) is preferable so that the TST resuit
will be easier io read.

Documents all information required by the setting (e g., date
and time of TST placement. person who placed TST, location
of injection site and lot number of tuberculin).

Uses appropriate hand hygiene methods after placing TST.

. Explanation to the client fegarding care Instructions for the
injaction site

The wheal (bump) is normal and will remain about 10 minutes.

Do not touch wheal: avoid scratching,

Avoid pressure or bandage on injection site.

Rare local discomiort and irritation does not require treatment.

May wash with soap and watar (without pressure) after 1 hour.

Ne lotions or Bquids on sits. except for light washing, as above.

Keep appointment for reading.

ARRRRUIN

[I]1]
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ity rare. These ions are the
;m-u-s&-mmmmm.w
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hmmnmmrhWMMnfmas;sgﬂe,
mmmsmmmmm epti it
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the TST are rare but include ulceration, necrosis, vesiculation, or bullae &t the
£ 10 having a TST administered.
tuberculin {preforably a safety-type) syringe.

Foliowing

tost sita, of anaphylactic shock, which is sub-

Is by glass and plastics. To minimize reduction in potency. tuberculin showd
these procedures will also halp avoid contamination. Test doses shoutd

. and the

stored i MM-MspmﬁH.wmmemnmgmmba
of America, BX s i clesaiication OFRE

ining solution shouid remain refri
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d {not frozen). Tuberculin should be
awided. SOURCE: Amarican Thoracic Society. CDC, Infectious Diseasa
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7 Guidelines for preventing the transmission of tuberculosi
17. Available at https

: 1997,
on patient’s forearm below the needia insertion paint and then applying
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Appendix F. (Continued) Quality control (QC) procedural observation checklists

Controi (OC Procedural Observation Checklist for

ing Tuberculin Skin Test Result

Date Trainer (QC by) Trainee (TST piaced by)
Scoring: v or¥-Yes  MoeN-No m:mw-cmﬂ
1. Preiiminary Marks dots transversa (perpendscular) to long axis of forearm.

Ummmw«wmmeswm;

- Ksmﬁrmmmmmmpammﬂmwwng
TST resuir.
Keeps TST reading materials at hang (eyetner pencil or
ballpoint pen. * and ruler),
Uses well-i aroa
Inspects for he sie of the imction

2. Palpate — finding margin ridges (f any)

Paipates with am bent at etbow at a 90 angle
Mymzmmur!mmmmnshmw
directions.

. Uses nigrag teatherike 1ouch

g &mmmumb«nmmnaqs angie o
ﬂmarmmsmmmwodmnm

# ind is present, conti with these steps!:

3. Placing marks
Holds paim over iyection site
Charummmsepucsmwngnmmmmhm
Center 10 outside.

m&wmnwwammaw
= Mudunmmwmmmmmmmmsum
induration

Inspects dots. repeats finger movements ioward indurated
margin. and adusts dots f neegea.

4. Placing and reading ruler
Places the 0" ruier ine msde the edge of the ls# dot. Reads
the rules lng inside nght dot edge (uses lower measurement d
betwesn two gradshons on mikmeter scale) (Figure 1)

Uses appropnate hand hygiene methods after reading TST
esul

5. Documaenting results
Records a!l TST resuts o muitmeters, even hose dassifed
s negative Does not record only as “positva” or “negatve
Records the absence of induration as 0 mm”
Cormectly racords resuits in mm, only a smgle measured
NCuration M mm should be recorded
Traineg's measurement e
Teauner's {gold standard) measurement mm.
Tranes's resuit within 2 mm of gold standard Teading 74

Yes No

NOTE: in rare instarces. the reaction might be severs (vesiculation,
ulcetation, of recrosss of the skinj Report severs adverse events to the
FDA MedWatch Adverse Events Repoming System (AERS). @ephone:
800-FDA-1088. tax BOO-FDA-0178 hetp veww fda govmedwatch report
form 3500, Physasans Desk Raference

'Amwmmmb‘lpwwmmm used 25 a marker. An eysines penci is usehd for TST uammmvumeq:nmoemmwm
mlﬁﬁﬁa)mmmwmybmw with 3 dot of lubeicant (@.g.. baby od). Allernatve TST rosult reating methods have been descrbed,
ncluging the pen method

TH induration is not present. record the TST result as 0 mm and 4o 1o the and of trus form (Documenting resylts)
For example. # the TST trainer reads e TST Fesuil {ihe gold standard reading) as 11 mem the tranes's TST reading shoud be between 2-13 mm 1o be



Appendix C: Interpretation of the Tuberculin Skin Test

The TST reading should be based on measurement
Mantoux skin test ruler. The diameter of indura
long axis of the forearm and recorded in mil

millimeters,

Classification of the Tuberculin Skin Test Reaction®

of induration, not erythema, using a
tion should be measured transversely to the
limeters. Record no induration as zero (0)

immunosuppressed for other |
reasons (e.g., prolonged I
therapy with corticosteroids |
equivalent of >15 mg per day ‘
of prednisone for for 1
month or longer or those
taking tumor necrosis factor- J\
alpha [TNF-alpha] |
antagonists) !
|
\

such as nursing homes,
homeless shelters, or
correctional facilities

@ Persons with certain medical
conditions that place them
at high risk for TB, such as
silicosis, diabetes mellitus,
severe kidney disease,
certain types of cancer, and
certain intestinal conditions

e Persons <90% of ideal body
weight

® Children aged <5 years

@ Infants, children, and
adelescents exposed to
adults in high-risk categories

=5 mm Induration >10 mm Induration 215 mm Induration

Considered positive in the Considered positive in the Considered positive in any
following persons: following persons: person, inducing persons
® Persons living with the ® Persons born in countries with no known risk factors

human immunodeficiency where TB disease is common | for TB.

virus (HIV) including Mexico, the
® Recentcontacts of a person Philippines, Vietnam, India, !

with Tuberculosis (TB) China, Haiti, and Guatemala, ‘

disease or ather countries with high |
® Persons with a chest rates of TB !

radiography (CXR) findings @ Persons with substance use ‘

suggestive of previous TB disorders

disease e Mycobacteriology laboratory i
® Patients with organ personnel [

transplants ® Residents and employees of
® Persons who are r high-risk congregate settings

*All tests should be interpreted ba

sed on patient risk and test characteristics.

8 Testing and Treatment of Latent Tuberculosis Infection in the United States: Clinical Recommendations, Appendix
1 Interpretation of Test Results. (NTCA/NTSC, 2021). Available at: https://survey alchemer.com/s3/6183608/2021-
LTBI-Testing-Treatment-F‘ublication-ReQJstrat\'on



Appendix C: Interpretation of the Tuberculin Skin Test

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

—_—

Measure TSTs Transversely

CDC LTBI: A Guide for Primary Health Care Providers

httgs:[[WWw.cdc.gov[tb[publications[ltbi[ gdf[LTBIhookietSOS.gdf



. Appendix C: Interpretation of the Tuberculin Skin Test
Appendix D: Report of Tuberculosis Screening

VIRGINIA DEPARTMENT OF HEALTH
REPORT OF TUBERCULOSIS SCREENING

Name o Date of Birth __ Date__

TO WHOM IT MAY CONCERN:  The above individua! has been evaluated by

T8 Screening and/or Testing Conclusions

1 m, il 1 Risks Identifi n T8 Risk n

(FLEASE PRINT name of neab department, faciny of Chracian)

A tubesculin skin test | TST) or blood test (IGRA} is not indicated at this time due to the absence of symploms
suggestive of active TB. no risk factors identiied for infection or for developing active T8 if infected, and has no
known recent contact with active T8 Health care workers employed in 2 low risk facility according to (DC
“Guidetines for Preventing the Transmission of Mycobacterium tuberculosis in Health Care Settings, 2005” do not
need testing.

The individual has a history of T8 infection. Foliow-up chest x-ray is not indicated at this time due to the absence of
Symptoms suggestive of active TB.

