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1. Benefits of Co-Location Arrangements  

2. Regulatory Hurdles and Potential Penalties  

3. Best Practices for Structuring Arrangements  
and Assuring Compliance  

1. Provider-based status issues 

2. Co-located hospitals, DPUs, and HwHs 

3. Suppliers (ASCs, IDTFs and DMEPOS) 

Overview 

5 



McGuireWoods | 6  

CONFIDENTIAL 

Delivering on Patient Experience: 

The Benefits of Co-Location 

Arrangements  
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• Efforts to control the total cost of care and improve 
quality have led Medicare-certified providers and 
suppliers to pursue greater integration and 
collaboration 

• As the incentives to deliver integrated population 
health solutions increase, providers are seeking ways 
to enhance the patient experience 

• Co-location arrangements between different providers 
and suppliers can achieve the appearance of an 
integrated patient solution that differentiates providers 
and suppliers from their competitors  

Shifting Competitive Landscape Pushes 

Hospitals to Integrate 
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• Space sharing and co-location arrangements 
enhance the patient experience  and reduce provider 
costs by:  

Co-Location Arrangements Help  

Providers Achieve Integration Goals  

8 

Providing on-site ancillary services  

Improving continuity of care  

Reducing duplicate fixed-cost investments 

Presenting opportunities to reduce personnel, 
administrative, and equipment costs 
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Playing by the Rules: Regulatory 

Hurdles and Potential Penalties  
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• A seemingly straightforward business decision 
involving shared space or co-location entails 
significant risk if leaders proceed without adhering to 
regulations applying to all Medicare-certified 
providers and suppliers 

• Hospital co-location and shared-space arrangements 
can run afoul of several Medicare regulations, 
including the provider-based rules 

Good Business Solutions Complicated by 

Regulatory Hurdles  
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• Potential penalties for violating the provider-based 
rules can be significant and include:  

– Recoupment of all increased OPPS payments  
for all cost report periods subject to reopening  

– Potential False Claims Act liability  

– Imposition of a plan of correction  

– Termination of CMS provider agreement 

– Additional costs associated with early lease 
termination and/or construction to achieve required 
separation 

The Significant Cost of Noncompliance  

11 
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• To attain provider-based status and receive OPPS payments as 
a provider-based department of the hospital, a facility must 
attest that:  

– The department operates under the same license, ownership, and control 
as the main provider; 

– Clinical services of the facility and the main provider are integrated; 

– Financial operations of the facility are fully integrated with those of the 
main provider; 

– The facility is held out to the public as part of the main provider; 

– Reporting relationships between the facility and the main provider have 
the same characteristics as those between the main provider and an 
existing department; and 

– The facility is located within a 35-mile radius of the campus of the main 
hospital provider  

Requirements for Provider-Based Status 

12 
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• Never before has a hospital department’s provider-
based status been more at risk than it is today 

• CMS seeks to reduce Medicare spending by 
scrutinizing facility fees paid to hospitals under the 
OPPS for outpatient services provided in hospitals 
and their provider-based departments 

• In 2012, MedPAC raised concerns over increasing 
costs attributable to provider-based payments and 
recommended that CMS implement site-neutral 
payments 

Higher Provider-Based Spending Leads to 

Calls for Payment Reform 

13 
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• The OIG included “provider-based 
status” enforcement in its 2013 – 2016 
work plans; sent surveys to hospitals 
requesting detailed information on their 
provider-based departments  

• CMS recently began training accrediting 
organizations on shared-space 
arrangements in provider-based 
settings; expanding training to state 
survey directors 

A Perennial Focus for Regulators 

14 
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2016 OIG Report 
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2016 OIG Report 
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• Half of hospitals owned at least one provider-
based facility.  

• Nearly two-thirds (61 percent) of hospitals 
that owned provider-based facilities had not 
attested for at least one of those facilities. 

• 39 of the 50 hospitals (78%) that had not 
voluntarily attested for all of their provider-
based facilities owned off-campus facilities 
that did not meet at least one provider-based 
requirement. 

• OIG recommended that CMS take 
“appropriate action” against hospitals 
identified through OIG’s audit as being non-
compliant with provider-based rules. 

2016 OIG Report 

Significant findings 
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2016 OIG Report 
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• CMS does not determine whether all 
provider-based facilities meet 
requirements for receiving higher 
provider-based payment.  

• CMS cannot identify all on- and off-
campus provider-based billing in its 
aggregate claims data, a capability that is 
critical to ensuring appropriate payments.  

