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Welcome to the quarterly edition of the Kansas Drug Utilization Review Newsletter, published by
Health Information Designs, LLC . This newsletter is part of a continuing effort to keep the Medicaid
provider community informed of important changes in the Kansas Medical Assistance Program (KMAP).

GINA Releases New
Guidance for Asthma
Management and
Prevention

Recently Approved Generic Drugs
May 2021

June 2021

Enzalutamide capsules
(Xtandi®)

Tofacitinib tablets
(Xeljanz®)

Calcitonin salmon injection
(Miacalcin®)

Lopinavir/Ritonavir tablets (Kaletra®)

Lenalidomide capsules
(Revlimid®)

Etravirine tablets
(Intelence®)
Formoterol fumarate inhalation solution
(Perforomist®)
Arformoterol tartrate inhalation solution
(Brovana®)
Eslicarbazepine tablets
(Aptiom®)

July 2021
Paliperidone palmitate ER
injectable suspension
(Invega Sustenna®)

Established by the World Health Organization (WHO) and National Heart
Lung and Blood Institute (NHLBI) in
1993, the Global Initiative for Asthma
(GINA) plays an essential role in critically appraising the newest developments
in medical literature through its annual
update and publication of the Global
Strategy for Asthma Management and
Prevention, also known as the GINA
Report. The GINA report is based on a
systematic, cumulative review of new
evidence and serves as a key resource
for integrating structured yet adaptable guiding principles for managing
asthma. The latest 2021 iteration highlights new perspectives, clarifications,
and emerging evidence with regards
to severity classification, pharmacologic treatment recommendations, and
several other aspects of care.1
What’s New in GINA 2021?1
Severe asthma definition clarified:
GINA defines severe asthma as "asthma that remains uncontrolled despite
optimized treatment with high dose
inhaled corticosteroid (ICS)-long-acting
beta-2 agonist (LABA), or that requires
high dose ICS-LABA to prevent it from
becoming uncontrolled."

Mild asthma: GINA no longer dis-

tinguishes between ‘intermittent’ and
‘mild persistent’ asthma. This arbitrary
distinction delays ICS use in patients
with sporadic symptoms despite these
patients still being at risk for severe exacerbations. GINA is currently reviewing the definition of mild asthma and
plans to publish the update in a future
report.

Treatment tracks for adults and
adolescents: Treatment approaches
are now presented in the form of two
“tracks” with one of the primary distinguishing features being the choice of
reliever.
Track 1, the preferred approach, recommends the use of as needed low dose
ICS-formoterol as a reliever.
Track 2, the alternative approach, integrates the use of an as needed SABA
as a reliever. This could be considered
in certain socioeconomic situations
where there is limited availability of
ICS-formoterol or where there are
financial barriers. Additionally, prior to
selecting a SABA as a reliever, providers
should assess whether the patient has
had an exacerbation on their current
therapy and gauge the patient’s capacity to adhere to the controller component of the regimen.1

Treatment steps for children 6-11
years of age: Minor revisions were
made to a treatment figure (see Box
3-5B) to align with unchanged recommendations in the corresponding text.

Kansas Department of Health
and Environment Website
Information
KanCare and Medicaid - Pharmacy
www.kdheks.gov/hcf/pharmacy/

Important Phone Numbers
KMAP PA Phone: 800-933-6593
KMAP PA Fax: 800-913-2229
Aetna PA Pharmacy
Phone: 855-221-5656
Fax: 844-807-8453
Aetna PA Medical
Phone: 855-221-5656
Fax: 855-225-4102
Sunflower PA Pharmacy
Phone: 877-397-9526
Fax: 866-399-0929
Sunflower PA Medical
Phone: 877-644-4623
Fax: 888-453-4756
UHC PA Pharmacy
Phone: 800-310-6826
Fax: 866-940-7328
UHC PA Medical
Phone: 866-604-3267
Fax: 866-946-6474
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Long-acting muscarinic antagonists (LAMAs): For
patients that are 18 years of age or older, previous recommendations regarding the addition of tiotropium to
ICS-LABA have been expanded to include ICS-LABA-LAMA combination inhalers, if asthma is persistently uncontrolled despite treatment with medium or high dose
ICS-LABA.