If nesther apphes, £0 to section I,
it in a health-care setting that requires a test for TB snfection but no Symptoms are present, go to section Il
if one of these two statements apphes, select the appropnate statement and skip to Section V and select statement ‘A,

i istent with ntial Tubercutosis are Presen
mwmmwwrmmmkmmmumnmmuum This notification is necessary

even when the individual prefers to pursve an evaluation privately. Proceed to Section V and select statement '8."
if there are No symptoms consistent with T8, go 10 Section it

NIl Testing for T8 infection - Choose TST or IGRA

Tubercufin Skin Test {TST}; {record both tests if 2 2-step TST was required)
Date given: Date read: Resuits. ____ mm Interpretation:  negative ___ positive

Dare given: Date read . Results: _mm Interpretation. _ negative __ positive
s = og:

Interferon Gamma Release Assay (T8 infecuon blood test)
Date drawn: Testdone: ____ T-Spot T8 Guantiferon T8 Gold
Result: __negative __ positive . indeterminate ___ borderine . invahd

if test above s negative, proceed 10 Section V and select statement 'A° if @ither test for T8 infection is positive, proceed to
Section 1V,

IV. Chest X-Ray to Evaluate for Potential T8 Disease

Date of chest x-ray: . Llocation of chest x-ray
Interpretation:

— No evidence of active tuberculoss

—— chestx-ray abnormal, active tuberculous to be ruled out

V. 1B Screening/Testing Conclusion

A, Based on the T8 Streening and/or further testing, the indnidua! histed above 15 lree of communicable tuberculosis
in a communicable form

B. Active tuberculosis cannot be ruled out in the indnvdual listed above. The individual has been referred to their
physician and the local heaith department for further evaluation

Phone

Sigs Qate
(ChniCian with prescriptive Buthonity & heatth department official)

Address

November 2012

Electronic version of this form may be accessed here:
https://www.vdh.virginia.gov/tuberculosis/screening-testing/



TUBERCULIN SKIN TESTING TWO-STEP PROTOCOL:
FOR INITIAL TESTING IN ADULTS WHO MAY BE UNDERGOING ANNUAL TESTING
vl
Approved: Date

PURPOSE

This protaco) specifies the criteria and procedures for pharmacists to initiate the dispensing,
administration, and interpretation of the 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 a TST under this
protocol, the pharmacist(s) must successfully complete the following training:
® The Centers for Disease Control and Prevention Guidelines for Targeted Tuberculin
Testing! from a provider accredited by the Accreditation Council for Pharmacy
Education
® The Centers for Disease Control and Prevention Core Cy rricufum on Tuberculosis -
Chapter 2: Testing for Tuberculosis Infection? or from a comparable provider approved
by the Virginia Board of Pharmacy

Prior to initiating the dispensing, administration, and interpretation of a TST under this
protocol, the pharmacist(s) must understand and follow procedures as specified by:
* The Centers for Disease Control and Prevention Guidelines for Targeted Tuberculin
Testing
® Testingand Treatment of Latent Tuberculosis Infection in the United States: Clinical
Recommendations3: Sections 1and 2
®  Tuberculosis Screening, Testing and Treatment of U.S. Healthcare Personnel:
Recommendations from the National Tuberculosis Controllers Association and CDC,

2019
® High Burden TB Country List, Virginia Department of Health®
s

! Targeted Tuberculin Testing and Treatment of Latent Tuberculosis Infection ATS/CDC Statement Committee on Latent
Tuberculosis Infection, June 2000. Available at https: www.cdc.gov/mmwr review/mmwrhtml 1r4906al.htm.

2¢oe Core Curriculum on Tuberculosis: What the Clinician Should Know. Available at
httgs:[{www.cdc.guv[tbg’educatinngcorecurr,{gdf{CoreCurricqumT&SOB.gdf
sTesting and Treatment of Latent Tuberculosis Infection in the United States: Clinical Recommendations (NTCA/NTSC, 2021},

Available at: https://surve .alchemer.com/s3 6183608, 2021-LTBI-Testin -Treatment—Puincatfon—Rengtration
4 Tuberculosis Screening, Testing and Treatment of U.S, Healthcare Personnel: Recommendations from the National
Tuberculosis Controllers Association and CDC, 2019. Available at:
https://www.cdc.gov/mmwr/voIumes/BS/wr/mm6819a3.htm?skcid=mm6819a3_w

High Burden T8 Country List, Virginia Department of Health. Available at:




Provider of Training:

Date of Training: — | Commented [JKL1]: Does the Board of Pharmacy
' intend for the pharmacist to document the training
provider and date on this protocol?

Inclusion Criteria

Pharmacists acting under this protocol are authorized to initiate the dispensing,
administration, and interpretation of TSTs to adults aged > 18 years who are receiving initial TB
skin testing and may continue to receive an annual TST for employment purposes. The 2020
CDC Guidelines for Screening, Testing and Treatment of Heaithcare Personnel no longer
include a recommendation for serial screening for the majority of healthcare personnel after
the initial screening, unless they fall into a particular high risk group (e.g., pulmonologists) or
there is an exposure or on-going transmission at the healthcare facility®.

Exclusion Criteria
Individuals meeting any of the following criteria:

® Allergy to any component of the TST or those patients with a previous allergic reaction

toa T TST

® History of severe reaction {necrosis, blistering, ana phylactic 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

¢ Llive vaccination administered within the last month’ (simultaneous/same-day administration of
live-vaccines and a TST is acceptable)

® History of a positive TST

Considerations

e Ifanindividual hasa history of documented previous Bacilli Calmette-Guerin (BCG)
vaccination, consider referral to a healthcare provider for interferon gamma release assay
(IGRA) testing. Individuals from high-burden TB countries may have received the BCG
vaccine and not remember, this should be considered when administering the TST.

® Individuals with a suppressed immune system (HIV, other acute/chronic infections, those on
certain medications, etc.) may not react to a TST in the way an immunocompetent person
does. In this instance, a false negative result may be possible.

® Individuals who are contacts of a confirmed positive TB case may seek testing from a
pharmacist. If a pharmacist becomes aware of this during the risk assessment, notification

8 Tuberculosis Screening, Testing, and Treatment of U.S. Health Care Personnel: Recommendations from the National
Tuberculosis Controllers Association and CDC, Available at:
hjps://www.cdc.govfmmwr/volumes.’GS/wn’mmGS1933.htm?s cid=mm6819a3 w

7 Fact Sheets: Tuberculin Skin Testing. Centers for Disease Control and Prevention. Available at:

httgs:[gwwwAcdc.gov[tb{publicarions/factsheets/testrng/sklntesﬂng.htm




should be made to the local health department.

MEDICATIONS

This protocol authorizes pharmacists to administer tuberculin skin test antigen, also known as
purified protein derivative (PPD), read, and interpret the TST. TSTis one of two standard
methods for determr’m‘ng whether a person is infected with Mycobacterium tuberculosis, This
protacol authorizes the pharmacist to dispense and administer the following products with an
approved indication for TST.

Sl

Sanofi Pasteyr ImL (10 tests) =
49281-752-21

SmL (50 tests) =
49281-752-22

Aplisol Parkdale 1mL (10 tests) =
42023-104-05

SmL (50 tests) =
42023-104-05

Tubersol

*or any other FDA-approved tuberculin skin test antigen

PROCEDURES FOR INITIATION OF TB SCREENING

Decision to conduct a TST will be based on relevant medical and social history and
consideration of contraindications and Iecautions as outlined below and in the American
Thoracic Society (ATS)/CDC Guideline.! |n addition, the need for periodic retesting and the
presence of individual risk factors for occupational exposures will be used to determine the
need for two-step testing. A risk assessment should be conducted by the pharmacist prior to
initiation of the TST. The form in Appendix A can be ysed to complete the risk assessment,
This assessment should not be self-administered by the client. While the questions on the risk

infection and/or disease based on the answers. If active T Symptoms are present or indicated
on the TB risk assessment documentation (see Appendix A), the patient must be immediately
referred to a healthcare provider for further evaluation and further advised regarding

Relevant Medical and Social History
L]

Past medical history, including vaccination history
® Current medications
® Allergies and hypersensitivities
®  Current living environment
¢ History of a TST ang reactions toa TST



Contraindications and Precautions (refer to Exclusion Criteria)

® Allergy to any component of the TST or those individuals with a previous allergic
reaction toa 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

® Live vaccination administered within the last month (simultaneous/same-dav
administration of live-vaccines and aTSTis acceptable)

® History of a documented positive TST

Considerations

* Ifanindividual hasa history of documented previous BCG vaccination, consider referral to a
healthcare provider for interferon gamma release assay (IGRA) testing. Individuals from
high-burden TB countries may have received the BCG vaccine and not remember, this
should be considered when administering the TST.

¢ Individuals with a suppressed immune system (HIV, other acute/chronic infections, those on
certain medications, etc.) may not react to a TST in the way an immunocompetent person
does. in this instance, a false negative result may be possible.

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 TSTis 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 B for detailed
procedures).

PROCEDURES FOR MONITORING AND FOLLOW UP

The skin test reaction should be read between 48 and 72 hours after administration. Schedule
an appointment for the reading at the time the TST is administered. 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 C ). Consistent with
Virginia professional practice acts, only a physician, physician’s assistant, nurse practitioner,
registered nurse, or pharmacist may interpret the results of the reading of the TST. If active TB
symptoms are present or indicated on the TB risk assessment documentation (see Appendix A),
patients must be immediately referred to a healthcare provider for further evaluation and
further advised regarding isolation precautions.



will need to recejve a chest x-ray and additional evaluation to rule out active TB disease. A
referral is required for thijs follow-up and so that treatment considerations can be made if
latent TB infection is diagnosed(see Appendix D)2,

EDUCATION REQUIREMENTS
Individuals receiving TST will receive education regarding:
* Needtoreturn in 48-72 hours for interpretation of the TST
® Ifmild itchiness occurs, avoid scratching the site. Do Not use creams or other treatments to
treat the itchiness,

® Resultof the TST
® Need for a second TSTin 1-3 weeks if the initial result i negative
®* Need for confirmatory evaluation and 3 chest X-ray foflowing a positive TST result

DOCUMENTATION
Pharmacists will document via Prescription record each Person who recejves a TST under this
protocol including:

1.



have to be referred back to their primary care provider to obtain necessary
certification.

Virginia to allow for pharmacists to also sign

Commented [2]: May need to update the Code of
documentation.