• CMS may have difficulty implementing 
recent legislative changes because of its 
inability to segregate all provider-based 
billing from other claims data 

2016 OIG Report 

Additional Findings 
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• Historically, CMS and its contractors did little to 
verify the accuracy of provider-based attestations 

• In recent years, CMS has strengthened its review of 
provider-based departments through audits, closer 
inspection of attestations, and surveys 

• CMS has voiced concern with shared space and 
co-location arrangements between hospitals, 
physician groups, ASCs, and other providers and 
suppliers 

 

Enforcement Focusing on Shared Space, 

Co-Location Arrangements 

20 



McGuireWoods | 21  

CONFIDENTIAL 

• Our Lady of Lourdes Memorial Hospital (NY), Oct. 2014 

– Reached a $3.37 million settlement with DOJ following the 

hospital’s self-disclosed noncompliance with the provider-

based requirements for its hyperbaric oxygen therapy 

program  

• W.A. Foote Memorial Hospital d/b/a Allegiance Health 

(MI), Feb. 2015 

– Agreed to pay $2.6 million after self-disclosing a violation of 

the provider-based rules pursuant to an existing corporate 

integrity agreement for improperly billing hyperbaric oxygen 

therapy services provided under a management agreement 

Recent Enforcement Actions 

21 
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• St. Peter's Hospital (MT), Oct. 2015 

– “Visiting specialist” arrangement wherein the hospital leased 
space to visiting specialists in two clinic locations for a number of 
years. 

– One site was in the same building as the main hospital; the other 
was across the street.  Both locations were a combination of  
provider-based operations staffed by employed physicians and 
space used by visiting specialists under part-time leases. 

– Hospital appears to have requested provider-based status for the 
clinics.  The request was denied by CMS based on the lack of 
separation of space.   

– CMS reportedly demanded repayment  of approximately $1.5M. 

– Unknown if hospital appealed. 

Recent Enforcement Actions 
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Making Sense of CMS’s Informal 

Guidance to Date 
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• CMS has yet to issue formal guidance on provider-
based implications of shared-space arrangements 
between hospitals and freestanding entities  

• Regional offices have opined through letters, emails, 
and phone conversations with providers and their 
counsel 

• Informal guidance to date has strictly disapproved of 
any shared space between a hospital provider-based 
department and a freestanding entity  

 

Formal CMS Guidance Remains Elusive 

Regional Offices Providing Informal Opinions 

24 
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• Medicare requires that the entire hospital comply with the  
Conditions of Participation (CoPs) as one hospital 

• All locations of the hospital (on or off campus) must comply  
with the CoPs as a single entity; noncompliance with the CoPs 
at any location results in noncompliance for the entire hospital 

• A single certified hospital with multiple locations must have one 
medical staff, governing body, unified medical record, set of 
organizational policies, nursing department, and license (or 
separate licenses for each campus as state law requires) 

• Hospitals with two or more campuses (remote locations), 
satellites, or off-campus outpatient departments must also 
comply with the provider-based rules at 42 C.F.R. § 413.65 

 

Multiple Locations Must Comply with 

Regulations as a Single Entity  

25 

Source: AHLA, Hospital Co-Location Webinar with David W. Eddinger, Technical Director, Hospital Survey & Certification at CMS, May 5, 2015.  
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• Certified hospital space, departments, 
services, and/or locations:  

– Must be under the hospital’s control 
at all times  
(24 hours/day, 7 days/week) 

– Cannot be “part time” part of the 
hospital and “part time” another 
hospital, ASC, physician office, or 
any other provider space 

Hospital Space Must be Devoted to Exclusive 

Use by the Hospital 
CMS Informal Guidance – AHLA Webinar May 2015 

26 

Source: AHLA, Hospital Co-Location Webinar with David W. Eddinger, Technical Director, Hospital Survey & Certification at CMS, May 5, 2015.  
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• Examples include hospital co-location with: 

– ASCs 

– Hospice inpatient facilities  

– Physician offices 

– ESRD facilities  
(independent or hospital-based) 

– SNFs/NFs 

– Other co-located activities owned by the hospital’s 
direct owner, a parent corporation, or another entity 

Potential Co-Location Compliance Issues 

27 

Source: AHLA, Hospital Co-Location Webinar with David W. Eddinger, Technical Director, Hospital Survey & Certification at CMS, May 5, 2015.  
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• An Indiana hospital established an off-campus 
location purporting to house the hospital’s radiology 
department and a freestanding imaging center 

• In July 2011, the CMS Region V office issued a 
determination letter denying the hospital’s provider-
based status after learning that the provider-based 
radiology department shared space with the 
freestanding imaging facility  

• CMS sought to recover Medicare overpayments 
dating back to the submission of the provider-based 
attestation in 2002 

 

Case Study: CMS Chicago Regional  
Office Letter to Indiana Hospital 

28 
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• CMS’s rationale for denying provider-based status:  

