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An unannounced complaint survey, authorized by
the Centers for Medicare and Medicaid Services,
was completed on 3/811. The follawing

. deficiancy was found.

A 486§ 482,24(c)H2)(v) CONTENT OF RECORD - A468|
INFORMED CONSENT

[ANl records must document the following, as
appropriate:] : ’
Properly executed Informed consent forms for
procedures and frealments specified by the
medical staff, or by Federal or State law if
applicable, to require written patient consent,

This STANDARD is not met as evidenced by:
Based on staff interview and record review, the
hospital falied to assura that a properly executed
informed consent was obtained prior fo a
procedura requiring consclous sedation for 1
applicable patient in the targeted sample. (Patient
# 54 ) Findings include: . ‘ 4

Per review of the medical record for Patient #54 ac pwED . L” 6/ 21
on 3/3/11, a consent for treatment for an invasive ?
medical procedure performed under moderate oL pe\J
_{ sedation was not properly executed. The consent e
'] was not signed by the patient; the document c»{,[ep\ W0
stated "verbal consent’ on the patient signature
line. A pracedure note dated 8/6/10 at 1235
hours stated that informed written consent for the
procedure was obtained. During interview on
319111 at 11:30 AM, the physician who performed
Rl the procedure confirmed that the report was in
error and that he did document 'verbal consent’
on the form. Perreview on 3/9/11 at 11 AM, the
hospital's policy on Informed Consent stated *if
the patient or surragale decision- maker is unable
to provide a signature, the responsible provider

LABORATORY DIRECTOR'S OR PROVIQERISUPPLIER REPRESENTATIVE'S SIGNATURE TITLE ) [%8) DATE
T ~ * .
22%4_{:____2@ W Qe b oo Y-a -
Any deficléncy statemant ending with an asterisk (*) denotes a deficiency which the insti!u‘?bn may be excused from comecting praviding it is determined that

other safaguards provide sufficient prolection to ike patients. (See instructions.) Except for nursing homes, the findings slated above are discloseble 0 days
Tollowing the date of survey whether or nol a plan of correction is provided. For nursing homes, the above findings and plans of correclion are disclosable 14
days following the dale these documents are made available to the facllity. I deficiencies dre clted, an approved plan of comeclion is requisite {o continued
program participation.
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A 466 | Continued From page 1 A 468
should record an attestation confirming that the gp\ \\
patient or their surrogats has consented to the 9
treatment/procedure after being informed of the
risks, benefits, and alternatives. The
documentation should be sufficlently extensive to 0 Qa
explain why a signature was not obtained.” There
was no atiestalion note in the medical record on Q%
why written consent was not obtained. During
Interview at 11:40 AM, the Clinica! Director of
Radiology confirmed that an explanatory note
should have documented why written congent
was not obtained.
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Response for Division of Licensing and Protection Complaint Investigation on March 8, 2011

AQ00 INITIAL COMMENTS

An unannounced complaint survey, authorized by the Centers for Medicare and Medicaid
Services, was completed on 3/9/11. The following deficiency was found.

A 466 482.24(c)(2)(v) CONTENT OF RECORD INFORMED CONSENT
[All records must document the following, as appropriate:]

Properly executed informed consent forms for procedures and treatments specified by the I
medical staff, or by Federal or State law if applicable, to require written patient consent.

This STANDARD is not met as evidenced by: Based on siaff interview and record review, the
hospital failed to assure that a properly executed informed consent was obtained prior to a
procedure requiring conscious sedation for 1 applicable patient in the targeted sample. (Patient
# 54) Findings include:

Per review of the medical record for Patient #54 on 3/3/11, a consent for treatment for an
invasive medical procedure performed under moderate I sedation was not properly executed.
The consent was not signed by the patient; the document I stated "verbal consent” on the patient
signature line. A procedure note dated 8/6/10 at 1235 I hours stated that informed written
consent for the procedure was obiained. During interview on 3/9/11 at 11:30 AM, the physician
who performed the procedure confirmed that the report was in error and that he did document
'verbal consent' on the form. Per review on 3/9/11 at 11 AM, the hospital’s policy on Informed
Consent stated "If the patient or surrogate decision- maker is unable to provide a signature, the
responsible provider should record an attestation confirming that the patient or their surrogate
has consented to the treatment/procedure after being informed of the risks, benefits, and
alternatives. The documentation should be sufficiently extensive to explain why a signature was
not obtained.” There was no attestation note in the medical record on why written consent was
not obtained. During interview at 11:40 AM, the Clinical Director of Radiology confirmed that
an explanatory note should have documented why written consent was not obtained.

Fleicher Allen Plan of Correction

The Radiology Quality Assurance Chair will use the referenced case to provide education to the
Radiology Department providers. Specifically addressed will be the importance of ensuring that
when verbal consent is obtained and documented, the dictated note indicates rationale for the
lack of written consent. This will be communicated electronically within the department on
4/4/2011 as well as being discussed at the next Radiology Faculty-Education meeting on
4/5/2011. As an organization, we monitor our consent documentation. Our data indicates a high
level of performance. During the month of April, the RN Clinical Auditors from the Institute for
Quality will perform an audit for appropriate consent documentation with feedback as
appropriate to the Departinent Quality Assurance Chair. The audit will be complete by

4/26/2011. w " ]a.o 0
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