NOTIFICATION AND REFERRAL
The pharmacist shall ask all persons receiving a 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 protocol to the identified primary care provider withfn[two
(2) business dayq Any individual a hat the individual does not have a

Commented [3]: Is it desired by the Board of
Pharmacy that the timeframe be defined in the
protocol? If so, we feel this is reasonable.

Sections 32.1-36 and 32.1-37 of the Code of Virginia and 12 VAC 5-90-80 of the Board of
Health Regulations for Disease Reporting and Control requires all positive results be sentto
the local health department, ideally electronically, within three business days and, if
available, the individual’s primary care provider for follow-up. Reports to the local health
department may be made electronically here.

Allindividuals with a positive result should be referred to a healthcare provider for additional
evaluation. Reporting of a positive result to the local health department, as required by the
Code of Virginia, does not ensure linkage of the individual to care.

Ifthe authorizing prescriber is different from the Primary care provider, the pharmacist(s), shall
Provide written notification via fax or other secure electronic means to the authorizing
prescriber of individuals receiving a TST under this protocol within six 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 al| parties of no less than 60 days.

SIGNATURES

Prescriber Name Date

Prescriber Signature



Pharmacist Name

Date

Pharmacist Signature



Appendix A: The Virginia Department ot Health Risk Community Assessment Form and Algorithm

Virginia Board of Pharmacy
TB Risk Assessment Form

Patient name (L,F,M):

Address:

City, State, ZIP:

Cell #:

Country of Origin: Year arrived in US:

Interpreter needed: __ No

DOB: Race: _ Sex:
Social Security Number:
Home/Work #:
Language: Patient Pregnant: ___No ___Yes; If Yes, LMP:

_..Yes Last Live Vaccine:

L 1

{ None (Skip to Section I1, “Screen for Infection Risk")
| __Cough for > 3 weeks —#Productive: __YES __NO
| _Hemoptysis

| __Fever, unexplained

| Unexplained weight loss
|___Poor appetite =,

| Night sweats

| Fatigue

Evaluate these symptoms
in context

IHistory of BCG / TB Test / TB Treatment:
History of prior BCG: __NO __ YES “®year:
History of prior (+) TST/IGRA: ___ NO ___ YES
Date of (+) TST Reading:
CXR Date: CXR result: ___ ABN
Dx: __ LTBI

Tx Start:
Rx:

mm
WNL

___Disease
TxEnd:

Completed: NO
Location of Tx:

___YES

IIL.  Finding(s) (Check all that apply)

II.

Individuals with an increased risk for acquiring latent TB infection (LTBI)
or for progression to active disease once infected should have a TST.
Screening for persons with a history of LTBI should be individualized.

/A. Assess Risk for Acquiring LTBI
The Patient...

L__is a current high risk contact of a person known or suspected to have TB
disease: Name of Source case:

I lived in or visited another country where TB is common for 3
months or more, regardless of length of time in the U.S.
|_is a resident or an employee of a high TB risk congregate setting
|__Is a healthcare worker who serves high-risk clients

| _Is medically underserved

| __has been homeless within the past two years

. injects illicit drugs or uses crack cocaine

{Is @ member of a group identified by the health department to be
at an increased risk for TB infection

| __needs baseline/annual testing approved by the health department

|B. Assess Risk for Developing TB Disease if Infected
The Patient...

| is HIV positive

L has risk for HIV infection, but HIV Status is ynknown

. was recently infected with Mycobacterium tuberculosis

. _has certain clinical conditions, placing them at higher risk for TB disease:

| __injects illicit drugs (determine HIV status):
|__has a history of inadequately treated TB

| __is >10% below ideal body weight

+—Iis on immunosuppressive therapy - includes treatment with TNF-a
antagonists (Remicaid, Humirs, etc.), other biclogic response

modifiers or prednisone > 1 mo. 215 ma/day

__Previous Treatment for LTBI and/or TB disease
_No risk factors for TB infection

—Risk(s) for infection and/or progression to disease
___Possible TB suspect

__Previous positive TST or IGRA, no prior treatment

IV.  Action(s) (Check all that apply)
Issued screening letter Referred for medical
___Referred for CXR Evaluation

—_Administered the Tuberculin Skin Test
Referred for interferon-gamma release assay
Other:

—_#1 TST Lot#
Date Given or Drawn
Signature

TST READING Date Read

Time Signature
Induration mm Pos

Time Site

Neg

_H#2TST Lot#
Date Given or Drawn

Time Site.

Signature
TST READING Date Read

Time Signature
Induration mm

___Pos Neg

Screener’s signature;

Screener's name(print):

Date: _ _ Phone #:___

I hereby authorize the pharmacist to administer the Tuberculin Skin Test (TST).
I acknowledge that I have received the Notice of Privacy Practices.
= this information will be kept confidential.

whichever is greater.

I understand that: « this information will be used by health care providers for care and for statistical

I agree that the results of this test may be shared with other health care providers.

purposes only.

+ medical records must be kept at a minimum for 10 years after my last visit or 5 years after death,

Date:

Client or Guardian Signature




Appendix A: The Virginia Department ot Health Risk Community Assessment Form and Algorithm

Virginia Board of Pharmacy Instructions for the TB Risk Assessment

Purpose of Form
The this form is a tool to assess and document a patient's symptoms
andior risk factors. Completing this form will also heip in determining

the need for future medical testing and evaluation.

Directions for Completing the Form
Print clearly and complete this form according to the
instructions provided below.

L._Screen for Presence of TB § ymptoms
Screen the patient for symptons of active TB disease

= All sympiomatic individuals should: {1} receive a test for TB infection if not previcusly positive (TSTor IGRA); (2) have their sputum
collected; (3} be referred for an immediate chest x+ay and medical evaluation. regardiess of the TST result.

= |fthe patient does not have symptoms of active TB disease, go to Sectiom || and assess risk for LTB! and'or disease.

= Anyone under the age of 18 should be referred to their PCP or other provider for testing.

Ii._Screen for TB infection Risk [in subsections A and B, check all the risk factors that appiyl
Section |l has 2 sections. Section A: "Assess Risk for Aequiring LTBI, Section B: "Assess Risk for Developing TB Disease if mfected”.

= If a patient has one or more risk factors for LTB! as listed in sections A or B, then go to Section ill and administer the TST or
IGRA.

= |f a patient does not have risk factors for LTBY, do not administer the TST or IGRA. Go to Section [l and piace a check next to

“No Risk Factors for TB infection.”

= Ifthe patient's school, employment, etc. requires a TH screening, place a check next “Issued Screening Letter” [Section IV} and

provide this document to the patient.

A Assess Risk for Acquiring LTBI — The following are definitions

of select categories of persons at risk for LTBI

B. Assess Risk for Developing TB Disease if infected - The
following are definitions of select categories of persons at risk
for T8 disease if infected

* Perscn is a current dose coniact of another individeal known or
suspected fo have TB disease —
Person is part of a cument TB contact inveskigation

= Lived in or visited ancther country where TB is commen for 3
months or more, regandiess of Eme in the U.5. -
Person lived or visited a high endemic country 2 3 menths.
High endemic country is defined as 3 case rate of > 20/100,000.
See VDH Est for high TB endemic countres.

These are comectional facilities,
tesm care institutions for the eldery, mentally 3 and persons with
AIDS.

*  Person is a heailh care worker who serves high risk cfients —
Sereen for the individual risk factors for TB infection, unless
screening efforts are part of an angoing facility infection control
program approved by local heaith department.

= Person is medically undersesved —

Person doesn't have a regular health care provider. and has not
received medical care within the last 2 years.

% ﬁmmhamdammmmd%awmm
depariment to be ai an
Idemﬁunmufagmmrsbasedonbﬁmmmcdm

in the ber of p
T‘Bln‘ieoﬂanmﬂ\egmgrwp

- Pemanmedxbauwammw;ppmsdbym

judes those entering health professi

prior 12 months. A single IGRA is also accaptable. May include
sgreening program that is approved by the local health dept. for
facilities or individuals at an increased risk for LTBI.

*  Person is a residentiemployee of high TB risk congregare seftings—
i ing homes, and long-

with TB & or

mmﬁm need 2-step TST unless documentad negauwe TST in

= Person's HIV Status is unknown but has risk for HIV infection—
Recommend an HIV test  Administer the TB Skin Test, even i
the patent refuses the HIV test.

= Person with ciinical conditions that place them at high risk —
Conditions include substance abuse, chest xray findings that
supgest previous TB, diabetes mellites, silicosis, prolonged
corbeosteroid therapy. cancer of the head and neck, leukemia,
lymphorna, hematciogic and retculoendothelial diseases, end
stage ranal disease, intestnal bypass or gastrectomy, and
chrenic malabsorption syndromes.

=  Person is on immunosuppressive therapy —
Person is taking > 15 mg/day of prednisone for > 1 manth:
person is receiving Teatment with TNF-a antagonists
{Remicaid, Humira, et } or other biclogic response modifiers
andfor person needs baseline evaluation prior to start of
treatment with the medications cited here.

in this section, indicate fi
previous sections.

in all

gs from the

N Acti c . "

NOTE: TST and IGRA blood tests should NOT be done

wlthln amonth of a live viral vaccine.

Indicate the action(s] to take as a result of the findings in
Section IIt.

i administerng a TB Skin test, provide all

requested data.

=  Document referral Sor IGRA.

=  Repeat TB Skin test. if appropriate.

