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Executive Summary

Governor George E. Pataki and Antonia C. Novello, M.D., M.P.H., Dr. P.H.,
Commissioner of Health, have affirmed that the most important responsibility of the
Department and the healthcare community is to assure the highest quality of care
to patients in the safest possible manner. Recently, Commissioner Novello stated,
“New York’s Patient Safety Initiatives and the tremendous commitment made by
healthcare providers across the state, build on Governor Pataki’'s commitment to
ensuring New Yorkers access to one of the finest, most advanced healthcare
systems in the world.”

New York State has a long history of implementing efforts to improve patient
safety by mandating that hospitals report and initiate improvement actions based
on adverse events occurring at their facilities. The New York Patient Occurrence
Reporting and Tracking System (NYPORTYS) is the third iteration of incident
reporting for New York State. The evolution of NYPORTS spans 21 years, initially
known as the Hospital Incident Reporting System (HIRS) followed by Patient Event
Tracking System (PETS). NYPORTS is a culmination of lessons learned through
analysis, evaluation and use of the systems. It has been very positively affected by
the cooperative efforts of hospitals, hospital associations and a broad base of
experts across the state.

The current system, beginning in 1985, is a mandatory adverse event
reporting system statutorily based, pursuant to Article 28 Public Health Law 2805-I
and Section 405.8, Incident Reporting, of Title 10 New York Code, Rules and
Regulations. The system captures predefined events specifically coined
“occurrences”. For the purpose of NYPORTS reporting, an occurrence is an
unintended adverse and undesirable development in an individual patient’s
condition. It is important to acknowledge that all adverse events collected in the
system are not medical errors and should not be considered as such. NYPORTS
does collect reports on medical errors, but the volume of medical errors in the
system is a small percentage compared to the overall volume of reporting.

The data collected in NYPORTS is used by the Department to assess the
incidence and management of adverse occurrences across the state, as well as a
basis for patient safety initiatives. Additionally, NYPORTS has proven to be a
valuable tool for facilities in internal quality initiatives and medical error prevention.
As a national leader in the evolution of reporting systems, much has been learned
from NYPORTS.



This report will highlight the Department’'s commitment to patient safety

through quality initiatives inspired and supported by the data collected in NYPORTS.
These include:

Building quality initiatives around selected NYPORTS codes, first through an
Agency for Healthcare, Research and Quality (AHRQ) grant, and secondly
through a process measure project.

Participation in the NYSDOH led delegation of the AHRQ and VA National
Center for Patient Safety (NCPS) sponsored Patient Safety Improvement
Corps (PSIC) National Training.

Providing extensive patient safety education to facility NYPORTS coordinators
and quality improvement specialists of various disciplines across the state.
Implementation of the first state protocol for thorough and credible Root
Cause Analysis.

Sponsoring a statewide patient safety conference.

Publishing two articles, Qualitative and Quantitative Analysis of Medication
Errors: The New York Experience and_Lessons Learned from The Evolution of
a Mandatory Reporting System.

Sharing lessons learned through articles published in the NYPORTS News and
Alert, presentations to the Statewide NYPORTS Council and regional hospital
associations.

Annual New York State Patient Safety Awards.

Restructuring of the NYPORTS reporting system.

Comprehensive enhancements of the NYPORTS electronic system.

Revised NYPORTS policies, procedures and manual.

Ongoing NYPORTS data assessment in collaboration with the School of Public
Health.

The Department of Health acknowledges the efforts and improvement of New
York State Hospitals and Diagnostic and Treatment Centers with regard to
reporting. NYPORTS has been historically compared to data submitted to the
Statewide Planning and Research Cooperative System (SPARCS). Below are some
of the statistics related to NYPORTS reporting for the years 2002-2004.

The number of inpatient discharges reported through SPARCS increased from
2,466,849 in 2002, to 2,521,170 in 2003 and to 2,617,524 in 2004.

The number of reports submitted to NYPORTS increased from 30,416 cases
in 2002, to 31,029 in 2003, and to 31,154 in 2004.

Reporting has changed from 1,225 reports per 100,000 discharges in 2002,
to 1,203 reports per 100,000 discharges in 2003, to 1,150 reports per
100,000 discharges in 2004.

NYPORTS reporting per 100,000 discharges has remained relatively constant
with a slight decrease of 6.1% from 2002 to 2004, largely due to increases in
inpatient discharges.



Introduction and Background

The New York Patient Occurrence Reporting and Tracking System
(NYPORTYS) is a mandatory adverse event reporting system implemented pursuant
to New York State Public Health Law Section 2805-L, Incident Reporting. For the
purpose of NYPORTS reporting, an adverse occurrence is specifically defined as an
unintended adverse and undesirable development in an individual patient’s
condition. Some occurrences are meant to be tracked and trended as groups, while
the most serious occurrences (specifically defined as patient deaths or impairments
of body function in circumstances other than those related to the natural course of
iliness, disease or proper treatment in accordance with generally accepted medical
standards), are investigated internally and require facilities to conduct a Root Cause
Analysis (RCA). All adverse events are not medical errors and should not be
considered as such.

NYPORTS does collect reports on medical errors, but the volume of medical
errors in the system is a small percentage compared to the overall volume of
reporting. It should be noted that New York State Public Health Law Section 2805-
m Confidentiality prevents disclosure of incident reports under the Freedom of
Information Law.

This report will provide information regarding NYPORTS enhancements,
policy revision and analysis of data collected during the years 2002-2004. In
addition, information relating to activities undertaken to assure optimal NYPORTS
reporting and future plans will be discussed. Future plans include: ongoing
improvement of the NYPORTS system, continued training and support and in-depth
data analysis by occurrence code. The overriding goal of these activities is to
improve the quality of care and safety of patients in facilities in New York State.

New York State has had a long history of implementing efforts to improve
patient safety by requiring hospitals to report and initiate actions based on adverse
events occurring in their facilities. Since October 1, 1985, a mandatory incident
reporting system has been in place in New York State. Initially, the incident
reporting system was a paper reporting system; later, an e-mail-based system was
developed. Neither of these systems allowed adequate feedback to the hospitals,
which limited the use of the data for quality improvement.

At the direction of Governor Pataki through a regulatory reform effort,
NYPORTS was created to simplify reporting, streamline coding, coordinate with
other reporting systems to reduce duplication and most importantly allow hospitals
to obtain feedback on their own reporting patterns and compare them with other
facilities in the region and the State.



The development of the electronic internet-based system began in 1995,
utilizing a statewide workgroup of industry experts including consumer
representative. The original workgroup included a practicing surgeon, a practicing
anesthesiologist, facility medical directors, internal medicine practitioners, nursing,
quality assurance and risk management professionals.

The Chair of the original workgroup, Dr. Robert Panzer, is the Chief Quality
Officer of The University of Rochester Medical Center and continues to Chair the
NYPORTS council today. The NYPORTS Council meets regularly; many of the
original members of the first workgroup sit on the panel. The council sets goals
and prioritizes patient safety projects, participates in analysis of NYPORTS data as
well as clinical and system enhancements. The Department works in collaboration
with the NYPORTS council, providing necessary support to carry out development
and implementation activities.

Statewide hospital associations and their regional affiliates also participated
in development and implementation of the group’s activities. The resulting system
is based on objective criteria and provides hospitals with clear definitions of what
must be reported. This electronic version was extensively field tested, refined, and
implemented on a statewide basis in April 1998. The system made it easier for
hospitals to report adverse incidents, as required by law, and to obtain comparative
data.

NYPORTS is an Internet based system with all the required security
measures included in its construction. Hospitals can query the database to
compare their experience with reported events to the statewide, regional or peer
group experience. While the identity of individual hospitals in the comparative
groups is not disclosed, the comparative database is a useful tool in support of
hospital quality improvement activities. Additionally, hospitals can use the system
to create comparative reports in a variety of graphic formats. With new Reports
functionality, hospitals can produce assorted reports of local, Regional, statewide or
peer group information.

NYPORTS electronic reporting is dynamic, evolving as technological
advances and clinical changes necessitate. Significant system improvements were
implemented effective June 1, 2000. These improvements included: improved
definitions of reportable events, increased reporting requirements regarding
medication errors, a detailed definition manual, a revised and improved instructional
manual, and the ability to create root cause analysis reports (RCA'’s) for all serious
occurrences.



System improvements implemented in 2001 included the installation of a
new server, a "bulletin board" to post information and documents and a home
screen to display changes in case status. Following extensive analysis, significant
code revisions and technical changes were made to the electronic system, effective
in 2004 and 2005. These changes included reprogramming the system using .net
technology, revised user screens, reports, help and search functions.

The Department believes that before patient safety improvements can be
made, there must be an awareness and recognition of adverse events by facilities
(i.e., before one can fix a problem, it must be identified). Therefore, the
Department views hospitals with the highest reporting rates as those most keenly
aware of occurrences within their facilities and in the best position to bring about
systems improvements. For events with significant negative or lasting impact on
patients, facilities must conduct an internal investigation of the systems supporting
patient care.

These investigations, known as Root Cause Analyses, must identify the root
causes of such events, enact systems improvements and build in back-up,"fail-safe"
strategies to prevent reoccurrence. Facilities are required to monitor the
implementation and effectiveness of identified system improvements through their
quality assurance activities, to assure strategies function as intended. For events of
lesser patient consequence, facilities are expected to collect and aggregate data
regarding these occurrences, to identify system weaknesses before more
consequential events occur.

Through access to a comparative database, a hospital can identify through
its own reporting circumstances where the hospital stands by comparison. This
helps to identify the system of care upon which the hospital should focus its
attention and efforts and to monitor the effectiveness of improvement efforts. By
completing this process, the number of adverse events will be reduced and the
quality of care and the level of safety for hospital patients will improve.

The Department oversees hospital compliance with NYPORTS reporting
responsibilities to ensure the process is fulfilled. The Department also directly
investigates a portion of the most significant occurrences. Further, through
NYPORTS system management and analysis, the Department identifies areas of
significant concern noted by individual hospitals and provides alerts to all hospitals
in the State. It is expected that hospitals will institute measures, known as "risk
reduction strategies", to prevent or reduce these occurrences in their own facilities.
By sharing such pertinent information with all hospitals in the State, the
Department endeavors to bring about industry-wide improvement in patient safety.



The National Academy for State Health Policy (NASHP) supports mandatory
reporting systems, such as NYPORTS, as a tool to address quality and safety issues
related to hospital care. They cite, "Proponents of mandatory reporting view it as a
way to make healthcare organizations responsive to public expectations for safe,
high quality health care”. “Mandatory reporting systems are intended to hold
providers accountable for performance in two ways: First, they may help assure
that serious mistakes are reported and investigated and that appropriate follow-up
action is taken and Second, they provide disincentives (e.g., citations, penalties,
sanctions, possible public exposure, and possible loss of business) for organizations
to continue unsafe practices”. By fulfilling and exceeding these criteria set forth by

. : . . 1
NASHP, NYPORTS has distinguished itself as a model state reporting system.

Completeness of Reporting in NYPORTS

As noted in previous NYPORTS annual reports, the completeness of reporting
is an important concern when using NYPORTS for quality improvement and adverse
event reduction purposes. If the data is not reported completely and accurately, the
occurrence frequency or the occurrence rate (number of occurrences per number of
discharges or number of occurrences per number of procedures of a given type) for
hospitals or region cannot be accurately computed.

Nationally it is recognized that a “gold standard” does not exist from which
complete reporting can be measured, however using the number of discharges
reported in the Statewide Planning and Research Cooperative System (SPARCS) as
a denominator allows for some measure of frequency. SPARCS is a database
containing information on all inpatient stays in New York State acute care hospitals.
The Department does take active steps to identify compliance with complete
reporting, stemming from statewide educational sessions and patient safety
projects to record reviews through the surveillance process and retrospective
review process.

! Lynda Flowers and Trish Riley, “State-based Mandatory Reporting of Medical Errors: An analysis of the
legal and Policy Issues”, March 2001 pg.5.



Matching Select NYPORTS Occurrences with Inpatient Hospital Discharge
Data from the Statewide Planning and Research Cooperative System -
SPARCS

Optimal reporting is crucial when utilizing NYPORTS data as a tool for quality
improvement and adverse event reduction efforts. This report will show that
reporting for occurrence codes 401(New acute pulmonary embolism), 402 (new
documented deep vein thrombosis), 604 (acute myocardial infarction not related to
a cardiac procedure) and 808 (post-op wound infection requiring drainage during
the hospital stay or inpatient admission within 30 days) improved significantly in 15
New York State hospitals involved in an Agency for Healthcare, Research and
Quality (AHRQ) funded Patient Safety Demonstration Project.

The goals of the $5.4 million grant in support of patient safety improvements
were accomplished through two initiatives: assuring more complete reporting in
NYPORTS, for more meaningful analysis and oversight of three demonstration
projects involving hospital groups or networks that would study specific types of
adverse outcomes, then develop and test interventions that could reduce their
occurrence.

Findings from the projects have been distributed statewide so that other
facilities may also concentrate on identification of these occurrences and implement
or reinforce successful protocols. The protocols included thrombo-prophylaxis to
reduce the incidence of thromboembolic episodes (deep vein thromboses or
pulmonary embolisms commonly referred to as “blood clots”), peri-operative risk
assessment and appropriate use of beta-blocker prophylaxis to prevent myocardial
infarction in a non cardiac related procedure; and standardized surgical anti-
microbial prophylaxis protocols to reduce post-operative wound infections.

Monitoring of occurrence reporting is a high priority for the Department of
Health. The Department continually seeks innovative ways to assist facilities in
meeting their mandatory reporting requirements. SPARCS was instrumental in
assessing completeness of reporting in the four NYPORTS codes (401/402, 604 and
808) included in the AHRQ grant mentioned above.

Please see Appendix B for the list of NYPORTS codes with their
included and excluded criteria.



By linking NYPORTS and SPARCS to identify potentially missed events, the
Department was successful in assisting hospitals to identify cases. The methods
used and results of this process are described below:

Process for Measuring Completeness of Reporting of Select Occurrences

1. Use SPARCS data to identify all patients with specific diagnosis codes
identified in the International Classification of Diseases (ICD-9).

NYPORTS 401 (pulmonary embolism): ICD-9 diagnosis codes not in the
primary position, 415 Acute pulmonary heart disease (415.1, 415.11, 415.19,
415.0), 673.2 Obstetrical blood-clot embolism.

NYPORTS 402 (deep vein thrombosis): 1CD-9 diagnosis codes not in the
primary position, 451 Phlebitis and thrombophlebitis (451.1, 451.11, 451.19,
451.2, 451.81, 451.83, 451.84, 451.89), 453 Other venous embolism and
thrombosis (453.2, 453.8, 453.9), 671 Venous complications in pregnancy
and the puerperium.

NYPORTS 808 (post-op wound infection): ICD-9 diagnosis code in any
diagnosis field, 998.5 other complications of procedures, postoperative
infection (998.51, 998.59, 998.5).

NYPORTS 604 (acute myocardial infarction) 1CD-9 diagnosis code not in the
primary position, 410.X1 Acute myocardial infarction, initial episode of care.

2. Match all of the patients identified in SPARCS (with the corresponding
diagnosis codes) with patients who were identified using administrative data
and reported in NYPORTS.

3. Records identified in SPARCS as potential NYPORTS cases were provided to
an independent review agent, the Island Peer Review Organization (IPRO)
for medical chart review. IPRO used registered nurses to conduct
retrospective medical record reviews using a standard validation review
instrument to determine if a reportable event occurred.

4. Hospitals entered cases into NYPORTS, which IPRO determined were
reportable and the hospitals agreed were reportable.

5. The estimated completeness of reporting (percentage of cases that were
reported) is the total of matched cases (SPARCS and NYPORTS) divided by
the total number of cases identified in SPARCS using the diagnosis codes.



Results of Process

The hospitals that participated in the demonstration project were evaluated
on the completeness of NYPORTS reporting for two time periods, the first half of
2001 and the second half of 2001.

Using the methods described above, 67 SPARCS cases were identified as
reportable under NYPORTS occurrence code 401/402, from January 1, 2001 to May
31, 2001 for the five hospitals participating in the DVT/PE demonstration project. Of
these patients, a total of 16 cases (24%) were reported by the hospitals to
NYPORTS as of June 18, 2002.

Using the same methods, 38 SPARCS cases were identified as reportable
under NYPORTS occurrence code 604, from January 1, 2001 to May 31, 2001 for
the five hospitals participating in the post operative AMI demonstration project. Of
these patients, a total of 11 cases (29%) were reported by the hospitals to
NYPORTS as of June 18, 2002.

For NYPORTS occurrence code 808, 43 SPARCS cases were identified as
reportable from January 1, 2001 to May 31, 2001 for the four hospitals participating
in the post operative wound infection demonstration project. Of these patients, a
total of 5 cases (12%) were reported by the hospitals to NYPORTS as of June 18,
2002.

After the facilities were notified of the results of the evaluation of
completeness for the first half of 2001, the DOH directed them to initiate a process
of locating and re-evaluating these occurrences, with a goal of assessing and
making improvements to their own internal identification processes. After these
improvements were made, facilities were directed to identify and report any
401/402, 604 or 808 events which had not been previously reported for the second
half of 2001.

