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Today I’m going to share some experiences and research to help highlight some of the challenges that patients and physicians have identified with PA, and then I’ll share some thoughts about next steps.




Used with permission from
 Stephen Mussy, MD
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https://authenticmedicine.com/2022/06/imaging-prior-authorizations-soul-crushing-but-did-doctors-start-the-battle/
Used with permission.
Also see Steven Mussey’s video: https://youtu.be/xNJ3mxDzEhs?si=fDkPTRatG-NjSj3l
 
Steven Mussey, MD
Internal Medicine
Fredericksburg, VA
cell: 540-809-5431




My Patient Ms. F
• 83 yo with chronic obstructive lung disease and asthma, well 

controlled on budesonide/formoterol (Symbicort®)
• Copay increased to >$400/month. 

– Switched to formulary-preferred Breo®, but dry powder inhaler, she 
did not tolerate. Pulmonologist requested prior authorization (PA) for 
Symbicort®.  PA denied. Substantial increase in symptoms.

• Pulmonologist prescribed budesonide nebulizer and 
arfomoterol nebulizer.  These also non-formulary; different PA 
process because these are Part B not Part D drugs.
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Ms. F is an 83 yo Medicare beneficiary with COPD and asthma, which was well controlled on Symbicort, a combination inhaler with budesonide (steroid) and formoterol (LABA).  


Leyva, Peter A, RPH  Keating, Nancy Lynn, MD, MPH; Divo, Miguel J, MD, MPH; P Bwh Pulmonary Rn; Vicente, Ana, MA; Blakney, Yvette, MA
Cc: Leyva, Peter A, RPH
Hi,�Dr. Divo - thanks so much for the message. Happy to ask the team to take a look. Per Epic, looks like my colleague Yvette has been assisting.�Yvette - could you kindly check with the pharmacy, and the insurance, to try to close the loop? If the diagnosis codes are on the Rx's, would imagine the pharmacy would be able to bill the Medicare Part B.�Thank you very much,�-Peter�
Previous Messages
----- Message -----�From: Keating, Nancy Lynn, MD, MPH�Sent: 9/7/2024  11:51 AM EDT�To: Miguel J Divo, MD, MPH; Ana Vicente; *�Subject: RE: Unable to get her medications            ��Thanks so much, Miguel! Fingers crossed that your team can get these prior authorizations through successfully!�I appreciate your calling Mary-and I'm sure she did as well!�Best,�Nancy�----- Message -----�From: Divo, Miguel J, MD, MPH�Sent: 9/6/2024   5:29 PM EDT�To: Nancy Lynn Keating, MD, MPH; Ana Vicente; *�Subject: Unable to get her medications                ��Good afternoon,��After spending 30 minutes on the phone with the patient and 1 hour on the phone with BCBS-Medicare, I didn't make any progress. I need assistance with this complicated issue. BCBS covers her Part D, but they have denied the Budesonide nebulization solution and Arformoterol nebulization solution. The reason for using those medications is as follows:�1. She was satisfied with the results of using Symbicort, but the copays became too high (around $400).�2. I switched her to the formulary version of the inhaled steroid and Long-acting Beta agonist (Breo), which is in powder form, but she can't tolerate it.�3. She is experiencing significant symptoms, so I wanted to switch her to a nebulized delivery system, hence the choices above.�After spending 1 hour on the phone, they asked me to reach out to Mary's Medicare Part B administrator because these two drugs in that presentation are not formulary.�I am requesting the following prescription for her:�1. Budesonide 1 mg nebulizer solution for a 90-day supply with 3 refills, to be used twice daily.�2. Arformoterol (Brovana) 15 mcg nebulization twice daily for a 90-day supply with 3 refills.��If this is impossible then she is willing to try Advair HFA (not powder ) 114 mcg/21��Mary has both Asthma and COPD as diagnois




Physicians Find Prior Authorization to be Problematic

December 2024 AMA prior authorization physician survey
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First 2 are always, often, sometimes = yes.
Physicians also report that they & their staff spend average of 13 hours per week completing PAs

nationwide survey of 1,000 practicing physicians (400 primary care/600 specialists) from a wide range of practice settings in December 2024; from Medscape panel
Additional info about survey:
https://www.ama-assn.org/practice-management/prior-authorization/fixing-prior-auth-give-doctors-true-peer-talk-stat
Fact sheet: https://www.ama-assn.org/system/files/prior-authorization-survey.pdf




Patients are Increasingly Experiencing Prior 
Authorization

Kyle, Dusetzina, Keating, JAMA 2023, 330:277-279

Figure. Trends in Utilization Management Strategies for Medicare Part D Oncology Drugs, 2010-2020
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Patients (and their clinicians) are increasingly experiencing prior authorization. As just one example, this slide shows trends in utilization management strategies for Medicare Part D oncology drugs (a protected drug class). The left graph shows the weighted proportion of Medicare beneficiaries in plans with prior auth and the right focuses on quantity limits. I want to focus on the left where you see that between 2010 and 2020, the percentage of beneficiaries in plans with PA increased from about 73% to 95% for specialty brand drugs (dark blue) and from 20% to 80% for non-specialty brand drugs (orange). And nearly all specialty generic drugs required PA once they became available in 2016 (light blue).




