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Comparable Products   Preferred Drug List Status 
Alprolix     Non-Recommended 
Benefix     Recommended 
Rixubis     Non-Recommended                        
    
 

Pharmacology:  Coagulation Factor IX (recombinant), Albumin Fusion Protein (rIX-FP), the active ingredient of 
Idelvion®, is a purified protein produced by recombinant DNA technology. It is generated by the genetic fusion of 
recombinant albumin to recombinant coagulation Factor IX. It is manufactured without the use of proteins derived 
from human or animal source materials and is a glycoprotein consisting of 1018 amino acids secreted by a 
genetically engineered Chinese hamster ovary (CHO) cell line. Idelvion® temporarily replaces the missing 
coagulation Factor IX needed for effective hemostasis. Fusion with recombinant albumin extends the half-life of 
Factor IX. 

Indications and Usage:  In children and adults with hemophilia B (congenital Factor IX deficiency) for  

 on-demand control and prevention of bleeding episodes;  

 perioperative management of bleeding;  

 routine prophylaxis to prevent or reduce the frequency of bleeding episodes.  

Idelvion® is not indicated for immune tolerance induction in patients with hemophilia B. 

There was no pregnancy category associated with this medication; however, the risk summary indicates there are 
no data on use in pregnant women to inform on drug-associated risk. Animal reproduction studies have not been 
conducted. As it is not known whether Idelvion® can cause fetal harm or affect reproduction capacity when given 
to a pregnant woman, it should only be given to a pregnant woman if clearly needed. The safety and efficacy of 
use in children have been established.  

Dosage Forms:   Lyophilized powder in single-use vials containing nominally 250, 500, 1000, or 2000 IU of Factor IX 
potency (the actual factor IX potency is labeled on each vial and carton)    

Recommended Dosage:  For IV use only. Dose and duration of treatment depends on the severity of Factor IX 
deficiency, the location and extent of bleeding, and the patients clinical condition, age, and recovery of Factor IX. 
The required dose of Idelvion® for treatment of bleeding episodes is determined using the following formula: 

Required Units (IU) = Body Weight (kg) X Desired Factor IX risk (% of normal or IU/dl) X (reciprocal of recovery 
[IU/dL per IU/kg]) OR 

Increase in Factor IX IU/dL (or % of normal) = Dose (IU) X Recovery (IU/dl per IU/kg)/body weight (kg) 
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A guide for dosing and additional general information for on-demand control and prevention of bleeding episodes 
(generally repeated every 48-72 hours) and perioperative management of bleeding (generally repeated every 48-
72 hours) can be found in the prescribing information. Adjust the dose per individual clinical condition and 
response. 

For routine prophylaxis for patients ≥12 years of age, the recommended dose is 25-40 IU per kg body weight every 
7 days. If well-controlled on this regimen, then patient may be switched to a 14-day interval at 50-75 IU per kg 
body weight. For patients ˂12 years of age, the recommended dose is 40-55 IU per kg body weight every 7 days. 
The dose should be adjusted on the individual patient’s clinical condition and response. 

Drug Interactions:   There were no drug interactions listed with this product 

Common Adverse Drug Reactions:  There was no placebo data to compare with Idelvion®. The most frequently 
reported adverse events included headache (1.8%), dizziness (0.9%), hypersensitivity (0.9%), rash (0.9%), and 
eczema (0.9%). 

Thromboembolism may occur when using Factor IX-containing products. It is recommended to monitor for early 
signs of thromboembolism and consumptive coagulopathy when administering to patients with liver disease, 
fibrinolysis, perioperative status, or risk factors for thromboembolic events or disseminated intravascular 
coagulation. 

The formation of neutralizing antibodies (inhibitors) to Factor IX may occur. It is recommended to monitor all 
patients for the development of neutralizing antibodies by appropriate clinical observation or lab tests.  

Contraindications: In patients who have had life-threatening hypersensitivity reactions to Idelvion® or its 
components, including hamster protein. 

Manufacturer:   CSL Behring LLC   

Analysis:  The safety and efficacy of Idelvion® were assessed in a prospective, open-label, multicenter study that 
included previously treated patients with hemophilia B (N=63, males) aged 12 to 61 years who received ≥1 infusion 
as part of on-demand treatment of bleeding episodes, perioperative management of major and minor surgical, 
dental, or otherwise invasive procedures or routine prophylaxis. 