The facilities were then re-evaluated by examining completeness of reporting
for the second half of 2001. For the facilities in the 401/402 demonstration project,
128 SPARCS cases were identified as reportable to NYPORTS from June 1, 2001 to
December 31, 2001. Of these patients, a total of 113 cases (88%) were reported by
the hospitals to NYPORTS as of January 2003.

Using the same methods, 45 SPARCS cases were identified as reportable
under NYPORTS occurrence code 604, from June 1, 2001 to December 31, 2001 for
the five hospitals participating in the post operative AMI demonstration project. Of
these patients, a total of 21 cases (47%) were reported by the hospitals to
NYPORTS as of January 8, 2003.



For NYPORTS occurrence code 808, 46 SPARCS cases were identified as
reportable from June 1, 2001 to December 31, 2001 for the four hospitals
participating in the post operative wound infection demonstration project. Of these
patients, a total of 38 cases (83%) were reported by the hospitals to NYPORTS as
of January 8, 2003.

Conclusion

The completeness of reporting of NYPORTS events identified by using
SPARCS data for code 401/402, increased from 24% to 88%. Completeness of
reporting for 604 increased from 29% to 47% and completeness of reporting for
808 increased from 12% to 83%. This increase in reporting percentages is a direct
result of the efforts taken by the Department of Health to encourage reporting and
hospital compliance with reporting responsibilities

It should be noted that the process described above to measure completeness
used only records reported to NYPORTS that can be identified using SAPRCS data
with specific ICD9 diagnosis codes. The hospitals involved in the demonstration
projects did identify additional records using other methods, including Computerized
Patient Order Entry (CPOE), clinical laboratory results databases, imaging scans,
autopsy and infection control department reports.

Examination of Regional Variation in Reporting NYPORTS Data

A strategy for assessing the completeness of NYPORTS reporting is to
examine differences in reporting frequency among large groups of hospitals within
certain geographical regions of the state. In order to accomplish this goal, the
number of inpatient discharges was compared with the number of NYPORTS cases
per region. The statistic used is the number of NYPORTS cases per 100,000
discharges.
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The table below reflects the results of data collection that was entered into
the NYPORTS system as of December 31° of the following year (for example
NYPORTS occurrences in 2002, submitted to NYPORTS through the end of 2003).
The regions are defined as Western New York, Finger Lakes, Central New York,
Northeastern New York, Hudson Valley, Long Island, and New York City. The
counties comprising these regions are listed in Appendix A.

NYPORTS Cases Submitted/100,000 Discharges by Region: 2002, 2003
and 2004

2002 2003 2004
Rate

Rate per per Rate per
Region NYPORTS | SPARCS 100,000 NYPORTS | SPARCS 100,000 | NYPORTS | SPARCS 100,000
Central 2660 193421 1375.2 3012 199363 | 1510.8 3435 202446 1696.7
Finger Lakes 2464 148605 1658.1 2694 149472 | 1802.3 2678 153462 1745.1
Hudson
Valley 2717 251083 1082.1 2865 268244 | 1068.1 2703 276740 976.7
Long Island 4365 362795 1203.2 4059 357700 | 1134.7 4457 379736 1173.7
New York
City 12063 1153598 1045.7 12057 1183619 | 1018.7 11811 1239268 953.1
Northeastern 3191 171643 1859.1 3124 174255 | 1792.8 2703 177821 1520.1
Western 2766 185704 1489.5 2511 188517 | 1332.0 2315 188051 1231.0
Total
Inpatient 30226 2466849 1225.3 30322 2521170 | 1202.7 30102 2617524 1150.0

For the year 2002, there were 30,226 NYPORTS cases submitted for all of
the inpatient occurrence codes and 2,466,849 SPARCS cases submitted by
December 31, 2003. The number of NYPORTS cases submitted per 100,000
discharges for 2002 in New York State was 1,225.

As indicated in the table above, a total of 30,322 NYPORTS cases occurred in
2003 and were submitted by December 31, 2004 for all inpatient occurrence codes
in NYPORTS, and a total of 2,521,170 patients were discharged from New York
State acute care hospitals in 2003, based on data submitted by December 31, 2004.
The number of NYPORTS cases submitted per 100,000 discharges for 2003 in New
York State was 1,202.

Also indicated in the table above, a total of 30,102 NYPORTS cases occurred
in 2004 and were submitted by December 31, 2005 for all inpatient occurrence
codes in NYPORTS, and a total of 2,567,524 patients were discharged from New
York State acute care hospitals in 2004, based on data submitted by December 31,
2005. The number of NYPORTS cases submitted per 100,000 discharges for 2004 in
New York State was 1,150.
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The following bar chart compares the NYPORTS occurrences for year 2002
(submitted as of December 31, 2003, year 2003 (submitted as of December 31,
2004) and year2004 (submitted as of December 31, 2005) by region and for the
entire state.

Regional Variation in NYPORTS Reporting 2002-2004
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Changes In Statewide Reporting

The statewide number of NYPORTS cases reported per 100,000 discharges
2002 was 1,225. This rate was 1,150 NYPORTS cases reported per 100,000
discharges in 2004. Consequently, the NYPORTS reporting rate per 100,000
discharges has relatively constant, with a slight drop of 6.1% between 2002 and
2004. Examining the number of NYPORTS events and the number of SPARCS
records reveals that this decline is due primarily to an increase in SPARCS records
between 2002 and 2004.

n

Changes In Reporting by Region

The percentage change in NYPORTS cases reported per 100,000 discharges
between 2002 and 2004 ranged from a decrease of 18.2% (from 1,859 to 1,520)
in the Northeast New York region to an increase of 23.4% (from 1,375 to 1,696) in
the Central New York region.
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For the year 2002, the number of NYPORTS cases submitted per 100,000
discharges per region varied by a factor of 1.7. This regional variation stayed
substantially the same in 2003 and 2004.

For the year 2002, two regions New York City and Hudson Valley had very
similar reporting rates (1045 and 1082 occurrences per 100,000 discharges
respectively). Northeastern New York had the highest reporting rate (1,859
occurrences per 100,000 discharges). New York City reported the fewest
occurrences per 100,000 discharges (1045).

For the year 2003, Finger Lakes and Northeastern New York had very similar
reporting rates (1,802 and 1,792 occurrences per 100,000 discharges respectively).
Finger Lakes had the highest reporting rate (1802). New York City again reported
the fewest occurrences per 100,000 discharges (1018).

For the year 2004, two regions New York City and Hudson Valley had very
similar reporting rates (953 and 976 occurrences per 100,000 discharges
respectively). Finger Lakes had the highest reporting rate (1,745 occurrences per
100,000 discharges). New York City reported the fewest occurrences per 100,000
discharges (953).

All regions except for New York City, Hudson Valley and Long Island Regions
are above the statewide average for reporting for years 2002 and 2003. New York
City and Hudson Valley are below the statewide reporting average for 2004. These
variations in reporting frequencies could be a result of a variety of factors including
quality of care, types of hospital admissions, procedures performed, accuracy and
completeness of reporting.

It is likely that accuracy and completeness of reporting is the reason for most
of the differences in the table above. Since over-reporting is unlikely, under-
reporting in regions with the lowest reporting rates is likely the cause of variation.
Although the size of the regions are believed large enough to compensate for
variations, methodology must be further scrutinized to identify any impact of the
difference in types of facilities and procedures performed within a region.
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One of the strategies that the department employs to assess reporting is
medical record review (either through surveillance activities or retrospective chart
review processes). The Department does impose citations and in some instances,
fines for non-reporting or late reporting of statutorily mandated codes. To optimize
reporting the Department encourages re-evaluation of internal processes that
identify reportable events as well as collaboration in projects that assist facilities to
identify reportable events. The Department has provided extensive education and
support for interpretation and understanding of the system both clinically and
technically.

Changes in Reporting by Individual NYPORTS Codes

As indicated above, the total number of NYPORTS records reported
decreased from 1,225 per 100,000 discharges in 2002 to 1,150 per 100,000
discharges in 2004, resulting in an overall decrease in the occurrence rate of 6.1%.

The following bar charts present changes in reporting between 2002 and 2004 for
individual NYPORTS codes. The codes have been divided into two groups based on
volume. The first group is the top ten most serious codes.

Top Ten Most Serious Detail Codes
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911 912 913 915 916
Detail Codes

917 918 919 920 922

Code 911:

Wrong patient, wrong site surgical procedure

Code 916: Unexpected cardiac and/or respiratory arrest requiring
ACLS intervention

Code 912: Incorrect procedure or treatment — invasive Code 917: Loss of limb or organ

Code 913: Unintentionally retained foreign body Code 918: Impairment of limb

Code 915: Unexpected death Code 919: Loss/Impairment of body functions
Code 920: Errors of omission/delay resulting in death or serious

injury related to the patients underlying condition

Code 922: Inpatient suicides or attempted suicides with
serious injury
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Short Form Codes

The ten short form NYPORTS codes with the highest volume are presented next.
The percentage change between 2002 and 2004 in these codes ranged from an
increase of 21.7% for code 401 (New, acute pulmonary embolism) to a decrease of
13.6% for code 805 (Wound dehiscence requiring repair).

Top 10 Short Form Codes by Volume by Year
5000
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401 402 604 751 801 803 805 806 808 819
Occurrence Code
Code 401: New Pulmonary Embolus
Code 402: New Deep Vein Thrombosis
Code 604: Acute Myocardial Infarction, unrelated to a cardiac
procedure
Code 751: Falls resulting in x-ray proven fractures, subdural or
epiduralhnematoma, cerebral contusion, traumatic
subarachnoid hemorrhage or internal trauma
Code 801: Procedure related injury requiring intervention
Code 803: Hemorrhage or hematoma requiring intervention
Code 805: Wound dehiscence requiring repair
Code 806: Displacement, migration or breakage of an implant, device,
graft or drain
Code 808: Post-operative wound infection
Code 819: Any unplanned operation or re-operation
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Analysis of Procedures Associated with NYPORTS Codes

As part of NYPORTS reporting, hospitals are required to enter the ICD-9-CM
procedure code most closely associated with the adverse event, if a procedure was
associated with the event. In support of its primary focus, improvement of patient
care and safety, NYPORTS continues to accumulate and analyze data reported to
the system, including the procedure code. Analysis of procedures associated with
reportable cases, however, is difficult due to the large number of individual
procedure codes that are reported to NYPORTS.

The Agency for Healthcare Research and Quality has developed a tool for
clustering patient diagnoses and procedures into a manageable number of clinically
meaningful categories. This tool is called Clinical Classifications Software (CCS).
This “clinical grouper” makes it easier to understand the types of procedures that
are most frequently reported to the NYPORTS system.

CCS aggregates procedures into 231 mutually exclusive categories, most
representing single types of procedures. Some procedures that occur infrequently
are grouped together by their clinical or administrative characteristics (for example,
operating room vs. non-operating room). Examples of CCS procedure categories are
heart valve procedures, coronary artery bypass graft (CABG), bone marrow biopsy
and procedures on the spleen.

The next page lists the procedure groups that represent the largest
proportion of all NYPORTS cases for the years 2002, 2003 and 2004. The
distribution of cases into CCS groups for these years was similar and therefore
combined. In other words, for adverse events reported to NYPORTS that occurred
in 2002, 2003 and 2004, the table lists the CCS groups that have the largest
number of cases. For example, cases in NYPORTS with the procedure codes partial
excision of large intestine, total intra-abdominal colectomy, pull-through
submucosal resection of rectum, other pull-through resection of rectum,
abdominoperineal resection of rectum, and other resection of rectum, are grouped
into the CCS group "colorectal resection™. There are 3,590 cases in this group, or
3.9% of the total cases in NYPORTS from 2002, 2003 and 2004 (3590/ 90650 =
3.9).
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Procedure Groups Reported Most Frequently in NYPORTS in 2002, 2003,
2004

Colorectal resection 3590 3.96%
Hysterectomy; abdominal and vaginal 2594 2.86%
Other OR procedures on vessels other than head and neck 2429 2.68%
Hip replacement; total and partial 2273 2.51%
Arthroplasty knee 1914 2.11%
Cholecystectomy and common duct exploration 1821 2.01%
Other OR gastrointestinal therapeutic procedures 1721 1.90%
Cesarean section 1730 1.91%
Coronary artery bypass graft (CABG) 1511 1.67%
Other OR upper Gl therapeutic procedures 1465 1.62%
Peripheral vascular bypass 1553 1.71%
Other vascular catheterization; not heart 1368 1.51%
Treatment; fracture or dislocation of hip and femur 1499 1.65%
Insertion; revision; replacement; removal of cardiac

pacemaker or cardioverter/defibrillator 1294 1.43%
Spinal fusion 1301 1.44%

An alternative way of using NYPORTS data to describe the frequency of
adverse events by procedure involves using both NYPORTS and SPARCS data to
describe the percentage of the time that particular procedure groups are reported
to NYPORTS. Using this approach, SPARCS data provides an estimate of the total
number of procedures that are being performed each year. NYPORTS data are used
to estimate the percentage of these procedures that result in a reported event. The
table above presents procedure groups that occur most frequently compared to all
cases that are reported in SPARCS. This comparison uses all NYPORTS records
within a given group of procedure codes in the numerator and all SPARCS cases
with the same group of procedure codes in the denominator. For example, there
were 1,000 kidney transplants recorded in SPARCS for 2004. Of these cases, 81
(8.1%) involved events which were reported to NYPORTS.

The distribution of cases in the CCS categories in the following table
represents all procedure groups, which had a complication rate of at least 4% in
any of the 3 years. This table also presents the percent change in the rate of
occurrence between 2002 and 2004.

It is also informative to see which procedures are associated with specific
NYPORTS codes. The following tables show us that certain procedures occur with
high frequency in selected NYPORTS codes. These codes were selected because
they occur with high frequency, have patient safety implications or were included in
the AHRQ Patient Safety Demonstration Project.
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Procedures Associated with Code 401: Pulmonary Embolus

Arthroplasty knee

Colorectal resection

Other OR procedures on vessels other than head and neck
Hip replacement; total and partial

Treatment; fracture or dislocation of hip and femur
Hysterectomy; abdominal and vaginal

Coronary artery bypass graft (CABG)

Incision and excision of CNS

Spinal fusion

Other therapeutic procedures

51
67
59
41
40
38
31
32
22
20

72
62
55
59
48
46
27
28
33
23

Procedures Associated with Code 402: Deep Vein Thrombosis

Arthroplasty knee

Other OR procedures on vessels other than head and neck
Hip replacement; total and partial

Other vascular catheterization; not heart

Colorectal resection

Incision and excision of CNS

Other therapeutic procedures

Treatment; fracture or dislocation of hip and femur
Tracheostomy; temporary and permanent

Procedures Associated with Code 604: Post-Operative AMI

Description

Colorectal resection

Treatment; fracture or dislocation of hip and femur
Peripheral vascular bypass

Hip replacement; total and partial
Cholecystectomy and common duct exploration
Other OR procedures on vessels other than head and neck
Arthroplasty knee

Endarterectomy; vessel of head and neck
Amputation of lower extremity

Aortic resection; replacement or anastomosis
Spinal fusion

261
174
144
122

91
79
72
71
42

2002

73
55
51
50
43
33
26
31
21
13
16

236
186
122
107
90
82
62
72
57

2003
70
60
58
64
34
26
27
24
22
19
11

99
62
69
66
37
37
32
28
21
32

243
156
103
134
90
80
76
58
69

2004
67
56
56
47
35
34
34
29
26
14
14
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Procedures Associated with Code 808: Post operative Wound Infection

Description 2002 2003 2004
Colorectal resection 202 195 212
Hysterectomy; abdominal and vaginal 166 129 176
Cesarean section 147 147 165
Other hernia repair 148 121 148
Coronary artery bypass graft (CABG) 121 136 125
Laminectomy; excision intervertebral disc 127 131 104
Arthroplasty knee 128 108 118
Other OR gastrointestinal therapeutic procedures 106 102 141
Spinal fusion 124 117 105
Debridement of wound; infection or burn 115 116 113

Procedures Associated with Code 819: Return to the OR

Description 2002 2003 2004
Colorectal resection 211 174 161
Other OR procedures on vessels other than head and neck 124 115 108
Insertion; revision; replacement; removal of cardiac

pacemaker or cardioverter/defibrillator 102 115 108
Other OR gastrointestinal therapeutic procedures 127 98 97
Hip replacement; total and partial 105 93 123
Other OR upper Gl therapeutic procedures 99 97 122
Cholecystectomy and common duct exploration 111 82 107
Incision and excision of Central Nervous System 93 86 105
Other OR lower Gl therapeutic procedures 91 90 96
Laminectomy; excision intervertebral disc 88 95 93
Coronary artery bypass graft (CABG) 84 87 92

Data Characteristics regarding NYPORTS cases

The events reported to NYPORTS include a variety of demographic information for
the patients involved. Examining these demographic factors may help health care
providers understand which patients are most at risk for suffering NYPORTS events.
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The table below shows the number of patients with NYPORTS occurrences in 2002,
2003 and 2004, by the location in which the incident occurred. NYPORTS incidents

listed with a location of “ HOME” are associated with patient re-admission to the
hospital and findings of an occurrence that meets the timeframe of a reportable
occurrence.