Addrional follow-up v a Mantoux 15 shin test or JGRA blood fest

 the patient’'s TST reaction is interpreted as pesitive or if she'he has symptoms for TB disease. refer the patient immediately for medical

evaluation and a chest x-ay.

i a person has a history of a posg:w'rve}_‘rms‘rwlmaud is currently asymptomatic, then refer for a chest x-ray if the fofowing two conditions
L

1) patient is a

and, 2) patient is willing to adghere to the treatment.

apply-
i treatment for l.'m! ig not planned and TB was previousty ruled out with 3 normal chest x-ray, then repeat chest x+ays are not indicated

uniess )

**Report to the iocal health department. Electronic reporting can be done here.

=




Appendix A: The Virginia Department ot Health Risk Community Assessment Form and Algorithm

Virginia Board of Pharmacy Algorithm for Pharmacists to Assess Tuberculosis Risk

1) Screen for TB Symptoms and History of BCG/TB Skin Test/TB Treatment
Complete TB Symptom Screen section of Virginia TB Risk Assessment with
client.

-If less than 18 years of age, refer to PCP or other provider for testing.

-If YES to at least one question - Refer.

-If NO to All questions, proceed to next step.

Complete TB History Screen section of Virginia TB Risk Assessment with client.
-If YES to BCG vaccination, consider referral for IGRA testing. However, TST
testing should not necessarily be denied.

-If YES to prior positive TB test, but no subsequent normal chest radiograph —
Refer. *Individual must have documentation of prior positive test, otherwise
retesting will be needed for documentation for administrative/school

| purposes.

-If YES to prior positive TB test with subsequent normal chest radiograph - no
repeat TB testing indicated if asymptomatic. If symptomatic, refer for
evaluation. *Individual must have documentation of prior positive test,

otherwise retesting will be needed for documentation for
administrative/school purposes.

— Refer for LTBI treatment if previously untreated.

-If NO prior positive TB test, proceed to next step.

4

[ No T8 symptoms/ No prior positive TB test
| 1A

bl

J

2) Screen for TB Infection Risk

| Complete Section A of the Virginia TB Risk Assessment with client.

| -If YES, to contact of a person with known or suspected TB disease, report to
| local health department. TST may still be performed.

-If YES and born in or traveled to/resided in country > 3 months a country on
| current VDH High Burden T8 Countries list, question about BCG vaccination

status. If BCG vaccinated, refer for IGRA. For others, the TST may still be
performed.

-If NO or country did NOT appear on VV\DH High Burden TB Countries list,
proceed to next step.

-If YES to remaining questions, a TST is indicated.

Complete Section B of the Virginia TB Risk Assessment with client.

-If YES to HIV positive questions or on immunosuppressive therapy, consider
referral for IGRA testing.

-If YES to other questions, TST test is indicated.

L No close contacts with active TB disease or }

3) Findings

Complete findings section

4) Actions
Complete actions section

-

=)

Symptoms; needs
evaluation for
active TB disease

Il e S s

TGS T

Prior positive test; but
no normal chest
radiograph

Mo v e )
Prior positive test,

normal chest
radiograph, but LTBI

Refer;
provide info
per protocol

if no PCP

previously untreated

f Born in High Burden

| country/BCG
| vaccinated, refer for
| IGRA

egsmdia i s w12

HIV paositive or on
immunosuppressive
| therapy, refer for

IGRA

Refer;
provide info
per protocol
if no PCP

5) Complete TST. Schedule appointment

for return reading.

**All patients with a positive TB skin test must be referred to PCP or provided contact information for local

providers, as specified in protocol, for appropriate follow-up care and treatment.**

***All positive TB skin tests must be reported to the local health department. They can be reported electronically

here. ***

****Retesting should only occur in persons who previously tested negative and have new risk factors since last

assessment, **¥*¥

2021




Appendix B: Procedural Checklist for Placing/Reading Tuberculin Skin Tests®
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Appendix F. Quality control (QC) procedural observation checklists

Quality Control (QC) P ] Checkli

for Placing Tubx

lin Skin Tests (TSTs) — Mantoux Method

Date Trainer (QC by)

Traines (TST placed by)

¥ or¥=Yes

XorN=No NA=Not icable

1. Preliminary
—— Screens patient for contraindications (severa adverse

reactions to previous TST).*

e USES W1t Area.
lmfﬁhdmmiy&1de5Mudhﬂu)

purified protein derivative {(PPD) antigen$

ﬂmmumgtnmmmanmmdwnﬁmlhutnm
$TU PPD antigen.
Checks label and expiration date on vial.
Marks opening date on multidose vial
Fils i y aher vial from rafri
Cleans vial stopper with antiseptic swab.
“Twists needle onlo syringe o ensure tight fit
Removes needle guard.
Inserts needle into the vial.
Draws slightly aver 0.1 mL of 5 TU PPD into syringe.
Removes excess volume or air bubbles to exactly 6.1 mL of
5 TU PPD while needie remains in vial to avoid wasting of
antigen.
Removes needle from vial.

[T

. Returns antigen vial 1o the refrigarator immediately after filling.

3.TST site and cl d
. Selects upper third of lorearm with palm up 22 inches from
‘elbow, wrist, or other injection sita.**
‘Salects site free from veins, lssions, heavy hair, bnases,
scars, and muscle ridge.

e Cleans the sita with antiseptic swab using ircular motion
from center bo outside.

e Allows site 1o dry ghly befora istering antigen
4. Needle properly to antigen

. RlES1S 8P ON firm, wel-lit surface.

— Stretches skin sightly. T

Hoids needlia bevel-up and tip al 5°~15° angle to skin.
Inserts neadie in first layer of skin with tip visble beneath skin.
Advances needle until entire bevel is under the first layer of skin.
Releases stretched skin.

Injects entire dose slowly.

Forms wheal, as liquid is injectad.

Removes needle without pressing area.

Activates safety leature of device per manufacturer's
recommendations, il appicable.

Piaces used needle and syringe immediately in puncture-
resistant container without recapping needle.

Immediately measures wheal to ensure 6-10 mm in diameter
(Actual wheal measurement _____mm).

i bicod o« fluid is present. blots site lightly with gauze or cotton
ball.

Discards used gauza or cotion ball according to local standard
precautions.

If tha TST is adminislered incorrectly (too deeply or oo
shallow) and the wheal is inadequate (<6 mm), a new TST
should be placed immadiately. Applying the second TST on
the other arm or in a diflerent area of the same arm (at least

2 inches from the first site) is prelerable so that the TST result
will be easier 0 read.

Documents all information required by the setting (e.g.. date
and time of TST placement, parson who placed TST, location
of injection site and lot number of tubarculin).

Uses sppropriate hand hygiane methods after placing TST.

5. Explanation to the cllent regarding care instructions for the
Injection site
The wheal (bump) is normal and will remain about 10 minutes.
Domtmchnhea! mdsualdmg
— Avoidp on injection site.
— ﬂnrelocalc‘mmbnandummmdoesnolmmm
.. May wash with scap and water (without pressure) after 1 hour.
. NO lotions or Bquids on s#e. except for light washing, as above.
Keep appointment for reading.

LT THTHT

SmmlﬂnmnacmmeSTmmmb\in:_hdquimhmnecmsas vesiculation, or bullag at the test site, or anaphylactic shodk, which is sub-

rare. These are the only

10 having a TST administered.

;LMEH—!&MMMNW dtpmunnmwn(p-hmbﬁyasawrypu)

syringe.
bvg!asswum To minimize reduction in potency, tuberculin should

hlmm“mnmmemgamhamﬂedaa ib

in varying

Mmdmhmmmm:mmmaMMWnngmduﬂdmn i

walt alsohsrlpandcomamnabon Test doses shcu.ld
d {not frozen). Ti i

mMnmmnMnMwmmmsmmthammsouRCE Amarican Thoracic Society, Coc.lnlscnml)sm

Saciety of America. Diagr and of b £oSi

in adults and chidren. Am J Respir Crit Care Med 2000;161:1376-95.

ucts, careful visual i
ol : and other i

1 WMUmmnW\mﬁmhg Td tauid)
inspection and readil
SOURCE: CDC.

M should include physical separation of refrigerated prod-

NW*I\NNMMWRMSSSBZ-‘

dhbdamamnamhpummuﬂyawmdmandmprwodracmdkmmuﬂdmﬂbem
loxoid—containing

ion of tetanus vaccines instead

2 vummmummummmmmmammmmugmummmmmmm

SOURCE: National Tub National T

pl!leﬁmsmymaGA.Nabonal

Nuvsef‘ Coaltion. Tub

i nUTSING: 8 P 1sive guide

Co 199]
"Slrw:hulmbyp!anngnmdmmamhnndalmh-cnmmrmmmtamwhwhnmawmwtmmwﬁmﬁmm
ion of the needle . Be caraful not 1o place the nondeminant hand of the HCW opposite the administration needle f the patient
nmnmmhm which might cause an accidental needie-stick injury to the HCWs. In children and others who are likely 1o mave dur-
ing the procedure, cenain trainers prefer siretching the skin in the opposite direction of the needie insertion by placing the nondomirant hand of the HCW
under the patient’s forearm. This method should not be used for persons with poor skin turger.

