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RULE-MAKING ORDER 
PERMANENT RULE ONLY 

 

 

CODE REVISER USE ONLY 
 

 

CR-103P (December 2017) 
(Implements RCW 34.05.360) 

Agency: Health Care Authority 

Effective date of rule: 
Permanent Rules 

☐     31 days after filing. 

☒     Other (specify) June 10, 2024 (If less than 31 days after filing, a specific finding under RCW 34.05.380(3) is required 

and should be stated below) 

Any other findings required by other provisions of law as precondition to adoption or effectiveness of rule? 

☐ Yes     ☒ No     If Yes, explain:       

Purpose: To implement the Prescription Drug Affordability Board as required in SSSB 5532, Chapter 153, Laws of 2022, 
Chapter 70.405 RCW.  

Citation of rules affected by this order: 
New:    182-52-0005, 182-52-0010, 182-52-0015, 182-52-0020, 182-52-0025, 182-52-0030, 182-52-0035, 182-52-
0040, 182-52-0045, 182-52-0050, 182-52-0055, 182-52-0060, 182-52-0065, 182-52-0070, 182-52-0075, 182-52-0080, 
182-52-0085, 182-52-0090 
Repealed:       
Amended:       
Suspended:       

Statutory authority for adoption: RCW 41.05.021, 41.05.160 

Other authority: Chapter 70.405 RCW, SSSB 5532 

PERMANENT RULE (Including Expedited Rule Making) 
Adopted under notice filed as WSR 23-21-082 on October 16, 2023 (date). 
Describe any changes other than editing from proposed to adopted version:  

Proposed/Adopted WAC Subsection Reason 
 

WAC 182-52-0010  

Proposed "Confidential information" means: 
(a) Specific information collected by the authority that is 
not publicly available for the purposes of this chapter; or 
(b) Proprietary data provided by manufacturers in 
accordance with this chapter that is not subject to public 
disclosure. 

Clarification based on 
stakeholder comment; 
changed manufacturers to 
any entity.  

Adopted "Confidential information" means: 
(a) Specific information collected by the authority that is 
not publicly available for the purposes of this chapter; or 
(b) Proprietary data provided by any entity in accordance 
with this chapter that is not subject to public disclosure. 

WAC 182-52-0010 

Proposed No definition Clarification based on 
stakeholder comment 
regarding data confidentiality 

Adopted “Data recipient” means an individual or entity authorized 
to receive data under chapter 70.405 RCW. 

WAC 182-52-0010 

https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9..tcXNTz9M0gQMfsQQjgHT-QgKfRbuV7y0WzcZJmvGM9w/s/2573742772/br/223572706224-l
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9..z-ziWew0ydXOkZxijFYqTm12J02umFw2pkXWOQm9KRU/s/2573742772/br/223572706224-l
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Proposed "Device" means an instrument, apparatus, implement, 
machine, contrivance, implant, in vitro reagent, or other 
similar or related article, including a component part, or 
accessory which is: 
(a) Recognized in the official national formulary, or the 
United States Pharmacopoeia, or any supplement to them; 
(b) Intended for use in the diagnosis of disease or other 
conditions, or in the cure, mitigation, treatment, or 
prevention of disease, in human beings or other animals; 
or 
(c) Intended to affect the structure or any function of the 
body of human beings or other animals, and which does 
not achieve its primary intended purposes through 
chemical action within or on the body of human beings or 
other animals and which is not dependent upon being 
metabolized for the achievement of its primary intended 
purposes.  
(d) The term "device" does not include software functions 
excluded under 21 U.S.C. Sec. 360j(o). See 21 U.S.C. Sec. 
321(h)(1) of the Federal Food, Drug, and Cosmetic Act. 

Removed definition as it is 
not relevant to PDAB and not 
used in the rule.  

Adopted Definition removed 

WAC 182-52-0010 

Proposed "Drug" means a substance: 
(a) Recognized as drugs in the official United States 
Pharmacopeia, official Homeopathic Pharmacopoeia of the 
United States, or official national formulary, or any 
supplement to any of them; 
(b) Intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease in human beings; 
(c) Other than food, minerals, or vitamins intended to 
affect the structure of any function of the body of human 
beings; and 
(d) Intended for use as a component of any article 
specified in (a), (b), or (c) of this definition. "Drug" does not 
include devices or their components, parts, or accessories. 