– Radiology department was not included on the main 
hospital’s license  

– Non-hospital services provided at the freestanding entity 
were not integrated with the main hospital 

 Medical director had no reporting relationship similar to 
other departments at the main hospital 

 Main hospital was not responsible for utilization review 
and quality assurance; no integration of medical records  

Case Study: CMS Chicago Regional Office 
Letter to Indiana Hospital 

29 
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• CMS’s rationale for denying provider-based status:  

– Operations at the facility were not financially integrated 
with those at the main provider hospital 

 That the facility operated as a freestanding facility was 
evidence that services were not financially integrated with 
those of the main provider  

 Operations of freestanding entity were not reported as a 
cost center on the main provider’s Medicare cost report 

Case Study: CMS Chicago Regional  

Office Letter to Indiana Hospital 

30 
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• CMS’s rationale for denying provider-based status:  

– Provider-based space was not clearly held out to the 
public as distinct and separate from freestanding space 

 Since the radiology department was also held out to the public 
as a freestanding imaging center, it was not held out to the 
public as a component of the main hospital  

 “indications that a purported hospital space may instead be a 
part of a larger component”:  

o Shared entryway  

o Interior hallways  

o Bathroom facilities  

o Treatment rooms 

o Waiting rooms 

o Registration areas 

Case Study: CMS Chicago Regional Office 

Letter to Indiana Hospital 
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• CMS’s rationale for denying provider-based status:  

– To the extent the facility was owned and operated 
by the freestanding center and was under the 
center’s administration and supervision, it was not 
under the ownership, control, administration, and 
supervision of the main hospital 

 Freestanding center did not operate under same 
governing body as the main hospital and was not subject 
to its bylaws 

 Freestanding center was not under direct supervision of 
main hospital and did not maintain reporting relationship 
with it 

Case Study: CMS Chicago Regional  

Office Letter to Indiana Hospital 

32 
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• Hospital sought to lease a community pool to provide 
outpatient rehab pool therapy 

• The Medicare Benefit Policy Manual states that an 
outpatient hospital may furnish therapy services in a 
community pool through a lease or rental agreement if 
exclusive access requirements are met. See Chapter 15 § 
220.C.  

• CMS indicated that the manual is incorrect and that a 
revision is forthcoming 

Case Study: Leasing of Community Pool for 

Outpatient Rehab 

33 

“…hospital space must be hospital space 24/7. A hospital can 
never establish part time space as a place to provide services 
under the hospital’s provider agreement.”  

CMS Official 
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• Hospital A sought to lease outpatient provider-based 
oncology space to Hospital B, who would use the 
space for its own provider-based oncology services 

• Patients would have to walk through Hospital A’s 
space to access the oncology treatment area 
belonging to Hospital B 

• CMS expressed concern over the potential confusion 
that patients (and surveyors) might experience when 
accessing Hospital B’s space 

Case Study: Leasing Provider-Based 

Oncology Space to Another Hospital  

34 
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• Solutions include:  

– Locating Hospital B’s provider-based department on the 
first floor of the hospital with a separate entrance 

– Leaving Hospital B’s provider-based department on the 
third floor of the hospital with direct elevator access from 
outside to an enclosed unit on the third floor 

Case Study: Leasing Provider-Based 

Oncology Space to Another Hospital  

35 
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Moving with Confidence: Best 

Practices for Structuring 

Compliant Arrangements 
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• Enroll as: 

– Physician group practice 

– Ambulatory Surgical Center (ASC) 

– Independent Diagnostic Testing 
Facility (IDTF) 

 

 

Option 1: Structure the Entity as a  

Freestanding Provider or Supplier  

37 
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Considerations for Structuring as a Freestanding 

Provider or Supplier  

38 

Benefits  

 

• Lower copayments and 

out-of-pocket obligations 

for patients  

• Greater ability to compete 

with retail providers  

• Not required to comply 

with the provider-based 

regulations 

Drawbacks 

 

• Unable to bill for provider-

based facility fees  

• Unable to claim on 

Medicare cost report  

• Internal reporting and 

oversight structure issues 

(since not a hospital 

department) 
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• Separate suite functioning as a completely enclosed 
unit with a separate entrance and clear signage 

• Key elements to remember:   

– No shared entry, registration, or waiting areas 

– No passing through a freestanding area to get to the 
hospital area  

– No co-mingling of staff 

– Signage must clearly indicate that a given space is 
either hospital or freestanding space 

Option 2: Separate Freestanding 

& Provider-Based Space 

39 
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Considerations for Pursuing Separate 

Provider-Based Space 

40 

Benefits  

 

• Ability to charge 

provider-based facility 

fees  

• Space is considered a 

hospital department 

with the same 

reporting and oversight  

Drawbacks 

 

• Continued compliance 
burdens  

• Public perception 
issues  

• Not price competitive 
with retail providers 

• Construction costs 
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• In 2016, CMS implemented Section 603 of the 
Bipartisan Budget Act of 2015. 

