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• Founded in 1992 to provide a dedicated policy and advocacy 
voice for the entrepreneurial sector of the medical device industry

• Today MDMA represents over 300 member companies, ranging 
from small innovators to the largest companies in the world

• MDMA's mission is to promote patient access to safe & effective 
medical technologies that improve health outcomes

• We value collaboration with other stakeholders and key
government agencies on policies that support innovation and 
effective use of healthcare resources

About MDMA



• CMS has proposed to update the non-physician clinical labor cost data used to 
calculate direct practice expense (PE).  This data was last updated in 2002.  

• The substantial and wide-ranging reductions in non-facility payment rates resulting 
from CMS’s proposed methodology will reduce access for Medicare beneficiaries.

• The reductions are due to CMS administrative policy of applying budget neutrality 
within the direct practice expense pool. 

• Under this policy, an increase in reimbursement for clinical labor costs must be 
offset by decreasing reimbursement for the other two components of direct 
practice expense—medical supplies and equipment.

• If implemented as proposed, at least 142 codes will have national non-
facility PFS rates that are 10% or more below the physician’s direct supply 
and equipment costs.  That is more than 20 times the number in CY 2021.1

• Non-facility payment rates that are less than what it costs a physician to provide a 
service in the office setting would shift a significant amount of procedural volume to 
hospital outpatient departments and ambulatory surgery centers, possibly creating 
barriers to access for some Medicare beneficiaries.

Summary

1 Source:  MCDA/Medical Technology Partners. (Analysis limited to codes with at least 
$100 in direct supply and equipment cost.)
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Code 
Non-Facility 

2021 
Payment 

2022 
Payment 

% 
Change 

52441 $1,433 $1,155 -19.4% 

52442 $1,021 $796 -22.0% 

 
A typical 4-implant PUL procedure involves billing 52441 one time and add-on code 52442 
three times.   In the non-facility (office) setting, a physician is proposed to receive $3,543 for 
a 4-implant procedure, as opposed to $4,493 in 2021.  This dramatic payment reduction of 
$950/procedure would make offering this procedure in the office setting inviable.  
 
PUL Would Not Be Available in the Office Setting 
 
As part of the Proposed Rule, CMS released the Direct Practice Expense Supply Inputs for 
each code.  The supply inputs for 52441 are shown below.    
  

Direct PE Inputs for 52441:  Supplies (2022P) 

Description Category CMS 
Code Unit Price Qty 

drape-towel, sterile 18in x 26in Gown, Drape SB019 item 0.47 2 
gown, staff, impervious Gown, Drape SB027 item 1.186 1 
swab-pad, alcohol Pharmacy, NonRx SJ053 item 0.04 1 
pack, cleaning and disinfecting, 
endoscope Kit, Pack, Tray SA042 pack 19.43 1 

drape, sterile, for Mayo stand Gown, Drape SB012 item 1.07 1 
shoe covers, surgical Gown, Drape SB039 pair 0.1 2 
cap, surgical Gown, Drape SB001 item 1.14 2 
kit, scissors and clamp Kit, Pack, Tray SA027 kit 0.82 1 
tray, catheter insertion (w-o catheter) Kit, Pack, Tray SA063 tray 1.27 2 
catheter, straight Accessory, Procedure SD030 item 2.76 1 
pack, minimum multi-specialty visit Kit, Pack, Tray SA048 pack 5.02 1 
gloves, sterile Gown, Drape SB024 pair 0.91 1 
Urolift Implant and implantation device Accessory, Procedure SD291 item 875 1 
pack, urology cystoscopy visit Kit, Pack, Tray SA058 pack 113.7 1 
sodium chloride 0.9% irrigation (500-
1000ml uou) Pharmacy, Rx SH069 item 3.34 1 

lidocaine 2% jelly, topical  (Xylocaine) Pharmacy, Rx SH048 ml 1.04 30 
syringe, Toomey Hypodermic, IV SC062 item 3.35 1 
needle, 18-26g 1.5-3.5in, spinal Hypodermic, IV SC028 item 9.96 1 
needle, 18-27g Hypodermic, IV SC029 item 0.04 1 
syringe 20ml Hypodermic, IV SC053 item 0.83 1 
lidocaine 1%-2% inj (Xylocaine) Pharmacy, Rx SH047 ml 0.06 20 

The proposed CY 2022 payment for a typical four-implant Urolift
procedure is $3,543. The total cost of just the implants is $3,500. 
The remaining $43 is inadequate to cover the cost of other supplies 
($220.05), 150.5 minutes of RN labor, equipment costs, malpractice 
costs, indirect costs, plus the physician’s 7.03 RVUs of work. 



55874 Transperineal placement of biodegradable material, peri-prostate, single 
or multiple injection(s), including image guidance, when performed. 

Due to the proximity of the two organs, radiation 
therapy of the prostate can unintentionally cause 
damage to the rectum, which can lead to issues 
with bowel function.

A rectal spacer is an injectable, biodegradable 
material that increases the space between the 
prostate and rectum, reducing the often-
debilitating side effects and potentially chronic 
complications associated with rectal damage.

CMS has proposed a non-facility payment for CY 
2022 of $2,566, which includes $2,454 in direct 
practice expense reimbursement.  With a device cost 
of $2,965, an office-based physician would incur a 
$399 loss on the device alone, before accounting for 
the cost of other necessary supplies, 62 minutes of 
RN labor, equipment, malpractice, and indirect costs. 
The physician would also incur 3.03 RVUs of work
that would not be compensated.



• CMS should defer the proposed update to clinical labor data until the 
agency and stakeholders have an opportunity to consider and comment 
on alternative approaches to mitigate the negative impact on office-
based specialists and on beneficiary access to device-intensive 
procedures.

• A phase-in of the reductions is not sufficient to resolve the problem.

• Other benefits of a delay:

• Can align timing with other, potentially interdependent updates to the 
practice expense methodology already in process

• Can incorporate updates to BLSA data and methodology that will be 
implemented in 2022 

• Allows Congress time to consider appropriate statutory changes or other 
legislative action aimed at maintaining the viability of device-intensive 
procedures in the office setting 

• Avoids further disruption and financial strain for physician practices during 
the ongoing COVID-19 public health emergency 