Location of NYPORTS Incidents

Location Total
OPERATING ROOM 30147
PATIENT ROOM 29748
HOME 10309
ICU 3172
RADIOLOGY 2205
DIALYSIS UNIT 1311
CATH LAB 1294
SICU (SURGICAL ICU) 1267
DELIVERY ROOM 1263
PACU - POST ANES. CARE UNIT 1224
ER 1219
ENDOSCOPY SUITE 924
CLINIC 710
RECOVERY ROOM 508
HALL/CORRIDOR/STAIRS 498

The table below shows the number of patients with NYPORTS occurrences in 2002,

2003 and 2004 by clinical service in the hospital where the incident occurred.

Clinical Service within Hospital of NYPORTS Occurrences

Service Total

SURGERY/GENERAL 22983
MEDICINE 13627
ORTHOPEDICS 9840
GYNECOLOGY 5381
VASCULAR SURGERY 4286
NEUROSURGERY 3960
OBSTETRICS 3897
CARDIOTHORACIC SURGERY 3717
UROLOGY 2503
CARDIOLOGY 2385
OTOLARYNGOLOGY/ENT 1759
OTHER 1474
GASTROENTEROLOGY 1360
REHABILITATION/REHAB MEDICINE 1246
OPHTHALMOLOGY 1111
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The number of NYPORTS cases for 2002, 2003 and 2004, plus the number of
records reported from SPARCS for inpatient hospitalizations for these three years
are presented below. This table also shows the rate of NYPORTS events for each of
the age groups. No age group has a rate of NYPORTS events higher then 2%. The
age group with the lowest rate is children less than one year old. The age group
with the highest rate is 71 — 80 years old.

Age Grouping of Patients for NYPORTS Occurrences

NYPORTS SPARCS

Age Group (2002-2004) (2002-2004)  Rate

< 1 year 1,859 833,410 0.22%
01-10 1,391 213,093 0.65%
11-20 2,302 315,859 0.73%
21-30 4,847 721,946 0.67%
31-40 8,308 911,187 0.91%
41-50 10,983 862,330 1.27%
51-60 13,606 855,891 1.59%
61-70 15,437 867,222 1.78%
71-80 19,174 1,066,478 1.80%
81-90 11,389 781,227 1.46%
91100 1,739 172,712 1.01%
100+ 34 4,187 0.81%

The NYPORTS system requires that the most serious reportable events

include a detailed root cause analysis of the reportable event. The table below
identifies the top 10 root causes/contributing factors contributing to events for the
most serious events reported to NYPORTS.

Top Ten Root Causes/ Contributing Factors for Events

Reason Contributing to Events From Root Cause

Analysis 2002 2003 2004
Communication among participants was not effective. 318 365 380
The system in place related to the event was not carried

out as intended. 321 350 372
Human error did contribute to the outcome. 286 378 378
The system in place related to the event is not effective. 176 237 245
Necessary information was incomplete. 182 225 195
An effective policy is not in writing. 139 175 165
An effective procedure is not in place. 128 170 178
Necessary information was not available. 141 165 153
Necessary information was not clear and unambiguous. 126 142 146
Necessary information was not accurate. 114 141 125
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Reason for Events

An alternate way of looking at the reasons contributing to events is to group
the reasons into 6 major categories. For example, the pie chart below shows that
“policy or process” is a contributing factor in 36% of all events.

The following reasons are combined into Policy or Process: the system in
place related to the event is not effective, the system in place related to the event
was not carried out as intended, an effective policy is not in writing, the policy was
not effectively communicated, and an effective procedure is not in place. Below find
the distribution of causes of events occurring in 2002, 2003 and 2004, grouped into
siX major categories.

2002-2004 Reasons that contributed to Event

3%
0%

@ Policy or Process

Human Resource Factors and Issues
36% -

O Environment of Care

39%

O Information Management and
Communication Issues

M Leadership

@ Other

5% 17%

Analysis of Selected NYPORTS Codes
Code 911/912 Analysis

In support of its primary focus, improvement of patient care and safety,
NYPORTS continues to track and share both facility identified root causes/
contributing factors and risk reduction strategies/corrective actions stemming from
the analysis of serious occurrences requiring Root Cause Analysis.

22



A study of actual occurrences submitted for NYPORTS code 911(wrong
patient, wrong site surgical procedure) and Code 912 (incorrect procedure or
treatment invasive) has been conducted. The full analysis of Code 911 and Code
912, which consists of 51 adverse occurrences for Code 911 within the time frame
of January 1, 2003 to December 31, 2005 and 199 adverse occurrences for Code
912 from January 1, 2004 to December 31, 2005 is presented in Appendix C.

Information from the data highlights adverse events in categories both inside
and outside the surgical suite. These categories became apparent after analyzing
the data in aggregate form and are in line with national data submitted to JCAHO.
As part of the project, a comprehensive literature search was conducted to identify
national efforts undertaken by professional organizations, directed at reducing the
incidence of these type events. Actual root causes/ contributing factors, risk
reduction strategies/actions extracted from analysis of submitted Code 911 and
Code 912 reports have been shared statewide, through the "NYPORTS News and
Alert" and the Statewide NYPORTS Council. The comprehensive lists of root causes
identified as well as the risk reduction strategies are explained in full in Appendix C.

The Department has convened a multidisciplinary panel of experts, the
Procedural and Surgical Site Verification Panel (PSSVP), to revise its Protocol for
ensuring correct surgery and invasive procedures, based on current literature and
lessons learned from the analysis of actual occurrences reported to NYPORTS. The
Panel, lead by Chair John Morley, M.D., Medical Director of OHSM, has established
the goal of completing the revised protocol for release in the fall of 2006.

Going forward, the new protocol will establish increased awareness of
evidenced based findings that ensure the indicated procedure is performed on the
correct patient, at the correct site and if applicable with the correct
implant/equipment. This Protocol will apply to invasive procedures performed within
the operative suite as well as to invasive procedures performed outside the
operative suite, such as in Radiology, Interventional Radiology, Emergency
Department, newborn nursery, at the bedside, NICU, PICU, SICU, MICU, CCU and
all other intensive care units or related specialty areas.

The Pre-Operative Protocols for Hospitals, Ambulatory Surgery Centers and
Individual Practitioners issued by Commissioner of Health, Antonia C. Novello M.D.,
M.P.H., Dr. P.H. and Governor Honorable George E. Pataki in January of 2001, was
utilized in the 2006 project. The original protocol served as a base in the
development of the new protocol.

Once finalized, the 2006 New York State Protocol to ensure the correct
surgical or invasive procedure will be disseminated statewide for implementation at
Hospitals, Ambulatory Surgery Centers and for Individual Practitioners.
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Code 108, 109, and 110 Analysis

A comprehensive medication analysis was conducted on reportable
medication errors submitted between June 2000 through May 2002. The
multidisciplinary panel of professionals performed a qualitative and quantitative
analysis on the events. The errors analyzed were classified by severity of patient
harm utilzing National Coordinating Council Medication Reporting Program (NCC
MERP) criteria for category G (resulting in permanent harm- represented as
NYPORTS code 108), category H (resulting in a near-death event-represented as
NYPORTS code 109) and category | (resulting in patient death-represented as
NYPORTS code 110).

The subcommittee analyzed 108 specific medication errors. 89% of the
errors were reported and appropriately associated with a NYPORTS medication
code, however 11% were reported without an associated medication error code.
The categorical breakdown of the 89% of codes associated with NYPORTS
medication error codes is as follows: medication errors resulting in permanent harm
(NYPORTS code 108) accounted for 18%, near- death errors (NYPORTS code 109)
accounted for 49% and errors resulting in death (NYPORTS code 110) accounted
for 23% of the cases. The remaining 11% of errors, reported without the
associated medication code, were reported as NYPORTS code 915 only (Unexpected
death). Today enhanced system functions force appropriate coding.

The Department disseminated this analysis in many different forums. It
was first presented to the NYPORTS Statewide Council, then at the 2005 Patient
Safety Conference. Qualitative and Quantitative Analysis of Medication
Errors: The New York Experience was published in the February 2005
publication, Advances in Patient Safety. The analysis concluded that mandatory
error reporting can provide useful information about systems contributing to errors,
strategies for prevention and evidence based information. This information is
important for hospitals to consider when analyzing medication errors and
implementing system fixes to improve patient safety. See Appendix E for this
article.
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System Enhancements

NYPORTS is an ever-evolving system. Based on various needs including those
presented to the Department by hospitals, our own regional offices and those
identified by the OSC audit. Change to NYPORTS continues to occur to make the
system better able to track and capture adverse event information. Changes
included the following:

“Date the Facility Became Aware” Date

Section 405.8 of Title 10 NYCRR requires hospitals to report incidents “within
24 hours of when the incident occurred or when the hospital has reasonable cause
to believe that such an incident has occurred.” Although there is a date field in
NYPORTS to capture the occurrence date, a date field to capture the date “when
the hospital has reasonable cause to believe that such an incident has occurred” or
the “date the facility became aware” was not present on the short form.

The OSC audit cited the Department for inadequate monitoring of timeliness
of reporting due to the absence of this date on the system, as timeliness could only
be measured from the date of occurrence. As a result, this date field was added to
the short form. The programming to support the addition of this date field was
completed in July 9, 2004.

Since this mandatory date field was added to the NYPORTS short form,
facilities must enter the date that the facility became aware of the occurrence. The
Department will interpret this to mean the date when the Risk Manager, NYPORTS
coordinator, or other person designated as responsible for NYPORTS reporting, is
aware that the occurrence meets NYPORTS reporting criteria.

Policy for Reporting 900 Codes Requiring RCA and Extensions for RCA’s

One of the recommendations from the NYPORTS audit was to change the
timeframe to report a Root Cause Analysis. In response to this recommendation,
the Department has revised its policy with regard to reporting timeframes for all
codes requiring a RCA (911-913, 915-923, 938, 961-963).

These codes represent the most serious occurrences and require notification
of the Department by submission of a report within “24 hours or one business day
of when the incident occurred or when the hospital has reasonable cause to believe
that such an incident has occurred” (Title 10 of the Department of Health Rules and
Regulation 405.8 Incident Reporting).
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Public Health Law 2805-I specifies that incident reports must be made to the
department in a manner and within timeframes as specified by regulation of the
Department and further mandates the hospital shall conduct an investigation of
specified incidents within 30 days of obtaining knowledge of any information which
reasonable appears to show that such an incident has occurred.

Through the analysis of submitted reports, it was brought to the
Departments attention that in many cases, a 30—day time frame is not an adequate
amount of time to complete a thorough and credible RCA.

If a facility requires additional time to produce and report its RCA, a written
request must be submitted outlining the justification and estimated date of
completion to the appropriate Regional NYPORTS Coordinator. A “Written request”
form, entitled “Extension Reguest Form” must be completed electronically on the
NYPORTS system. The Regional NYPORTS Coordinator can grant 30 additional days
for a facility to report its RCA into the system. Therefore, with an approved
extension, facilities will have a total of 60 days from the date that the facility
became aware of the occurrence to report their RCA.

Forcing function for NYPORTS Codes 108,109,110

When a facility reports a Code 108 (medication error resulting in permanent
patient harm), Code 109 (medication error resulting in near death), or Code 110
(medication error resulting in death), a facility must report a corresponding Code
915-918 detail code. Code 108-110 events require the facility to conduct an
investigation as part of the RCA process. However, in many cases during the past,
Code 108-110 cases were reported to NYPORTS without a corresponding 900 code
and therefore, without a RCA.

To prevent this from happening, the system was reprogrammed so that it

will be impossible to submit a 108-110 Code occurrence without a corresponding
915-918 detail code. This enhancement was implemented on June 9, 2004.
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Patient Safety Initiatives

NYPORTS News and Alert

The Department of Health distributes a newsletter, entitled the "NYPORTS
News and Alert" to all hospitals in New York State. The "News and Alert" is sent to
Hospital Administration and the NYPORTS Coordinator designated by the hospital.
This newsletter is designed to give system users information to assist with the
reporting process. Additionally, it has been used to publish results of analysis,
including root causes and corrective actions.

Historically, the distribution of the "News and Alert" has been a paper
process. In 2001, the Department instituted electronic distribution of this
newsletter, in addition to paper distribution. Today the newsletter is sent out
electronically and posted on the HPN web based NYPORTS bulletin board.

Highlights from key NYPORTS News and Alert articles include but are not
limited to:

e The September 2002 NYPORTS News and Alert contains an article titled
Retained Surgical Sponges. The article found that surgical sponges and
lap pads are the most frequently retained foreign bodies following a surgical
procedure. These Retained items can result in serious complications and
require a return to the OR. Corrective actions derived from submitted
NYPORTS Code 913 reports (Unintentionally Retained Foreign body) focuses
on prevention of future events and include the Association of Operative
Registered Nurses (AORN) recommendations, which are listed in the article
(See Appendix F for the complete article).

e Magnetic Resonance Imaging Safety, published in the February 2003
NYPORTS News and Alert, found that the number of adverse events

attributed to Magnetic Imaging is quite small when compared to the actual
number of scans performed annually. However, projectile incidents continue
to occur with varying degrees of injury, and in one instance, a fatality.
Recommendations for MRI Safety written by ECRI are included (See
Appendix F for the complete article).

e Electrosurgical Burns and Fire Occurrences from the June 2003 News
and Alert, describes occurrences involving second and third degree burns to

patients resulting from use of electrocautery instruments. Comprehensive
data was shared from analysis of NYPORTS events over a five-year period,
as well as ECRI recommended actions to prevent surgical fires and
subsequent burns (See Appendix F for complete article).
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Lessons Learned from the August 14-15, 2003 Blackout

On August 14, 2003, many hospitals in New York State experienced a power
outage, which ranged from minutes to over 24 hours for some facilities. The outage
provided an opportunity to test hospital emergency preparedness plans and to
refine and improve upon emergency response systems.

The reports submitted to the New York Patient Occurrence Tracking System
(NYPORTYS) provide a unique ability to determine how hospitals and patients were
impacted by this major power failure. There were 86 reported occurrences on
August 14" and 40 additional occurrences were reported the following day. Codes
933 (termination of any services vital to the continued safe operation of the
hospital, or the health and safety of its patients and personnel) and 932 (external
disaster outside the control of the hospital that effects facility operations) were the
two codes most frequently reported. There were no reports of unexpected death or
serious patient related adverse events attributed to the power outage.

Submissions yielded important lessons that provide an opportunity to
positively impact hospital vulnerabilities and to improve emergency communication.

According to reports received, lack of generator power was the most
frequent issue identified, which occurred both at onset of the power outage, as well
as throughout the blackout. Reportedly, five generators failed or malfunctioned
almost immediately and eight failed or malfunctioned at various times throughout
the duration of the outage.

Lessons learned include:

1. Know the surge capacity of the facility’s generator(s).

2. Test generators during maximal power usage.

3. If a service is moved within the physical structure, ensure it is maintained on
back up generator power, if vital to emergency hospital operations or patient
care.

Have adequate back-up fuel available.

Make advance arrangements with local fuel distributors to ensure emergency
delivery if needed, eliminating the need to utilize emergency municipal
resources.

o~
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Contributing causes cited for generator failure at onset included overheating,
damage to the switch or insulation, and failure of the charger. Generator failures
identified throughout the duration of the outage were attributed to overheating and
the negative effects of power surges. The power outage demonstrated that even
when generators work, some essential areas of the hospital might not be supplied
with emergency power. In fact, many hospitals reported lack of power to critical
patient areas, elevators, x-ray and telephone/internet services. In addition, both
internal hospital beeper and paging systems, as well as, telephone/cell phone
services were reportedly interrupted.

Shortly following the outage, Commissioner Novello outlined recommendations
relevant to emergency power in a memo to hospital facilities. The memo
recommended that each hospital evaluate its own emergency power system. The
recommendations include:

e All hospitals are required to have two independent sources of power.

e Each facility must critically evaluate how their outpatient clinics, especially
dialysis centers, are affected by power loss. Many hospitals provide dialysis
services in outpatient clinics that are not required to have auxiliary power.
Additionally, hospitals may close their outpatient clinic in accordance with
their own disaster plan.

e Emergency generators must be tested under maximal power usage at least
monthly.

e All emergency systems should be reviewed for capacity.

e Hospitals must have a clear understanding of
which services and areas will be maintained by emergency power and which
services and areas will not have service.

Hospitals must ensure uninterrupted internal and external communication
including uninterrupted operation of the Hospital Emergency Response Data
System (HERD).

The power outage brought issues relating to the management of patients
requiring mechanical ventilation to the forefront. The issues include:

1. Hospital personnel manually ventilated respirator dependant patients at various
points of the outage.

2. The location of ventilator dependent units within the hospital became an issue
when hospital personnel had to carry a ventilator dependent patient and their
equipment down six flights of stairs to access emergency power.
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3. Community health providers, such as nursing homes, should establish plans with
hospitals to arrange for the transfer of ventilator dependent patients during
future power outages. If possible, nursing homes should make arrangements
with more than one facility to receive ventilator dependent patients to prevent
the overload of any one facility during an emergency. In addition, the nursing
home should ensure that a patient’s equipment, care plan, medications, other
relevant information, and nursing personnel, when appropriate, are sent to the
hospital when the patient is transferred.

