
Bricker & Eckler LLP

100 South Third Street
Columbus, Ohio 43215-4291

Phone 614 . 227 . 2300
Fax 614 . 227 . 2390
info@bricker.com
www.bricker.com

COLUMBUS    CLEVELAND
CINCINNATI-DAYTON  

November 2010

The Quality Management 
Consulting Group, Ltd.

Our affiliated health care 

consulting group

www.qmcg.com

This document has been pre-
pared as a general reference 
document for informational 
purposes.  The information 
contained herein is not in-
tended to be and should not 
be construed as legal advice.  
Each circumstance should 
be considered and evaluated 
separately, and possibly with 
involvement of legal counsel.

Please contact Bricker &  
Eckler for permission to re-
print this bulletin in part, or  
in its entirety.  

Health Care Bulletin
 Health Care Bulletin No. 10-08

CMS Publishes Final Rule on  
Physician Supervision Requirements 
for Hospital Outpatient Services

In the 2011 Outpatient Prospective Payment  
System (OPPS) Final Rule CMS posted on No-
vember 2, 2010 (the 2011 Final Rule), CMS has 
once again clarified the physician supervision 
requirements for hospital outpatient services.  
In the 2011 Final Rule, CMS  finalizes several 
changes it proposed in the 2011 OPPS Proposed 
Rule (the 2011 Proposed Rule) released on August 
3, 2010.   

Positive changes include a relaxation in the defi-
nition of “direct supervision” to eliminate strict 
location requirements that had previously been 
required, as well as the extended nonenforcement 
of the supervision rules until 2012 for critical ac-
cess hospitals (CAHs) and for rural hospitals with 
less than 100 beds.  In addition, CMS announced 
that in the 2012 OPPS rulemaking cycle, it will 
establish an independent review committee that 
will examine the appropriate level of physician 
supervision for hospital outpatient therapeutic 
services going forward, which suggests future 
changes to supervision requirements for some 
outpatient services are likely.  The 2011 Final 
Rule will be published in the Federal Register on 
November 24, 2010 and will become effective 
January 1, 2011.1 

Change in the Definition of Direct 
Supervision
In particular, the 2011 Final Rule removes from 
the definition of “direct supervision” at 42 C.F.R. 
410.27 the requirement that a supervising physi-
cian or nonphysician practitioner (NPP) must be 

present “on the same campus” or “in the off-
campus department of the hospital” to provide 
the necessary supervision.   Now, the 2011 
Final Rule merely requires that the physician 
be “immediately available,” meaning “physi-
cally present, interruptible, and able to furnish 
assistance and direction throughout the perfor-
mance of the procedure, but without reference 
to any particular physical boundary.”  In the  
2009 OPPS Final Rule and subsequent guid-
ance issued prior to the 2011 Final Rule, CMS 
had “clarified” that a supervising physician or 
NPP must be either on the hospital campus (for 
services performed in the hospital or on campus) 
or in a provider-based department of the hospital 
(for off-campus services).  This relaxation in 
the 2011 Final Rule is good news for hospitals 
because they can now meet the direct supervision 
requirement for outpatient therapeutic services 
using a physician or NPP who is not technically 
on hospital property.  However, supervising  
physicians and NPPs should bear in mind that 
they must still be “immediately available” to 
personally furnish assistance and direction 
throughout a procedure.

Creation of a Temporary New  
Category of Outpatient  
Therapeutic Services: NEDTS
As introduced in the 2011 Proposed Rule, the 
2011 Final Rule creates a new subcategory of 
hospital outpatient Nonsurgical and Extended  
Duration Therapeutic Services (NEDTS) for 

http://edocket.access.gpo.gov/2010/pdf/2010-16448.pdf
http://edocket.access.gpo.gov/2010/pdf/2010-27926.pdf
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which direct supervision2 will be required for the 
initiation of the service, but for which only general 
supervision3 will be required for the remainder of the 
service.  CMS envisions this category as being only 
temporary until the proposed supervision review 
committee process (discussed below) can more fully 
evaluate the supervision requirements of individual 
therapeutic procedures.

