
UNITED STATES DISTRICT COURT 
DISTRICT OF COLORADO 

Denver 

AMGEN INC., et al., 

Civil Action 
No. 1:24-cv-810-NYW-SBP 

Plaintiffs, 

v. 

GAIL MIZNER, MD, in her official 
capacity as Chair of the Colorado 
Prescription Drug Affordability Review 
Board, et al., 

Defendants. 

  

PLAINTIFFS’ NOTICE OF SCHEDULING  
OF UPL RULEMAKING HEARING 

Plaintiffs Amgen Inc., Immunex Corporation, and Amgen Manufacturing, 

Limited (collectively “Amgen”) file this notice to inform the Court that Colorado’s 

Prescription Drug Affordability Review Board has formally commenced the 

rulemaking process to establish an upper payment limit for Enbrel. On December 14, 

2024, the Colorado Department of Regulatory Agencies announced on its website that 

the Board will hold a rulemaking hearing on January 17, 2025, “to establish an upper 

payment limit for the prescription drug, Enbrel.” See Exhibit A. The Department also 

published the Board’s proposed Enbrel UPL rule, which states in relevant part: “The 

upper payment limit for Enbrel is set at [price] per [unit].” See Exhibit B (price and 

unit left blank in original). 
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Amgen is already incurring, and will continue to incur, substantial costs to 

participate and defend its interests in the Board’s unconstitutional UPL rulemaking 

process. The process will also impose substantial costs on numerous other 

stakeholders, including the State and citizens of Colorado. These ongoing and 

imminent costs reinforce that this case is ripe for decision. See, e.g., NE Hub Partners, 

L.P. v. CNG Transmission Corp., 239 F.3d 333, 342–44 (3d Cir. 2001) (in a preemption 

case, “the state regulatory process itself can be the preempted burden”); Amgen 

Br. 36–39 (Dkt. 24); Amgen Reply Br. 4, 9–12 (Dkt. 35). 

 
Dated: December 18, 2024 

Respectfully submitted, 

/s/ Paul Alessio Mezzina   
Cliff Stricklin 
  (Colo. Bar No. 39725) 
KING & SPALDING LLP 
1401 Lawrence Street, Suite 1900 
Denver, CO 80202  
(720) 535-2300 
cstricklin@kslaw.com 

 

Ashley C. Parrish  
  (D.C. Bar No. 464683) 
Paul Alessio Mezzina 
  (D.C. Bar No. 999325) 
Kelly Nicole Reeves  
  (D.C. Bar No. 471923) 
Brian A. Bohnenkamp 
  (D.C. Bar No. 982213) 
Alexander Kazam  
  (D.C. Bar No. 1708188) 
KING & SPALDING LLP 
1700 Pennsylvania Avenue NW 
Washington, DC 20006 
(202) 737-0500 
aparrish@kslaw.com 
pmezzina@kslaw.com 
nreeves@kslaw.com 
bbohnenkamp@kslaw.com 
akazam@kslaw.com 

Counsel for Plaintiffs 
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Exhibit A 
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Detailed Rulemaking Information

Department/Agency

Department:   Department of Regulatory Agencies

Rulemaking
Agency:

 
Insurance

 

Proposed Rule Changes

Rule Type:   New Rules

Title or Subject:   UPPER PAYMENT LIMITS

Short
Description:

 
Upper payment limit

CCR Number:   3 CCR 702-9

Statutory
Authority:

 
sections 10-16-1403(1)(c), 10-16-1403(5), 10-16-1407(1)(a), and 10-16-1407(5),
10-16-1407(6), C.R.S.

Website for
Current Agency

Rules:
 
 

Subject
Matter/Purpose:

 

The purpose of this rule is to establish an upper payment limit for the prescription
drug, Enbrel, pursuant to section 10-16-1407, C.R.S., and part 4.1 of these rules.
The Board performed an affordability review of Enbrel and determined it was
unaffordable for Colorado consumers pursuant to section 10-16-1406, C.R.S.,
and part 3 of these rules.