• New off-campus provider-based departments 
established on or after 11/2/2015 are no longer paid 
at OPPS rates. 

• 2018 Medicare Physician Fee Schedule Final Rule 
established payment rates for nonexcepted off-
campus provider based departments at 40% of the 
OPPS rate. 

• In some instances, this rate may be lower than the 
MPFS rate. 

Provider-Based Rule Development 

41 
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Questions or Comments? 

 

 

 

Colin P. McCarthy 

McGuireWoods LLP 

cmccarthy@mcguirewoods.com 

 



Co-Located Hospitals & HwHs  
 

 

 

Alison Hollender 

Husch Blackwell 



 
 

Definitions 

 Co-located: Two separately-certified hospitals occupy 

space in same building or on same campus  

 

 HwH: One is excluded from IPPS 

̶ LTCH  

̶ Rehabilitation   

̶ Psychiatric  

 

 Distinctive Part Unit: psychiatric, rehabilitation, or 

skilled nursing units located within hospital  
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Separation Requirements   

Separation is key 

 Separate Medicare provider number  

 Not a unit of host hospital  

 Independent compliance with Conditions of 

Participation  

 Organized & administered independently  

 Separate and distinct departments  

̶ Physical Facility  

̶ Staff 

̶ Medical Records 

̶ Admissions Department  
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HwH Requirements  

 Complete separation from HwH and host hospital  

̶ Separate governing body  

̶ Separate chief medical officer 

̶ Separate medical staff  

̶ Separate CEO  

 Prior to 10.1.17, HwH had to meet one of following 

three requirements – Basic Hospital Function Test:  

̶ Limited referrals from host hospital; or  

̶ HwH provides certain hospital services independently or 

under contract with entity other than host hospital; or  

̶ Limited services obtained from host hospital.  
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Separation Requirements  

 CMS viewed the Basic Hospital Function Test as 

duplicating Conditions of Participation 

 CMS, in informal guidance, stated that all co-

located hospitals and HwH must individually 

meet the Conditions of Participation in their 

separate, respective space 

 Cannot rely on host hospital to meet Conditions 

of Participation  
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Co-located hospitals and HwHs cannot 

 

 

 

 

 

 

 

 

 

Separation Requirements  

48 

Share a governing body or medical staff  Share space, part-time space leases  

Travel through clinical space to get to other 
hospital  

Operate as a unit of the host hospital  

Share any staff, including emergency 
department staff 

Share the following services: nursing 
department, medical records department, 
pharmacy services, respiratory services, 
discharge planning, or QAPI services  



 
 

But co-located hospital and HwHs can contract the 

following from the host hospital 

  

 

 

 

 

 

 

 

 

 

Separation Requirements  
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Radiology services  Lab services  

Kitchen services  Security  

Housekeeping  Maintenance  



 
 

LTCH HwH Requirements 
 25% rule modified  

̶ Previously - If more than 25% of LTCH's discharges were from host 

hospital, LTCH's payments for patients about 25% threshold were 

paid under IPPS 

̶ Currently - If more than 25% of LTCH's discharges are from any 

hospital, LTCH's payments for patients about 25% threshold are paid 

under IPPS.  Implementation of rule is paused for one year.  
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CMS Survey 

 CMS looks at whether physical space and hospital's 

operations are separate. 

 Failure to meet HwH separation requirements will 

cause IPPS excluded hospital to lose excluded 

payment status, but not provider agreement.  

 HwH/co-located hospital may share deficiencies with 

host hospital if deficiency is for a purchased service.  
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CMS Survey  
 Physical Space  

̶ Cannot travel through one hospital to get to another hospital 

̶ Cannot rent space – space must be designated as hospital space 

24/7   

̶ CMS will survey hospital's physical space two-hour fire wall to 

two-hour fire wall 

 Life Safety Code does not require fire-rated wall.   

Generally, state law has fire wall requirements.  

