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Contractors 
Affected 

 

• Fiscal Intermediaries (FIs) 
• Part A/B Medicare Administrative Contractors (A/B MACs) 

Provider Types 
Affected 

 
Critical Access Hospitals (CAHs) that bill Medicare FIs or A/B MACs for services provided to 
Medicare beneficiaries. Rural Health Clinics (RHCs), Federally Qualified Health Clinics 
(FQHCs), and Skilled Nursing Facilities (SNFs) may also wish to review this information that 
clarifies payment to these entities for laboratory tests performed at a RHC, FQHC, or SNF. 
 

 

 

 
CR6395 announces a change in the payment methodology for CAHs submitting claims for 
certain outpatient clinical diagnostic laboratory tests. 
 

  

Provider Needs to 
Know… 

• CR6395 changes the policy of who is considered an outpatient of a CAH when 
outpatient clinical diagnostic laboratory services are provided, effective for dates of 
service on or after July 1, 2009.   

• Section 148 of MIPPA provides that the patient for whom the services are provided is no 
longer required to be physically present in the CAH at the time the specimen is 
collected, but must be an outpatient of the CAH (as defined by 42 Code of Federal 
Regulations 410.2) and is receiving services directly from the CAH.   
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• If these outpatient requirements are met, a CAH can submit a type of bill (TOB) 85X for 
outpatient clinical diagnostic laboratory tests for such patients for dates of service on or 
after July 1, 2009. Such services will be paid at 101% of reasonable cost.  

Note: Beneficiaries are not liable for any coinsurance, deductible, co-payment, 
or other cost sharing amount with respect to CAH clinical laboratory services.  

• For purposes of Section 148, the patient is considered to be receiving services directly 
from the CAH if either one of the following qualifications is met:   
• The patient receives outpatient services in the CAH on the same day the specimen 

is collected; or  
• The specimen is collected by an employee of the CAH.   

• If the patient is physically present in the CAH or a facility that is provider-based to the 
CAH at the time the specimen is collected, neither of the above two conditions need to 
be met.     

• For purposes of payment, when a patient is located in a SNF and the CAH employee 
goes to the SNF to collect a specimen, the CAH will only receive payment at 101% of 
reasonable cost once the patient’s Medicare Part A days have expired. Prior to the 
patient’s Part A days expiring, payment for the collection of a lab specimen at a SNF is 
included in the SNF’s bundled payment.  

• Providers should be aware that payment to a RHC/FQHC for laboratory tests performed 
for a patient of that clinic/center is not included in the all-inclusive rate and may be billed 
separately by either the base provider for a provider-based RHC/FQHC or by the 
physician for an independent or free-standing RHC/FQHC.   

• If the RHC/FQHC is provider-based, payment for laboratory tests is to the base provider 
(i.e., hospital).  

• If the RHC/FQHC is independent or freestanding, payment for laboratory tests is made 
to the practitioner (physician) via the clinical laboratory fee schedule.   

 

  

Background 

• CR3835 (Redefined Type of Bill (TOB), 14x, for Non-Patient Laboratory Specimens, 
issued on October 28, 2005), introduced a new definition of TOB 14X, to be used only 
for non-patient laboratory specimens, effective October 1, 2004.  

• It also provided that CAHs billing a 14X TOB for a non-patient laboratory specimen 
would be reimbursed under the Clinical Laboratory Fee Schedule.   

• Tests for non-patients are still to be billed on the TOB 14X and such claims will be paid 
based on the clinical laboratory fee schedule. 
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Operational 
Impact 

 
N/A 
 

  

Reference 
Materials 

 
The related MLN Matters® article can be found at 
http://www.cms.hhs.gov/MLNMattersArticles/downloads/MM6395.pdf on the CMS 
website.  
The official instruction (CR6395) issued regarding this change may be found at 
http://www.cms.hhs.gov/Transmittals/downloads/R1782CP.pdf on the CMS website. 
The updated Medicare Claims Processing Manual, Chapter 4 (Part B Hospital (Including 
Inpatient Hospital Part B and OPPS)), Chapter 13 (Radiology Services and Other Diagnostic 
Procedures), and Chapter 16 (Laboratory Services), are included as an attachment to 
CR6395. 
Providers can find the MLN Matters® article related to CR3835 at 
http://www.cms.hhs.gov/MLNMattersArticles/downloads/MM3835.pdf on the CMS 
website.   
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