CMS created a list of sixteen NEDTS relying on a 
four-part definition.  CMS believes that greater staff-
ing and practitioner flexibility can be achieved by 
adopting general supervision for the initiation portion 
of the NEDTS without sacrificing or undermining 
the safety or quality of hospital outpatient services.  
CMS defines NEDTS as services that:

1. Can last a significant duration (often lasting 
beyond normal business hours);

2. Have a substantial monitoring component (typi-
cally conducted by auxiliary personnel);

3. Have a low risk of requiring the physician’s 
or appropriate nonphysician practitioner’s 
physical presence to furnish assistance and 
direction after the initiation of the service  
(i.e., after the patient is stable); and

4. Are not primarily surgical in nature.

Some Concepts Will Be Defined 
Uniquely for NEDTS
Under the 2011 Final Rule (as in the 2011 Proposed 
Rule), direct supervision will be required only for 
the “initiation of the service,” which CMS defines as 
“the beginning portion of a service ending when the 
patient is stable and the supervising physician or non-
physician practitioner [NPP] believes the remainder 
of the service can be delivered safely under general 
supervision [i.e., under his or her general direction 
and control, and without his or her physical pres-
ence].”  See, 42 C.F.R. 410.27(a)(1)(v)(B).

Because determining whether a patient is “stable” is a 
clinical judgment, that determination will vary across 
services and patients.  As a result, CMS expressly 
declined to give any specific definition or to set any 
specific time limit, such as on number of hours or on 
the portion of a service requiring direct supervision.  
However, CMS does note that the definition used 
for EMTALA purposes is probably not appropriate 
because that definition is appropriate only in the spe-
cific context of emergency services and not hospital 
outpatient services generally, where “supervision” 
involves more than just an emergency response.  

CMS also finalized its requirement that the transition 
from direct to general supervision be prominently 
documented in the progress notes of the patient’s 
medical record.  However, CMS is leaving the man-
ner of documentation to the discretion of the par-
ticular supervising practitioner. This documentation 
requirement will be critical to prove that the service 
was appropriately supervised. 

The List of NEDTS
CMS did not change its list of NEDTS from the 2011 
Proposed Rule to the 2011 Final Rule.  On the next 
page is a description of the sixteen NEDTS, with 
the corresponding HCPCS Code, instituted by the 
2011 Final Rule.

Some NEDTS and NonNEDTS of Note
CMS went to some length to explain the inclusion 
of hospital observation care as a NEDTS and the 
exclusion of chemotherapy and blood transfusion 
from NEDTS.  

Hospital Observation Care.  Hospital observation 
care is included because CMS felt it met the four-
part NEDTS definition.  In particular, observation 
services can be of low acuity and can have a low 
probability that supervising physician’s or NPP’s 
physical presence would be needed to step in and 
perform the service or furnish assistance.  However, 
CMS notes that the requirements of observation care 
still apply, regardless of the NEDTS designation:

1. Patients under observation care must still be 
in the care of a physician during the period 
of observation (as documented in the medical 
record by registration, discharge and other ap-
propriate progress notes that are timed, written 
and signed by the physician)

2. The medical record must still include 
documentation that the physician explicitly 
assessed patient risk to determine that the 
beneficiary would benefit from observation 
services.

Chemotherapy and Blood Transfusion.  Despite 
widespread feedback from hospitals expressing dis-
satisfaction with the 2010 OPPS Final Rule, which 
required direct supervision for the entirety of che-
motherapy and blood transfusion services, neither 
chemotherapy nor blood transfusions were included 
on the list of NEDTS.  CMS believes that both ser-
vices require the recurrent presence of a physician or 
NPP to evaluate the patient’s condition.  As a result, 
neither is included in the list of NEDTS.   



November 2010    Health Care Client Bulletin  

Page 3

PROPOSED LIST OF NONSURGICAL EXTENDED DURATION 
THERAPEUTIC SERVICES (NEDTS)

HCPCS Code      Description

C8957 Intravenous infusion for therapy/diagnosis; initiation of prolonged infusion 
(more than 8 hours), requiring use of portable or implantable pump

G0378 Hospital observation service, per hour

G0379 Direct admission of patient for hospital observation care

96360 Intravenous infusion, hydration; initial, 31 minutes to 1 hour

96361 Intravenous infusion, hydration; each additional hour (list separately in 
addition to code for primary procedure)

96365 Intravenous infusion for therapy, prophylaxis or diagnosis (specify substance 
or drug); initial, up to 1 hour

96366 Intravenous infusion for therapy, prophylaxis or diagnosis (specify substance 
or drug); each additional hour (list separately in addition to code for primary 
procedure)