̶ Deficiencies found within shared two-hour fire wall apply to host 

hospital and HwH/co-located hospital  

 Operations  

̶ Each hospital should have their own policies/procedures 

̶ Separate staff  

̶ Director cannot supervise both hospital’s medical staff   
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CMS Survey  

 Provision of Services 

̶ Each hospital must have its own space to provide services 

 Emergency department  

 Nursing stations  

 Pharmacy/medication room  

 Medical record department and maintain medical record for each 

patient  

 Admissions department 

̶ HwH can purchase services from host hospital  

 Any citations host hospital receives result in a citation for HwH 

because they use the services  
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Distinct Part Unit 

Hospitals may have separate units that are excluded from IPPS  

 Part of a hospital paid under IPPS that 
has a Medicare agreement  

Separate admission and discharge 
records  

Physically separate space and separate 
beds (no commingling)  

Separate cost center in hospital’s 
cost report  

If in a critical access hospital, not more 
than 10 beds  

Hospital’s allocates attributable 
costs to DPU  

Comply with CoP 
 

Fully equipped and staffed  
• Can share nurses and staff, but 

only on separate shifts. Nurse 
would not be available in 
hospital if he/she were in DPU  
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Questions? 
 

 

 

Alison Hollender 

Husch Blackwell 

Alison.Hollender@huschblackwell.com 
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Co-Location Requirements for Suppliers 

 

 

 

 

 

 

 

 

 

 

Mark Faccenda 

Partner 

Norton Rose Fulbright US LLP 

mark.faccenda@nortonrosefulbright.com 

(202) 662-0306 

 



Ambulatory Surgery Centers – Space and Time 

Requirements 

• The ASC is not required to be housed in a separate building from other 
healthcare facilities or physician practices, but, in accordance with National Fire 
Protection Association (NFPA) Life Safety Code requirements, it must be 
separated from other facilities or operations within the same building by walls 
with at least a one-hour separation. 

 

• An ASC does not have to be completely separate and distinct physically from 
another entity, if, and only if, it is temporally distinct. 

 

• It is not permissible for an ASC during its hours of operation to “rent out” or 
otherwise make available an OR or procedure room, or other clinical space, to 
another provider or supplier, including a physician with an adjacent office. 

 

• When establishing temporally distinct operations, it is important that state and 
accreditation surveyors are aware of established hours of operation for each 
supplier. 

 

     Medicare State Operations Manual Appx. L, § 416.2 
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Ambulatory Surgery Center Space Sharing Examples 

ASC and Physician Office Space  

• Where permitted under State law, CMS permits certain common, non-clinical 
spaces, such as a reception area, waiting room, or restrooms to be shared 
between an ASC and another entity, as long as they are never used by more than 
one of the entities at any given time. 

 

• The physician’s office may use the same waiting area, as long as the physician’s 
office is closed while the ASC is open and vice-versa.  

 

• Common space may not be used during concurrent or overlapping hours of 
operation of the ASC and the physician office. 

 

• The ASC’s medical and administrative records must remain physically separate 
from the physician practice. Records must be secure and not accessible by non-
ASC personnel. 

 

 

 

  Medicare State Operations Manual Appx. L, § 416.2 
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Ambulatory Surgery Center Space Sharing Examples 

Diagnostic Imaging 

• Medicare regulations do not recognize a non-hospital institutional healthcare 
entity that performs both surgeries and diagnostic imaging.  

 

• CMS requires an ASC to operate exclusively for the purpose of providing surgical 
services.  However, CMS recognizes that certain radiology services integral to 
surgical procedures may be provided when the facility is operating as an ASC. 

 

• ASCs may not share space, even when temporally separated, with a Medicare-
participating IDTF. 

 

 

 

 

 

 

 

 

 

    Medicare State Operations Manual Appx. L, § 416.2 
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Ambulatory Surgery Center Space Sharing Examples 

ASC co-located with another ASC 

• Where permitted under State law, several different ASCs, including ones that 
participate in Medicare and ones that do not, may use the same physical space, 
including the same operating rooms, so long as they are temporally distinct. 

 

• Each ASC must have its own policies and procedures and its own medical 
records. 

 

• ASCs sharing the same facility space may use the same nursing staff and other 
employees, but each is required to separately comply with CMS ASC Conditions 
of Participation and Coverage and state licensure requirements regarding staff.  

 

• Deficiencies in shared physical space and other operations (e.g., life safety code 
requirements) may be assessed against both ASCs sharing space. CMS 
suggests that  it may be prudent to consider organizing recertification surveys in 
order to use the time on-site to conduct multiple surveys allowing assessment of 
each ASC that utilizes the space. 

 

      Medicare State Operations Manual Appx. L, § 416.2 
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Ambulatory Surgery Center Space Sharing Examples 

ASC co-located with a Hospital 

• An ASC and a hospital outpatient surgery department, including a provider-based 
department that is either on or off the hospital’s main campus, may not share the 
same physical space. 

 

• Provider-based regulations at 42 CFR 413.65(d)(4) require that the provider-
based department be held out to the public as a part of the main hospital. 
Patients entering the provider-based facility must be aware that they are entering 
the hospital. 