Removed part of definition 
referencing device as it is not 
relevant to PDAB and not 
referenced in the rule text.  

Adopted "Drug" means a substance: 
(a) Recognized as drugs in the official United States 
Pharmacopeia, official Homeopathic Pharmacopoeia of the 
United States, or official national formulary, or any 
supplement to any of them; 
(b) Intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease in human beings; 
(c) Other than food, minerals, or vitamins intended to 
affect the structure of any function of the body of human 
beings; and 

(d) Intended for use as a component of any article 
specified in (a), (b), or (c) of this definition. 

WAC 182-52-0010 

Proposed "Rebate" means negotiated price concessions, 
discounts, however characterized, that accrue directly 
or indirectly to a reporting entity in connection with 
utilization of prescription drugs by reporting entity 
members including, but not limited to, rebates, 

Clarification of definition 
based on stakeholder 
comment.  
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administrative fees, market share rebates, price 
protection rebates, performance-based price 
concessions, volume-related rebates, other credits, 
and any other negotiated price concessions or 
discounts that are reasonably anticipated to be 
passed through to a reporting entity during a 
coverage year, and any other form of price concession 
prearranged with a covered manufacturer, dispensing 
pharmacy, pharmacy benefit manager, rebate 
aggregator, group purchasing organization, or other 
party which are paid to a reporting entity and are 
directly attributable to the utilization of certain drugs 
by reporting entity members. 

Adopted "Rebate" means negotiated price concessions, discounts, 
however characterized, that accrue directly or indirectly to 
an entity in connection with utilization of prescription 
drugs including, but not limited to, rebates, administrative 
fees, market share rebates, price protection rebates, 
performance-based price concessions, volume-related 
rebates, other credits, and any other negotiated price 
concessions or discounts that are reasonably anticipated to 
be passed through to an entity during a coverage year, and 
any other form of price concession prearranged with a 
manufacturer, dispensing pharmacy, pharmacy benefit 
manager, rebate aggregator, group purchasing 
organization, or other party which are paid to an entity and 
are directly attributable to the utilization of certain drugs. 

WAC 182-52-0010 

Proposed "Therapeutic alternative" means a drug product that 
contains a different chemical structure than the drug 
prescribed but is in the same pharmacologic or 
therapeutic class and can be expected to have a 
similar therapeutic effect and adverse reaction profile 
when administered to individuals in a therapeutically 
equivalent dose. 

Definition updated based on 
stakeholder comment.  

Adopted "Therapeutic alternative" means a drug product that may 
contain a different chemical or biological structure than 
the drug prescribed and can be expected to have a similar 
therapeutic effect and adverse reaction profile when 
administered to individuals in a therapeutically equivalent 
dose. 

WAC 182-52-0020(3) 

Proposed (3) The board chair may, if they choose, to step down from 
their chair responsibilities but can continue to be an active 
board member. 

Clarification 

Adopted (3) The board chair may choose to step down from their 
chair responsibilities and can continue to be an active 
board member. 

WAC 182-52-0040(2) 

Proposed For drugs chosen for the affordability review, the board 
must determine whether the drug has led or will lead to 
excess costs to patients or to public or private health care 

Clarification based on 
stakeholder comment.  
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systems. The board may examine publicly available and 
confidential information from the prescription drug 
manufacturer and other sources. 

Adopted For drugs chosen for the affordability review, the board 
must determine whether the drug has led or will lead to 
excess costs to patients. Additionally, the board will 
determine whether a drug has led to or will lead to excess 
costs as defined in RCW 70.405.010. The board may 
examine publicly available and confidential information 
from the prescription drug manufacturer and other 
sources. 

WAC 182-52-0045(3) 

Proposed (3) All confidential information collected by the board or 
the authority under this section is not subject to public 
disclosure under chapter 42.56 RCW. 

Based on stakeholder 
comment removed term 
“confidential” to align with 
statute. Adopted (3) All information collected by the board or the authority 

under this section is not subject to public disclosure under 
chapter 42.56 RCW. 

WAC 182-52-0050(3) 

Proposed (3) The confidential information provided by manufacturers 
under this chapter is not subject to public disclosure under 
chapter 42.56 RCW. 

Clarification based on 
stakeholder comment 

Adopted (3) The information collected by the board pursuant to 
RCW 70.405.040 is not subject to public disclosure under 
chapter 42.56 RCW. 