Colorado
Register

Publish Date:
 
12/25/2024

Text of
Proposed
Changes:

 
Draft Enbrel Proposed Rule - Part 4.doc (45K, Microsoft Word)

Submitted for
Review:

 
12/13/2024

12/16/24, 4:44 PM Colorado Office of Policy, Research and Regulatory Reform - Detailed Rulemaking Information

https://www.dora.state.co.us/pls/real/SB121_Web.Show_Rule?p_rule_id=10523 1/3
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Rulemaking Hearing

Hearing Date:   Friday, January 17, 2025 10:00 am

Hearing
Covers:

 
Single Rule

Hearing
Location:

 
Webinar or 1560 Broadway, STE 850

    Denver, CO 80202

Hearing Notes:

 

Due to concerns with the spread of COVID-19, this Permanent Rulemaking
Hearing will be held via WEBINAR. Please register here to attend the hearing via
webinar on January 17, 2025:

https://us06web.zoom.us/meeting/register/tZAkdOigqjkuG9wIhrT5AqppQ7J2DTJ-
VJm8

The Board will receive oral testimony regarding this permanent rule on January
17, 2025, beginning at 10:00 AM. Please visit https://doi.colorado.gov/insurance-
products/health-insurance/prescription-drug-affordability-review-board for
additional information related to hearing dates and deadlines for written
submissions regarding this rule.

 

Contact Information

Public Contact
Name:

 
Jill Mullen

Title:   Policy Advisor

Email:   jill.mullen@state.co.us

Phone:   720-556-4952

 

Subject Information
Related Subject

Area(s):   Insurance

 

Review

Deadline for
Public Cost-

Benefit

  Monday, December 30th, 2024

12/16/24, 4:44 PM Colorado Office of Policy, Research and Regulatory Reform - Detailed Rulemaking Information

https://www.dora.state.co.us/pls/real/SB121_Web.Show_Rule?p_rule_id=10523 2/3
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Analysis
Request:

    Click here to request a cost-benefit analysis for a new or amended rule

 

 New Search
 

 

© 2024 State of Colorado

1560 Broadway, Suite 1550, Denver, CO 80202   Email
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DEPARTMENT OF REGULATORY AGENCIES 

PRESCRIPTION DRUG AFFORDABILITY BOARD 

3 CCR 702-9 

Part 4  UPPER PAYMENT LIMITS 

4.3 Upper Payment Limit for Enbrel 

A. Authority 

The statutory authority for this rule is sections 10-16-1403(1)(c), 10-16-1403(5), 10-16-1407(1)(a), and 
10-16-1407(5), 10-16-1407(6), C.R.S. 

B. Scope and Purpose 

The purpose of this rule is to establish an upper payment limit for the prescription drug, Enbrel, pursuant 
to section 10-16-1407, C.R.S., and part 4.1 of these rules. The Board performed an affordability review of 
Enbrel and determined it was unaffordable for Colorado consumers pursuant to section 10-16-1406, 
C.R.S., and part 3 of these rules.  

C. Applicability 

See section 10-16-1407(5), C.R.S., and Division of Insurance Regulation 3 CCR 702-9, Part 4.2.C. 

D. Definitions 

“Inflation” shall have the same meaning as found at section 10-16-1401(14), C.R.S. 

“National Drug Code” or “NDC” means a unique numeric code given to each drug to identify its labeler, 
product, and package size and type.  

“Prescription drug” shall have the same meaning as found at section 10-16-1401(19), C.R.S. 

“Upper payment limit” shall have the same meaning as found at section 10-16-1401(23), C.R.S. 

E. Upper Payment Limit 

The upper payment limit for Enbrel is set at [price] per [unit]. 

This upper payment limit applies to the following NDCs: [ ]. 

The Board will annually adjust the upper payment limit for inflation, beginning one year after the effective 
date in part H of this rule. 

F. Incorporation by Reference 

G. Severability 

If any portion of these rules is found to be invalid, the remaining portion of the rules shall remain in force 
and effect. 
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H. Effective Date 

This regulation shall become effective on [at least six months after adoption date]. 

I. History 

New regulation effective [at least six months after adoption date]. 
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