 

• CMS Hospital Conditions of Participation and state licensure requirements 
indicate that hospitals must be operated on a 24-hour basis (i.e., there is no point 
when an ASC may be temporally distinct from hospital space). 

 

 

 

 

    Medicare State Operations Manual Appx. L, § 416.2 
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Ambulatory Surgery Center Space Sharing  

Regulatory Considerations 

• When an ASC is found to have a waiting area that is not separated appropriately 
from another entity, this is cited as a violation of both 42 CFR 416.2 and 42 CFR 
416.44(b). 

 

• Because 42 CFR 416.2 and 42 CFR 416.44(b) are each CMS Conditions of 
Coverage for ASC services, payments made for services in violation of these 
requirements may be subject to recoupment as an overpayment.  Violations may 
also result in loss of licensure, depending on state requirements. 

 

• CMS may permit waivers of space sharing requirements for existing ASC space 
sharing arrangements in violation of 42 CFR 416.2 and 42 CFR 416.44(b) if 
compliance would result in an unreasonable hardship, but only if the waiver will 
not adversely affect the health and safety of patients. 

 

• New ASCs, including ASCs having undergone a CHOW without assignment of 
Medicare participation agreements, are not eligible for waivers. 

 

     CMS Survey & Certification Memorandum 10-20 (May 21, 2010) 

 
62 



Independent Diagnostic Testing Facilities 

General Requirements for Qualification 

• IDTFs must  maintain a visible sign posting its normal business hours and be 
accessible during regular business hours to CMS and beneficiaries. 

 

• With the exception of hospital-based and mobile IDTFs, a fixed-base IDTF is 
prohibited from sharing a practice location with another Medicare-enrolled 
individual or organization. 

 

• An IDTF is prohibited from leasing or subleasing its operations or its practice 
location to another Medicare-enrolled individual or organization. 

 

• An IDTF is prohibited from sharing diagnostic testing equipment used in the initial 
diagnostic test with another Medicare-enrolled individual or organization. 

 

• A physician practice that is owned‐ directly or indirectly by one or more 
physicians or by a hospital is not appropriate for consideration as an IDTF. 

 

       42 C.F.R. § 410.33; Program Integrity Manual Ch. 10, § 4.19.1.A (Rev. 150, June 30, 2006). 
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Independent Diagnostic Testing Facilities 

General Requirements for Qualification 

• CMS would permit an IDTF to share certain common space, including waiting 
areas, with another Medicare-enrolled organization.  

 

• CMS guidance states that, while it would not prohibit the sharing common of 
hallways, parking, or common areas, a multi-specialty clinic cannot occupy or be 
co-located within the same practice location as an IDTF.  

 

• For example, a multi-specialty clinic and an IDTF could not enroll or remain 
enrolled using the same suite number within the same office building, but could 
share non-clinical space external to the suite in which the IDTF is operated. 

 

 

 

 

 

 

     72 Fed. Reg. 66222, 66290 (Nov. 27, 2007) 
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Independent Diagnostic Testing Facilities 

Co-Location with a Hospital 

• CMS regulations related to the operation of a hospital-based IDTF provide that 
those suppliers are permitted to share space with a hospital, including both 
clinical and non-clinical space. 

 

• CMS guidance provides that hospital‐based IDTFs are inherently located within a 
larger facility type and based on the need of the hospital, may appropriately 
share space or clinical equipment to gain operating efficiencies with little 
additional risk to the Medicare program or its beneficiaries. 

 

• CMS guidance instructs that an entity can qualify as being “independent” and be 
enrolled as an IDTF even if: (1) there is joint ownership with the hospital, (2) it is 
located on the hospital campus, or (3) it cannot qualify as provider‐based. 

 

 

 

 

72 Fed. Reg. 66222, 66292 (Nov. 27, 2007); Medicare Program Integrity Manual Ch. 10, § 4.19.1.C (Rev. 
150, June 30, 2006) 
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Independent Diagnostic Testing Facilities 

Co-Location with a Hospital 

• The general prohibition on space sharing does not prohibit an IDTF from leasing 
or subleasing space and/or qualified technical staff from a hospital on a full time, 
exclusive basis. 

 

• In this event, the space and/ or staff are not considered to be shared with the 
hospital. 

 

• CMS would also permit an IDTF to enter into a lease or sublease with a hospital 
for the full-time exclusive use of common areas in a building where an IDTF  
operates. However, the IDTF must have its own practice location that is only 
used by that IDTF. 

 

 

 

 

 

 

       72 Fed. Reg. 66222, 66291 (Nov. 27, 2007) 
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Independent Diagnostic Testing Facilities 

Co-Location with a Hospital 

• To be exempt from having to enroll as an IDTF because the applicant is part of a 
hospital, the testing facility should be provider‐based in accordance with the 
provisions of 42 CFR 413.65.  