4. Communities should work with hospital affiliates to set up shelters for those not
requiring medical care in an emergent event.

As stated in the Commissioner’s August 21, 2003 letter, the lessons learned
from the blackout gives New York hospitals the opportunity to “be better prepared
to respond to future emergencies.”

This example illustrates the importance of information obtained from analysis of
NYPORTS data. See Appendix F for this issue of "NYPORTS News and
Alert”.

New York State Safety Improvement Demonstration Project

The Department completed a three-year federal Agency for Healthcare
Research and Quality (AHRQ) funded grant totaling $5.4 million to support its
ongoing efforts to improve patient safety. The goals of the New York State Safety
Improvement Demonstration Project were accomplished through two initiatives:
The first initiative was more complete reporting in NYPORTS so that more
meaningful analysis of data can occur. The second initiative was to oversee three
demonstration projects involving hospital groups or networks that studied specific
types of adverse outcomes and developed and tested interventions to reduce harm
and increase physician compliance.

Three NYPORTS reportable adverse events studied were: 1) new acute
pulmonary embolism and new documented deep vein thrombosis 2) surgical site
infection 3) peri-operative acute myocardial infarction in non-cardiac surgery
patients.

The project was developed by three groups of hospitals, each addressing a
specific adverse event. It was carried out at these hospitals of various sizes in
diverse geographic areas of New York State from August 2002 — August 2004.
Interventions were designed and implemented for hospital inpatients.
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Each hospital group carried out retrospective and prospective activities to
identify adverse events in the study hospitals, using a combination of concurrent
reporting, laboratory and diagnostic studies, discharge abstract ICD-9-CM code
analysis, and other methods. Additionally each hospital group developed a best
practice guideline for risk assessment and prophylaxis of the adverse event of
interest and implemented the guideline beginning in April 2003.

The hospital groups then conducted medical record reviews using a standard data
collection form and sampling randomly chosen discharges from the baseline year
2001 and intervention years 2003 — 2004. They also obtained standard risk
assessment prophylaxis, testing, treatment and outcome data, for all adverse
events of interest reportable to NYPORTS during the baseline and intervention
periods.

The Westchester Medical Center Group

Westchester Medical Center, Benedictine Hospital and Kingston Hospital
developed and implemented antimicrobial prophylaxis (AMP) protocols to reduce
surgical site infections. The protocols standardized the use of AMP in association for
select clean and clean-contaminated surgical procedures. The rates of patients with
prophylaxis, strictly per guideline, which included five criteria, increased significantly
from the baseline to the implementation year. Compliance with the postoperative
duration of prophylaxis criteria showed the lowest increase, apparently reflecting
the pre-implementation experience of the practitioners. This group was able to
demonstrate a significant decrease in the surgical site infection event rate.

The Perioperative Utilization of Beta Blockers (PUBB) Project

Columbia Presbyterian, NY Hospital Medical Center Queens, NY Methodist,
White Plains Hospital Center and St. Barnabas adopted a system wide evidence
based consensus statement recommending the use of peri-operative beta-blocker
therapy in appropriately selected patients undergoing non-cardiac surgical
procedures. A multi-dimensional educational intervention was implemented aimed
at changing clinician behavior and improving the clinical utilization and effectiveness
of B-blocker therapy. The findings from the study showed that in the perioperative
AMI hospital group, the rates of patients receiving beta blocker prophylaxis strictly
per the guideline increased significantly from the baseline to the implementation
year. Perioperative beta-blocker was initiated predominately in the outpatient
setting by the patient’s primary care physician with only infrequent initiation after
hospitalization. The AMI hospital group was not able to demonstrate a decrease in
AMI event rates from the baseline to intervention due to the sample size.
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The Rochester Regional Thromboembolism Collaborative

Strong Memorial Hospital, Highland Hospital, F.F. Thompson, Jones Memorial
Hospital and St. James Mercy developed risk assessment and prophylaxis protocols
based on evidence based medicine through multidisciplinary committee work. The
rates of patients failing to receive prophylaxis in the PE and DVT hospital group
decreased in aggregate from the baseline year to the intervention year, and
prophylaxis strictly per the guideline increased from the baseline to the
implementation year. This project was able to demonstrate there was a significant
increase in PE events detected and reported in the intervention year due to
increased awareness and improved identification.

This hospital group was able to demonstrate improved methods of detecting
and reporting PE’'s and DVT’s to the NYPORTS system.

Recommendations

Use of Consensus Statements in the SSI and AMI projects were effective in
establishing buy-in from all key participants and served as a guidepost as the
interventions were implemented. The more prescriptive model used by the SSI
project appeared to be more useful. One hospital in the AMI study that utilized a
pre-admission form which contained information on prophylactic use of beta
blockers showed the highest compliance rate of the participating hospitals.

The role of opinion leaders in the three projects was important in
establishing a consensus for action in the initial stages and sustaining unified action
throughout the intervention period. Each project used physician champions in
consensus development and protocol implementation. These leaders were critical in
obtaining the necessary physician buy-in, which led to increased compliance with
established protocols for the studies.

The use of a concurrent review process to target areas of low compliance
and providing feedback directly to the individual physician appeared to be a useful
tool in improving compliance with the protocols. This methodology was used in the
PE/DVT and SSI projects. Improved compliance for specific services following
physician feedback seemed to indicate that this methodology was effective in
changing behavior.

The smaller hospitals in all of the projects had more flexibility to modify
existing forms and the approval process was much simpler. For example, adding
information about beta blocker utilization on a pre-admission form or developing
pre-printed order sets for PE/DVT prophylaxis was much easier in the small rural
and community hospitals than in the academic medical centers or tertiary facilities.
The larger institutions also relied heavily on the use of electronic systems such as
CPOE, for protocol implementation.
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The process of identifying NYPORTS cases of interest was easier to do at
smaller facilities and most cases could be identified in real time. The larger facilities
again relied on electronic systems and administrative databases to identify potential
cases. Validation occurred through medical record review or clinical information
system screening which was a labor-intensive process.

Identifying potential cases of interest through the utilization of
administrative databases alone may be the most cost efficient way to identify
adverse events. It is not as timely and an administrative database will not identify
100% of the cases, but using the SPARCS administrative database as a safety net is
probably the one most effective method of case identification, especially in larger,
more complex facilities.

Education in combination with forcing functions and audit and feedback
seemed to be the most effective way to change physician behavior. Modalities for
education included multidisciplinary grand rounds, divisional lectures, web-based
education program, providing supportive materials (i.e. posters, pocket cards), as
well as support from local opinion leaders. The SSI study actually obtained
consensus that their established protocol for antimicrobial prophylaxis is instituted
as a standard of care at each participating facility. This more prescriptive approach
appeared to be effective in improving compliance rates with their protocols.

Finally, ongoing communication was a key factor in the success of all three
projects. Regular face-to-face meetings and conference calls facilitated frequent
communication among the key stakeholders in the projects allowed issues to be
discussed and resolved in a timely manner. Ongoing communication also allowed
the momentum of the project to continue in a positive way. It also showed the
commitment to keep the projects on track.

Patients Safety Awards

The Health Department has created the New York State Patient Safety and
Patient/Resident Safety Award Program. To assist in the effort and to reduce
medical errors and recognize provider improvement initiatives, New York State
established an award program that publicly acknowledges providers that have
become leaders in this endeavor. Starting in 2002, the Department granted awards
of $200,000 to two hospitals for their patient safety initiatives.
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Based on the initial success by hospitals to improve and recognize patient
safety efforts, the Commissioner of Health expanded the awards to include other
entities. Awards for two hospitals, two nursing homes, one adult care facility and
one federally qualified health center are now available each year based on their
accomplishments in promoting patient and resident safety and reducing errors. In
addition to receiving the New York State Award, each awardee is provided with a
grant of up to $200,000 to work with the Department of Health in promoting their
initiatives for reduction strategies with other health care providers in New York
State.

Awards are based on evidence that quality improvement efforts have
produced actual reductions in errors. There are two award categories for hospitals
based on size; one award for hospitals 200 beds or less and one for those with more
than 200 beds. There are two award categories for nursing homes; one award for
nursing homes 150 beds or less and one for those with more than 150 beds. There
is an award category for adult care facilities and one award category for federally
qualified health centers. Award winners are expected to work with the Department
and be willing to share their strategies for reducing errors. The selection of award
winners is made by a panel including national experts in quality improvement of
health care.

In the year 2002, the Department granted awards of $200,000 to two hospitals that
designed and implemented systems to improve patient safety in their facilities.

Ellis Hospital in Schenectady demonstrated a substantial decrease in the
incidence of deep vein thrombosis (DVT) in their surgical population.

The Hospital of Special Surgery in Manhattan created a dramatic reduction in
medication errors, thereby substantially reducing risk to patients under their care.

In the year 2003, awards of $200,000 were granted to five facilities for their
outstanding efforts in improving the quality of care for their patients.

Children’'s Hospital of Buffalo developed a comprehensive medication selection
system and tutorial with competency exam for their house staff. The system
included a requirement to complete an "indication” field (reason the drug is
indicated) on the medication order form. This resulted in a significant reduction in
medication errors.

Albany Memorial Hospital created a system whereby nurse case managers
coordinated the full spectrum of care for patients with congestive heart failure. This
comprehensive approach resulted in an extraordinary reduction in re-admissions for
the cardiac patients.
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United Health Services, Ideal Senior Living Center, a nursing home in
Endicott, received a patient safety award for their detailed process improvement
effort to reduce pressure ulcers in their residents. An interdisciplinary team was
established to re-evaluate and re-assess all residents on a quarterly basis, resulting
in substantial reductions in the incidence of pressure ulcers.

Sunset Park Family Health Center Network was recognized for implementing a
number of successful interventions to improve clinical outcomes for their patients.
The successful improvement areas included in this award recognition were expedited
HIV testing, management of pediatric asthma patients and testing on adult
diabetics. Significant improvements were demonstrated in these categories as a
result of the creation of a diabetic registry, an interdisciplinary team approach to
care the development of clinical guidelines, and case management services for high
risk patients.

In the year 2004, the following facilities received awards:

Brookdale Hospital Center for the successful implementation of infection control
policies and procedures to reduce patient risk of central venous catheter related
blood stream infections. Brookdale was able to demonstrate an 89% reduction in
catheter related infections within three years of implementation.

Geneva General Hospital established and refined protocols to require lipid profiles
for patients receiving care in the emergency department of acute myocardial
infarction. When a patient presents to the emergency department with chest pain,
orders for lipid profiles are submitted from a preprinted cardiac admitting form. The
compliance rate for patients receiving lipid profiles within 24 hours improved from
43% in 2000 to 80% in 2003.

Bellevue Woman's Hospital created a comprehensive prenatal case management
and incentive program to identify and assess women for potential high-risk
pregnancies. The case management program promotes healthy lifestyles for women
and includes access to educational classes and materials on child bearing, referrals
to employment services, access to mental health services, and alcohol and
substance abuse counseling. Since the program's inception in 1999, there have been
no infant deaths or pregnancy terminations involving participating women.

Morris Heights Health Center developed an Advanced Access Program to ensure
patient access to primary care physicians for all visits and tailored the visits to the
need of every patient. The program includes strengthened triage and assessment
policies that have led to improved patient care.
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In the year 2005 the following facilities received awards:

St. Francis Hospital, Poughkeepsie: Implemented and enhanced protocols
designed to raise awareness and staff accountability to improve the accuracy of
patient identification. The protocols emphasize accurate patient identification
through required inter-department review and comparison of patient ID bands with
the patient census reports to identify patients who did not have ID bracelets or their
bracelets contained incorrect information.

St. Mary's Hospital, Amsterdam: An interdisciplinary Quality Improvement
Team was convened to assess the entire medication administration process.
Multiple decision points and variations between and among units were identified.
Adding unit coordinator positions, expanding pharmacy hours, automated
dispensing machines and continuous education and reassessment of patients has
improved medication management and related services.

Long Island State Veteran's Home Stony Brook: The nursing home undertook
an extensive review to accurately identify and address the root causes of falls. By
reassessing the incident process the committee was able to completely overhaul the
incident reporting system. A daily log for trending causes, staff education, and a new
accident reporting form has been implemented as a result. This successful fall
prevention program has resulted in a significant reduction in the number or incidents
involving resident falls within the home.

Beechwood Continuing Care, Getzville: By establishing a Building on Excellence
for Quality program the facility had experienced documented and sustained
improvements in reducing the incidence of falls and pressure ulcers. The four-step
program along with consistent leadership and more effective utilization of existing
resources have contributed to a major change in current practice. As a result, the
quality indicators used to identify and respond to falls and skin ulcers among
residents have been refined.

Madison York Assisted Living, Corona: Implemented a multi-directional strategy
for improving medication management that focus on substantially improving the
documentation of prescription drugs provided to patients and strengthening incident
reporting. This adult care facility focused on improving adherence to the medication
management systems through training sessions with staff, as well as residents to
take medication, pharmacy initiated events and discontinuance of medication
instructions from outside physicians.
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Hudson Headwaters Health Network, Glen Falls: By undertaking an extensive
analysis of the policies in use at each of the networks eleven facilities, the incident
reporting process was found to be cumbersome, confusing and inconsistent.
Streamlining the reporting process has strengthened the networks ability to track
prescription drugs, as well as prevent the potential for drug diversion and the
improper use of medications.

As part of the 2005 ceremony, Dr. Novello also presented certificates of
recognition to Mount Sinai Medical Center (New York City), Strong Memorial Hospital
(Monroe County), Huntington Living Center (Seneca County) and DePaul Adult Care
Community (Rochester) for their efforts in the advancement of patient safety
initiatives.

The awards represent an important component of New York's comprehensive
statewide patient safety initiative to identify adverse incidents involving patients and
to promote the development of additional quality assurance measures by hospital's
statewide. Since 2000, New York State has dedicated more than $7 million to this
program.

New York State Patient Safety Improvement Corps (PSIC)

New York State DOH sent a delegation to the first Annual three week course
in Washington DC sponsored by AHRQ and taught by the VA National Center for
Patient Safety (VA-NCPS). After completion of the course in May 2004, NYSDOH staff
developed curriculum and held thirteen regional training days, held in seven regional
locations to disseminate materials learned at the PSIC.

The newly developed root cause analysis protocol was disseminated at these
training forums and implemented by the Department on November 1, 2005. This
comprehensive protocol should improve the quality; thoroughness and credibility of
all root cause analysis (RCA) submitted into the NYPORTS system. New York State
DOH was the first in the country to develop and implement a RCA protocol.

Development and Implementation of Root Cause Analysis Protocol

A collaborative effort involving the Patient Safety Improvement Corps (PSIC)
team members, NYSDOH Central Office Administration, the Patient Safety Project
Director and Project Managers, NYSDOH Hospital Program Directors and Regional
NYPORTS coordinators, led to finalization and implementation of a new RCA
Evaluation Protocol.
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The need for improving the quality of RCA submissions was first realized
during expert analyses of the documents for feedback of trended information and
lessons learned across the state. Additionally, the recent NYPORTS audit by the
Office of State Comptroller described the need for establishing a standardized
method that assures RCA’s are submitted on time and are evaluated for
thoroughness and credibility. The JCAHO and the VA National Center also noted a
wide variation in the quality of RCAs for Patient Safety.

NYSDOH's PSIC project involved the development and implementation of
the RCA evaluation protocol. The PSIC provided expert patient safety education,
which was utilized in the early drafts of the RCA evaluation protocol.

Effective November 1, 2004, every RCA submitted by facilities into NYPORTS
is evaluated to assure it meets standard criteria for thoroughness and credibility.
The RCA Evaluation Protocol criteria categories are:

Coding of occurrence: short form codes, detail 900 series codes
RCA narrative description

System and process factors

Literature search

Leadership and corporate culture

Executive summary of the analysis

RCA participants
Quality/Standard of care

Under each category, the criteria outlines the expectations of what
information is contained within a credible and thorough RCA. For example, in the
literature search category, at least three sources should be utilized including books,
articles, and websites. The name of the author(s), title of article, date of
publication, journal name, volume number, should be listed. The focus of the
literature search must be on issues relevant or related to the event(s) that includes
established community standards of care.

The RCA Protocol was disseminated statewide between September and
November 2004 as part of Patient Safety Training which concentrated on the RCA
process and culture of patient safety.

Prior to submission of a RCA, facility NYPORTS coordinators should assure
that information contained in the RCA meet all criteria within the protocol. If a RCA
does not meet the criteria the facility will be asked by the DOH regional NYPORTS
coordinators to add or edit information until all criteria are satisfied.
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A copy of the RCA Evaluation Protocol has been placed on the NYPORTS
Bulletin Board for convenient access. Elements of the protocol were also placed on
the HELP screens on the RCA pages of the electronic RCA in June 2005. See
Appendix E for Root Cause Analysis Protocol.

