Re: Consumer Comments regarding proposal from the Centers of Medicare
and Medicaid Services to reduce government survey visits to hospitals by
replacing them with self-reporting mechanism

Donald M. Berwick, MD, MPP Nov 10, 2010
Administrator

Centers for Medicare & Medicaid Services,

7500 Security Boulevard

Baltimore, MD 21244

Dear Dr. Berwick,

This is a comment regarding the proposal from the Centers of Medicare and Medicaid Services (CMS) by
Thomas Hamilton, Director of the Survey and Certification Group, CMS, to reduce government survey
visits to hospitals by replacing them with self-reporting through the fulfillment of the hospital’s QAPI
requirements. The following statements were made, which have given us concern, during a
teleconference entitled, “Accelerating Healthcare-Associated Healthcare-Infection Elimination: Health
System, Hospital, and Government Leadership Collaboration,” on Oct. 28, 2010.

“And the question that arises with regard to survey and certification is, why do we need so
many surveys? How could we arrange things so that external surveys would be less and less
necessary? | think part of the solution to that is to try to strengthen the internal capability of
every type of organization to monitor its own performance and act on that information.”

“Over the course of the next two years, what we intend to do is to develop further the attention
that we are focusing on the hospital's QAPI requirements, so that hopefully we could look more
at those functionalities within a hospital and reduce the need for surveyors to be looking at the
other areas, so that we can have the confidence going into an organization that if there are
problems, that organization is mindful of the problems and is taking prompt and effective
action.”

The above proposed protocol appears to use self-reporting and self-policing for quality assurance and
oversight. However, protocols based on self-reporting and policing have come into question as to their
effectiveness by healthcare stakeholders.(1) The following is documentation of the shortcomings of
protocols based on self-reporting.

The December 2008 OIG report by Levinson (OEI-06-07-0047) outlined problems with self-
reporting and self-policing in facilities, including the reporting of only an estimated 0.1% of
sentinel events to the Joint Commission. (1)

A March 2010 Joint Commission report stated that only 4,590 reports of sentinel events from
general hospitals and 298 reports of sentinel events from emergency rooms had been received

since January 1995.(63) Only 64.7% of these reports were identified by self-reporting.(2)

A March 8, 2010 OIG Report found that in surveyed hospitals, patient diagnosis codes were



inaccurate or absent for 7 of the 11 Medicare Hospital Acquired Conditions identified by
physician reviewers and reviewed hospitals did not generate incident reports for 93% of the 120
events. Two out of the three events which caused death did not have any reports.(3)

A recent AHRQ survey (Sorras AHRQ March 2009) found 52% of the staff in 622 surveyed
facilities did not report any adverse events (sentinel or otherwise) at their institution. The
report concluded that, “It is likely events were underreported,” and identified this as an area for
improvement. (4)

The AMA News reported that as of 2007, approximately half of U.S. hospitals had never
reported a physician to the National Practitioner Data Bank. (5)

In Kentucky, a glaring example of possible non-reporting exists, where in a submitted 2010 grant
to the CDC for control of Healthcare Acquired Infections (6) clearly states that HAI outbreaks are
reportable to the State Health Departments but a survey of the total reports revealed that over
a year’s time, in 100 acute care facilities, only four reports were made.(7) No outbreaks of C.
Diff or MRSA were reported in hospitals.(7) In addition, these reports did not differentiate
between hospital acquired and pre-existing infections.

Based upon the above evidence we strongly urge the Centers of Medicare and Medicaid not to curtail
survey visits which are vitally needed to verify submitted data and to assure the quality of care provided
to patients.

Thank you for this consideration,
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John T. James, PhD
Patient Safety America
http://PatientSafetyAmerica.com/

Houston, Texas

Dianne Parker
Patient Advocate
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www.PatientSafetyASAP.org

Alliance for Safety Awareness for Patients
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Copy: Cindy Mann — Director of Center for Medicaid, CHIP and Survey & Certification
Thomas Hamilton — Director, Survey and Certification Group, CMS

Donald Wright, MD, MPH -- Deputy Assistant Secretary for Healthcare Quality, Office of the
Secretary, US Dept HHS

Nancy Wilson, MD, MPH -- Joint Senior Advisor to Agency for Healthcare Research and Quality
(AHRQ) and to the Office of the Secretary, US Dept HHS.

Sheila Roman, MD, MPH — Senior Medical Officer, Hospital and Ambulatory Policy Group, CMS
Amy Bassano — Director, Hospital and Ambulatory Policy Group, CMS

Marc Hartstein — Deputy Director, Hospital and Ambulatory Policy Group, CMS
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CABINET FOR HEALTH AND FAMILY SERVICES
DEPARTMENT FOR PUBLIC HEALTH
Division of Epidemiology and Health Planning

Steven L. Beshear 275 East Main Street, HS2GWC Janie Miller
Governor Frankfort, KY 40621 Secretary
(502) 564-3418 phone
(502) 564-9626 fax
www.chfs ky.gov

November 1, 2010

Kevin T. Kavanagh, MD
3396 Woodhaven Dr.
Somerset, KY 42503

Dear Dr. Kavanagh:

In response to your request, dated and received on October 21, 2010, for “aggregate data on healthcare acquired infection
and multidrug resistant outbreaks” reported by healthcare facilities, the Kentucky Department for Public Health is able to
supply the following information.

During the period from October 1, 2009 to September 30, 2010, fifty-one total outbreaks were reported in healthcare facilities
in Kentucky. Of these, four were reported by hospitals (in two, the cause was confirmed as norovirus; in one, it was
confirmed as a multidrug resistant organism, and in one, the causative agent remained unconfirmed). Forty-six outbreaks, all
associated with gastrointestinal symptoms, were reported by nursing homes or long-term care facilities (in twenty, the cause
was confirmed as norovirus; in one, it was confirmed to be C. difficile; and in twenty-five the causative agent remained
unconfirmed). Finally, one outbreak was reported in another type of healthcare facility, and the cause of this outbreak was
not determined.

Because in most instances outbreaks are the result of a mixture of affected staff and patients, we do not distinguish between
those which may be primarily the result of introduction of an organism into a facility and those mainly due to transmission
within a facility.

If you have any questions, please contact me at (502)564-3418 ext 3570.

Sincerely,

E. Humbaugh, M.D., M.

Director, Division of Epidemiolc nd Health Planning

cc: Dr. William Hacker Dr. Robert Brawley
Dr. Steve Davis Mr. Charles Kendell
Dr. Stephanie Mayfield Mr. Guy Delius

Dr. Fontaine Sands
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