& Guidelines for preventing the transmission of tuberculosis in Healthcars Settings, 2005. MMWR Vol. 54 / No. RR-
17. Available at https:ilwww.cdc govimmwr/pdfirr/rr5417 . paf
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Appendix F. (Continued) Quality control (QC) procedural chservation checklists

Quality Controi (GC) P O c for Reading Tuberculin Skin Tast (TST} Aesults — Palpation Method
Date . Trainer (QC by) Trainee (TST placed by)
|Seednq: ViorYs=Yes  XorMN=No m:m:wm|
1. Preliminary Marks dots transverse (perpendicular) 1o long axis of forearm.

Uses appropriate hand hygrene methods before starting
Keeps fingemaris shorer than hngertps 1o avoid misreadng
TST resuit.
Keeps TST reading matenials &t hand (eyeiner pencl or
batipont pen.” and ruler)
Uses well- it area.

_ Inspects for the site of the injection

2. Paipate — finding margin ridges (if any)
Paipates with arm bent at elbow at a 90° angle
Lightty sweeps Z-nch diamater from naction st n four
directions.

Uses ngrag leatherlike touch,
Rapeats paipation with arm bent at elbow at a 45° ange 1o
determine presence of absence of induraton

if induration is presem, with these steps':

3. Placing marks
Holds paim over injechon site
Cleanse sde with anbsepbc Swab using Circuiar meton from
centar 1o outside.

Uses fingertos 1o find marging ¢f the ndurabon
Marks the induraton by placing smail dots on both sides of the
induraton.

Inspects dots. repeals finger movements toward :ndurated
margin, and adjusts dots f needed.

4. Piacing and reading rules
Praces the 0" ruler kne nsxde the adge of the ieft dot. Reads
the ruler lne insde rght gol edge (uses lower measurement
wo g on scale) (Figure 1)
Uses appropnate hand hygiene methods after reading TST
result

5. Documenting results
Records &/l TST results m milimeters. even those dlasshed
as negative. Does not record only as “positive” of "negatve.”
Records the absence of mduration as "0 mm”
Correcty records resuits in mm: only a single measured
mdurabion i mm should be necorded.

Trainee's measuremant mim.

Trainer's {gold standard) measurament mm.

Trainee's result within 2 mm of okt standard reading?%
Yes No

NOTE: In sare nstances. the reacton might be severe (vesculaton.
ulcarabion, of necross of the shunj. Repon savere adverse events 1o the
FDA MedWasch Adverse Events Reportng System (AERS). talephone:
B00-FDA- 1088 tax. 800-FDA-01T8. hap twww fda gov/medwatch teport
form 3500, Prysxcians’ Desk Reference.

* A fine-tpped eyehiner panci or balpomt pen can be used as a marker. An eyelines pencil 15 usetu! for TST traming and for biinded indeperdent duplcale
W(Bﬁnﬂsjmmm:m easy 10 remove with a dot of lubricant {a.g , baby od). Allematve TST resull reading methods have been descrbed.

'ﬂmnnmsmptm record the TST result as G mm and go 1o the end of this forrn {Documenting resuits ),
$For exampie, i the TST trainer reads the TST result (the goid standard rsading) as 11 mm_ the tranee s TST reading should be between 9-13 mm 1o be
conscered comect.



Appendix C: 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®

>5 mm Induration >10 mm Induration >15 mm Induration

Considered positive in the
following persons:
e Persons living with the human

Considered positive in the
following persons:
e Persons born in countries

Considered positive in any
person, inducing persons
with no known risk factors

immunodeficiency virus (HIV)

immunosuppressed for other
reasons (e.g., prolonged
therapy with corticosteroids
equivalent of >15 mg per day
of prednisone for for 1 month
or longer or those taking
tumor necrosis factor-alpha
[TNF-alpha] antagonists)

where TB disease is common

e Recent contacts of a person including Mexico, the

with Tuberculosis (TB) disease Philippines, Vietnam, India,
e Persons with a chest China, Haiti, and Guatemala,

radiography (CXR) findings or other countries with high

suggestive of previous TB rates of TB

disease Persons with substance use
e Patients with organ disorders

transplants Mycobacteriology laboratory
e Persons who are personnel

Residents and employees of
high-risk congregate settings
such as nursing homes,
homeless shelters, or
correctional facilities
Persons with certain medical
conditions that place them at
high risk for TB, such as
silicosis, diabetes mellitus,
severe kidney disease,
certain types of cancer, and
certain intestinal conditions
Persons <90% of ideal body
weight

Children aged <5 years
Infants, children, and
adolescents exposed to
adults in high-risk categories

for TB.

*All tests should be interpreted based on patient risk and test characteristics.

¢ Testing and Treatment of Latent Tuberculosis Infection in the United States: Clinical Recommendations, Appendix
1: Interpretation of Test Results.(NTCA/NTSC, 2021). Available at: https://survey alchemer.com/s3/6183608/2021-
LTBI-Testing-Treatment-Publication-Registration



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

e TE—

-

Measure TSTs Transversely

CDC LTBI: A Guide for Primary Health Care Providers

https://www.cdc.gov/th/publications/Itbi/pdf/LTBlbooklet508.pdf




Appendix D: Booster Phenomenon and Two-step TST Testing ?
Figure 1: The TST Booster Phenomenon

As the years pass, the person’s ability to react to tuberculin lessens. Occurs mainly in previously infected
older adults whose ability to react to tuberculin has decreased over time. These people should still be
considered for LTBI treatment after ruling out TB disease, particularly if they have risk factors for
progression to disease.

T ————

I The person Is skin tested years later J

The person has a negative reaction.
This is because over time, the person’s ability to react to tuberculin
has lessened. However, this skin test “triggers the memory” of the
immune system to recognize and react to tuberculin

v

The person is skin tested again, up to 1 year later.
For this example. we assume that the person was
not exposed to TB during this time

¥

The person has a positive reaction.
This is a boosted reaction due to TB infection that
occurred a long time ago. not durnng the time
between the two skin tests

Figure 2: Two-Step TST Testing

Two-step testing is a strategy used to reduce the likelihood that a boosted reaction will be
misinterpreted as a recent infection (Figure 2). Two-step testing should be used for the initial
skin testing of persons who will be retested pericdically. If the reaction to the first TST is
classified as negative, a second TST should be repeated 1 to 3 weeks later. A positive reaction to
the second TST likely represents a boosted reaction. Based on this second test result, the
person should be classified as previously infected. This would not be considered a skin test
conversion or a new TB infection; however, the patient may still be a candidate for LTBI
treatment. If the second skin test result is also negative, the person should be classified as
having a negative baseline TST result. If either the first or second test result is positive, the
individual should be referred for follow-up and evaluation for LTBI treatment.



Baseline Skin Test

Reaction

NEGATIVE POSITIVE

Retest 1-3 I I Person likely hasJ

weeks later

TB infection

Reaction

N

NEGATIVE

v

Follow-up for
positive TST and
evaluate for
LTBI treatment

POSITIVE

Person likely
does NOT have
T8 Infection

The reaction is considered a boosted
reaction (due to TB infection that
occurred a long time ago)

¥

l Retesting not necessary. Person likely has TB infection. ]




Appendix E: Report of Tuberculosis Screening

VIRGINIA DEPARTMENT OF HEALTH
REPORT OF TUBERCULOSIS SCREENING

Name Date of Birth Date_
TO WHOM IT MAY CONCERN: The above indwvidual has been evaluated by:
(PLLASE PRINT name of heatth Gepartment, faciity or Chrican)
TB Screening and/or Testing Conclusions
. mptom: r Risks Identifi n T8 Risk n
A tubercudin skin test (TST) or blood test {IGRA} is not indicated at this time due to the absence of symptoms
suggestive of active TB, no nisk factors fied for infi or for developing active TB i infected. and has no

known recent contact with active TB. Health care workers employed in a low nisk facility according to CDC
“Guidelines for Preventing the Transmission of Mycobacterium tuberculosis in Health-Care Settings, 2005™ do not
need testing.
The individual has a history of TB infection. Follow-up chest x-ray is not indicated at this time due to the absence of
symptoms suggestive of active T8

if nesther apples, go to section Il

Iif in a health-care setting that requires a test for TB infection but no symptoms are present, go to section il
if one of these two statements applies, select the appropriate statement and skip to Section V and select statement A’

nwmmmmmu

Call the local heaith department to refer the person for further TB evaluati y. This fication is Y
even when the individual prefers to pursue an evaluation privately. Proceed to Section V and select statement ‘B

i there areé no symptoms consistent with T8, go to Section HI.

Il Testing for T8 Infection - Choose TST or IGRA
Tuberculin Skin Test (TST): (record both tests i a 2-step TST was required)
Date given: Date read: Results: mm Interpretation. ___ negative __ _ positive

Date given: Date read: Resuits mm Interpretation. ___ negatve ___ posative

interferon Gamma Release Assay [TB infection blood test):
Date drawn: Test done: T-Spot T8 Quantderon T8 Gold
Result: ___negative ___ potitive ___ indeterminate __ borderine _ _ invald

if test above s negative, proceed 10 Section V and seiect statement "A”. If either test for TB infection is positive, progeed to
Section IV,
V. Chest X-Ray to Evaluate for Potential TB Disease

Date of chest x-ray: Location of chest x-ray.
Interptetation:
. no evidence of active tuberculosis

chest x-ray abnormal, active tuberculosis to be ruled out

V. 1B Screening/Testing Conclusion

A. Based on the TB Screening and/or further testing, the indwvidual listed above is free of communicable tuberculoss.
in a communicabie form.