Statewide Patient Safety Training

Eleven statewide full day Patient Safety educational sessions were conducted by
NYSDOH staff Janet Mannion and Peg Dameron and hosted by respective hospital
associations in nine regional sites between September 2004 and March 2005. Over
750 Healthcare professionals, mainly from hospital quality and risk management
departments were in attendance. The educational sessions included:

o Culture of Safety. The current views of today’s patient safety leaders,
What the issues are and how we can begin to effectuate change.
Education on human factors engineering and systems approach to reducing
adverse events.

o Josie King video and discussion. Josie King was a young child that died of
a series of medical errors at John’s Hopkins. The video highlights the Josie
King Pediatric Patient Safety Center and how Josie’s parents partnered with
the staff at John’s Hopkins staff to inspire caregivers to prevent what
happened to Josie from happening to other patients.

o Human Factors Engineering (HFE) Human factors engineering is one of the
basic sciences
o Process for Improving Root Cause Analysis (RCA). RCA is a tool for

identifying strategies to prevent re-occurrence of an adverse event(s). It is
a process that is part of the effort to build a culture of safety and move
beyond the culture of blame.

o Root Cause Analysis Evaluation Protocol (see above).

. RCA Practicum. Practice RCA on post-operative patient that had a near
fatal Pulmonary Embolus Practicum included: a full description of the
event, formation of a problem statement, formation of a flow diagram,
formation of a cause and effect diagram, identification of system root
causes and contributing factors of the occurrence, risk reduction
strategies/actions to prevent reoccurrence, measures of effectiveness,
literature search, leadership participation, standard of care, and summary.

These sessions were conducted as a “ train the trainer” program. Hospitals were

given the powerpoint presentations and could then tailor them for use at their own
facility training sessions.
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“Working Together: Partnering for Patient Safety” Conference

The Department of Health, in collaboration with the US Health and Human
Services’ Agency for Healthcare Research and Quality held its second Patient Safety
Conference, Working Together - Partnering for Patient Safety at the
Desmond Hotel and Conference Center on March 16 & 17, 2005. Approximately
300 professionals from hospitals, nursing homes, ambulatory surgery centers,
health plans, healthcare associations, DOH and other interested parties were in
attendance for the one and a half-day conference.

James Bagian, MD, Director of the VA National Center for Patient Safety,
keynote speaker, opened the conference. Dr. Bagian’s keynote speech focused on
the culture of safety in healthcare organizations, defined the issues related to
patient safety and quality assurance, and identified ways to help prevent medical
errors from occurring. “Patient Safety is the foundation upon which quality heath
care is built, this conference affords us an outstanding opportunity to share the
knowledge we have gathered through years of practical experience,” Dr. Bagian
said.

The overall goal of the conference was to enhance and promote patient safety
for healthcare organizations by sharing lessons learned from national, state and
local leaders. It was also a forum to showcase the Department’s AHRQ funded
demonstration projects in an effort to disseminate information on implementation of
evidence based guidelines that can improve the quality of healthcare for New York
residents. Four breakout sessions included topics on Consumer Centered
Healthcare, Medication Errors, Performance Measures and Quality and Bariatric
Surgery as follows:

= Medication Errors: The presentations focused on medication safety.
Participants examined the role of communication and teamwork in
medication safety; described an analysis of medication errors reported
through the NYPORTS program; and discussed national efforts to reduce
adverse medication outcomes.

» Performance Measures and Quality: Panelists promoted ways to
strengthen the delivery of quality health care and ways to measure
outcomes. Collectively, they shared examples of current initiatives that they
were undertaking while providing an overview of performance measurement
and quality in health care facilities.
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= PBariatric Surgery: Obesity is now considered a national epidemic creating
a major national health crisis. With more than five million Americans
classified as “morbidly obese,” the demand for bariatric surgery is on the
rise. The session focused on issues surrounding patient selection criteria;
surgeon qualifications and optimum equipment and staffing for facilities
offering weight loss surgery.

= Empowering the Patient/Consumer Centered Health care:
Participants discussed what patients must be aware of to help them make
well-informed health care decisions and how patients can help improve their
own outcomes by asking questions and effectively communicating with
health care providers.

The focus of the second day was how Health Information Technology can
improve patient safety. Rex Cowdry, MD, MPH, Senior Consultant, Office of the
National Coordinator for HIT, presented the keynote address on the US
government’s strategic framework for improving health care through HIT and the
role of the public and private sectors in developing standards for electronic health
records.

Dr. Cowdry said, “Done well, electronic medical records, decision support
and secure information exchange can make patient safety efforts far more
comprehensive and effective”. “Done well, health information technology will reach
well beyond patient safety, empowering patients and transforming our health care
system into a patient-centered, information-rich, provider friendly and
integrated system”. His address was followed by a panel presentation on IT
initiatives around the state.

The Health Information Technology (HIT) Panel highlighted some of the

groundbreaking strides being made in New York State towards incorporating state-
of-the-art information technology with clinical practice to further protect patients.
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Department of Health Publications

As a national leader in the evolution of reporting systems, it was important
for New York State to share the challenges and lessons learned during the evolution
and implementation process. Lessons Learned from the Evolution of

Mandatory Adverse Event Reporting Systems was published in February 2005
in an AHRQ/DOD publication called Advances in Patient Safety.

Critical elements for success of a mandatory reporting system were shared
including: basing the system on statute, collaborative system with clear definitions
and objective reporting criteria, providing meaningful data that can be analyzed and
disseminated for improving patient safety, and adequate resources to maintain the
system. See Appendix E for this article.

Qualitative and Quantitative Analysis of Medication Errors: The New

York Experience, was also published in the February 2005 publication, Advances
in Patient Safety The analysis concluded that mandatory error reporting can provide
useful information about systems contributing to errors, strategies for prevention
and evidence based information. This information is important for hospitals to
consider when analyzing medication errors and implementing system fixes to
improve patient safety. See Appendix E for this article.

Work in Progress

The Department of Health is committed to continuously improving the quality
of care and increasing patient safety for residents of New York State. NYPORTS
plays a critical role in achieving these goals.

After careful analysis of the New York Patient Occurrence Reporting and
Tracking System (NYPORTS), the Department of Health initiated a project in 2004,
to not only redesign the functionality of the system but to streamline and clarify
reporting requirements. The code revisions were implemented on June 1, 2005.

The Department, working in collaboration with facilities and hospital

associations, incorporated user feedback into the project plan for the system
enhancements.
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System Enhancements

"NYPORTS 2005" retained all of the functionality of the previous system but has
been reprogrammed to include the following enhancements:

e "NYPORTS 2005" was re-written using .net technology, which allows for
improved compatibility with web-based applications into the future.

e Users are able to navigate the system more easily and efficiently. For
example, action and navigation buttons have been added to the bottom of
key areas of NYPORTS to allow for the desired action with one click.

e A revised report function was designed to allow facilities to generate reports
using selected parameters. This function will retain the facility's ability to
compare their experience against peer group, regional or statewide data.
New reports will assist facilities in tracking their occurrences that require RCA
and generate data suitable for use in Quality Assurance activities.

e A search function was added that can locate occurrences in the database
based on specific criteria.

e Help pages are now available throughout the application to guide users
through the process.

The Department is confident that these changes to NYPORTS will improve the
efficiency of use while providing additional features that will assist facilities in
meeting their reporting requirements, generate data for internal QA purposes and
uncover meaningful root causes, contributing factors and risk reduction strategies.

Code Revisions

Following a detailed analysis of NYPORTS, the Department reduced the number of
reportable events, effective June 1, 2005. While each reporting category in
NYPORTS represented adverse events that impact patient safety, the Department
retained sentinel events mandated in regulation as well as additional events which
might yield the most significant risk reduction strategies. These codes relate to
patient safety initiatives, such as implementation of evidenced-based protocols. All
retained codes lend themselves to meaningful data analysis that can be conducted
and lessons learned shared statewide (See Appendix B for new Includes/Excludes
list).
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Process Measures Project: Codes 401 and 604

The "Using process measures to improve patient safety practices for PE and
AMI" project is expanding upon lessons learned from two of the recently completed
Agency for Healthcare Research and Quality reporting demonstration projects. The
project is aimed at increasing the use of prophylaxis for patients at risk for
developing acute myocardial infarction following non-cardiac surgery and
pulmonary embolus in hospitalized patients.

The Project requires that each of 12 participating facilities implement and
evaluate process measures. The measures were designed to increase the
awareness and use of prophylaxis among patients at risk for developing one of
these conditions. This project will enable the New York State Department of Health
to be a collaborative partner with facilities, in improving patient safety for all
patients in New York. An aggressive dissemination program will facilitate the
sharing of findings.

Projects completed over the last two years by the New York Presbyterian
Healthcare System and the University of Public Health, IPRO, of Rochester, Strong
Memorial Hospital showed significant increases in the use of beta-blocker and
thromboprophylactic agents respectively for patients at risk. However, there is still
much opportunity for improvement in changing practitioner behavior to increase
adherence to evidence based guidelines.

The New York State Department of Health is carrying out the proposed
project in collaboration with the University of Albany School the New York
Presbyterian Healthcare System, and Strong Memorial Hospital. An advisory group
consisting of members from the collaborating organizations is reviewing the project
and advising on future activities. Should the project be successful, it is anticipated
that it will be implement statewide and the collection of process measures data will
be incorporated into NYPORTS.

Future NYPORTS Initiatives

The Department is committed to continuous evolvement of its mandatory
reporting system in the following areas:

e The Department will continue to improve NYPORTS through further refinement
of definitions and improvement in the reporting process. The Refinement
subcommittee is responsible for the task of clarifying language in the electronic
system and manuals. They will also examine the includes/excludes list to
determine whether codes need to be modified, added or deleted.
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The Department will provide ongoing training to hospitals on relevant issues
related to NYPORTS including system improvements, changes in definitions to
NYPORTS and patient safety.

The Department will monitor reporting compliance through overall hospital
surveillance activities and appropriate enforcement actions will be taken.
Sanctions will be imposed for continued failure to report as required. Chart
reviews by an independent outside agent will continue to identify non-reported
NYPORTS events.

The Department will continue to identify Root Causes and Risk Reduction
Strategies after selective analysis. This information will be shared with hospitals
to support improvement in patient care systems.

The Department will continue to issue the NYPORTS News and Alert on a
periodic basis, or as needed, to disseminate reporting up-dates, patient safety
related information and data analysis to facilities.

The Department will continue its collaboration with the University at Albany
School of Public Health to analyze and extract patient safety data from
NYPORTS.

NYPORTS subcommittees will remain active in their pursuit of sharing
information and making improvements to the system. The Medication Error
subcommittee will examine data specific to medication related occurrences.
Root causes and corrective actions will be identified by the group and shared
with facilities. The RCA subcommittee will focus on changes to the RCA form
and process, and suggest improvements to the system.

The Department will collaborate with Island Peer Review Organization (IPRO), in

their medical record review process, to improve the completeness of reporting in
NYPORTS.
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APPENDIX A
Counties by Region

WESTERN NEW YORK

Allegany, Cattauraugus, Chautauqua, Erie, Genesee, Niagara, Orleans, Wyoming

FINGER LAKES

Chemung, Livingston, Monroe, Ontario, Schuyler, Seneca, Steuben, Wayne, Yates

CENTRAL NEW YORK

Broome, Cayuga, Chenango, Cortland, Herkimer, Jefferson, Lewis, Madison, Oneida,
Onondaga, Oswego, St. Lawrence, Tompkins, Tioga

NORTHEASTERN NEW YORK

Albany, Clinton, Columbia, Delaware, Essex, Franklin, Fulton, Greene, Hamilton,
Montgomery, Otsego, Rensselaer, Saratoga, Schenectady, Schoharie, Warren,
Washington

HUDSON VALLEY

Dutchess, Orange, Putnam, Rockland, Sullivan, Ulster, Westchester

LONG ISLAND

Nassau, Suffolk

NEW YORK CITY

Bronx, Kings, New York, Queens, Richmond



APPENDIX B
NYPORTS INCLUDES AND EXCLUDES LIST



INCLUDES/EXCLUDES LIST

OCCURRENCE CODE

INCLUDES

EXCLUDES

CODE 401
Thromboembolic
Disorder

Include Readmission’s
Within 30 days

New Acute Pulmonary Embolism (PE)
confirmed or suspected and treated.

e  PE occurring during a hospital
stay or,

e  Patients readmitted with a PE
within 30 days of a discharge.

Acute pulmonary embolism present on
admission (patient would not have had a
hospitalization in the past 30 days).

New, acute pulmonary embolism is
suspected cause of sudden death but
there is no autopsy to confirm (consider
for 915 reporting).

End of life care patients who are
intentionally not prophylaxed (e.g.,
comfort care, and hospice).

CODE 402

Thromboembolic
Disorder

Include Readmission’s

Within 30 days

New Documented Deep Vein
Thrombosis (DVT) at any site.

e DVT occurring during a hospital
stay or,

e  Patients readmitted with a DVT
within 30 days of a discharge
regardless of the reason for the
previous hospital stay.

NOTE:

e  Superficial thrombophlebitis.

e New documented DVT present on
admission (patient would not have
had a hospitalization in the past 30
days).

e Patient’s who are admitted through

the ED with a rule out diagnosis of

DVT and receive treatment (medical

record must support the R/O DVT

diagnoses).

If DVT were confirmed, it would not

be excluded if the patient had a previous
hospitalization in the past 30 days.

End of life care patients who are
intentionally not prophylaxed (e.g.,
comfort care, and hospice).

CODE 604
Perioperative
Or Endoscopic
Related AMI
e  Occurring the
same day as, or
on the 1% or 2™
day after a
procedure

Include readmission’s
occurring the same
day as, or on the 1% or
2"d day after a
procedure

Acute Myocardial Infarction (AMI)
unrelated to a cardiac procedure.

e  Operative procedures done in the
operating room or ambulatory
surgery suite.

e  Endoscopy procedures.

NOTE:
Consider codes 915 or 916 when
applicable.

Cardiac diagnostic or interventional
procedure occurrences (complications)
reported to the Cardiac Services
Reporting System (CSRS), (e.g., bypass
or other structural cardiac repairs such
as aortic repair within the thoracic cavity,
cardiac catheterization).

Multiple trauma, AAA rupture known at
time of surgery.

ESRD (end stage renal disease) patients
during and post dialysis treatment.




OCCURRENCE INCLUDES EXCLUDES
CODE
Burns e Burn present on admission.
CODE 701 o 2" and/or 3" degree burns 1% degree burns (see definitions).
occurring during inpatient or
outpatient service encounters.
NOTE:
Consider 900 codes when applicable.
Falls e Falls resulting in soft tissue injuries
CODE 751 Resulting in x-ray proven fractures, (bruising, reddened areas).
subdural or epidural hematoma, e Falls with no harm identified.
cerebral contusion, traumatic e Dislocations (consider for code 918)
subarachnoid hemorrhage, and/or
internal trauma (e.g., hepatic or
splenic injury).
NOTE:
Consider 900 codes when applicable.
CODE 808 Post-op surgical wound e Contaminated or dirty case procedure.

Surgical Related

Infection:

e  Within 30 Days Of
Surgical Procedure

While Hospitalized.

Include Readmission
Within 30 Days Of
Surgical Procedure.

Infection:

Following clean or clean/contaminated case
that requires incision and /or drainage or
1V antibiotics during the hospitalization.

e Performed in the operating room
or surgical suite only.

e ASAclass is required to be noted on
the NYPORTS short form report

e Infections related to the same surgical
intervention, which may not be located
at the primary surgical wound site
(e.g., external drain site, associated
internal tissue).

. Patients readmitted within 30
days within 30 days of a surgical
procedure with a post-op wound
infection.

Wound opening for therapeutic measures to
enhance/promote healing process.

Allograft site infection Reported these
occurrences to Blood and Tissue Resources
Program (BTRP).

Sepsis related to central line insertion
(reportable to the DOH Infection Control
Program when facility thresholds are
exceeded).

Exclude cardiac surgery related infections
(occurring in approved cardiac surgical
centers only) meeting the following
definitions:

For Adult Cardiac Surgery Reporting
System (CSRS)

Deep Sternal Wound Infection:
(Involvement of bone with drainage of
purulent material from the sternotomy
wound and instability of the sternum).
Sepsis: (Fever and positive blood cultures
related to the procedure).

Endocarditis: (Two or more positive blood
cultures without obvious source,
demonstrated valvular vegetation or acute
valvular dysfunction cause by infection).

For Pediatric Cardiac Reporting System
(PED CSRS)

Any sternal wound infection (drainage of
purulent material from the sternotomy
wound).

Clinical sepsis/positive culture (with temp>101
and increase WBC or temp<98.6 and decreased
WBC).




OCCURRENCE
CODES

INCLUDES

EXCLUDES

Medication Errors:
108-110

Report Within 24
Hours Of Date Of
Awareness.

CODES 108-110

Require:
e Associated 900
Detail Code

e Completion Of
The Medication
Supplement

108. A medication error occurred
that resulted in permanent
patient harm.

NOTE:

NYPORTS defines permanent harm for
code 108, as an impairment meeting
codes 916- 918 reporting criteria

(See examples).

109. A medication error occurred
that resulted in a near-death
event (e.g., cardiac or respiratory

108-110. Any adverse drug reaction that
was not the result of a medication error.

108. Medication error that resulted in the
need for treatment, intervention, initial or
prolonged hospitalization and caused
temporary harm.