Add-on azithromycin for adults: Azithromycin three
days a week has been confirmed as an option for select
adults 18 and older with persistent symptomatic asthma
Box 3-5A: Personalized management for adults and adolescents
to control symptoms and minimize risk1
HDM: house dust mite; ICS: inhaled
corticosteroid; LABA: long-acting
beta-2-agonist; LAMA: long-acting
muscarinic antagonist; LTRA: leukotriene receptor antagonist; OCS: oral
corticosteroids; SABA: short acting
beta-2-agonist; SLIT: sublingual immunotherapy. For recommendations
about initial asthma treatment in
adults and adolescents, see Box 3-4A
(p.53) and 3-4B (p.54).
©2021 Global Initiative for Asthma,
reprinted with permission. Available
from www.ginasthma.org.
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despite treatment with a high dose ICS-LABA after specialist consultation. Additionally, GINA replaced the broader
term “macrolides” with “azithromycin” to more accurately
reflect the supporting evidence.

Biologic therapy eligibility and blood eosinophil
monitoring: New evidence supports the recommendation for repeat testing of blood eosinophils in patients
with severe disease, if low at initial assessment. One study
found that 65% of patients with severe asthma on medium
or high dose ICS-LABA experienced shifts in their eosinophil category during 12 months of follow-up.2

Published by Health Information Designs, LLC
The full text of the 2021 update and the abridged GINA
2021 Pocket Guide can be accessed online at https://ginasthma.org/.
Readers are advised to review the complete version for
additional details and clinical considerations with respect
to recommendations and evidence.

Semglee (insulin glargine-yfgn)
Receives FDA Approval as First
Interchangeable Biosimilar
Insulin Product
On July 28, 2021, the U.S. Food and Drug Administration (FDA) approved Semglee® (insulin glargine-yfgn) as the first interchangeable biosimilar product
in the United States.1 It is indicated for adult and pediatric patients with type 1 diabetes and adults with
type 2 diabetes.1-2 The approval of Semglee® could
set a new precedent in the insulin market and potentially expand the accessibility of insulin products.
Once Semglee® becomes commercially available
as an interchangeable product, Viatris/Biocon is
eligible for 12 months of exclusivity before another
interchangeable biological product to Lantus® can
be approved. Viatris/Biocon expects that the interchangeable Semglee® will be available before the
end of the 2021 calendar year.2

Biologic Substitution Legislation
Box 3-5B: Personalized management for children 6-11 years to
control symptoms and minimize
future risk
BUD-FORM: budesonide-formoterol;
ICS: inhaled corticosteroid; LABA:
long-acting beta-2-agonist; LTRA:
leukotriene receptor antagonist;
MART: maintenance and reliever
therapy with ICS-formoterol; OCS: oral
corticosteroids; SABA: short-acting
beta-2-agonist. For initial asthma
treatment in children aged 6-11
years, see Box 3-4C (p.56) and Box
3-4D (p.57).
©2021 Global Initiative for Asthma,
reprinted with permission. Available
from www.ginasthma.org.

Subject to state laws, the interchangeable version of
Semglee® can be substituted by pharmacists for its
reference product, Lantus®. It should be noted that
this Semglee® product is not interchangeable with
the other insulin glargine products such as Basaglar®
and Toujeo®.
Biologic interchangeability regulations vary across
jurisdictions with respect to substitution protocols.
Kansas defines "interchangeable biological product"
as3:
“(jj) …a biological product that the FDA has
identified in the 'purple book: lists of licensed
biological products with reference product
exclusivity and biosimilarity or interchangeability
evaluations' as meeting the standards for interchangeability...”3
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In Kansas, pharmacists can substitute lower-cost
interchangeable biological products without prior
prescriber approval. However, substitution is not
allowed in the following scenarios4:
“(g)(1)(A) The prescriber indicates “dispense as
written” on the prescription or when communicating a prescription by oral order;
(B) The FDA has determined that a biological
product is not an interchangeable biological
product for the prescribed biological product; or
(C) The FDA has determined that a drug product
of the same generic name is not bioequivalent to
the prescribed brand name prescription medication.”4
Per K.S.A. 65-1637(h), pharmacists are required to
communicate instances of substitution to the patient or patient’s representative. Subsections (o) and
(p) require pharmacists to notify the prescriber of the
name and manufacturer of the interchangeable biologic product within 5 business days. Notifications
are not required on refills if there was no change
from the product dispensed on the previous fill.4
For more information on biosimilar products see
the 2020 Q2, 2020 Q4, and 2021 Q2 editions of the
Kansas Drug Utilization Review Newsletter.
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