8. Active tuberculosis cannot be ruled out in the individual ksted above. The individual kas been referred to their

physician and the local health department {or further evaluation.

Signature Date Phone
(CHncian with prescriptive authority or health Separtment official)

November 2037

Electronic version of this form may be accessed here:




Virginia Board of Pharmacy, Statewide Protocol Work Group Meeting, August 9, 2021

Handout:

HIV PrEP and PEP Statewide Protocol DRAFT version as of 8/5/2021, offered by VDH



Virginia State Board of Pharmacy Statewide Protocol for the Provision of HIV Pre-exposure
and Post-exposure Prophylaxis

I. Professional Requirements:

This statewide pharmacy protocol authorizes qualified Virginia-licensed pharmacists
(“Pharmacists”) to provide pertinent assessment of risk of HIV acquisition and provide HIV pre-
exposure and post-exposure prophylaxis (PrEP and PEP, respectively) medications for the
prevention of HIV infection according to and in compliance with all applicable state and federal
laws and rules.

Pharmacists may initiate and dispense FDA-approved medication(s) to eligible patients
according to indications and contraindications recommended in current guidelines from the US
Centers for Disease Control and Prevention (CDC)* and the United States Preventive Services
Task Force (USPSTF)2. Note: Updated CDC Guidelines will be available soon. Included references
are expected changes.

Prior to initiating and dispensing HIV prevention medication per this protocol, the pharmacist
must:

1. Hold a current license to practice in Virginia.

2. Complete a training program by the Board of Pharmacy or the Accreditation for
Pharmacy Education. Training components will include:

a. HIV basics and testing including signs and symptoms of acute HIV

b. PrEP/PEP medications pharmacology

¢. Awareness of initiating and dispensing limitations specific to VA

d. Clinical eligibility for PrEP/PEP based on the most recent CDC Guidelines
e. Counseling on STlis/sexual health

f. Resources for pharmacists including patient referral information

g. Education on financial assistance programs

h. Pharmacists must maintain proof of training for four years.

i

Training will need to be updated whenever CDC Guidelines are updated or as
new FDA-approved medications become available.

3. Agree to follow the rules included in these protocols.

The pharmacy shall ensure that appropriate space is available to provide counseling and ensure
confidentiality. Records:

1. Pursuant to Pharmacy Board Regulation 18VAC110-21-46, a process shall be in place for
the pharmacist to communicate with the patient’s primary care provider and document
changes to the patient’s medical record. 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 drugs or
devices furnished, and lab test(s) ordered, and any test results.

2. Pharmacists shall comply with all aspects of Pharmacy Board Regulation 18VAC110-21-
46 with respect to the maintenance of proper records.



Virginia State Board of Pharmacy Statewide Protocol for the Provision of HIV Pre-exposure
and Post-exposure Prophylaxis

l. Provision of PrEP

Under this protocol, Pharmacists may assess for HIV status and high-risk behaviors in which pre-
exposure prophylaxis against HIV would be warranted.

The pharmacist may consider and offer the patient an oral antiretroviral agent listed in Table |
according to the following criteria:

1. Evidence of HIV-negative status as documented by an FDA-approved test, or rapid CLIA-
waived point of care fingerstick blood test, taken within seven days. Neither oral swab testing
nor patient report of negative status are acceptable for evidence.

2. Persons who meet eligibility requirements for PrEP per CDC guidelines in the following
categories:
A. MSM (men who have sex with men)

¢ Adult man

e Without acute or established HIV infection

e Any male sex partners in past 6 months

¢ Notina monogamous partnership with a recently tested, HIV-negative man

AND at least one of the following:

® any anal sex without condoms (receptive or insertive) in the past 6 months

* A bacterial STI (syphilis, gonorrhea or chlamydia) diagnosed or reported in past 6

months

B. Heterosexually Active Men and Women

e Adult person

e Without acute or established HIV infection

® Any sex with opposite sex partners in past 6 months

e Notina monogamous partnership with a recently tested HIV-negative partner

AND at least one of the following:

e Isa man who has sex with both women and men (behaviorally bisexual)

e Infrequently uses condoms during sex with 1 or more partners of unknown HIV
status who are known to be at substantial risk of HIV infection (persons who
inject drugs (PWID) or bisexual male partner)

e Isinan ongoing sexual relationship with an HIV-positive partner

e A bacterial STl (syphilis, gonorrhea in women or men) diagnosed or reported in
past 6 months

C. Persons Who Inject Drugs (PWID)
e Adult person
e Without acute or established HIV infection



Virginia State Board of Pharmacy Statewide Protocol for the Provision of HIV Pre-exposure
and Post-exposure Prophylaxis

* Any injection of drugs not prescribed by a clinician in past 6 months
AND at least one of the following:

e Any sharing of injection or drug preparation equipment in past 6 months

e Risk of sexual acquisition (see above)

D. Any adult who asks for PrEP, even without disclosure of the above risk factors,
provided they do not have any contraindications.

From draft of CDC PrEP Guidelines 2021

PrEP is indicated for:
« Sexually-active adults and adolescents who have had anal or vaginal sex in the
past six months AND any of the following:
o HIV-positive sexual partner (especially if partner has an unknown or
detectable viral load)

o Bacterial STl in past 6 months
o History of inconsistent or no condom use with sexual partner(s)

* Persons who inject drugs who
o Have an HIV-positive injecting partner OR
o Share injection equipment

Patients who shouid NOT be prescribed PrEP under this protocol and should be referred to
primary care provider for further action:
e Patients with baseline HIV test indicating existing HIV infection
e Recent flu-like symptoms in the past month as this may suggest recent HIV
infection not yet detectable (tiredness, fever, joint or muscle aches, headache,
sore throat, vomiting, diarrhea, rash, night sweats, and/or enlarged lymph nodes
in the neck or groin)
e CrCl< 60 ml/min for FTC/TDF or CrCl < 30 ml/min for FTC/TAF.

TABLE 1 - MEDICATION OPTIONS
Other FDA-approved/CDC-recommended medications or regimens can be used if they become

available. Formulations, cautions and dose adjustments for antiretroviral medications shall
minimally follow the CDC guidelines and package insert information for all regimens.
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emtricitabine 200mg/

(Descovy®)

tenofovir alafenamide 25mg

for 30 days with no
refills if baseline labs
not completed; or up
to 90 days if baseline
labs completed.

Refill quantity only
until next scheduled
lab follow up.

Medication Frequency Duration of Therapy | Notes
FTC/TDF Once daily Prescription issued May take with or
emtricitabine 200mg/ for 30 days with no without food.
tenofovir disoproxil refills if baseline labs
fumarate 300mg not completed; or up | Not recommended for
(Truvada® or generic) to 90 days if baseline | CrCl <60 ml/min.
| labs completed.
i Pharmacist must
! ' Refill quantity only review drug/drug
until next scheduled | interaction
| lab follow up. considerations as per
_ package insert.
FTC/TAF Once daily ' Prescription issued May take with or

without food.

Not recommended for
CrCl <30 ml/min.

Should only be used
for at-risk cis-gender
men and transgender
women.

Pharmacist must
review drug/drug
interaction
considerations as per
package insert.

TABLE 2 — ROUTINE REQUIRED MONITORING OF TREATMENT

Labs:

¢ If the pharmacist accepts test results ordered by another provider, PrEP cannot be
initiated without a negative HIV test at baseline.
¢ If the pharmacist orders the HIV test, they can initiate PrEP while waiting for the test

results.

o If the HIV result is positive - PrEP must be immediately discontinued and the
pharmacist is responsible for delivering the positive result to the client within
10 days of receiving it. The pharmacist must also report the result to the
Virginia Department of Health with 10 days of receiving the result.

e Pharmacist is authorized to order the following labs for the patient OR can refer to
another provider for ordering and accept lab results.
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on of HIV Pre-exposure

® PrEP refills will not be authorized past the initial 30-day supply if recommended

baseline testing is not done by one of the above mechanisms.

Test Frequency CDC Notes
Recommendations
HIV, 4'" generation Baseline + Required If positive, refer to
Every 3 months care (*see note 1)
Syphilis Baseline + | Recommended If positive, refer to
At 3 months if | care (*see note 2)
symptomatic. ,
Every 6 months if '
asymptomatic. |

Extragenital Baseline + | Recommended If positive, refer to

Gonorrhea/ | At 3 months if care (*see note 2)

Chlamydia | symptomatic.

Every &€ months if
asymptomatic. !