109. Medication error results in cardiac or
respiratory arrest requiring the need for
basic life support only.

110. Death that is not the direct result of a

Form arrest requiring advanced medication error (consider code 915).
¢ Root Cause cardiopulmonary life support (ACLS).
Analysis.
110. A medication error occurred
that resulted in a patient death.
CODE 911 Wrong Patient, Wrong Site e Surgery which proceeds with the
Root Cause Surgical Procedure administration of anesthesia only and is

Analysis Required

Report Within 24
Hours Of Date Of

e Surgical procedures performed in
the operating room or ambulatory
surgery suite only.

e Surgery that proceeds to surgical

stopped or rescheduled (code as 912).

e Procedures usually done outside the
O.R (e.g., Endoscopy, Interventional

Awareness. incision or beyond. Radiology, Nursery, bedside, E.D.).
CODE 912 Incorrect Procedure or Treatment | ¢  Venipuncture for Phlebotomy
Root Cause - Invasive e Diagnostic tests without contrast

Analysis Required

Report Within 24
Hours Of Date Of
Awareness.

Some O.R. occurrences that are not

wrong patient or site, such as:

e Inserting the wrong surgical
implant (e.g., lens or total knee
components).

e Surgical procedures that involve
the administration of anesthesia
only prior to commencement of a
surgical incision.

e Wrong treatment or procedure
performed on a patient related to
error of omission, laboratory or
radiological findings.

agents.

e Transfusion related occurrences are to
be reported to Blood & Tissue
Resources Program (BTRP) only.




OCCURRENCE INCLUDES EXCLUDES

CODES

Code 913 Unintentionally Retained Foreign e Foreign bodies retained due
Root Cause Body (e.g., sponges, lap pads, to equipment malfunction

Analysis Required

Report Within 24
Hours Of Date Of

instruments, guidewires from central
line insertion, cut intravascular
cannulas, needles)

or defective product
(report under code 937 or
938).
e Intentionally leaving a foreign body -

Awareness. Retained foreign body discovered after must be assessed on a case by case
wound closure while still in O.R. basis (e.g., foreign body left for
treatment reasons).
CODE 915 Unexpected Death e End of life care such as DNR with
Root Cause (E.g., brain death). comfort care only,

Analysis Required

Report Within 24
Hours Of Date Of

In circumstances other than those
related to the natural course of illness,
disease or proper treatment (e.g.,
delay in treatment, diagnoses or an

Hospice Patients.
Emergent and unplanned surgical patients
with significant mortality category (ASA1V
or V) if the occurrence is not related to

Awareness. omission of care) in accordance with deviation from the standard of care,
generally accepted medical standards. | medication error, omission, delay, or an
iatrogenic event.
e Death of fetus/neonate meeting al | Patients admitted with severe illness/
the following criteria: incapacitating systemic disease that is a
constant threat to life or moribund and not
For live Or Still Birth expected to survive for 24 hours with or
e Greater than or equal to 28 without an operation
weeks gestation Death of fetus/neonate with presence of
e Greater than or equal to 1000 | congenital anomalies incompatible with life
grams of weight (e.g., Anencephalus, Trisomy 13,18,
e Any iatrogenic occurrence resulting | Tracheal or Pulmonary Atresia, Multiple life
in death at any gestation/weight. threatening congenital anomalies).
e All maternal deaths Sepsis related to opportunistic infection
following required antibiotic therapy (e.g.,
C. Difficile) resulting in death.
e Transfusion related death, report to
Blood and Tissue Resources Program
(BTRP) only.
CODE 916 Cardiac And/Or Respiratory Arrest | ¢ Events not requiring ACLS intervention.
Root Cause Requiring ACLS Intervention. In

Analysis Required

Report Within 24
Hours Of Date Of
Awareness.

circumstances other than those related
to the natural course of illness, disease
or proper treatment (e.g., delay in
treatment, diagnoses or an omission of
care) in accordance with generally
accepted medical standards




OCCURRENCES INCLUDES EXCLUDES

CODES

CODE 917 Loss Of limb Or Organ. Malfunction of equipment resulting in
Root Cause In circumstances other than those death or loss of limb or organ should be

Analysis Required

Report Within 24
Hours Of Date Of

related to the natural course of illness,
disease or proper treatment (e.g.,
delay in treatment, diagnoses or an
omission of care) in accordance with

reported under 938.

Procedure related injuries resulting from
intended direct operation on an organ
or anatomical structure based on

Awareness. generally accepted medical standards disease process or lack of alternative
e Impairment must be present at approach to address the surgical
discharge or for at least 2 weeks condition.
after occurrence if patient is not Vascular cases where conservative
discharged approach tried first (e.g., thrombectomy
Ruptured uterus requiring or fem-pop bypass), but ultimately fails
hysterectomy following VBAC. (below knee amputation done as last
resort).
CODE 918 Impairment Of Limb, Organ or Procedure related function loss
Body Functions. resulting from direct operation on an
Root Cause (limb, organ body function unable to organ or other anatomical structure

Analysis Required

Report Within 24
Hours Of Date Of

function at same level prior to
occurrence).

In circumstances other than those
related to the natural course of illness,

based on disease process or lack of an
alternative approach to address the
present surgical condition.

Limb or body functions at the same

Awareness. disease or proper treatment (e.g., level as prior to the occurrence,
delay in treatment, diagnoses or an impairment resolves by discharge or
omission of care) in accordance with within two weeks if not discharged.
generally accepted medical standards. Positioning parathesias.

e Impairments present at discharge Any case involving malfunction of
or for at least 2 weeks after equipment resulting in impairment
occurrence if patient is not should be reported under 938.
discharged. Surgical nick to bladder requiring foley
e Body function (e.g., sensory, catheter to promote healing.
motor, communication or
physiologic function diminished
from level prior to occurrence).

CODE 938 Malfunction Of Equipment during
treatment or diagnosis, or a defective

Root Cause product

Analysis Required

Report Within 24
Hours Of Date Of
Awareness.

Resulting In Death Or
Serious Injury (as described in 915-
918) to patient or personnel

Please include:

e equipment/device name
e malfunction

e model #

e serial #




OCCURRENCE INCLUDES EXCLUDES
CODES
CODE Serious occurrence warranting
901 DOH notification (not covered by

Submit Short Form
Only

codes 911-963).

Root Cause

Analysis May Be

Required

CODE 902 Specific AMBULANCE Transfers to Occurrences in an extension clinic under
the hospital from an Article 28 a hospital's operating certificate.

This Code Is diagnostic and treatment center, in

Applicable To circumstances other than those related Patients transferred to hospital for

Article 28, to the natural course of illness, disease additional work up or tests in the

Diagnostic And
Treatment Centers
(D&TC) In
Compliance With
Section 751 Of
DOH Regulations.

Report transfers by
ambulance within
24 hours of the
Date Of Awareness

Report
electronically into
the NYPORTS
system (on the
HPN) using the
NYPORTS
shortform

Investigation
reports must be
submitted within
30 days of The
Date Of
Awareness.

or proper treatment in accordance with
generally accepted medical standards
(e.g., delay in treatment, delay in
diagnoses, iatrogenic event, severe
reaction or complication, omission of
care).

Including The Following Reasons:

a. Patient required CPR or other life
sustaining effort.

b. Adverse occurrence resulting in
unexpected impairment of body
function.

c. Adverse Occurrence during
OB/GYN procedure.

d. Adverse Occurrence while patient

treated in an ambulatory surgical
center.

normal process of follow up.

Patient transferred to hospital for
diagnostic tests not available at the
D&TC (e.g., MRI).

Patients in dialysis (ESRD) center that
require transfer to hospital for shunt
repair or treatment of thrombosed
shunt sites.

Patients arrive at D&TC with
symptomotology or unstable comorbid
conditions that warrant immediate
ambulance transfer to hospital.




OCCURRENCE INCLUDES EXCLUDES
CODES

CODE 914 Misadministration Of Radiation
or Radioactive Material (as defined
Submit Short Form by BERP, Section 16.25, 10NYCRR).
Only
Misadministration involving diagnostic
Root Cause Analysis | or therapeutic use or ionizing

Not Required radiation (radioactive materials, x-
Except as Defined in | rays and electrons).

16.25 b (2) (i)

Report Within 24
Hours Of Date Of

Awareness.
CODE 921 Crime Resulting In Death Or e Crimes that result in other serious
Serious Injury. events not captured by codes 915-
Submit Short Form As defined in 915-918 (actual death, 918 may be reported under the
Only or near death event requiring ACLS; voluntary code of 901.

unexpected loss of limb or organ,
Root Cause Analysis | impairment of limb, organ or bodily

Not Required function that exists for two weeks
during a hospitalization or at

Report Within 24 discharge.

Hours Of Date Of

Awareness.

CODE 922 Suicides And Attempted Suicides

Related To An Inpatient

Submit Short Form Hospitalization, With Serious
Only Injury.

As defined in 915-918 (Actual death,
Root Cause Analysis | or near death event requiring ACLS.

Not Required Unexpected loss of limb or organ,
impairment/

Report Within 24 dysfunction of limb or bodily functions

Hours Of Date Of that exists for two weeks during a

Awareness. hospitalization or at discharge.




OCCURRENCE CODE

INCLUDES

EXCLUDES

CODE 931
Submit Short Form
Only

Root Cause Analysis
Not Required

Report Within 24
Hours Of Date Of
Awareness.

Strike By Hospital/Center Staff.

CODE 932
Submit Short Form
Only

Root Cause Analysis
Not Required

Report Within 24
Hours Of Date Of
Awareness.

External Disaster outside the
control of the hospital/Center
which effects facility operations.

e Natural or catastrophic
disasters.

e Internal facility operations
affected directly by a natural
or catastrophic disaster.

e Facility operations that are affected
by an internal disaster not affiliated
with a natural or catastrophic
disaster (e.g., septic pipe breaks
and leaks toxic gases, patients
must be transferred to other units
in the facility for continuation of
care.) code as 935.

CODE 933

Submit Short Form
Only

Root Cause Analysis
Not Required

Termination Of Any Services Vital
To The Continued Safe Operation
Of The Hospital Or To The Health
And Safety Of Its Patients And
Personnel, including but not limited
to the anticipated or actual
termination of telephone, electric,
gas, fuel, water, heat, air
conditioning, rodent or pest control,
laundry services, food or contract
services.

e Excludes services maintained by
back-up services, planned
transitions with seamless
continuation of services. (E.g.,
back up generator to maintain
electric for brief period- no change
in care or harm, back up O2 supply
that its immediately retrieved and
no harm or alteration to care
occurs, laundry vendor changed
over with seamless continued
services.)

e Termination of services due to the
direct result of a natural or
catastrophic disaster (code as
932).

e Equipment failure related to defect
or malfunction (code as 937 or
938)




OCCURRENCE INCLUDES EXCLUDES
CODES
CODE 934 Poisoning Occurring Within The

Submit Short Form
Only

Root Cause Analysis
Not Required

Report Within 24
Hours Of Date Of
Awareness.

Hospital (water, air, and food).

CODE 935
Submit Short Form
Only

Root Cause Analysis
Not Required

Report Within 24
Hours Of Date Of
Awareness.

Hospital/Center Fire or other
internal disaster disrupting
patient care or causing harm to
patients or staff.

CODE 937
Submit Short Form
Only

Root Cause Analysis
Not Required

Report Within 24
Hours Of Date Of

Malfunction Of Equipment during
treatment or diagnosis or a
defective product which has a
Potential For Adversely Affecting
Patient Or Hospital/Center
Personnel or results in a retained
foreign body.

Please include:

e equipment/device name

Awareness. e manufacturer
e model #
e serial #
CODE 961 Infant Abduction.

Submit Short Form
Only

Root Cause Analysis
Not Required

Report Within 24
Hours Of Date Of
Awareness.




OCCURRENCE INCLUDES EXCLUDES
CODES
CODE 962 Infant Discharged To Wrong

Submit Short Form
Only

Root Cause Analysis
Not Required

Report Within 24
Hours Of Date Of
Awareness.

Family.

Code 963

Submit Short Form
Only

Root Cause Analysis
Not Required

Report Within 24
Hours Of Date Of
Awareness.

Rape Of A Patient.
(Includes alleged rape with clinical
confirmation).




APPENDIX C
NYPORTS CODE 911 AND 912 ANALYSES



Code 911 and Code 912 Analyses

The following pages describe findings from in-depth review of NYPORTS
Code 911 and 912 root cause analyses. The Code 911 information is derived from
cases submitted from January 1, 2003 to December 31, 2005 (3 years) and Code
912, from January 1, 2005 to December 31, 2005 (2 years). During these
timeframes, 52 adverse occurrences were reported for Code 911 and 202 adverse
occurrences were reported for Code 912. A description of these codes with
examples, statistics, and actual findings extracted from the respective root cause
analyses are shared.

Descriptions and Examples:

Code 911 Wrong Patient, Wrong Site Surgical Procedure

e Surgical procedures performed in the Operating Room or Ambulatory Surgery
Suite only.
e Surgery that proceeds to surgical incision or beyond.

Examples of Code 911.:

e Patient identified herself as wrong patient (similar names) and was taken to
ambulatory surgical suite for eye surgery; surgery completed before it was
discovered that it was the wrong patient.

e Bone scan positive for osteomylelitis of left foot; patient taken to OR and biopsy
performed on right foot.

Code 912 Incorrect Procedure or Treatment—Invasive

e Includes all wrong patient, wrong site, and wrong invasive procedures outside
the Operating Room or Ambulatory Surgery Suite.
e In addition, it includes some OR occurrences that are not wrong patient or site,
such as:
e Insertion of the wrong surgical implant (i.e. lens or total knee
components)
= Surgical procedures that involve the administration of anesthesia only prior
to commencement of a surgical incision.
e Wrong treatment or procedure performed on a patient related to
an error of omission, laboratory or radiological findings.

Examples of Code 912:
» ED patient with pleural effusion has chest tube insertion on wrong side.
» Patient had the wrong diopter lens implanted in the correct eye.



Statistics from our mandatory reporting system show that there is
significantly more Code 912 cases than Code 911 cases reported to NYPORTS

annually.

Counts of NYPORTS Code 911 & 912 Cases by Year
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The following graph shows the yield of mandatory reporting for New York
State in comparison to national, voluntary reports, submitted during the same
timeframes to the Joint Commission for Accreditation of Hospital Organization

(JCAHO).

Counts of NYPORTS and JCAHO Events by Year
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Code 911 and Code 912 categories were further sub-divided by category

for analysis.




Below are counts and percentages of Code 911 (Wrong Patient, Wrong Site,
operating room or ambulatory surgical suite procedure) by type of event: wrong
site, wrong side or wrong patient. Of these cases, wrong site and wrong-sided
cases account for 96 % of the total cases submitted.

Code 911 Cases for 2003-2005

Type of Code 911 Count Actual Event examples

Event

Wrong Site 23 7 finger cases, 7 spinal cases, 1 hernia case

Wrong Side 27 3 hernia cases, 1 spinal case

Wrong Patient 2 1 triple lumen, 1 wrong cataract
extraction/implant

Total Code 911 cases 52

Percentages of Types of 911 Cases for 2003-2005

Other wrong
site
44%

Wrong patient
4%

Wrong side
52%




Counts and percentages of Code 911 cases were also assessed by surgical
specialty and anatomical body part affected in the occurrence:

Code 911 Wrong Site Surgery Cases for 2003-2005

By Specialty

Specialty # of cases Percentage
14 Orthopedic surgery cases 27 %
10 General surgery cases 20 %
8 Neurosurgery cases 15 %
7 Urology cases 13 %
6 Cardiovascular-thoracic cases 11 %
1 Otolaryngology case 2%
1 Vascular surgery case 2%
1 Obstetrics/gynecology case 2%
1 Transplant surgery case 2%
1 Pain Service case 2%
1 Opthamology case 2%
1 Plastic surgery case 2 %
52 Total cases 100%e

Code 911 Surgery Cases by Anatomical Site for 2003-2005

Anatomical Site #H Anatomical Site #
Spine 8 Uterus/ovaries/tubes 1
Finger 7 Kidney 1
Chest/rib 6 Heart 1
Ureter 7 Back 1
Hernia 4 Arm 1
Abdominal cavity 3 Ear 1
Leg 2 Hip 1
Foot/ankle 2 Eye 1
Cranium 2 Lip 1
Male genitalia 1
Arm/forearm 1 Total 52e




Below are counts and percentages of Code 912 (Wrong Treatment or
Procedure Invasive) by type of event: wrong site, wrong side, wrong patient or
wrong procedure. This code captures OR cases that are not wrong site/ wrong side
or wrong patient specific, as well as all other wrong invasive procedures performed
outside the OR.

Tvpe of Occurrence Code 912 for 2004-2005

Type of Code 912 Occurrence # Percentage
Wrong procedure 68 34%
Wrong side 51 25%
Wrong patient 33 16%
Wrong equipment 29 14%
Wrong site 21 11%
Total 202 100%e

Percentage of Code 912 Cases by Type of Events for 2004-2005

Wrong
equipment
14%

Wrong side
25%

rong site
11%

Wrong
procedure

34% Wrong patient
16%

Wrong patient procedures are reported with much greater frequency outside
the OR. A large portion of Code 912 cases are OR cases that fall outside the
definition of Code 911, including for example wrong procedure or equipment.