 

• Diagnostic tests billed by the hospital to its own patients and which are performed 
“under arrangement” do not require IDTF billings and IDTF enrollment. However, 
if the entity providing the “under arrangement” diagnostic tests performs 
diagnostic tests for which it will bill under its own billing number (as opposed to 
the hospital’s number), the entity is subject to the IDTF rules. 

 

• CMS does not require mobile testing entities to bill directly for the services they 
furnish when such services are furnished under arrangement to hospital. 

 

     

 

 

Medicare Program Integrity Manual Ch. 10, § 4.19.1.C (Rev. 150, June 30, 2006); 73 Fed. Reg. 69726, 
69765 (Nov. 19, 2008). 
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Independent Diagnostic Testing Facilities 

Regulatory Considerations 

• If an IDTF fails to meet one or more of the standards in 42 C.F.R. 401.33(g) (e.g., 
prohibitions on space sharing) at the time of enrollment, its enrollment will be 
denied.  

 

• CMS will revoke an existing supplier's billing privileges if an IDTF is found not to 
meet the standards in 42 C.F.R. 401.33(g). 

 

 

 

 

 

 

 

 

 

 

       42 C.F.R. § 410.33 
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DMEPOS Suppliers 

General Requirements for Qualification 

• CMS generally prohibits the sharing of a practice location between a DMEPOS 
supplier and another supplier, but certain exceptions, including the sharing of 
space with certain Medicare-enrolled professionals or with a Medicare-enrolled 
provider under certain conditions, are permitted. 

 

• CMS guidance instructs that a DMEPOS practice location is the physical space 
where a DMEPOS supplier operates his or her business and meets with  
customers and potential customers.  

 

• Included among suppliers that may share a practice location with a DMEPOS 
supplier are physicians, physician assistants, nurse practitioners, clinical nurse 
specialists, certified registered nurse anesthetists, certified nurse midwives, 
clinical social workers, clinical psychologists, registered dietitians or nutrition 
professionals, or physical or occupational therapists furnishing items to their  
patients as part of their respective professional services. 

 

 

     42 C.F.R. § 424.57(c)(29); 75 Fed. Reg. 52629, 52641 (Aug. 27, 2010) 
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DMEPOS Suppliers 

General Requirements for Qualification 

• Under the exception at 42 C.F.R. § 424.57(c)(29)(ii),  the practitioner and the 
DMEPOS supplier are the same person and enrolled as both a professional and 
as a DMEPOS supplier.    

 

• To illustrate, CMS guidance states that an owner of a professional practice is not 
permitted to establish a sole proprietorship and an organizational entity for 
purposes of operating a DMEPOS suppler at the same practice location . 

 

• Accordingly, the exception does not permit a distinct entity to share space with a 
Medicare-enrolled supplier, but rather, permits certain professionals to provide 
DMEPOS as part of their regular practice. 

 

 

 

     

 

     42 C.F.R. § 424.57(c)(29); 75 Fed. Reg. 52629, 52642 (Aug. 27, 2010) 
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DMEPOS Suppliers 

Co-Location with Hospitals 

• CMS permits DMEPOS supplier co-location with a Medicare-enrolled provider 
where the DMEPOS supplier is owned by the provider.  

 

• The DMEPOS supplier must operate as a separate unit and meet all other 
DMEPOS supplier standards.  

 

• In this scenario, the DMEPOS supplier can be a separate entity from the 
organization operating the hospital or other provider, including skilled nursing 
facilities (SNFs), home health agencies (HHAs), comprehensive outpatient 
rehabilitation facilities (CORFs), hospices, critical access hospital (CAHs), and 
community mental health centers (CMHCs), but the entity operating the 
DMEPOS supplier must be owned by the entity operating the provider. 

 

 

 

 

     42 C.F.R. § 424.57(c)(29)(ii)(C). 
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DMEPOS Suppliers 

CMS Guidance on Consignment Closets 

• Under a traditional consignment closet arrangement, a DMEPOS supplier retains 
responsibility for goods maintained for convenience purposes in a space located 
within the provider. 

 

• CMS Transmittals 297 (Aug. 7, 2009) and 300 (Sept. 1, 2010) would have 
imposed limitations on a provider’s ability to enter into consignment closet 
arrangements with a DMEPOS supplier.  

 

• Those transmittals would have required that a physician, non-physician 
practitioner or other health care professional, rather than the DMEPOS supplier, 
bill for any items under his or her own billing number. 