Serum creatinine Baseline, at 3 , Recommended If CrCl <60 ml/min,
| months, and cannot use FTC/TDF
therezfter every 6 If CrCl <30 ml/min
| months cannot use FTC/TAF
' (*see note 3)

Hepatitis B ' Baseline Recommended If positive, refer to
| care (*see note 4 )

Hepatitis C | Baseline Recommended If positive, refer to

care (*see note 5)

Pregnancy ‘ Baseline Recommended If positive, refer to

care (*see note 6)

From draft of CDC PrEP Guidelines 2021:

Test Screening/ | Q 3 months } Q6 months | Q12 months | When
Baseline ; stopping
Visit ) | PrEP
HIV test X* X X
eCrCl X if age >50 or | If age >50 or X
; eCrCl eCrCl
| <90ml/min <90ml/min
at PrEP at PreEP
‘ iitiation initiation
Syphis Cwsamew xR v e
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Gonorrhea X MSM/TGW X MSM/TGW
Chlamydia X MSM/TGW | X MSM/TGW
Hepatitis B X
Hepatitis C MSM and MSM and
PWID only PWID only
Pregnancy Persons with | Persons with Persons with
childbearing | childbearing G i childbearing
potential el L potential
*Assess for acute HIV infection

Counseling (at minimum):
® Proper use of medication dosage, schedule and potential common and serious side
effects (and how to miitigate)
* The importance of medication adherence with
alternative dosing regimens (i.e. PrEP on deman
e Individualized strategies for optimum acherence

o Behaviorally based adherence improvement strategies, such as pairing
medication with established tine, pill boxes, reminder for
daily dose

® Signs/symptoms of acute HIV infection znd recommended actions

* Appropriate counseling regarding on-going rick for HIV and other STI acquisition

e Consistent and correct use of condoms and prevention of STls

¢ The necessity of follow up care with a primary care provider for usual care.

¢ The importance and requirement of testing for HIV, renal function, hepatitis B,
hepatitis C and sexually transmitted diseases

Documentation:

* The pharmacist will notify the patient’s primary care provider of a record of all
medications prescribed. If a patient does not have a primary care provider, the
pharmacist will provide the patient with a iist of providers and clinics for which they
may seek ongoing care.

* The pharmacist will aiso follow all documentation rules in Pharmacy Board
Regulation 18VAC110-21-46.

art of daily rou

¥

Referrals to primary care provider:

* (note 1) If a patient tests positive for HIV infection or has signs or symptoms of acute HIV
infection, the pharmacist will refer/direct the patient to a primary care provider and provide a
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list of providers and clinics in that region for confirmatory testing and follow up care. A list of
providers may be found at: Insert Virginia link

* (note 2) If a patient tests positive for an STI, the pharmacist will refer/direct the patient to a
primary care provider and provide a list of providers and clinics in that region for confirmatory
testing and follow up care. Insert Virginia link

*(note 3) If a patient test has abnormal renal values and/or signs of acute renal injury, refer for
urgent evaluation. Insert Virginia link

*(note 4) If a patient tests positive for Hepatitis B, the pharmacist will refer/direct the patient
to a primary care provider and provide a list of providers and clinics in that region for
confirmatory testing and follow up care. Insert Virginia link

*(note 5) If a patient tests positive for Hepatitis C, the pharmacist will refer/direct the patient
to a primary care provider and provide a list of providers and clinics in that region for
confirmatory testing and follow up care. Insert Virginia link

*(note 6) If a female patient becomes pregnant while on PrEP, refer for care. Insert Virginia link

1 CDC. Pre-exposure prophylaxis for the prevention of HIV infection in the United States, 2017
update Clinical Practice Guideline. Available at: https://stacks.cdc.gov/view/cdc/53509

2 USPTF. Pre-exposure Prophylaxis for the Prevention of HIV Infection US Preventive Services
Task Force Recommendation Statement. JAMA. 2019;321(22):2203-2213.
doi:10.1001/jama.2019.6390
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R Non-Occupational Post-Exposure Prophylaxis (PEP) Protocol

Non-Occupational Post-Exposure Prophyiaxis (PEP) is the use of antiretroviral drugs after a
single, high-risk event to decrease the risk of HIV seroconversion. It must be started as soon as
possible to be effective, and always within 72 hours of the possible exposure. This particular
protocol addresses non-occupational post-exposure prophylaxis (PEP) only; those with
occupational exposures are not eligible and should be referred for care.

Under this protocol, pharmacists may assess patients aged 13 and older for high-risk exposure
to HIV and prescribe antiretroviral drugs if appropriate. Patients under 18 years of age require
parental consent to access this Protocol. This regimen should only be provided for infrequent

exposures.

If the pharmacy is not able to provide care to the patient, or if the patient does not qualify for
care at the pharmacy, the patient shouid be referred to another provider. Providers include
local health departments. For more information contact the Disease Prevention Hotline at:
800-533-4148.

If the following criteria are met, antiretroviral agents in Table 1 are recommended:
e The exposure must have occurred within 72 hours
® Arapid antibody CLIA-waived point of care test yields a negative result for HIV.
However, if a rapid test is not available, and PEP is otherwise indicated, therapy should
still be initiated.
* Exposure to a source individual known to be HIV-positive or someone of unknown HIV
status.
* Exposure of:
o Vagina
o Rectum
o Eye
o Mouth
o Other mucous membrane
o Broken skin
o Percutaneous contact( (e.g. injecting drugs with contaminated needle or needle
stick injury)

o]
o Semen
o Vaginal secretions
o Rectal secretions
o Any body fluid visibly contaminated with blood
e Exposure types with highest risk of transmission of HIV are:
o Needle sharing during injection drug use
o Percutaneous needle stick
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o Receptive anal intercourse
¢ If exposure with a source in which the HIV status is not known, PEP may be considered
and antiretroviral agents in Tabie 1 may be prescribed. PEP should strongly be
considered after exposure in an individual who also meets the criteria for PrEP therapy
(see Virginia Statewide Protocol for Pre-Exposure Prophylaxis of HIV).

Patients who should NOT be prescribed PEP under this protocol and should be referred to
primary care provider for further action:

® Patients younger than 13 years of age.

* Patients taking any contraindicated medications per guidelines and package insert
information

® Patients with baseline rapid HIV tests indicating existing HIV infection should be referred
to a primary care provider.

¢ Patients who have a potential exposure but have been consistently adherent to PrEP

® Ifachild presents to the pharmacy with a request for PEP and is potentially a victim of
child abuse, child protective services MUST be contacted.

Other Consideraticns:

® Vaginal or rectal sex that occurred during a period when the patient may have been
under the influence of drugs or alcohol and does not remember the entire event.

¢ If the case involves a sexually assaulted person, patients should also be examined and
co-managed by professionals specifically trained in assessing and counseling patients
and families during these circumstances (e.g., Sexual Assault Nurse Examiner [SANE]
program staff). For reseurces, contact the Virginia Family Violence & Sexual Assault
Hotline at 1-800-838-8238 (24 hours/day. toll-free). For additional resources, please visit
Virginia Sexual and Domestic Violence Action Alliance at www.vsdvalliance.org. For
assistance, contact the Victim Assist Virginia Helpline at 1-888-887-3418.

* If achild presents to the pharmacy with 2 request for PEP and is potentially a victim of
child abuse, child protective sarvices (CPS) MUST be contacted at 800-552-7096. For
more details about CPS, go to www.dss.virginia.gov/family/CPS, and to find your local
CPS agency, go to www.dss.virginia.gov/localagency .

Table 1 - Medication Options

Other FDA-approved/CDC-recommended medications or regimens can be used if they become
available. Formulations cautions and dose adjustments for antiretroviral medications shall
minimally follow the CDC guidelines and package insert information for all regimens.
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Medication Age/Weight Dose Duration Notes
emtricitabine = 13 years Once daily 28 days Dosing adjustments
200 mg/tenofovir | No refills with renal
disoproxil dysfunction if CrCl
fumarate 300mg ; | <60 ml/min.
(Truvada® or i ' .
generic) ' Dolutegravir should
' not be used in
PLUS pregnant women
raltegravir Twice daily If contraindications to
400mg No refills raltegravir or
‘ ! | dolutegravir exist, or
OR ; | for other reasons the
| preferred regimen
Dolutegravir Once daily cannot be given, then
50mg No refills “alternative
regimens” per CDC
guidelines should be
e N referenced and used.

TABLE 2 — ROUTINE REQUIRED MONITORING OF TREATMENT
Labs:

e All efforts should be made to obtain a negative HIV test at baseline. However,
the sooner PEP is initiated, the mora effective it is. If the patient refuses an HIV
test, pharmacists may initiate PEP without an HIV test result.

o If the HIV result is positive then the pharmacist is responsible for
delivering the positive rasult to the client within 10 days of receiving it
and reporting the result to the Department of Health.

¢ Ask the following screening question:

o Do you have existing kidney disease, or do you know if your kidney
function is decreased for any reason?

in this event, pharmacist should make arrangements to refer patient for a
serum creatinine niood test urgently as nephrotoxicity can occur with
acute/cnronic kianey aisease (CrCi <60 ml/min).

e Pharmacist is authorized to order the following labs for the patient OR can refer
to another provider for ordering and accept lab work results.

® Pharmacist must make every reasanable effort to follow up with patient post-
treatment regimen at 4-5 weeks and test for confirmation of HIV status and
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make known to patient that repeat HIV testing is recommended at 3 and 6
months as well.

Post exposure at
| week 4-6, and
' months 3 and 6

Test: Frequency: \ CDC Notes:
’ ’ Recommendations:
HIV, 4th generation | Baseline + Required If positive refer to

care (*see note 1)

| weeks.

