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Welcome to the Quarterly edition of the “Kansas Drug Utilization Review Newsletter”, published by Health Information
Designs, LLC (HID). 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).

Helpful Web Sites
KMAP Web Site

https://www.kmap-state-ks.us/

KDHE-DHCF Web Site

http://www.kdheks.gov/hcf/

KanCare Web Site

http://www.kancare.ks.gov/

Fee-For-Service (FFS)
Helpful Numbers
Provider Customer Service (Provider Use Only)
1-800-933-6593

Beneficiary Customer Service
1-800-766-9012
KMAP PA Help Desk
1-800-285-4978
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Recent Regulatory Activity—Biosimilar Insulins
Regulatory History
Previously, statutory definitions made it impossible for insulin products to receive biosimilar designations as
they were regulated alongside conventional, small molecule drugs under the Federal Food, Drug, and
Cosmetic (FD&C) Act. Consequently, insulin products were held to the same standards as conventional drugs
in terms of determining equivalency of generic alternatives. In contrast to conventional drugs and their
chemically identical generics, products such as insulin are more structurally complex, making it challenging
for manufacturers to mass reproduce alternatives that are considered pharmaceutically equivalent under
the FD&C Act. However, the Public Health Service (PHS) Act paved the way for manufacturers to introduce
biosimilars, coining a newer term analogous to generics but for biologics. Under the PHS Act, biologics that
have the same mechanism of action, route of administration, dosage form and strength and have the same
therapeutic range as the reference product are called biosimilars rather than generics. Before approving a
biosimilar, it must be demonstrated that the biosimilar has no clinically meaningful differences from the
reference biologic.4,6
In 1984, the Hatch-Waxman Act allowed for two routes of approvals for generics. The manufacturer could
submit an abbreviated new-drug application (ANDA) or an application under section 505(b)(2) of the FD&C
Act. The 505(b)(2) allowed for slight differences in formulations and manufacturers could develop products
like insulin, which had reference products already approved. These agents were called ‘follow-on’ agents.
However, the Hatch-Waxman Act only amended the FD&C Act and not the PHS Act, so there was no
guidance to allow for interchangeability of biologic agents.5 There are currently three follow-on insulin
products approved in the United States. These include Basaglar® and Semglee™, follow-ons to insulin
glargine, and Admelog®, a follow-on to insulin lispro.
Current Updates
In March 2020, a small number of biologic products, including insulin, that were regulated under the FD&C
Act were transitioned to officially regulated biologic products. In June 2020, Semglee™, was approved as a
biologic insulin. The application for Semglee™ was filed under section 505(b)(2) before the March transition
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date, but the Further Consolidated Appropriations Act 2020 (FCA Act) allowed the FDA to continue to
review an application for a biologic as long as the drug met certain requirements and the application was
filed on or before March 23, 2019. Once reviewed, the FCA Act allows the application to be designated as
an approved biologics license application (BLA).7
On September 9, 2020, the Biosimilar Insulin Access Act (H.R. 8190) was introduced to Congress. The goal
of the bill is to amend the PHS Act (42 U.S.C 262(k)(3)) to allow any insulin that is recognized as a biosimilar
by the FDA to be interchangeable with its corresponding reference product. 1 Mylan Pharmaceuticals has
submitted documentation to the FDA and is requesting approval of Semglee™ as a biosimilar to Lantus and
will also seek interchangeability designation. If granted interchangeability, Semglee™ could be substituted
for the reference product at the pharmacy.8
With the first insulin approved as a biologic and working toward biosimilar status, other products will
follow. This opens the door for other approved biosimilars to finally come to the market in the United
States.2 With increased options in the biosimilar markets, it is possible that prices will become more
competitive and shift financial pressures away from patients and payers.
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Generic Medications
August 2020
Mifepristone tablets (Korlym®)
Ciprofloxacin 0.3% and dexamethasone 0.1% otic suspension
(Ciprodex®)
Dimethyl fumarate DR capsules
(Tecfidera®)

September 2020

October 2020

Cyanocobalamin nasal spray
(Nascobal®)

Fosfomycin granules for oral solution
(Monurol®)

Sorafenib tablets (Nexavar®)

Azelaic Acid 15% foam (Finacea®)

Lapatinib tablets (Tykerb®)

Tavaborole 5% topical solution
(Kerydin®)
Levothyroxine capsules (Tirosint®)
Pomalidomide capsules (Pomalyst®)
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Cardiovascular Risk Reduction in Type 2 Diabetes
According to the 2020 National Diabetes Statistics Report, 34.1 million adults (13% of the adult population) in the
United States had diabetes in 2018.1 While there have been major advances in the treatment and management of T2D,
cardiovascular (CV) morbidity and mortality remains a serious concern for this group of patients.1-2 Clinical trials have
demonstrated that intensive blood glucose control and improvement in hemoglobin A1c (HbA1c) results in improved
microvascular outcomes in patients with T2D but this has not been seen in cardiovascular outcomes.3-4 New
recommendations7 from the American College of Cardiology (ACC) were released in July 2020 in response to new
evidence correlating a significant reduction in CV risk with the use of sodium-glucose cotransporter 2 inhibitors (SGT2is)
and glucagon-like peptide 1 receptor agonists (GLP-1RAs) in patients with T2D. The risk reduction appears to go beyond
the effects of direct blood glucose lowering.5-6
Table 1. Agents FDA-approved to reduce risk of adverse outcomes in T2D patients.9-14
Agents
SGLT2 Inhibitors
Canagliflozin (Invokana®)

Risk Reduction in Outcomes (in T2DM Patients)*
MACE
X

ESKD

CV DEATH**

HF

HF (without T2DM)

X
X

Dapagliflozin (Farxiga®)

X

X

Empagliflozin (Jardiance®)
GLP-1RA
Dulaglutide (Trulicity®)

X

Liraglutide (Victoza®)

X

Semaglutide (Ozempic®)

X

MACE = major adverse cardiovascular events; ESKD = end-stage kidney disease; CV = cardiovascular; HF = heart failure;
T2DM = Type 2 diabetes mellitus
*In T2DM patients with established CVD, multiple CV risk factors, diabetic nephropathy, and/or HF with reduced ejection fraction. See labeling for
complete details.
**CV Death is a single component of MACE

When therapy with an SGLT2i or a GLP-1RA should be initiated in a patient with T2D7:
• Patient with T2D and atherosclerotic cardiovascular disease (ASCVD).
• Patient with T2D and diabetic kidney disease (DKD) (GLP-1RA if eGFR < 30 mL/min/1.73m2).
• Patient with T2D is newly diagnosed with ASCVD, DKD and/or heart failure (HF)* and is on a drug regimen
that does not include SGLT2i or GLP-1RA.
• Patient with ASCVD, DKD and/or HF* is newly diagnosed with T2D.
• At hospital discharge after admission for an ASCVD or HF* event.
• Patients determined to be at very high risk of ASCVD or HF*.
*Note: In patients with HF or DKD, an SGLT2i agent should be initiated. A GLP-1RA should not be used.

The American Diabetes Association (ADA) 2020 guidelines recommend metformin as first-line therapy to lower blood
glucose levels8, but also endorses use of either early combination therapy (metformin plus either SGLT2i or GLP-1RA
therapy) or initial treatment with SGLT2i or GLP-1RA agents in patients who will benefit from CV risk reduction.
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