
 

 

 

 
 
November 13, 2025 
  
Eric Hernandez, Acting Executive Director 
Certificate of Need Program 
CNrulemaking@doh.wa.gov    
 
RE: WSR 25-22-023, CR-101 for Certificate of Need Rulemaking regarding In-Home 
Kidney Dialysis in Nursing Homes 
 
Dear Mr. Hernandez,     
 
Fresenius Medical Care (“FME”) appreciates the Washington State Department of Health 
Certificate of Need Program (“CN Program”) publishing on October 31st its draft rule 
changes pursuant to the CR-101 regarding establishing requirements for in-home kidney 
dialysis services within nursing homes under the CN program.  
 
Please see attached a set of written comments and questions that FME has prepared in 
anticipation of the upcoming November 20th rulemaking workshop for the CN Program’s 
consideration.  
 
If you have any questions or need additional information, please do not hesitate to contact 
me at maria.c.garcia@freseniusmedicalcare.com or 707.246.2773. 
 
Sincerely,  
 
Maria Garcia 
Senior Director, State Government A\airs 
Fresenius Medical Care  
  



Fresenius Medical Care 
Written comments for rulemaking under [CR-101] WSR 25-22-023 

Fresenius Medical Care (“FME”) appreciates the opportunity to participate in the 
Washington State Department of Health Certificate of Need Program (“CN Program”) 
rulemaking process regarding allowing in-home kidney dialysis and training services in 
nursing homes. FME respectfully submits the following comments and questions for the 
CN Program’s consideration.  

List of Comments and Questions 
1. Subsection (1) of the draft regulations states “in-home dialysis services provided to 

residents of a nursing home are not considered to be the establishment of a new kidney 
disease treatment center as defined by WAC 246-310-800(10).” This statement is 
consistent with relevant CMS guidance, which treats such services as home dialysis.1 
In other contexts, the CN Program uses the Determination of Reviewability (“DOR”) 
process for projects that are not considered the establishment of a new health care 
facility under CN laws and regulations.  For example, providers submit DOR requests for 
kidney dialysis treatment center relocation pursuant to WAC 246-310-830(4).2   

Question: Is the CN Program considering developing a special DOR packet for 
these services? 3  
 

2. It appears that the CN Program is proposing that this new regulation be placed in the 
nursing home CN rules (WAC 246-310-38X) and not the CN kidney dialysis section 
(WAC 246-310-8XX).  Further, DSHS regulations regarding nursing homes address 
dialysis services in these settings separately (see WAC 388-97-1900).4  

• Question: What’s the rationale behind placing the draft rule in the CN nursing 
home section?   

• Question: How do the draft rules being proposed by the CN Program di\er from 
or relate to the existing DSHS requirements? 
 
 

 
1 CMS, Guidance and Survey Process for Reviewing Home Dialysis Services in a Nursing Home REVISED (Mar. 
22, 2023), available at https://www.cms.gov/files/document/qso-18-24-esrd-revised.pdf.  
2 See, e.g., DOR Replacement Authorization #101 (Nov. 13, 2020).   
3 Washington State Department of Health, Ambulatory Surgery Center/Facility Certificate of Need 
Determination of Reviewability Packet (Nov. 2020), available at 
https://doh.wa.gov/sites/default/files/legacy/Documents/2300/2018/260014.pdf.  
4 WAC 388-97-1900, available at https://app.leg.wa.gov/wac/default.aspx?cite=388-97-1900  



 
3. Previous decisions from the CN Program referenced the O\ice of Health Systems 

Oversight (OHSO), and its interpretation of the "treatment den" model.  
• Question: Has the CN Program received any new guidance from OHSO that the 

ESRD stakeholder community should be aware of when reviewing the proposed 
draft rules? 
 

4. In section (2)(c) of the draft rules, one of the applicants is required to be an existing, 
CN-approved kidney disease treatment center.  

• Question: Is the CN Program envisioning this definition to be inclusive or 
exclusive of “home training only” programs that operate in Washington State? 
For an example of a “home training only” program, see the CN Program’s 
decisions regarding DOR21-02 and DOR21-35.  

 

 

 


