
Bone Metabolism Agents 
Goal(s): 

• To ensure appropriate and safety use of bone metabolism agents by authorizing utilization in 
specified patient populations. 

 
Length of Authorization:  

• 12 to 24 months 
 
Requires PA: 

• Non-preferred drugs for pharmacy claims 

• Provider administered claims for romosozumab 
 
Covered Alternatives:   

• Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org 

• Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/ 
 
Table 1. Definition for Very High Risk of Fracture 

 Osteoporosis in post-menopausal women and men at very high risk of fracture with: 

• Multiple fragility fractures OR 

• T score  - 2.0 plus a fragility fracture OR 

• T-score  - 3.0 in the absence of fractures OR 

• Fractures sustained while on approved osteoporosis therapy OR 

• Fractures while on medications causing skeletal harm (e.g. long-term glucocorticoids) OR 
• High risk for falls or history of injurious falls and very high fracture probability with a FRAX Score > 30% 

for major osteoporosis fracture or > 4.5%   

Abbreviation: FRAX = Fracture Risk Assessment Tool 

 

Approval Criteria 

1. What diagnosis is being treated? Record ICD10 code. 

2. Is the request for treatment of cancer-related 
issues? 

Yes: Approve for 12 
months 

No: Go to #3 

3. Is this a request for continuation of therapy 
for those previously approved by the FFS 
program for abaloparatide, teriparatide, or 
romosozumab? 

Yes: Go to Renewal 
Criteria 

No: Go to #4 

4. Has the patient tried and failed to receive 
benefit from an oral bisphosphonate 
(alendronate, risedronate, or ibandronate), 
have contraindications to these treatments, 
or have very high risk of fracture (Table 1)? 
 
(document contraindication, if any) 

Yes: Go to #7 No: Go to #5 

http://www.orpdl.org/
http://www.orpdl.org/drugs/


Approval Criteria 

5. Is the request for a non-preferred 
bisphosphonate, calcitonin or zoledronic 
acid? 

Yes: Go to #6 No: Pass to RPh; 
Deny; medical 
appropriateness. 
 
Recommend trial of 
oral bisphosphonate. 

6. Will the prescriber consider a change to a 
preferred product? 
 
Note:  

• Preferred products do not require a PA. 
Preferred products are evidence-based 
reviewed for comparative effectiveness and 
safety by the Oregon Pharmacy & 
Therapeutics Committee 

Yes: Inform prescriber 
of covered alternatives 
in class 

No: Approve for up to 
12 months. 

7. Is the request for denosumab? Yes: Go to #8 No: Go to #11 

8. Is denosumab being prescribed for one of 
the following reasons: 

• Treatment of postmenopausal women 
with osteoporosis at high risk for 
fracture 

• Treatment to increase bone mass in 
men with osteoporosis at high risk for 
fracture 

• Treatment of glucocorticoid-induced 
osteoporosis in men and women at 
high risk for fracture 

• Treatment to increase bone mass in 
men at high risk for fracture receiving 
androgen deprivation therapy for non-
metastatic prostate cancer 

• Treatment to increase bone mass in 
women at high risk for fracture 
receiving adjuvant aromatase inhibitor 
therapy for breast cancer 

Yes: Go to #9 No: Pass to RPh; 
Deny; medical 
appropriateness 

9. Have labs been obtained to assess renal 
function? 

Yes: Document date 
and results here______ 
 
Go to #10 

No: Pass to RPh; 
Deny; medical 
appropriateness 



Approval Criteria 

10. If estimated glomerular filtration rate (eGFR) 
is less than 30 mL/min is there 
documentation of a calcium monitoring plan?  
 

Note: Denosumab has a black box warning 
regarding the risk of severe hypocalcemia 
following denosumab administration in patients 
with advanced chronic kidney disease (eGFR 
<30 mL/min), including dialysis-dependent 
patients. Treatment with denosumab in these 
patients should be supervised by a healthcare 
provider with expertise in the diagnosis and 
management of chronic kidney disease. 

Yes: Approve for up to 
12 months. 

No: Pass to RPh; 
Deny; medical 
appropriateness 

11. Is the request for raloxifene in a 
postmenopausal woman with osteoporosis? 

Yes: Go to #12 No: Go to #13 

12. Is the patient at increased risk for 
thromboembolism (DVT or PE) or stroke due 
to coronary heart disease? 

Yes: Pass to RPh. 
Deny; medical 
appropriateness. 
 
Note: Inform prescriber 
boxed warning for 
venous 
thromboembolism and 
stroke. 

No: Approve for up to 
12 months 

13. Is the request for teriparatide or 
abaloparatide? 
 

 

Yes: Go to #14 No: Go to #16 

14. Is the is the patient at very high risk for 
fracture (see Table 1)? 
 

  

Yes: Go to #15 No: Pass to RPh. 
Deny; medical 
appropriateness 



Approval Criteria 

15. Does the patient meet one of the following 
conditions: 
 

a. Concomitant bisphosphonate; or 
b. Pediatric or young adult with open 

epiphyses; or 
c. History of osteosarcoma or skeletal 

malignancies; or 
d. Metabolic bone disease other than 

osteoporosis, such as Paget’s 
disease; or 

e. Underlying hypercalcemic disorders; 
or  

f. Unexplained elevated alkaline 
phosphatase levels? 

Yes: Pass to RPh. 
Deny; medical 
appropriateness 

No: Approve for up to 
24 months (depending 
on when therapy was 
initiated.)  
 
Note: Teriparatide and 
abaloparatide are only 
FDA approved for a 
total duration of 
therapy of 2 years but 
use for more than 2 
years during a 
patient’s lifetime can 
be considered if the 
patient remains at or 
has returned to having 
a high risk for fracture. 

16. Is the request for romosozumab and is the 
patient a postmenopausal woman with 
osteoporosis and T-score ≤    -2.5 or a 
history of fracture? 

Yes: Go to #17 No: Pass to RPh; 
Deny; medical 
appropriateness  

17. Has the patient had a myocardial infarction 
or stroke within the past year? 

Yes: Pass to RPh. 
Deny; medical 
appropriateness 

No: Approve for up to 
12 months maximum.  
 
Note: FDA has only 
approved use of 
romosozumab for a 
total of 12 months. If 
continued 
osteoporosis therapy 
is warranted, continue 
therapy with an anti-
resorptive agent (e.g. 
bisphosphonates or 
denosumab). 

 

Renewal Criteria 

1. Is the request to continue romosozumab 
beyond 1 year of total therapy? 

Yes: Pass to RPh; 
Deny; medical 
appropriateness. 

No: Go to # 2 

2. Is the request to continue abaloparatide or 
teriparatide beyond 2 years of total therapy? 

Yes: Go to #3 No: Pass to RPh; 
Deny; medical 
appropriateness. 



Renewal Criteria 

3.  Does the prescriber attest that the patient 
remains at or has returned to having a high 
risk for fracture? 

Yes: Approve for 12 
months.  
Document provider 
attestation received. 

No: Pass to RPh; 
Deny; medical 
appropriateness. 

 
P&T Review:  12/24 (DM); 7/19; 3/18; 7/16; 9/10 
Implementation:   1/1/25; 11/1/19; 4/16/18; 8/16, 1/1/11  

 


