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Welcome!
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Agenda:
• Review meeting No. 3 comments and response

oQuestions

oDiscussion

• Discussion of draft rules (836-200-0505 to -0560)
• Input on Statement of Need and Fiscal Impact (SNFI)
• Public comment 
• Next steps



Overview: Meeting No. 3 themes and next steps 

Member topics and 
recommendations 
• Clarity of certain provisions

oUse of ‘NDC’ referring to NDC-9 
or NDC-11

o ‘good faith effort’ vs. ‘act in 
good faith’

o Inclusion of virtual 
manufacturers

o Trade secret requirements

DFR response

• NDC-11, DPT reporting is per 
package NDC

• Not a compliance shift, simply 
clearer and more consistent with 
current statute

• Intent to continue including virtual 
manufacturers – draft edits made

• Draft revisions made
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836-200-0505: Reporting manufacturer definition

4



836-200-0540 (1)(b): Information claimed to be 
trade secret
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Overview: Meeting No. 3 themes and next steps 

Member topics and 
recommendations 
• Alignment with statutory 

requirements
oManufacturer certification 

of accurate information
oDraft language regarding 

marketing costs and 
pricing methodology

oIndependent Patient 
Assistance Programs

DFR response

• Some draft language changes 

• More internal discussion 
planned

• More RAC discussion needed 
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836-200-0540 (1)(d): Information claimed to be 
trade secret
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836-200-0531 (1)(d):
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Patient assistance programs: ORS 646A.689(1)(g) 
and OAR 836-200-0532 (2)
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Discuss draft rules 836-200-0505 to 0560
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Discussion of State of Need and Fiscal Impact
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• How will adoption of the rules affect equity in Oregon?
o Who is this going to impact?
o How might it impact one group different than others?

•  Fiscal and economic impact?
o For small businesses (<50) in Oregon?

•  Other comments or questions?



Public comment 
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Next steps
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• Final RAC comments due: Dec. 11, 2024

• Feb. 1, 2025 – Notice of proposed rulemaking published

• Feb. 24, 2025 – Rulemaking hearing

• March 3, 2025 – Public comments due

• March 25, 2025 – Permanent rulemaking filed
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Senior policy advisor 
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