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Regulations and Interpretive Guidelines for CAHs

§485.608 Condition of Participation: Compliance With Federal, State, and Local Laws and
Regulations

§485.610 Condition of Participation: Status and Location

§485.612 Condition of Participation: Compliance With CAH Requirements at the Time of
Application

§485.616 Condition of Participation: Agreements

§485.618 Condition of Participation: Emergency Services

§485.620 Condition of Participation: Number of Beds and Length of Stay

§485.623 Condition of Participation: Physical Plant and Environment

§485.627 Condition of Participation: Organizational Structure

§485.631 Condition of Participation: Staffing and Staff Responsibilities

§485.635 Condition of Participation: Provision of Services

§485.638 Condition of Participation: Clinical Records

§485.639 Condition of Participation: Surgical Services



For CAH surveys that are conducted after the initial certification survey, examine a
sample of records using an adequate sample size to evaluate the scope of services
provided. In a very small CAH, look at all inpatient and outpatients records, if
appropriate.

C-0303

§485.638(a)(3) A designated member of the professional staff is responsible for
maintaining the records and for ensuring that they are completely and accurately
documented, readily accessible, and systematically organized.

Interpretive Guidelines §485.638(a)(3)

The CAH must have one unified medical record service with a department head that has
been appointed by the governing body (or responsible individual). The director of
medical records must have responsibility for all medical records to include both inpatient
and outpatient records.

Survey Procedures §485.638(a)(3)
o Verify that the CAH employs adequate medical record personnel.

« Review the organizational structure and policy statements and interview the
person responsible for the service to ascertain that the medical records service is
structured appropriately to meet the needs of the CAH and the patients.

C-0304

§485.638(a)(4) For each patient receiving health care services, the CAH maintains a
record that includes, as applicable--

(i) Identification and social data, evidence of properly executed informed consent
forms, pertinent medical history, assessment of the health status and health care
needs of the patient, and a brief summary of the episode, disposition, and
instructions to the patient;

Interpretive Guidelines §485.638(a)(4)(i)

The medical record must include evidence of properly executed informed consent forms
for any procedures or surgical procedures specified by the medical staff, or by Federal or
State law, if applicable, that require written patient consent.

Informed consent means the patient or patient representative is given the information,
explanations, consequences, and options needed in order to consent to a procedure or

treatment.

A properly executed consent form contains at least the following:



e Name of patient, and when appropriate, patient’s legal guardian;

¢ Name of CAH;

e Name of procedure(s);

o Name of practitioner(s) performing the procedures(s);

o Signature of patient or legal guardian;

o Date and time consent is obtained;

« Statement that procedure was explained to patient or guardian;

« Signature of professional person witnessing the consent;

« Name/signature of person who explained the procedure to the patient or guardian.

The medical record must contain information such as progress and nursing notes,
documentation, records, reports, recordings, test results, assessments etc. to:

o Justify admission;

e Support the diagnosis;

o Describe the patient’s progress;

o Describe the patient’s response to medications; and

« Describe the patient’s response to services such as interventions, care, treatments,
etc.

The medical record must contain complete information/documentation regarding medical
history, assessment of the health status and health care needs of the patient, and a
summary of the episode, disposition, and instructions to the patient. This information and
documentation is contained in a discharge summary.

A discharge summary discusses the outcome of the CAH stay, the disposition of the
patient, and provisions for follow-up care. Follow-up care provisions include any post
CAH appointment, how post CAH patient care needs are to be met, and any plans for
post-CAH care by providers such as swing-bed services, home health, hospice, nursing
homes, or assisted living. A discharge summary is required following any CAH acute
care stay prior to and following a swing-bed admission and discharge.

The MD/DO or other qualified practitioner with admitting privileges in accordance with
State law and CAH policy, who admitted the patient is responsible for the patient during



the patient’s stay in the CAH. This responsibility would include developing and entering
the discharge summary.

The MD/DO may delegate writing the discharge summary to other qualified health care
personnel such as nurse practitioners and physician assistants to the extent recognized
under State law or a State’s regulatory mechanism. The MD/DO may also delegate
writing the discharge summary to another MD/DO who is familiar with the patient.