Below are counts and percentages of Code 912 cases by the setting where

the occurrence happened:

Code 912 Cases by Setting for 2004-2005

Setting of Code 912 Cases +H %
OR 75 37 %
Radiology 52 26 %
Bedside 20 10%
Interventional Radiology 15 7%
Endoscopy Suite 6 3.5%
Dental Clinic 6 3.5%
Dialysis 5 2.5%
Emergency Room 5 2.5%
Delivery Room 3 1%
Other [ Clinic, NICU, Nursery, ICU ,PACU] 15 7%
Total 202 100 %e

Of the Seventy-Five, Code 912 OR cases noted above, specific types of

events are culled from the reports:
e The wrong procedure is done.

e The wrong side is anesthetized and surgery is stopped before proceeding to the

wrong side.
e Wrong equipment is involved in the procedure.

Tvpe of Occurrence Code 912 OR Events for 2004-2005

Type of Code 912 OR event # %
Wrong procedure 34 45%
Wrong side (19 Cases are the result of anesthesia given 20 27%
on the wrong side, the case is terminated before surgical

incision). The remaining case is a scopic case done in the

OR.

Wrong equipment 21 28%
Total 75 100%e




Of the twenty wrong side occurrences, nineteen cases involve Anesthesia
blocks either done by the Surgeon or Anesthesiologist involved in the case. The
table below outlines these cases by count and percentages.

Anesthesia Wrong Side Occurrence Code 912 OR Events for
2004-2005

Type of Wrong Side Case Anesthesia only #H %
Wrong side shoulder block 5 26%
Wrong eye blocked 5 26%
Wrong side femoral block for knee surgery 4 21%
Wrong side spinal block 2 10.5
Wrong side local for fistula 1 5.5%
Wrong side block for carotid surgery 1 5.5%
Wrong side block for ankle surgery 1 5.5%
Total 19 100 %e

Counts and percentages of wrong equipment used in an OR procedure are
shown below. The wrong diopter lens (for eye surgery) accounts for 70 % of wrong
equipment OR cases.

OR Wrong Equipment Code 912 Cases for 2004-2005

Type of Wrong Equipment OR Case 28 %

Wrong lens/ eye surgery 15 70 %
Wrong knee components 4 20 %
Wrong breast implant 1 5%
Wrong catheter 1 5%

Total 21 100 %e




Samples from wrong procedure reports, listing the intended procedure and
actual procedure performed, are shown below:

OR Wrong Procedure Code 912 Cases For 2004-2005

Intended Procedure Actual Procedure
Performed

Appendectomy Fat removal

Appendectomy Salpingectomy

Appendectomy Aborted, appendix already

removed

Right Colectomy Wrong segment of colon
connected to colostomy

Right Colectomy Right Colectomy based on

erroneous pathology- surgery
not indicated

IVC Filter Aborted, IVC filter in situ

D&C for positive urine hcg D&C yielded empty uterus,
pregnancy ectopic

Left Partial Mastectomy Left Partial Mastectomy based

on another patient’s
pathology-surgery not
indicated.




Counts and Percentages of Radiology procedures reported into NYPORTS
Code 912 are shown below:

Code 912 Radiology Cases 2004-2005

Type of Code 911 Example Cases # %
Radiology Case
Wrong procedure Gallium scan done instead of HIDA 24 46%
scan, MRI of head instead of
esophogram, Cat Scan with contrast
instead of without contrast.
Wrong patient MRI head with contrast instead of, 16 31%
Cat Scan of head and chest with
contrast, Cat Scan of kidney with
contrast instead of Cat scan of neck
with contrast.
Wrong side Chest tube insertion, Angiogram leg, 5 10%
Cat Scan, MRI breast with agent.
Wrong site Cat Scan of head or chest instead of 7 13%
abdomen.
Totals 52 100%e
Code 912 Interventional Radiology Cases 2004-2005
Type of Interventional Radiology case #H %
Wrong side Spinal block, PICC line, Lung bx, 6 40%
CT guided abdominal drainage.
Wrong site Wrong Level of spinal block, 3 20%
Wrong Site IVC filter,
Abdominal mass biopsies instead
of Liver biopsies.
Wrong equipment 3 wrong lumen aphresis 3 20%
catheters.
Wrong procedure Pancreatic biopsy instead of liver 2 13%
biopsy done,
IVC filter (based on prelim
results).
Wrong patient IVC filter. 1 7%
Total 15 100%e




The root cause analyses submitted for Codes 911 and 912 were examined
for trends, common root causes/contributing factors and identified actions/risk
reduction strategies. This information was shared with a multidisciplinary panel of
experts empanelled to revise the 2001 New York State recommendations for
ensuring correct surgical and invasive procedures. Findings were similar to those
reported nationally to JCAHO.

Facility identified root causes/contributing factors in scheduling and
consent processes:

e Scheduling

Case scheduled with no SIDE/LATERALITY identified

Case scheduled with no SITE/LEVEL identified

Scheduled for bilateral, intention was for one SIDE

Scheduled for bilateral, changed to one SIDE

Scheduled without implant/explant device or donor site specified

VVVYY

e Consent
» SITE not written on consent form
» SIDE not written on consent form
» Written for wrong side
» Surgeon added incorrect side after pt. signature
» Consent did not match scheduled case

Facility identified actions/risk reduction strateqgies in scheduling and
consent processes:

e Scheduling

No Scheduling Unless:

Exact site: level, digit, is requested
Side/laterality is requested
Information on implant available

Or information on removal of a device
Information on harvest/donor sites

VVVVYY

e Scheduling by Phone:
> Read back of site/side
> Follow up by fax

e Do not use OR schedule as official document in time-out



e Consent Must Include:

Correct patient (first and last name)

Name and description of procedure

Reason (condition or diagnosis) for surgery or procedure
Correct site: side, level, digit

Date

Patient/family signature

Surgeon signature

Implant or device to be removed

VVVYVYVYVYVYVYYVYYVY

Entire word RIGHT and LEFT is written out

No acronyms/abbreviations

Pt/family must sign consent again if it is altered
Consent done over if it is altered

Facility identified root causes/contributing factors with History and
Physical processes:

e History & Physical
> Site discrepancy between H & P and consent not communicated/resolved
» H &P too old
» H & P did not have change of planned procedure
» Pre-anesthesia evaluation stated wrong side

Facility identified actions/risk reduction strateqgies with History and
Physical Processes:

Must be signed and be less than 7 days old
e Must have planned surgical procedure including site, side, level, implants/explants,
planned donor sites
e Site discrepancy (H & P and consent) = STOP
e Part of pre-operative protocol checklist
Procedure
2 patient identifiers
Consent
H&P
Side/site verification
Surgical time-out

VVVVYYVY



Facility identified root causes/contributing factors in patient
identification processes:

e Patient Identification

ID band not checked

Same last name, different first name

Same last name, same first name

Identified by name only, second identifier not checked (date of birth or SS#)
Similar last name

Same last name, different gender

Same last name, no hearing aid

Similar first name (Anna Vs Ann)

Patient hard of hearing, no hearing aid

Same first initials, different initials last name
Language barrier

Bi-lingual patient did not understand question

Patient confused, dx of dementia

Transportation did not ID patient when pt. transported

VVVVVVVVYVYYVYVVVYY

Facility identified actions/risk reduction strateqgies in patient
identification processes:

e Patient Identification
» Use 2-3 identifiers

» First and last name must be checked

» Include social security number or medical record number

> Include date of birth

Pt. asked to state full name, not confirm their name

Interpreter provided for patient ID if necessary

Family/health care proxy can be used

Check for dementia/alzheimer’s/confusion and communicate these conditions
anytime a patient is transported

Staff in all departments must be trained

Patient that are HOH should have hearing aid in and turned on, confirm that

they can hear

YV VYV

Y V



Facility identified root causes/contributing factors in site marking

processes.

>

VVVYVYVVVVY

Site Marking
No site marking:

> Level
> Side
> Digit
> Both sides of extremity/digit

No site marking due to splint/cast

Surgical site marked not at actual site

Wrong side marked by surgeon

Marked with an X

Surgical mark made with a pen (erased during prep)

Site marked by RN

Bilateral or multiple sites not marked

Patient/family not involved in marking process

Patient/family stated wrong side and it was utilized as basis for marking,
consent, surgery

Facility identified actions/risk reduction strateqies in site marking
processes:

Site Marking
No Mark = No Surgery
Specifics of marking

VVVYVYYVVVYVYY

Y VY

Size of mark/handwriting must be legible

Mark bilateral sites, mark multiple sites

Mark Site(s) with Surgeon initials as close to planned incision as possible
No X for a mark

Spinal level and right or left if applicable

Include level of limb/digit amputations

Use indelible markers (FDA approved) black/purple for light skin

Use silver sharpie for patients with dark skin

Mark anterior and posterior surfaces of digit, extremity if surgery involves
both surfaces

Mark site after cast/splint is removed

If concern regarding a particular site exists (awkward/problematic such as
perineum, internal, midline) a special purpose wristband can substitute for a
marked site

Patient/family involved in site marking to the extent able

Exemptions to marking (i.e., neonates marking may cause a tattoo



Facility identified root causes/contributing factors in time out processes:

e Time-Out/Critical Pause

No time out prior to incision

CT/x-rays/not present in OR (in radiology or at St. Elsewhere)

One CT or x-ray vital to procedure ,missing

CT/x-rays in room, not reviewed

X-ray displayed wrong in view box

Pre-operative photos not in OR

Patient not identified, or called by first name only

OR schedule, H & P, or consent not reviewed

Time-out not documented

Site/side/level not confirmed

Early time out before pt. transferred to OR table

Incomplete team during time out

» Surgeon out of room

» RN out of room

» No second time out after midline incision, change in position or intra-
operative film with markers

» Case based on wrong information on OR schedule

VVVVVVVVYYYVYY

Facility identified actions/risk reduction strateqgies in time out processes:

e Comprehensive Time-Out

Correct patient: 2 identifiers: first and last name & a second identifier
Correct site including side

Patient position

Implants/special equipment are available

X-rays/imaging studies/pictures confirmed to be from the correct pt. and
have been reviewed (surgeon, anesthesia, circulator & scrub)

e No time out without all team members in attendance and attentive

When: prior to incision, after a change in position, re-draping or after intra-op
x-ray or fluoroscopy

No x-ray, CT, picture = no surgery

No surgical instruments passed until time out is complete, no discrepancies
Time out must be documented by all team members

Comprehensive Universal Protocol

2 patient identifiers

Consent

H&P

Site/side verification

Surgical time out

e o o o °
YV VVY

VVVYY



Facility identified root causes/contributing factors with team processes:

Team Issues

» Informal norm allows for deviation from written policy

» “Work a-rounds”/shortcuts/at risk behaviors of team members

» Emergent/urgent case can lead to deviation from existing policy (ie.
Eliminated steps in site verification)

Time pressure

Multiple procedures

More than one medical record in OR or procedure room

Policy not specific enough

Deviation from policies by team members/non-compliance

VVVVY

Facility identified actions/risk reduction strategies with team processes:

Zero tolerance of violations — immediate termination to eliminate informal norms
“Red Rules” to bring high visibility to Universal Protocol

Team training for OR teams

Patient to remain in pre-op area until H & P authenticated, consent signed and
site/side marked per protocol

Education of all staff re: changes in policy

Work to resolve hierarchical issues to promote equality in accountability of team
members

Ongoing compliance monitoring of Universal Protocol

Only the medical record of the patient in the OR or procedure room at that time
Discrepancy and Escalation policies

Universal protocol to apply to surgery and invasive procedures in all
departments outside the OR (ED, ICU, CU, NICU, PICU, Cardiac Catheterization,
EP lab, Interventional Radiology, MRI, Nuclear Med., Radiology, pt. bedside, L &
D, Endoscopy Suite, etc)

Ongoing facility monitoring to ensure consistent compliance with Universal
Protocol and time-out, with goal of 100% compliance (follow up for non-
compliance)

Facility identified root causes/contributing factors with Surgical Issues

> Discrepancy between scheduled case and patient complaints and physical
findings

Lack of standardized process to prevent intra-operative loss of landmarks
Midline incision increased risk of side disorientation

Microscope increased likelihood side disorientation

Misinterpretation of anatomy due to adhesions

Multiple surgeons

No intra-operative spinal markers used

VVVYYVYY



Facility identified root causes/contributing factors with

positioning/prepping/Zdraping/room set up processes:

Positioning/Prepping/Draping/Room Set Up

Surgical site marking obliterated by prepping

Surgical site marking not visible due to dark marker on dark skin
Surgical site not marked after cast/splint removal prior to prep
Surgical site mark not visible after repositioning

Surgical site not visible after draping

Bilateral prepping done when one side was scheduled

Wrong extremity prepped/draped

Prepping/draping done without reference to surgical mark

Room set up for wrong side, surgeon went to side that was set up
Head positioned with wrong side up

Positioned with wrong hip side up

Patient positioned opposite of correct position

Room set up opposite of intended procedure

Morbid obesity, physical deformity, or swollen digits present

VVVVVVVVYVYVVVVYY

Facility identified actions/risk reduction strategies with

positioning/prepping/draping/room set up processes:

Prepping/Draping

» Use FDA approved indelible markers 100% of time, silver for dark skinned
patients, black/purple for light skin

» Mark site after cast/splint removed

» Only prep where surgical site is marked

> Unilateral prepping/draping for one side surgery

Positioning/Room Set Up

» Set up room for correct side

» Position patient per surgeon for scheduled procedure

» Correct position of surgeon, radiologist, or anesthetist in relationship to
patient



Facility identified root causes/contributing factors with radiological/
patholoqgical processes:

Radiology Related

» No intra-op films to determine level

» Image quality

> Repeat images of poor quality

A/P film taken, then pt. positioned in an arched lateral position
Misinterpretation of intra-operative x-ray

No side marker on x-ray

X-ray was not marked correctly

CT scan report and colonoscopy report are not consistent, discrepancy not
identified

Radiologist transposed sides on dictated report and did not identify error
when authentication of report done

CT report had wrong side/laterality

No radiological reports in medical record

Erroneous pathology

Pathology not available

A\ YVVVVY

YV VY

Facility identified actions/risk reduction strategies with

radiological/pathological processes:

Installation of a PACS (Picture Archiving System) that permits clinicians to

review radiology images on-line and call up report so that correlation can take

place

Put sterile marker in the intra-spinal space

2 stage marking for spinal surgery

» Skin marked with general marking

» Intra-space marking(s) for exact spinal level(s) to be operated on confirmed
with x-ray

» Second time-out after intra-operative marking film

Radiograph after spinal instrumentation to verify position prior to closure

New equipment (fluoroscopy)

2 person review of radiology films (radiologist/surgeon) with documentation

No radiological/imaging reports = STOP no surgery or procedure

No x-rays, CT scans, MRIs, pictures, ultrasounds = STOP no surgery or

procedure

Films must be displayed properly in OR

Reports and actual imaging must be present/displayed and reviewed by 2 team

members as part of time out

No pathology reports = STOP no surgery or procedure (timing of review, report

dates, scheduling)

Policy for review of internal/external pathology



SUMMARY: COMMON ROOT CAUSES OF NYPORTS
CODE 911 & 912 CASES

e Communication

e Inadequate policies & procedures

e Non-compliance with existing policies & procedures
e Team issues — informal norms, hierarchy

e Patient identification & assessment

e Orientation/training

e Information available (x-rays, reports, labs)

e Pathology issues

e Production/time pressure

e Urgency of case
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NYPORTS ROOT CAUSE ANALYSIS EVALUATION PROTOCOL

fon | STANDARD CRITERIAREQUIRED | pa | Nert | ™A COMMENTS e
4 Met FOLLOW-UP Met
1. Short Form
la. Short form category code(s) accurately reflects
occurrence described.
1b. Detail code (900 series code) accurately reflects
occurrence described.
2. RCA Narrative Description
2a. Detailed description of the adverse occurrence
(sentinel event) must include date, day of the week,
time and area/service involved.
2b. Identify who by title, what, where and a chronology of
event that includes times.
2cC. When pertinent, include: co-morbid conditions, height,
weight, serial lab values, surgical procedures, changes
in level of care, diagnostic testing results, vital signs,
consults, other clinical data, and/or non-clinical data.
2d. Fully explains the event so that a reader unfamiliar

with the occurrence understands what happened and
why the event happened.
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3-7

Policy or Process in Which Event Occurred (P),
Human Resource Factors and Issues (H),
Environment of Care (E),

Information Management/ Communication Issues (I)

P

H
E
|

COMMENTS FOLLOW-UP

3a.

Root cause statement #1 is consistent with the 5 rules
of
causation.

3b.

Root cause #1: Risk reduction strategies/actions would
prevent or minimize future events or close calls.

3c.

Measures of effectiveness directly apply to risk
reduction strategy for root cause #1.

3d.

Measures of effectiveness must have defined
timeframes, numerators for audits, thresholds in
percentages for compliance, and follow-up for non-
compliance. They must measure impact of root cause
or risk reduction strategies.

4a.

Root cause statement #2 is consistent with the 5 rules
of causation.

4b.

Root cause #2: Risk reduction strategies/actions would
prevent or minimize future events or close calls.
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fem | STANDARD CRITERIAREQUIRED | pa | et | VA COMMENTS FOLLOW-UP tent
# Met Met

4c. Measures of effectiveness directly apply to risk
reduction strategy for root cause #2.

