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A 000 INITIAL COMMENTS AOOO

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

A466 482.24(c)(2){v) CONTENT OF RECORD- A 466 .
INFORMED CONSENT

[All records must document the following, as
appropriate:j
Properly executed Informed consent forms for
procedures and treatments specified by the
medicai staff, or by Federal or State law if
applicable, to require wn1tenpstient consent.

This STANDARD Is not met as e~idenced by:
Based on staff 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:

~~
"{'5/w IPer review of the medical record for Patient #54 '(\ f'r{-~G::D

on 3/3/11, a consent for treatment for an Invasive .pr I=-
medical procedure performed under moderate ~\...""~~
, sedation was not properly executed. The consent ......nwas not signed by the patient the document ~({eJ..,~10
stated ''verbal consent' on the patient signature.
line. A procedure note dated 8/6/10 at 1235
hours stated that Informed written consent for the
procedure was obtained. 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 Iheform. Per review on 3/9/11 at 11 AM, the
hospital's policy on Informed Consent slated 'If
the patient or surrogate decision-maker is unable
to pro~lde a signature, the responsible provIder

CAS~to Y..PJB,ECTOR'S OR PROVIDER/SUPPLlER REPRESENTATIVE'S SIGNAT,URE TITLE lX6) DATErx ,,~ / .•..•, A7~ \P c-;'\ ,~_\.+. <./ - '" -II
Any deficlElncy statem.snt ending wilh an asterisk ,oJ denotes a deficfency ~hichthe instilu"ttbn may be excused fro~ correcting providing it 1.5detennlned that
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A 466 Continued From page 1
should recoid an altestatlon confirming that the
patient or their surrogate has consented to the
lrealment/procedure after being informed of the
risks. benefits, and alternatives. The
dccumentatlon should be sufficiently exlensive to
explain Whya signature was not obtained •• There
was no attestation note In the medical record on
why written censent was not obtained. During
Interview at 11:40 AM, the Clinical Director of
Racfiology confirmecf that an explanatory nole
should have documented why written consent
was not obtaIned.
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Response for Division of Licensing and Protection Complaint Investigation on March 9, 2011

AOOOINITIAL 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 staff interview and record review, the
hospitalfailed to assure that a properly executed informed consent was obtained prior to a
procedure requiring conscious sedation for 1applicable patient in the targeted sample. (patient
# 54) Findings include:

Per review of the medical recordfor Patient #54 on 3/3/11. a consent for treatmentfor 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 slated that informed written
consentfor the procedure was obtained. 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 staled "If the patient or surrogqte 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.

Fletcher 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 consenl 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 Department Quality Assurance Chair. The audit will be complete by
4/26/2011.
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