WAC 182-52-0050(4) 

Proposed (4) Any confidential information provided under this 
chapter may not be publicly released. Recipients of data 
under subsection (1) of this section must: 
(a) Follow all rules adopted by the authority regarding 
appropriate data use and protection; and 
(b) Acknowledge that the recipient may be responsible for 
liability arising from misuse of the data and that the 
recipient does not have any conflicts under the Ethics in 
Public Service Act that would prevent the recipient from 
accessing or using the data. 

Clarification of data 
confidentiality based on 
stakeholder comment. 

Adopted (4) The authority provides data only after the data 
recipient, as defined by this chapter, has signed a 
nondisclosure agreement. The authority may prohibit 
access to or use of the data by a data recipient who violates 
the nondisclosure agreement. 

WAC 182-52-0050(5) 

Proposed No previous subsection Added data confidentiality 
criteria as a result of 
stakeholder request. This 
data mirrors that in the Drug 
Price Transparency Program 
found in WAC 182-51-0900.  

Adopted (5) Data recipients must keep data confidential by: 
(a) Accessing, using, and disclosing information only in 
accordance with this section and consistent with applicable 
statutes, regulations, and policies; 
(b) Having a public policy purpose to access and use the 
confidential information according to chapter 70.405 RCW; 
(c) Protecting all confidential information against 
unauthorized use, access, disclosure, or loss by employing 
reasonable security measures in alignment with the agency 
information system security plan, including physically 

https://app.leg.wa.gov/WAC/default.aspx?cite=182-51-0900
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securing any computers, documents, or other media 
containing confidential information and viewing 
confidential information only on secure workstations in 
nonpublic areas; 
(d) Destroying all confidential information according to 
document retention requirements; 
(e) Adhering to the confidentiality requirements in this 
section after the data recipient is no longer an authorized 
data recipient under chapter 70.405 RCW; and 
(f) Acknowledging that the data recipient may be 
responsible for liability arising from misuse of the data. 

WAC 182-52-0050(6) 

Proposed No previous subsection Added data confidentiality 
criteria as a result of 
stakeholder request. This 
data mirrors that in the Drug 
Price Transparency Program 
found in WAC 182-51-0900. 

Adopted (6) Data recipients must not: 
(a) Disclose any confidential information, as defined by 
WAC 182-52-0010, or otherwise publicly release the 
confidential information; 
(b) Use or disclose any confidential information for any 
commercial or personal purpose, or any other purpose that 
is not authorized in chapter 70.405 RCW; 
(c) Attempt to identify people who are the subject of the 
confidential information; 
(d) Discuss confidential information in public spaces in a 
manner in which unauthorized individuals could overhear; 
(e) Discuss confidential information with unauthorized 
individuals, including spouses, domestic partners, family 
members, or friends; 
(f) Have any conflicts of interests under the Ethics in Public 
Service Act that would prevent the data recipient from 
accessing or using confidential information; and 
(g) Share information received according to this chapter 
with any person who is not authorized to receive 
confidential information as specified by this chapter. 

 

If a preliminary cost-benefit analysis was prepared under RCW 34.05.328, a final cost-benefit analysis is available by 
contacting: 

Name:       

Address:       

Phone:       

Fax:       

TTY:       

Email:       

Web site:       

Other:       

Note:   If any category is left blank, it will be calculated as zero. 
No descriptive text. 

 
Count by whole WAC sections only, from the WAC number through the history note. 

A section may be counted in more than one category. 

The number of sections adopted in order to comply with: 

Federal statute:  New      Amended      Repealed       

Federal rules or standards:  New      Amended      Repealed       

Recently enacted state statutes:  New      Amended      Repealed       

https://app.leg.wa.gov/WAC/default.aspx?cite=182-51-0900
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The number of sections adopted at the request of a nongovernmental entity: 

New        Amended      Repealed       

 

The number of sections adopted on the agency’s own initiative: 

New        Amended      Repealed       

 

The number of sections adopted in order to clarify, streamline, or reform agency procedures: 

New   18 Amended      Repealed       

 

The number of sections adopted using: 

Negotiated rule making:  New      Amended      Repealed       

Pilot rule making:  New      Amended      Repealed       

Other alternative rule making:  New 18 Amended      Repealed       

 

Date Adopted: January 2, 2024 

 

Name: Wendy Barcus 
 

Title: HCA Rules Coordinator 

Signature: 
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