Justification for non-Substantive Change
Manufacturer Submission of Average Sales Price (ASP)
Data for Medicare Part B Drugs and Biologicals and Supporting
Regulations in 42 CFR 414.800-806
(CMS-10110, OMB 0938-0921)

Background

This request is associated with our CY 2026 physician fee payment rule (CMS-1832-F; OMB 0938-AV50) and a stand-alone non-rule 60-day Federal Register notice.

While our July 16, 2025 (90 FR 32352) NPRM did not receive public comments on the ASP-related collection of information requirements or burden estimates, following our publication of the rule we identified that we should have accounted for burden for a chief executive to certify the data. 

Our November 5, 2025 (90 FR 49266) final rule included the ASP provisions that were missing from our NPRM. We published a stand-alone non-rule 60-day collection of information notice on December 30, 2025 (90 FR 61154) to provide the public with an additional 60-day comment period for the ASP provisions. 

The 60-day notice received public comments (attached) and identified that we should account for additional burden for a secretary/administrative assistant to follow up with fee recipients and monitor certification amendments. We also identified that we should account for new burden and include legal/compliance review.

For details see below along with our attached Supporting Statement and Response to Public Comments.

Justification

Although we submitted the final rule’s collection of information request to OMB on January 8, 2026, we inadvertently neglected to highlight that we were providing the public with an additional 60-day comment period. While that information was noted in the final rule’s Supporting Statement, in retrospect, we should have included the comment due date and notified OMB by phone or e-mail.

With this in mind, we request OMB’s approval of the following changes that were made after our final rule’s collection of information request was approved on February 11, 2026. Such changes were made in response to our December 30, 2025, 60-day notice whose comments were due on/by March 2, 2026 (19 days after OMB’s February 11, 2026, approval).

In response to the public comments, our non-substantive changes add 1,500 responses and 33,000 hours of burden. We have also revised our Bona Fide Service Fee Certification form and corrected a number of active burden estimates related to the Warranty or Certification Letter requirements.

Requirement/Burden Changes

Reporting of Drug Pricing Information for Part B (§§ 414.802 and 414.902)

No Changes.

Average Sales Price: Price Concessions and Bona Fide Service Fees (§§ 414.802 and 414.804)

Reasonable Assumptions

-Removes signature requirement
-Adds 4 hours for a lawyer at $175.72/hr and 4 hours for a CEO/COO at $252.82/hr to review the reasonable assumptions. 
-With 500 respondents, this change adds 4,000 hours (from 9,500 [Active] to 13,500 hr [Revised]).

	Reporting of Reasonable Assumptions
	No. Respondents 
	Total Annual Responses 
	Time per Response (hours) 
	Total Annual Time (hours) 
	Labor 
Cost 
($/hr) 
	Total Cost 
($) 

	Lawyer (New)
	500
	500 (500 x 1 responses/yr)
	4
	2,000
	175.72
	351,440

	Chief Executive (New)
	500
	500 (500 x 1 responses/yr)
	4
	2,000
	252.82
	505,640

	Total
	500 (no change)
	500 (no change)
	+8
	+4,000
	varies
	+857,080



Warranty or Certification Letter

-Replaces ASP Price Concessions and Bona Fide Service Fees with Reporting of Warranty/Certification Letter
-Adds time for a Secretary/Administrative Assistant by plus 1,000 hours ([Active] 3,000 hr = 6 hr/response x 500 responses x 1 response/year to [Revised] 4,000 hr = 2 hr/response x 500 responses x 4 responses/year).
-Adds time for a lawyer by plus 4,000 hours (2 hr/response x 500 responses x 4 responses/year).
-Adds time for a CEO/COO by plus 2,000 hours (1 hr/response x 500 responses x 4 responses per year).
-This change adds 7,000 hours (from 3,000 [Active] to 10,000 hr [Revised]).

Burden Summary

	
	No. Respondents 
	Total Annual Responses 
	Time per Response (hours) 
	Total Annual Time (hours) 

	Reporting of Drug Pricing Information for Part B

	Subtotal
	No Change
	No Change
	No Change
	No Change

	Average Sales Price: Price Concessions and Bona Fide Service Fees

	Reasonable Assumptions
	
	
	
	

	Secretary/Administrative Assistant
	No 
Change
	No Change
	No Change
	No Change

	  Lawyer
	No Change
	No Change
	+4
	+2,000

	  CEO/COO
	No Change
	No Change
	+4
	+2000

	Subtotal
	No Change
	No Change
	+8
	+4,000

	Warranty/Certification Letter
	
	
	
	

	  Secretary/Administrative Assistant
	No Change
	+1,500
	(4)
	+1000

	  Lawyer
	No Change
	+1,500
	+2
	+4,000

	CEO/COO
	No Change
	+1,500
	+1
	+2,000

	Subtotal
	No Change
	+1,500
	varies
	+7,000

	TOTAL
	No Change
	+1,500
	varies
	+15,000



Section 12 of our active collection, under Disclosure and Submission of the Certification Letter, sets out a time of 3,000 hours. The product should have been 10,000 hours (500 responses x 4 responses/year x 5 hr/response), a difference of plus 7,000 hours (10,000 hr - 3,000 hr).

We add time for a lawyer by plus 8,000 hours (2 hr/response x 500 responses x 4 responses per year).  We also add time for a CEO/COO by plus 4,000 hours (1 hr/response x 500 responses x 4 responses/year). (Note: The narrative in our active collection accounts for 4 hours annually, but the estimate was missing from our burden table.)


	Burden Reconciliation
	No. Respondents 
	Total Annual Responses 
	Time per Response (hours) 
	Total Annual Time (hours) 

	Active
	500
	3,000
	varies
	38,500

	Revisions
	500
	+1,500
	varies
	+4,000

	Corrections
	500
	No Change
	Varies
	+7,000

	TOTAL (see Section 12 of the attached Supporting Statement)
	500
	4,500
	varies
	49,500



Document Changes

· Supporting Statement A (revised, see attached)
· Public Comments (added, see attached)
· Response to Public Comments (added, see attached)
· Bona Fide Service Fee Certification form (revised, see attached)
            Certification form Crosswalk (added, see attached)
            Certification form Redline (added, see attached)

· ASP Module Submitter User Guide (no changes)
· ASP Module Certifier User Guide (no changes)
· ASP Module Registration User Guide (no changes)
· Reasonable Assumptions form (no changes)