96367 Intravenous infusion for therapy, prophylaxis or diagnosis (specify substance 
or drug); additional sequential infusion, up to 1 hour (list separately in 
addition to code for primary procedure)

96368 Intravenous infusion for therapy, prophylaxis or diagnosis (specify substance 
or drug); concurrent infusion (list separately in addition to code for primary 
procedure)

96369 Subcutaneous infusion for therapy or prophylaxis (specify substance or 
drug); initial, up to 1 hour, including pump set-up and establishment of 
subcutaneous infusion site(s)

96370 Subcutaneous infusion for therapy or prophylaxis (specify substance or 
drug); each additional hour (list separately in addition to code for primary 
procedure)

96371 Subcutaneous infusion for therapy or prophylaxis (specify substance or drug); 
additional pump set-up with establishment of new subcutaneous infusion 
site(s) (list separately in addition to code for primary procedure)

96372 Therapeutic, prophylactic or diagnostic injection (specify substance or 
drug); subcutaneous or intramuscular

96374 Therapeutic, prophylactic or diagnostic injection (specify substance or 
drug); intravenous push, single or initial substance/drug

96375 Therapeutic, prophylactic or diagnostic injection (specify substance or drug); 
each additional sequential intravenous push of a new substance/drug (list 
separately in addition to code for primary procedure)

96376 Therapeutic, prophylactic or diagnostic injection (specify substance or 
drug); each additional sequential intravenous push of the same substance/
drug provided in a facility (list separately in addition to code for primary 
procedure)
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CMS Extends Suspension of  
Enforcement of Therapeutic  
Supervision Rules for CAHs and  
Small RHs through CY 2011
In a nod to concerns raised by CAHs about the phy-
sician supervision requirements in the 2010 OPPS 
Final Rule, in March 2010 CMS issued instructions 
through an agency notice to its Medicare contractors 
not to enforce the direct supervision requirements for 
therapeutic services provided to outpatients in CAHs 
during 2010.  Similarly, the 2011 Final Rule, CMS 
states that the direct supervision requirements for 
therapeutic services will not be enforced for all CAHs 
and small RHs (those RHs with 100 or fewer beds) 
through CY 2011.  All other program requirements for 
both CAHs and RHs remain in effect, including those 
involving the safety and quality of patient services.

CMS Announces Intention to Create a 
Supervision Review Process during CY 
2012 OPPS Rulemaking
CMS proposes to establish, sometime during the 
CY 2012 rulemaking cycle, “an independent review 
process that will allow for an assessment of the ap-
propriate supervision levels for individual hospital 
outpatient therapeutic services.”  The process will 
likely include a committee representing many dif-
ferent stakeholders and provider types who would 
evaluate and recommend supervision levels for spe-
cific procedures; CMS is considering using its Federal 
Advisory Panel on Ambulatory Classification Groups 
to fill this role.  

Footnotes
1CMS has previously “clarified” or modified its position 
regarding physician supervision of on-campus outpatient 
therapeutic and diagnostic services in the 2009 OPPS Final 
Rule, the 2010 OPPS Proposed Rule, and the 2010 OPPS 
Final Rule.  See our earlier Client Bulletins Health Care 
Bulletin No. 09-01; Health Care Bulletin No. 09-06 and 
Health Care Bulletin No. 09-08. Please contact any mem-
ber of the Bricker & Eckle that discuss, respectively, the 
changes made at each of these previous rule-makings.

2Direct supervision under the new regulation will require 
the physician to be immediately available, meaning physi-
cally present, interruptible and able to furnish assistance 
and direction throughout the performance of the procedure, 
but without reference to any particular physical boundary. 
This does not mean that the physician needs to be present 
in the room when the procedure is occurring.  42 CFR 
410.27(a)(1)(iv). 

3General supervision requires the procedure to be furnished 
under the physician’s overall direction and control, but  
the presence of the physician is not required during the 
performance of the procedure.  42 CFR 410.32(b)(3)(i).

This Bulletin was prepared by David Johnston, 
Karen Smith, and Claire Turcotte.  See also our prior  
Bulletins on this topic:  Health Care Bulletin 
No. 09-01; Health Care Bulletin No. 09-06 and  
Health Care Bulletin No. 09-08  Please con-
tact any member of the Bricker & Eckler LLP  
Healthcare Department for more information.  
This and previous bulletins may be accessed at  
Publications Webpage.
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