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CONCLUSION
• Accessing escalated RZB dosing took a median of 2 weeks, but often up to a month.​

• The approval pathway frequently required steps beyond a PA.
• The delays and additional steps highlight the barriers faced by patients who require dose escalation.
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This study aimed to describe the approval process 
required for RZB dose escalation, including 

quantifying the time to approval and analyzing 
patient and insurance characteristics associated with 

approval.

Figure 1. Escalated Dose Access Process
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Figure 2. Patient Demographics

Gender Age Race

57% Female (n=36) 
43% Male (n=27)

Median
41 years

IQR 32,52
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Insurance Type

75% Commercial (n=47) 
25% Government (n=16)

Median
17 years

IQR 9.0, 23.9

OBI* Doses
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IQR 2.0, 3.5

Figure 3. Method of Access

Figure 6.  Time to Approval by Number of 
Previous Therapies Tried

Figure 4. Time to Approval by Step

One-third of patients were approved without a PA.
38% of patients required at least one appeal for approval.

The 6% of patients receiving medication through PAP did not require approval

94% White (n=59
6% Non-White (n=4)
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PAP Approval
Manufacturer patient assistance program (PAP) approval may occur at the beginning 

of the process for uninsured patients or be pursued after all insurance coverage 
options have been exhausted at any step below
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Figure 5.  Time to Approval by Insurance

Patients with government insurance were 2x more likely to 
be approved faster compared to commercial insurance

Commercial: Median 17 days, IQR 6, 36 
Government: Median 4 days, IQR 0, 13

*OBI: on-body injections

• Risankizumab (RZB) can be administered more 
frequently than the FDA-approved 360mg or 
180mg every 8 weeks for Crohn’s Disease (CD).

• Literature describing RZB escalated dosing 
access is limited.  
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p=0.04

PAP: 0 days (IQR 0, 1)
No PA required: 6 days (IQR 1,14) 
PA required: 10 days (IQR 3,18) 

1st level appeal: 32 days (IQR 14, 60) 
Additional appeal/steps: 43 days (IQR 35, 61)

Retrospective cohort analysis 
performed at Vanderbilt Health 

System Inflammatory Bowel 
Disease Clinic with an 

integrated health system 
specialty pharmacy (HSSP)

Design

Patients were included if they 
received at least one 

escalated dose of RZB 
between June 2022 and April 

2024

Population

Time to access escalated dose 
from referral to approval

Steps required to obtain 
access

Outcome 
Measures

38%
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Days to Approval
Median time to approval: 14 days (IQR 3, 36) Days to Approval
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Each box represents the time to approval of 1 patient
Patients with more previous therapies tried and 
failed were 1.2x more likely to be approved faster 

(p=0.02)

Median 
4 (IQR 2, 4.5)
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