Survey Procedures §485.638(a)(4)(i)

o Verify that the medical staff have specified which procedures or treatments
require a written informed consent.

e Verify that medical records contain consent forms for all procedures or treatment
that are required by CAH policy.

o Verify that consent forms are properly executed.

o Examine a sample of patient records and/or facility records of requests for
information contained in patient records to determine if there are signed and dated
consent forms, when required, medical history, health status and care needs
assessment, and discharge summary in each record, as needed.

o Review of sample of active and closed medical records for completeness and
accuracy in accordance with Federal and State laws and regulations and CAH
policy. The sample should be at least 10 percent of the average daily census, as
appropriate.

C-0305

§485.638(a)(4)(ii) Reports of physical examinations, diagnostic and laboratory test
results, including clinical laboratory services, and consultative findings;

Interpretive Guidelines §485.638(a)(4)(ii)
All or part of the history and physical exam (H & P) may be delegated to other
practitioners in accordance with State law and CAH policy, but the MD/DO must sign the

H & P and assume full responsibility for the H & P. This means that a nurse practitioner
or a physician assistant meeting these criteria may perform the H & P.

Survey Procedures §485.638(a)(4)(ii)

o Determine that the bylaws require a physical examination and medical history be
done for each patient.

o For sampled records, does the appropriate practitioner sign reports of physical



Policies and procedures must be written, implemented and enforced. Surgical services’
policies must be in accordance with acceptable standards of medical practice and surgical
patient care.

Pre-Operative History and Physical (H & P)

A complete history and physical must be conducted in accordance with acceptable
standards of practice, and the written document placed on the medical record, prior to
surgery. All or part of the H & P may be delegated to other practitioners in accordance
with State law and CAH policy, but the surgeon must sign the H & P and assume full
responsibility for the H & P. This means that a nurse practitioner or a physician assistant,
meeting these criteria, may perform the H & P.

In all circumstances, when an H & P has been conducted, but is not present on the chart
prior to surgery, or in emergency situations where a complete H & P cannot be conducted
prior to surgery, a brief admission note on the chart is necessary. The note should include
at a minimum critical information about the patient’s condition including pulmonary
status, cardiovascular status, BP, vital signs, etc.

Informed Consent

A properly executed informed consent form contains at least the following:

o Name of patient, and when appropriate, patient’s legal guardian;

« Name of CAH,;

o Name of procedure(s);

o Name of practitioner(s) performing the procedure(s) or important aspects of the
procedure(s), as well as the name(s) and specific significant surgical tasks that
will be conducted by practitioners other than the primary surgeon/practitioner.
(Significant surgical tasks include: opening and closing, harvesting grafts,
dissecting tissue, removing tissue, implanting devices, altering tissues.);

o Signature of patient or legal guardian,;

o Date and time consent is obtained;

o Statement that procedure was explained to patient or guardian;

« Signature of professional person witnessing the consent; and

« Name/signature of person who explained the procedure to the patient or guardian.

The responsible practitioner must disclose to the patient any information necessary to



enable the patient to evaluate a proposed medical or surgical procedure before submitting
to it. Informed consent requires that a patient have a full understanding of that to which
he or she has consented. An authorization from a patient who does not understand what
he/she is consenting to is not informed consent.

Patients must be given sufficient information to allow them to make intelligent choices
from among the alternative courses of available treatment for their specific ailments.
Informed consent must be given despite a patient’s anxiety or indecisiveness.

The responsible practitioner must provide as much information about treatment options
as is necessary based on a patient’s personal understanding of the practitioner’s
explanation of the risks of treatment and the probable consequences of the treatment.

Informed consent means the patient or patient representative is given (in a language or
means of communication he/she understands) the information needed in order to consent
to a procedure or treatment.

An informed consent would include at least: an explanation of the nature and purpose of
the proposed procedures, risks and consequences of the procedures, risks and prognosis if
no treatment is rendered, the probability that the proposed procedure will be successful,
and alternative methods of treatment (if any) and their associated risks and benefits.
Furthermore, informed consent would include that the patient is informed as to who will
actually perform surgical interventions that are planned. When practitioners other than
the primary surgeon will perform important parts of the surgical procedures, even when
under the primary surgeon’s supervision, the patient must be informed of who these other
practitioners are, as well as, what important tasks each will carry out.

Post-Operative Care/Recovery
Adequate provisions for immediate post-operative care means:
o Post operative care must be in accordance with acceptable standards of practice.

» The post-operative care area or recovery room is a separate area of the CAH.
Access is limited to authorized personnel.

e Policies and procedures specify transfer requirements to and from the recovery
room. Depending on the type of anesthesia and length of surgery, the post-
operative check before transferring the patient from the recovery room should
include some of the following:

e Level of activity

e Respirations

e Blood pressure