Prior Authorization Experienced Differently by Specialty

Schwartz et al, JAMA HF 2021, 2(5):e210859. doi:10.1001
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This slide shows results from a study by Aaron Schwartz, who took prior auth policies of one large insurer and extrapolated to the Medicare population to understand the potential impact of PA if FFS Medicare—which notably has had minimal PA—had the same PA policies as this large insurer, focusing on Part B covered services in 2017. He found that a large portion of clinicians caring for Medicare beneficiaries would have been subject to prior authorization under private insurance coverage policies. This was particularly true in radiation oncology, cardiology, diagnostic radiology, neurosurgery, and oncology. CLICK. They also found that large portions of Part B drug spending and other spending would have been subject to PA.



For Patients Taking High-Cost Cancer Drugs, 
New Prior Authorization Led to Delays in Time to Fill 

and More Discontinuation of Therapy 

Kyle & Keating, JCO 2023, 42:951-960

Adjusted relative delay 
9.7 days (95% CI: 8.2-11.2)

Adjusted odds of 
discontinuation within 120 
days=7.1 (95% CI: 6.0 to 8.5) 
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This slide shows results of a study led by my postdoc, Michael Anne Kyle, that examined the impact of a new prior authorization policy for patients already taking high-cost oral cancer drugs. She conducted a differences-in-differences event study and found that a new prior authorization policy led to an adjusted relative delay in the next fill of 9.7 days and an increase in the adjusted odds of discontinuation of the medication (or other medications in the same class) of 7.1.  These findings suggest waiving prior authorization for patients already established on a drug may improve adherence and limit discontinuation.
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In addition to the challenges of patients not being able to access care that they need, there are administrative complexities that clinicians find really challenging. As an example, I’ll show you some prior authorization forms that staff in my practice use. As you see here, the forms vary for each health plan—some are multiple pages—and as in this example from the Massachusetts Medicaid program, they may differ for each drug.
(Aetna page 1 of 2)



2018 Consensus Statement on Improving the 
Prior Authorization Process

1. Selective application of prior authorization
2. Prior authorization program review and volume adjustment
3. Transparency and communication regarding prior authorization
4. Continuity of patient care
5. Automation to improve transparency and efficiency
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Frustrations about the prior authorization process led-in 2018- to key stakeholders releasing a consensus statement on improving the PA process
#1: e.g., Gold card programs that stratify based on providers’ performance and adherence to evidence-based medicine
#2: regular review (at least annually) of list of services/drugs subject to PA to identify services/drugs that no longer warrant PA due to e.g., low variation in utilization or low PA denial rates. Could also identify where PA may be warranted
#3: this will require effective two-way communication channels between plans, providers, and patients to ensure timely resolution of PA requests to minimize delays and clearly articulate PA requirements.
#4. minimize burden of disruption with protections for continuity during transition periods and minimizing repetitive PA requirements for patients on appropriate, chronic, stable long-term therapy
#5. industry wide adoption of electronic PA transactions; make PA requirements and formulary information accessible to providers at point-of-care in EHRs & pharmacies.
https://www.ama-assn.org/sites/ama-assn.org/files/corp/media-browser/public/arc-public/prior-authorization-consensus-statement.pdf 



Persistent Challenges with Prior Authorization

December 2024 AMA prior authorization physician survey
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How have we done? The AMA physician survey has insights …
Additional info about survey:
https://www.ama-assn.org/practice-management/prior-authorization/fixing-prior-auth-give-doctors-true-peer-talk-stat
Fact sheet: https://www.ama-assn.org/system/files/prior-authorization-survey.pdf



Key Issues for Providers
• Speed up response time… including for appeals
• Decrease the volume
• Clarify requirements
• Improve transparency (and beware AI!)
• Ensure continuity of care
• Provide a true peer 
• Recognize burden on patients as well as providers

– Some point of care strategies will increase burden of PA for physicians
• Programs where private companies profit from care denials (e.g., 

WISeR) need careful oversight 
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In closing, I just want to underscore some of the key issues for providers….
Re: AI:
Will there be adequate guardrails on use of AI to make decisions? 
Will a clinician make the final decision if the prior authorization is denied, similar to current MA regulations? 
How will CMS ensure that underlying AI algorithms used in the model ensure equitable coverage and consider beneficiaries’ individual circumstances, such as required under current MA regulations?
How will CMS ensure that the AI algorithms used in the model are transparent for beneficiaries and stakeholders?
(Patil and Hoadley: https://medicare.chir.georgetown.edu/new-cms-wiser-model-revives-concerns-of-prior-authorization-and-artificial-intelligence/)




Questions?

keating@hcp.med.harvard.edu
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