 

     

 

 

      CMS Transmittal 297 (Aug. 7, 2009); CMS Transmittal 300 (Sept. 1, 2010)  
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DMEPOS Suppliers 

CMS Guidance on Consignment Closets 

• CMS’s policy would have required that DMEPOS title be transferred to the 
physician or non-physician practitioner practice at the time such goods are 
provided to the patient and would have imposed DMEPOS service and other 
patient follow-up requirements on such professional rather than the DMEPOS 
supplier. 

 

• Only one DMEPOS supplier would have been allowed to be enrolled and/or 
located at a given practice location and practice locations would have been 
required to maintain a separate entrance and separate post office address. 

 

• On February 5, 2010, CMS rescinded its program guidance regarding DMEPOS 
consignment closet requirements entirely. 

 

     

 

 

    CMS Transmittal 297 (Aug. 7, 2009); CMS Transmittal 300 (Sept. 1, 2010)  
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DMEPOS Suppliers 

OIG Guidance on Consignment Closets 

• 2008 OIG guidance has indicated that a proposed arrangement to place 
DMEPOS consignment closets on the site of certain hospitals would not generate 
prohibited remuneration under the anti-kickback statute.  

 

• Under that proposed arrangement, DMEPOS was intended for distribution to 
patients bound for home, whose physicians had ordered DMEPOS for home use, 
and who have elected to obtain such DMEPOS from one of the consignment 
closet operators.  

 

• The hospitals agreed to provide the consignment closet operators, at no cost, a 
desk and phone connected to the hospital’s internal telephone system to facilitate 
the coordination of DMEPOS services with the patient’s treating physician, other 
clinicians, and the hospital’s discharge planning staff. 

 

 

 

      OIG Advisory Opinion 08-20 (November 19, 2008) 
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DMEPOS Suppliers 

OIG Guidance on Consignment Closets 

• OIG recognized that, under the arrangement proposed in Adv. Op. 08-20, no 
remuneration will flow from the DMEPOS suppliers to their potential referral 
sources, the hospitals and their staff and physicians, in connection with the 
hospitals’ provision of consignment closets to the suppliers for placement of an 
inventory of DMEPOS on-site at the hospitals.  

 

• The consignment closets will be provided at no cost to the suppliers. Similarly, no 
remuneration will flow from the suppliers to their potential referral sources in 
connection with the hospitals’ provision of telephones and desks onsite at the 
hospitals at no cost to the suppliers.  

 

• In short, under the proposed arrangement, the remuneration (the free 
telephones, desks, and consignment closets) and the referrals run the same way. 

 

 

 

 

      OIG Advisory Opinion 08-20 (November 19, 2008) 
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CLIA Laboratories 

Co-Location in Clinic and Hospital Space 

• An independent laboratory is one that is independent both of an attending or 
consulting physician’s office and of a hospital that meets at least the 
requirements to qualify as an emergency hospital as defined in §1861(e) of the 
Social Security Act. 

 

• A laboratory that a physician or group of physicians maintains for performing 
diagnostic tests in connection with their own or the group practice is also not 
considered to be an independent laboratory. 

 

• In the past CMS Regional Offices have approved independent laboratory status 
for a lab that functions as a physician office laboratory in serving physician group 
patients and as an independent lab in serving nonphysician group patients.  

 

• Recently, however, certain CMS Regional Offices have rejected such an 
arrangement, claiming that a laboratory may only function as a physician office 
lab or an independent lab and cannot properly function as both. 

Medicare Claims Processing Manual Ch. 16, § 10 (Rev. 1, 10-01-03); Medicare Benefit Policy Manual, Ch. 
1, § 50.3 (Rev. 1, 10-01-03) 
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CLIA Laboratories 

Co-Location in Clinic and Hospital Space 

• A qualified hospital laboratory is one that provides some clinical laboratory tests 
24 hours a day, 7 days a week, to serve a hospital’s emergency room that is also 
available to provide services 24 hours a day, 7 days a week.  

 

• For the qualified hospital laboratory to meet this requirement, the hospital must 
have physicians physically present or available within 30 minutes through a 
medical staff call roster to handle emergencies 24 hours a day, 7 days a week; 
and hospital laboratory technologists must be on duty or on call at all times to 
provide testing for the emergency room. 

 

• A laboratory serving hospital patients and operated on the premises of a hospital 
is presumed to be subject to the supervision of the hospital or its organized 
medical staff and is not an independent laboratory.  

 

• Where a laboratory operated on hospital premises is claimed to be independent 
or when an out‐of‐hospital facility is designated as a hospital laboratory, the CMS 
regional office makes the determination concerning the laboratory’s status.  

Medicare Claims Processing Manual Ch. 16, § 10 (Rev. 1, 10-01-03); Medicare Benefit Policy Manual, Ch. 
1, § 50.3 (Rev. 1, 10-01-03) 
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Thank You 
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