Syphilis | Baseline Recommended If positive refer to
- ‘ care (*see note 2)
Extragenital | Baseline Recommended If positive, refer to
Gonorrhea/ | care (* see note 2)
Chlamydia o I

Serum creatinine | Baseline + at 4-6 Recommended If elevated refer to
weeks, care (*see note 3)

ALT/AST Baseline + at 4-5 Recommended

! Wweeks.,

Hep B ' Baseline + 6 months Recommended If positive, refer to
Mmoo care (*see note 4 )
Hep C Baseline + 6 months  Recommended If positive, refer to
care (*see note 4)
Pregnancy Baseiine + at 4-6 Recommended Pregnancy is not a

contraindication to
PEP

Counseling (at minimum):

* Proper use of medication dosage, schedule and potential common and serious
side effects (and how to mitigate)

* The importance of medication adherence with relation to efficacy of PEP

* Signs/symptoms of acute HIV infection and recommended actions

¢ The patient should be instructed on correct and consistent use of HIV exposure
precautions including condoms and not sharing injection equipment

* For women of reproductive potential with genital exposure to semen,
emergency contraception should be discussed

¢ The necessity of follow up care with a primary care provider for usual care

* The importance and requirement of follow up testing for HIV, renal function,
hepatic function, hepatitis B and C, and sexualy transmitted diseases

* If appropriate, general discussion of pre-exposure prophylaxis at future time.
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Documentation:

Referrals:

The pharmacist will notify the patient’s primary care provider of a record of all
medications prescribed. If a patient does not have a primary care provider, the
pharmacist wili provide the patient with a list of providers and clinics for which
they may seek ongoing care.

The pharmacist will also follow all documentation rules in 18VAC110-21-46.

*(note 1) Patient should have urgent evaluation referral for signs or symptoms of
acute HIV infection. If a patient tests positive for HIV infection, the pharmacist
will refer/direct the patient to a primary care provider and provide a list of
providers and clinics in that region for confirmatory testing and follow up care. A
list of providers may be found at: Insert VA Insert Virginia link

The patient should be referred immediately for guideline based follow-up HIV
testing and care, and follow-up testing for STis, Hepatitis C, and Hepatitis B.
Insert Virginia link

*(note 2) It a patient tests positive for an ST, the pharmacist will refer/direct the
patient to a primary care provider and provide a list of providers and clinics in
that region for confirmatory testing and follow up care. A list of providers may
be found at: Insert Virginia link

*(note 3) Urgent evaluation referral for symptoms or signs of acute renal injury.
Insert Virginia link

*(note 4)If a patient tests positive for Hepatitis B or C, the pharmacist will
refer/direct the patient to a primary care provider and provide a list of providers
and clinics in that region for confirmatory testing and follow up care. A list of
providers may be found at: Insert Virginia link

Signs of symptoms of acute drug toxicities or serious side effects

Usual care for any other issues, stress importance of routine primary care and
health maintenance.

Resources and References

CDC. Preexposure prophylaxis for the prevention of HIV infection in the United States, 2017
update Clinical Practice Guideline. Available at: https://stacks.cdc.gov/view/cdc/53509

National Clinicians Consulitation Center

» Pre-Exposure Prophylaxis consultation for ciinicians {855) 448-7737 or (855) HIV-PrEP
Monday ~ Friday, S a.n. — 8 pun. 2T https://nece.ucsf.edu/clinician-consultation/prep-
pre-exposure-prophylaxis/

» Non-occupational PEP consultation for clinicians (888) 448-4911 Hours of operation
for are 9 a.m. -8 p.m. ET Monday - Friday, and 11 a.m. — 8 p.m. ET on weekends &
holidays .https://nccc.ucsf.edu/clinician-consultation/pep-post-exposure-prophylaxis/
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USPTF. Preexposure Prophylaxis for the Prevention of HIV Infection US Preventive Services Task
Force Recommendation Statement. JAMA. 2019;321(22):2203-2213.
doi:10.1001/jama.2019.6390

Virginia Department of Health Disease Prevention Hotline answers questions and provides
crisis intervention, referrals, and written educational materials regarding Sexually Transmitted
Diseases (STDs), HIV/AIDS, and Viral Hepatitis. Reach a hotline counselor toll free at (800) 533-
4148 or by email at hiv-stdnotline@vdh.virginia.gov. To view or request educational materials,

please visit the resources page. Hotline hours are Monday-Friday from 8 am until 5 pm. The
hotline is closed for Virginia State Holidays.
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August 6, 2021

Dale St. Clair, Jr, PharmD
Perimeter Center

9960 Mayland Drive, Second Floor
Richmond, VA 23233

Re: Medical Society of Virginia Comment Re: Pharmacist Statewide Protocol

Dear Chairman St. Clair,

On behalf of the PAs, medical students, and physicians of the Commonwealth, thank you for
your unwavering support of Virginia's healthcare workforce and for your leadership of the Board
of Pharmacy through the COVID-19 pandemic.

| write representing the Medical Society of Virginia (MSV) to offer comment for consideration by
the Statewide Protocol Work Group. The MSV has been an active stakeholder in conversations
around regulations authorizing pharmacists to initiate treatment with, dispense or administer

certain drugs, devices, controlled paraphernalia, and other supplies over the past several years.

The MSV believes some of the proposed protocols require significant clinical judgment for which
pharmacists are not suited. We offer the following modifications to ensure patient safety is not
breached while still acknowledging the importance of physician-pharmacists collaborative
practice as part of the clinical care team.

Vaccines in the CDC adult immunization schedule:

On Page 9, under “Patient Exclusion Criteria,” we request consideration of adding the following
language:
An individual for whom a vaccine is only recommended by the CDC if the individual
possesses an additional risk factor or another indication
- Anindividual for whom a vaccine is only recommended by the CDC based on shared
clinical decision-making

Administering the vaccines in the above vaccine schedule requires clinical decision making,
therefore, patients should be referred to a physician before receiving these vaccinations.

These two recommendations should also be added to the Emergency Regulations (pg. 106,
point 7), as this section allows pharmacists to also administer a wide range of vaccines currently
indicated by the CDC to require extra attention as listed above.

HIV PEP and PrEP:



On Page 68 we ask the word “prescribe” the be changed to “initiate treatment” as per the Code
of Virginia.

Further, in speaking with several Virginia physicians, they all agreed that the determination of
kidney function prior to administrating PEP and PrEP is critical, as decreased kidney function is
an established contraindication to PrEP and PEP.

The MSV ask for consideration of changing the listed metrics for kidney function. Notably, the
standard of care in 2021 is not CrCL but eGFR. When metabolic labs are measured, eGFr is the
value that is included. If the following changes are not accepted, equivalents should be
considered for clarification purposes, i.e., including both CrCL and eGFR metrics.

Page 70, under “Patients who should NOT be prescribed PrEP under this protocol and
should be referred to primary care providers for further action:

o “CrCL<60 mi/min” should be changed to “eGFR <90ml/min.”

Page 70, Table 1, Notes under row 1:
o “CrCL<60 mi/min” should be changed to “eGFR <90ml/min.”
Page 70, Table 1, Notes under row 2:

o “Not recommended for Cr Cl <30 mI/min” should be changed to “Not
recommended for eGFR < 60 ml/min.”

Page 71, Table 2, extragenital/gonorrhea/chlamydia row:

o Testing for extragenital gonorrhea typically requires a pharyngeal and rectal
swab. Pharmacies are not an appropriate setting for such testing.

* We encourage discussion of how these will be performed.
Page 72, under “Counseling™:

o There should be training on patient sensitivity, particularly for individuals with
positive HIV test results. A pharmacy is not an optimal environment to receive
and discuss such news on one'’s health.

* We encourage discussion by the workgroup as to how to strengthen the
Counseling guidelines to meet these concerns.

Tuberculin purified protein derivative for TB testing

The MSV offers the following recommendations be included in the TB skin testing protocol to
assure the highest standard of patient safety:

If a pharmacist reads what they believe is a positive test, an immediate referral to a
physician or ACP must be required. The individual with a positive PPD will likely need a
chest x-ray or require a QuantiFERON TB Gold blood-test, which cannot be ordered by
a pharmacist. Immediate care is imperative under these circumstances.

Individuals using steroids or other immunosuppressives should be referred to a
physician for testing as these individuals will not react to PPD, making it possible to
generate a false negative diagnosis.

Patients with autoimmune diseases may not react to PPD and should therefore only be
tested by a physician.

Require all pharmacists complete a full training specified by VDH or the Board of
Medicine as well as the CDC’s online training module. Records of training completion
must be maintained by the pharmacists.



- Mandatory reporting of positive test screenings to VDH and the individual's primary care
physician within 15 days of test administration. Such requirement is mandatory in New
Mexico and Idaho, and we believe a similar model should be implemented in Virginia.

The MSV commends all the work that staff, stakeholders, and work group members have putin
towards this effort. The MSV and our members are grateful for the opportunity to be involved in
the creation of these protocols and will continue to offer whatever input and feedback we can.

Should you have any questions, please do not hesitate to contact Medical Society of Virginia
Assistant Vice President of Government Affairs and Public Policy, Clark Barrineau at
cbarrineau@msv.org or 704-609-4948.

Sincerely,

M

Clark Barrineau :
Assistant Vice President of Government Affairs and Public Policy
Medical Society of Virginia



