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LEGAL INSIGHTS COLUMN

By Hope R. Levy-Biehl, JD

A Flurry of Regulatory Activity: 
CMS Revamps Hospital Conditions 
of Participation 

On November 27, 2006, and 
December 8, 2006, respectively, the 
Centers for Medicare and Medicaid 
Services (CMS) issued fi nal regulations, 
revising several of the requirements for 
hospitals that participate in the Medicare 
and Medicaid programs. (See 71 Federal 
Register 68672, November 27, 2006 and 
71 Federal Register 71378, December 8, 
2006). The fi rst fi nal rule made revisions 
to the hospital conditions of participation 
(CoP) relating to the requirements for 
completion of history and physical 
(H&P) examinations, authentication of 
verbal orders, securing medications, and 
completion of post-anesthesia evaluations. 
This fi nal rule became effective January 
26, 2007. The second fi nal rule revised 
requirements for the use of restraints 
and seclusion, effective January 8, 2007. 
Here is an overview of the major changes 
implemented by these fi nal rules. 

Completion of History and Physical 
Examinations
The Medical Staff and Medical Record 
Services CoP was amended to include 
more fl exible requirements for H&Ps. 
H&Ps must now be completed either 
within 30 days before hospitalization or 
within 24 hours after admission. When 
the H&P is performed before admission, 
a hospital is required to ensure that the 
patient is examined to ascertain whether 
there has been a change in the patient’s 
condition. This examination must be 
documented in the patient’s medical 
record within 24 hours of admission. If 
a patient is undergoing a non-emergent 
surgery, however, the H&P must be in the 
medical record prior to the procedure. 
As revised, this CoP provides that the 
qualifi ed practitioner performing the 
H&P prior to admission does not need 
to be credentialed or privileged by 
the admitting hospital, although the 
mandatory subsequent patient assessment 

upon admission and update to the 
patient’s H&P must be performed by 
a qualifi ed practitioner who has been 
granted privileges by the admitting 
hospital.

Authentication of Verbal Orders
In the revisions to the Nursing Services 
and Medical Record Services CoP, 
CMS reiterated its general policy of 
discouraging the routine use of verbal 
orders. CMS nonetheless recognizes that 
verbal orders are necessary under certain 
circumstances and in certain practice 
settings. Pursuant to the fi nal rule, all 
orders, including verbal orders, must be 
dated, timed, and authenticated within 
48 hours, unless state law prescribes 
a different time frame, either by the 
prescribing practitioner or, for a period of 
fi ve years following the effective date of 
the fi nal rule, by another practitioner who 
is responsible for the care of the patient. 
This CoP now requires that all medical 
record entries, including verbal orders, be 
timed.

Securing Medications
The Pharmaceutical Services CoP has 
been amended to provide that all drugs 
and biologicals, except Schedule II, III, 
IV, and V drugs, must be kept in a secure 
area and locked when appropriate. By 
adding the term “when appropriate,” 
CMS intended to provide hospitals with 
greater fl exibility to determine which 
non-controlled drugs and biologicals 
need to be stored in locked areas as 
opposed to being stored in secured and 
monitored areas that are only accessible 
to authorized hospital personnel. In 
the preamble to the fi nal rule, CMS 
offered guidance to assist hospitals in 
developing policies relating to the storage 
of non-controlled drugs and biologicals. 
For example, CMS suggested that all 
non-controlled substances should be 

locked when a patient care area is not 
staffed and that when an area is staffed, 
there should be easy access to the non-
controlled substances when necessary for 
patient care, but such substances should 
be monitored to minimize the risk of 
tampering and diversion.

Completion of Post-Anesthesia 
Evaluations
As part of the November 27, 2006, fi nal 
rule, the Anesthesia Services CoP was 
relaxed to allow any individual qualifi ed 
to administer anesthesia, as opposed 
to only the individual who actually 
administered the anesthesia, to perform 
and document the post-anesthesia 
evaluation within 48 hours after surgery. 
In the fi nal rule, CMS explained that the 
48-hour time frame for completion and 
documentation of the post-anesthesia 
evaluation was intended as an outside 
limit but that patient risk factors may 
necessitate completing the evaluation in a 
shorter period of time. 

Use of Restraints and Seclusion
In a separate fi nal rule issued December 
8, 2006, CMS revised the Patient Rights 
CoP, subjecting hospitals that use 
physical restraints or seclusion in patient 
treatment to stricter training requirements 
and higher standards. Although CMS 
considered adopting a consistent restraint 
and seclusion standard that would apply 
to all health care entities that participate 
in the Medicare or Medicaid programs, 
in this fi nal rule, CMS explained its 
determination that a one size fi ts all 
approach would not be appropriate. This 
fi nal rule made a number of signifi cant 
changes to the Patient Rights CoP. 
Previously, this condition of participation 
applied different standards when 
restraints were used for acute medical 
and surgical care as opposed to behavior 
management. Because of confusion 
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about this distinction, CMS combined 
these standards into a single standard 
applicable to all instances of restraint 
and seclusion regardless of the patient’s 
location. 

In the December fi nal rule, CMS 
also modifi ed the requirement for who 
can order restraints or seclusion. As 
amended, the condition of participation 
requires that the ordering physician or 
other licensed independent practitioner 
(LIP) be authorized under state law and 
hospital policy to order the restraint or 
seclusion and “be responsible for the 
care of the patient as specifi ed under § 
482.12(c).” The fi nal rule also expanded 
the category of practitioners who may 
conduct patient evaluations within one 
hour of the initiation of the restraint or 
seclusion to include a properly trained 
registered nurse or physician assistant 
provided that he or she consults with the 
attending physician or other LIP treating 

the patient as soon as possible after the 
evaluation. The Patient Rights condition 
of participation clarifi es that a patient 
death that occurs during or within 24 
hours of a patient’s removal from a period 
of restraint or seclusion must be reported 
to CMS. Further, hospitals must report to 
CMS any patient deaths that occur within 
one week after restraint or seclusion when 
it is reasonable to assume that the use of 
restraint or seclusion contributed, either 
directly or indirectly, to the patient’s 
death. 

In order to satisfy these new 
requirements, hospitals must, among 
other things, review and as appropriate 
revise policies, procedures, and 
systems and provide practitioner 
training governing medical records and 
documentation, the storage of biologicals 
and non-controlled drugs and the 
ordering, evaluation and documentation 
of restraints or seclusion. In light of the 

short time frame from the publication 
of these rules to their effective dates, it 
has been a tremendous challenge for 
hospitals to accomplish these activities 
and comply with the new requirements in 
a timely fashion. Internal auditors should 
consider initiating reviews of hospital 
policies, procedures, protocols and staff 
education to ensure these CMS conditions 
of participation requirements have been 
implemented and are understood by 
physicians and hospital staff. NP
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