On-demand Control and Prevention of Bleeding Episodes:  There were 358 bleeding events treated with Idelvion®. 
Of these, 204 were spontaneous, 140 were traumatic, and 14 events were unknown. In addition, a total of 267 
episodes were joint bleeding events. Overall treatment efficacy for each bleeding episode was based on a 4-point 
scale. Excellent was defined as pain relief and/or unequivocal improvement in objective signs of bleeding and no 
additional infusion required in order to achieve hemostasis. Good was defined as definite pain relief and/or 
improvement in signs of bleeding at about 8 hours after the first infusion, but may require a second infusion. 
Moderate was defined as probable or slight beneficial effect, and requires more than 2 infusions to achieve 
hemostasis. Poor/no response was defined as no improvement at all or condition worsens, additional hemostatic 
intervention is required. Responses evaluated at approximately 24 hours after treatment. 

The table below, adapted from the prescribing information, illustrates the efficacy results. 

Number of bleeding episodes requiring treatment (N=358) 

Number of injections to treat 
bleeding episodes 

 

1 injection, n (%) 335 (94%) 

2 injections, n (%) 18 (5%) 
˃2 injections, n (%) 5 (1.4%) 

Assessment of Efficacy  

Excellent or Good, n (%) 337 (94%) 

Moderate, n (%) 9 (2.5%) 
Poor/no response, n (%) 1 (0.3%) 
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Perioperative Management of Bleeding: In 3 clinical studies, 13 received Idelvion® for perioperative management 
of 15 surgical procedures. Hemostasis was assessed using a 4-point scale. Of the 15 surgeries included in the 
intraoperative assessment of hemostatic response, 12 were assessed as excellent (N=11) or good (N=1), and three 
minor surgeries were not rated. At hospital discharge or at the end of the surgical substudy, 14 surgical procedures 
had a rating of excellent (N=13) or good (N=1) and one surgery was not rated. 

Routine Prophylaxis: Of the 63 treated with Idelvion®, 23 received it only for the treatment of bleeding episodes 
during the first 6 months of the study. Then, 19 of these switched to once weekly prophylaxis with additional 
median duration of 10 months. Per analysis of the 19 subjects treated for on-demand therapy and weekly 
prophylaxis, the median annualized spontaneous bleeding rate (AsBR) during prophylaxis treatment was 0 as 
compared to 15.4 during on-demand treatment. After analysis, prophylaxis treatment with Idelvion® resulted in a 
96% reduction in the AsBR. The median annualized bleeding rate (total ABR- spontaneous and traumatic) during 
prophylaxis treatment was 1.6 as compared to 19.2 during on-demand. Prophylaxis treatment resulted in an 89% 
reduction in the ABR. The table below, adapted from the prescribing information, illustrates the comparison of 
ABR for subjects treated for on-demand and weekly prophylaxis. 

Bleeding episode etiology 
On-demand 

(N=19) 
Weekly Prophylaxis 

(N=19) 
% Reduction w/Prophylaxis 

(N=19) 

Spontaneous    

Mean  14.6 0.7 96.0 
Median 15.4 0 100 

Range 2.0, 39.5 0, 4.2 82.8, 100 

Total     

Mean 20.8 2.9 88.8 
Median 19.2 1.6 90.9 

Range 2.0, 46.1 0, 21.1 54.3, 100 

There were 40 subjects who received weekly routine prophylaxis; and 37 completed 6 months of once weekly 
prophylaxis. Of these, 21 switched to a 14-day interval with a median duration of 12.7 months. The median AsBRs 
for the 21 subjects treated with weekly and 14-day prophylaxis was 0 and 0, respectively. In addition, the median 
AsBRs for the 7 subjects treated with weekly and 10-day prophylaxis were 0 and 0, respectively. The table below, 
adapted from the prescribing information, illustrates the comparison of AsBR by prophylaxis regimen. 

Bleeding episode etiology 
Weekly Prophylaxis 

(N=21) 
14-day Prophylaxis 

(N=21) 

Spontaneous   

Mean  0.28 1.07 
Median 0 0 

Range 0, 4.5 0, 7.3 

Place in Therapy:  Idelvion® is indicated for use in children and adults with hemophilia B (congenital Factor IX 
deficiency) for: on-demand control and prevention of bleeding episodes; perioperative management of bleeding; 
and routine prophylaxis to prevent or reduce the frequency of bleeding episodes. It is the first coagulation factor-
albumin fusion protein agent approved by the FDA.2 Fusion with recombinant albumin extends the half-life of 
Factor IX. 

There is no evidence at this time to support that Idelvion® is safer or more effective than the currently available, 
more cost effective medications. It is therefore recommended that Idelvion® be added to the PDL as Non-
Preferred.    

PDL Placement:        Preferred 
    Non-Preferred 
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