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1.

Prior Authorization
Tymlos™ (abaloparatide)
California, Colorado, Hawaii, Maryland, Nevada, New York,
New York EPP, Rhode Island, Pennsylvania- CHIP, New Jersey,
South Carolina
6/2017
11/2020

12/2020

Background:

Tymlos is a human parathyroid hormone related peptide analog indicated for the treatment of
postmenopausal patients with osteoporosis at high risk for fracture.
The participants of the leading study of Tymlos for the treatment of osteoporosis had baseline
mean T-scores of -2.9 at the lumbar spine, -2.1 at the femoral neck, and -1.9 at the total hip. At
baseline, 24% of patients had at least one prevalent vertebral fracture and 48% had at least one
prior non-vertebral fracture.1
Current guidelines define osteoporosis as a bone mineral density (BMD) T-score of -2.5 or
below, and osteopenia as a T-score between -1 and -2.5. Additionally, guidelines state that
osteoporosis can also be diagnosed by the history of a low-trauma spine or hip fracture
regardless of BMD, a history of a fragility fracture in osteopenic patients, or in osteopenic
patients with an elevated fracture risk as defined by the FRAX® fracture assessment tool.2
Available literature defines high risk for fracture as bone mineral density (BMD) T-scores of -3.5
or less, while it defines severe osteoporosis as T-scores of -2.5 or less with at least one fragility
fracture.2-7 The FRAX tool is designed to assist clinicians in predicting the ten-year probability of
fracture with or without the addition of femoral neck bone mineral density (BMD).8
Because of the unknown relevance of the rodent osteosarcoma findings to humans, cumulative
use of Tymlos and parathyroid hormone analogs (e.g., teriparatide) for more than 2 years during
a patient’s lifetime is not recommended.1
Coverage will be provided for members who meet the following criteria.

2.

Coverage Criteria:
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A. Postmenopausal patients with osteoporosis at high risk for fracture
1. Tymlos will be approved based on all of the following criteria:
a. Diagnosis of postmenopausal osteoporosis
-ANDb. One of the following:
(1) BMD T-score ≤ -3.5 based on BMD measurements from lumbar spine (at
least two vertebral bodies), hip (femoral neck, total hip), or radius (onethird radius site). [Provider must submit patient specific BMD T-score]
-OR(2) Both of the following:
i. BMD T-score between -2.5 and -3.5 (BMD T-score greater than
-3.5 and less than or equal to -2.5) based on BMD measurements
from lumbar spine (at least two vertebral bodies), hip (femoral
neck, total hip), or radius (one-third radius site). [Provider must
submit patient specific BMD T-score]
-ANDii. One of the following:
a. History of one of the following resulting from minimal
trauma:
■ Vertebral compression fracture
■ Fracture of the hip
■ Fracture of the distal radius
■ Fracture of the pelvis
■ Fracture of the proximal humerus
-ORb. History of failure, contraindication, or intolerance to one
conventional osteoporosis therapy [e.g., bisphosphonate or
selective estrogen receptor modulator (SERM)] (Document
drug, date, and duration of trial)
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-OR(3) All of the following:
(a) BMD T-score between -1 and -2.5 (BMD T-score greater than -2.5
and less than or equal to -1) based on BMD measurements from
lumbar spine (at least two vertebral bodies), hip (femoral neck, total
hip), or radius (one-third radius site) [Provider must submit patient
specific BMD T-score]
-AND(b) One of the following:
i. History of one of the following resulting from minimal trauma:
1.
2.
3.
4.
5.

Vertebral compression fracture
Fracture of the hip
Fracture of the distal radius
Fracture of the pelvis
Fracture of the proximal humerus
-OR-

ii. One of the following FRAX 10-year fracture probabilities:
1. Major osteoporotic fracture at 20% or more
2. Hip fracture at 3% or more
-AND(c) History of failure, contraindication, or intolerance to one conventional
osteoporosis therapy [e.g., bisphosphonate or selective estrogen
receptor modulator (SERM)] (Document drug, date, and duration of
trial)
-ANDc. Treatment duration has not exceeded a total of 24 months of cumulative use
of parathyroid hormone analogs (e.g., Teriparatide Injection, Forteo, Tymlos)
during the patient’s lifetime
-ANDConfidential and Proprietary, © 2021 UnitedHealthcare Services Inc.
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d. Prescriber attests to the following: the information provided is true and
accurate to the best of their knowledge and they understand that
UnitedHealthcare may perform a routine audit and request the medical
information necessary to verify the accuracy of the information provided
Authorization will be issued for up to 24 months. (Duration of coverage will
be limited to 24 months of cumulative parathyroid hormone analog therapy
(e.g., Forteo, Tymlos) in the member’s lifetime.)

3. Additional Clinical Rules:
• Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and reauthorization based solely on previous claim/medication history, diagnosis codes (ICD10) and/or claim logic. Use of automated approval and re-approval processes varies by
program and/or therapeutic class.
• Supply limits may be in place
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Program
Date
6/2017
11/2017
11/2018
11/2019
11/2020

Prior Authorization –Tymlos (abaloparatide)
Change Control
Change
New program.
Added requirement for BMD T-score submission and previous
medication trial documentation. Added physician attestation.
Annual review. Added examples of parathyroid hormone analog
therapy in the authorization duration. Updated references.
Annual review. No changes to clinical criteria. Updated
references.
Annual review. Updated diagnosis criteria according to label.
Minor revision to coverage criteria to align with other parathyroid
programs. Updated background and references. Added Additional
Clinical Rules section.
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