4d. Measures of effectiveness must have defined
timeframes, numerators for audits, thresholds in
percentages for compliance, and follow-up for non-
compliance. They must measure impact of root cause
or risk reduction strategies.

oa. Root cause statement #3 is consistent with the 5 rules
of causation.

5b. Root cause #3: Risk reduction strategies/actions would
prevent or minimize future events or close calls.

ScC. Measures of effectiveness directly apply to risk
reduction strategy for root cause #3.

5d. Measures of effectiveness must have defined
timeframes, numerators for audits, thresholds in
percentages for compliance, and follow-up for non-
compliance. They must measure impact of root cause
or risk reduction strategies.

6a. Root cause statement #4 is consistent with the 5 rules
of causation.

6b. Root cause #4: Risk reduction strategies/actions would
prevent or minimize future events or close calls.

6cC. Measures of effectiveness directly apply to risk

reduction strategy for root cause #4.
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RCA Intent | Intent N/A COMMENTS EOLLOW-UP Date
Item Met Not Intent
# STANDARD CRITERIA REQUIRED Met Met

6d. Measures of effectiveness must have defined

timeframes, numerators for audits, thresholds in

percentages for compliance, and follow-up for non-

compliance. They must measure impact of root cause

or risk reduction strategies.
7a. Root cause statement #5 is consistent with the 5 rules

of causation.
7b. Root cause #5: Risk reduction strategies/actions would

prevent or minimize future events or close calls.
7c. Measures of effectiveness directly apply to risk

reduction strategy for root cause #5.
7d. Measures of effectiveness must have defined

timeframes, numerators for audits, thresholds in
percentages for compliance, and follow-up for non-
compliance. They must measure impact of root cause
or risk reduction strategies.
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STANDARD CRITERIA REQUIRED Intent | Intent | N/A COMMENTS FOLLOW-UP
Met Not Date
RCA Met Intent
Item Met
#
8. Hospital policies, clinical practice guidelines, critical
pathways, or practice protocols related to event are
followed as intended, developed, or revised after
review of the occurrence.
0. Review identifies all root causes likely to prevent
recurrence of event.
10. RCA and identified root causes do not leave any
obvious unanswered guestions.
11. RCA is internally consistent and does not contradict
itself.
12. Literature Search
12a. | Literature search includes at least 3 sources when
available. References can include books, articles, and
websites. List the name of author(s), title of article,
date of publication, journal name, volume number etc.
12b. | Focus of literature search is on issues relevant or
related to the event (s) that includes established
community standards of care.
13. Leadership: Corporate Culture
13a. | Leadership is involved in the evaluation of adverse
patient care occurrences. They participate in the RCA
process and are identified by title.
14, Executive Summary of the Analysis
14a. | Analysis of clinical findings of review of occurrence is

thorough.
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individual practitioner, the full name and license
number or certification number is entered.

RCA | STANDARD CRITERIA REQUIRED Intent | Intent | N/A COMMENTS FOLLOW-UP
Item Met Not Date
# Met Intent
Met
14b. | Any external expert review findings are included if
obtained.
14c. | Relevant Q/A findings are summarized.
14d. | Pertinent findings from literature review are included.
14e. | All elements are tied together to justify root causes,
risk reduction strategies, and measures of
effectiveness.
15. | RCA Participants
15a. | Individuals in roles involved in the processes and systems
under review participate in RCA and are identified by title
only. (l.e., RN, Pharmacist, Radiological Technician,
LPN, Attending Surgeon, Resident, PCA, etc.)
16.
Quality/Standard of Care
16a. | RCA findings support the facility’s standard of care
determination.
16b. | Facility’s determination of standard of care is
consistent with current practice.
16¢c. | If standard of care not met and is directly linked to an
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RCA item Additional root causes

17 a. Root cause statement #6 is consistent with the 5 rules of causation.

17 b. Root cause #6: Risk reduction strategies/actions would prevent or minimize future
events or close calls.

17 c. Measures of effectiveness directly apply to risk reduction strategy for root cause #6.

17 d. Measures of effectiveness must have defined timeframes, numerators for audits,

thresholds in percentages for compliance, and follow-up for non-compliance. They
must measure impact of root cause or risk reduction strategies.

18 a. Root cause statement #7 is consistent with the 5 rules of causation.

18 b. Root cause #7: Risk reduction strategies/actions would prevent or minimize future
events or close calls.

18 c. Measures of effectiveness directly apply to risk reduction strategy for root cause #7.

18 d. Measures of effectiveness must have defined timeframes, numerators for audits,

thresholds in percentages for compliance, and follow-up for non-compliance. They
must measure impact of root cause or risk reduction strategies.

19 a-d. Apply to root cause statement #8.

20 a-d. Apply to root cause statement #9.

Any required follow-up with a facility on RCA protocol criteria will be documented on NYSDOH
NYPORTS Review Screen.



Eight occurrences reported to NYPORTS indicated sparking with the use of Electrosurgery tools. Two occurrences
resulted in 2nd or 3rd degree burns to the patient, while 6 indicate that the electrical cord for the cautery unit emitted
sparks. Routine maintenance and monitoring of the electrical cord is critical of course, although fraying of the cord’s
internal wires may not be visible from the outside. Electrosurgical cords should be detached from the unit or the wall
using the plug, not the cord. Educate staff (clinical, maintenance or housekeeping staff) who may have contact with
the unit to handle the cords properly and notify your Clinical Engineering Department when issues arise.

Recommended actions include:

1. Use the lowest possible Electrosurgical unit power settings as appropriate for the surgery, as well as the
lowest possible oxygen supply that will maintain adequate oxygen saturation for the patient. Reducing the
level of oxygen in the surgical environment under the drapes during electrosurgery is extremely important
to decrease the risk of sparking and nearby fuel ignition igniting in the oxidizer-enriched atmosphere.

2. Adhere to recommendations for the life expectancy of the cord.

Burn Occurrences

Of the ninety-five reported electrosurgery occurrences, sixty-five involve second to third degree burns incurred by a
patient. Fifteen of these burns occurred at the site of the dispersive or return electrode pad site. More than one of
these submitted reports implicates buckling of the pad under the patient, and suggest that return electrode pads only
be applied with complete visualization of the area used for grounding. According to ECRI, burns at the dispersive or
return electrode have been shown to primarily involve inadequate preparation of the dispersive electrode site,
placement of the electrode, or malfunction related to the electrode’s conductive surface.

The following procedures are recommended to reduce a hospital’s risk of dispersive pad burns:

1. Choose a flat or relatively flat muscular area fairly close to the surgical site that will not bear the patient's
weight during surgery for dispersive electrode placement.

2. Before placing the electrode, thoroughly clean and dry the site. It is safer to assume that you should shave

the site than not shave it.

Place the electrode in a location where it is not likely to come into contact with fluids.

4. Before placing the electrode, check it for defects such as dried-out or insufficient amounts of conductive
gel or adhesive.

5. After applying the electrode, the operator should run a hand over the dispersive pad to confirm uniform
placement. While smoothing, the operator's hand should move only from the outside to the inside of the
pad so that no gel is forced out from underneath the pad.

6. OR staff should be aware that inadequate surgical effect at the operative electrode site could be a warning
sign of poor return electrode contact. Alarming of the electrosurgical unit’s return electrode monitor is
another warning sign. The staff should immediately check the dispersive electrode for placement and
obvious defects. If no problems are apparent, the pad should be removed and checked for dried out gel or
adhesive, and the skin underneath the pad should be examined for signs of high electrode to skin
impedance (i.e. pad over a improperly cleaned or shaved area)

7. Fatty tissue or tissue directly over bone can impede electrosurgical return current flow, and dispersive
pads placed over these areas should be replaced with a new pad over a muscular area as mentioned above.
Obese patients may require a second parallel dispersive electrode to increase the overall dispersive pad
surface area, decrease the electrode to skin impedance, and reduce the current density.

w

Of the remaining 50 burns to non-targeted tissue, the most frequently cited burn area is the thigh, followed by the
abdomen and breast area. Short-form summaries describe some of the causes of accidental burns as failure to rest the
cautery tool in its holder when not in use, to accidental contact with a live tool.

|
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Recommended actions include:
1. Activate electrosurgical and cautery units (ECU) only when the tip is in view, and always
place the ECU active electrodes in a safety holster when not in active use.
2. If using a holster is inconvenient or awkward (e.g., when using endoscopic electrosurgical
electrodes), place the electrode away from the patient and surgical drapes on an
instrument tray or Mayo stand: if this is not possible, disconnect the active electrode
cable.

Trended Analysis of Electrosurgical Occurrences

Many other variables were evaluated for trends from the reports on these occurrences. Exhibit 3 displays the top four
surgical services that had patients effected, a breakdown by NYPORTS code and the most common procedure
associated with the service.

Exhibit 3
Electrocautery Information Reported to NYPORTS by Service
Service NYPORTS code Number of Total Most Common ICD-9
occurrences Patients Procedure Associated
with Service
General Surgery Injury requiring repair 10 31 Laparoscopic
(service code 18) (801) Cholecystectomy (51.23)
Equipment 7 6 occurrences
malfunctions with or
without injury
(937/938)
Burns(701) 15
Gynecology Injury requiring repair 2 11 Total Abdominal
(service code 22) (801) Hysterectomy (68.4)
Equipment 2 3 occurrences
malfunctions with or
without injury Vaginal Hysterectomy
(937/938) (68.5)
Burns(701) 9 2 occurrences
Orthopedics Injury requiring repair 1 11 Revision of Hip
(service code 11) (801) replacement (81.53)
Equipment 1 3 occurrences
malfunctions with or
without injury Revision of arthroplasty
(937/938) of shoulder (81.83)
Burns(701) 9 3 occurrences
Otolaryngology/ENT | Injury requiring repair 1 8 Tonsillectomy and
(service code 12) (801) Adenoidectomy (28.3)
Equipment 3 4 occurrences
malfunctions with or
without injury
(937/938)
Burns(701) 7

NYPORTS occurrence data is useful to analyze and trend electrosurgical occurrences. Across the state, 20 facilities
had more than one NYPORTS related electrosurgical occurrence. All were scrutinized retrospectively for common
factors, and only one facility had 2 similar occurrences within close proximity.

|
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The DOH regional NYPORTS coordinator was aware of these occurrences, and through further analysis, determined
that the cases did not have the same practitioner or procedure. In addition, these occurrences were related to a change
in the O.R. equipment set up. This change was immediately corrected, and there have been no subsequent instances
at that facility. Lessons learned cite “always place the electrosurgical pencil away from the patient and operative site,
and in its holder when not in use”.

Coding Concerns/Clarification

All electrosurgical events were analyzed for the accuracy of NYPORTS coding. The majority of cases were coded

accurately; however, the following coding issues were identified:

e 11 cases were submitted under code 701 (2nd and 3rd degree burns) and should have included a secondary code of
801 (procedure related injury requiring repair, removal of an organ or other procedural intervention) to indicate a
greater degree of patient consequence. In cases that involve 2nd degree burns to a significant portion of the body
or 3rd degree burns that require excision/debridement and/or suturing, the secondary code 801 should be used to
indicate procedural intervention to an organ (the skin). 1st degree burns or small 2nd degree burns that require
superficial treatment only, utilizing a topical ointment/cream such as neosporin/silvadene and a dressing, would be
coded as a 701and would not require the use of secondary 801 coding.

e 4 cases involving electrosurgical burns were submitted as a 937 (malfunction of equipment during treatment or
diagnosis or a defective product, which has potential for adversely affecting patient or hospital personnel or
resulting in a retained foreign body). Since these cases involved a burn to a patient, they should have had a
primary code of 701 and a detail code of 937.

e In 1 case, multiple reports were submitted for two occurrences. Please submit only one report per occurrence.

ECRI (www.ecri.orq)

ECRI produces and publishes the monthly journal “Health Devices” and the "Health Devices Alerts", among others.
ECRI’s free clinical information Web site called Medical Device Safety Reports (www.mdsr.ecri.org) contains ECRI
published reports on medical device hazards, including information on electrosurgical fires and burns. The agency
also offers membership as well as an accident and forensic investigation group. Contact Mark Bruley or Al de
Richmond at 1-610-825-6000 ext 5223 or 5187 respectively or email to accidents@ecri.org.

o Atthe ECRI MDSR website enter the word “fires” on the “search terms” line to view their published reports on
the causes and prevention of surgical fires.

e Of particular use is a poster titled “only you can prevent surgical fires”. The direct link to that poster is
www.mdsr.ecri.org/asp/dynadoc.asp?id=195&nbr=413558.

o An ECRI poster on electrosurgery safety and injury prevention is available at:
www.mdsr.ecri.org/asp/dynadoc.asp?id=207&nbr=413570.

On behalf of the New York Patient Occurrence Reporting and Tracking System, we would like to thank Mark
E. Bruley, Vice President, Accident and Forensic Investigation, ECRI for sharing his expertise in the production of
this newsletter and his kind offer of future participation in electrosurgical fire/burn initiatives.
Janet Mannion R.N.

References:

"A clinician's guide to surgical fires: how they occur, how to prevent them, how to put them out (guidance article)",
Health Devices, 32 (1), 2003, p. 5-24.

"ESU burns from poor dispersive electrode site preparation (hazard update)", Health Devices,22 (8-9), Aug-Sep 1993,
p. 422-3. Web link: www.mdsr.ecri.org/asp/dynadoc.asp?id=80&nbr=409667

"Fires from oxygen use during head and neck surgery”, Health Devices, 24(4), Apr 1995, p. 155-6. Web link:
www.mdsr.ecri.org/asp/dynadoc.asp?id=95&nbr=409722

|
NYPORTS News & Alert 103




NYPORTS News & Alert

Department of Health, Issue #14

Wrong Patient, Wrong Site Surgery Progress Report

On January 24" 2002, New York State Health Commissioner Antonia
Novello accepted the Institute of Medicine’s challenge to reduce medical
error by 50% by the year 2005, during a public forum on quality
improvement in New York City. In support of this goal, Commissioner
Novello endorsed the New York Pre-Operative Protocols Final Report
issued in January 2001. The report is available at
http://www.health.state.ny.us/nysdoh/commish/2001/preopletter.ht
m

The purpose for these protocols is “to work towards a system for
reducing medical and surgical errors by establishing a safe and protected
patient care environment.” Based on key recommendations in the report,
hospitals and other health care facilities were expected to develop and
implement procedures to ensure that at least 3 independent verifications
of surgical site location and correct patient identification occur. The
Panel noted the critical importance of communication among members
of the surgical team and the patient, and strongly recommended delaying
any procedure where discrepancies of information exist. Facilities were
“strongly encouraged to build upon these guidelines and make them
appropriate to the setting in which they are used.”

Experts in the patient safety arena consider surgical errors involving the
wrong patient or wrong site to be completely preventable. Subsequent to
the release of the New York Pre-Operative Protocols, several national
organizations have published protocols addressing this subject. For
example, the Joint Commission on Accreditation of Health Care
Organizations (JCAHO) has released their report, entitled “Universal
Protocol for Preventing Wrong Site, Wrong Procedure, Wrong Person
Surgery”, available at www.jcaho.com. Similarly, the VA National
Center for Patient Safety (NCPS) has issued a pre-operative/pre-
procedural checklist, which focuses on ensuring correct surgery outside
of the operating room. This checklist may be accessed at
http://www.va.gov/ncps/ncps/TIPS Jul03.pdf in the June/July 2003
edition of Topics in Patient Safety (TIPS).

In keeping with the increasing trend of surgical procedures performed
outside of the OR, these protocols should be expanded to include all
invasive procedures conducted in sites other than the OR. Root Cause
Analysis (RCA) reports, both statewide and nationally, support this
recommendation. Additionally, recent national reports recommend that
facilities should institute a “time out” prior to commencing a procedure
or surgery to allow for final verification of the correct patient, procedure,

site and applicable implants.
Continued on page 3
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MRI Safety Alert

Issue #12 of the NYPORTS News &
Alert (February 2003) focused on
Magnetic Resonance Imaging (MRI)
safety. In accordance with promoting
patient safety during MRI, the
Department would like to alert facilities
to the following information:

NYPORTS recently received a report
describing the occurrence of a burn to a
patient’s arm during a MRI scan. The
patient was wearing a Nicotine patch,
which was not visualized by the MRI
staff. When the patient complained of
pain during the scan, it was
discontinued, the patient was removed
from the scanner and the staff
determined that the patient had received
a small burn underneath the Nicotine
patch. The hospital reported this event
not only to DOH, but also to the FDA
and the manufacturer of the MRI
equipment. In addition, they contacted
an independent contractor to review the
circumstances of this event. The
independent contractor subcontracted
with ECRI, who completed the review
of this case. ECRI previously provided
DOH with recommendations on MRI
safety for the News & Alert Issue 12.

Although the ECRI report

Continued on page 2




Lessons Learned from the August 14-15, 2003
Blackout

On August 14, 2003, many hospitals in New
York State experienced a power outage ranging
from just a few minutes to over 24 hours. The
outage provided an opportunity to test hospital
emergency preparedness plans and to refine and
improve upon emergency response systems.

The reports submitted to the New York Patient
Occurrence Tracking System (NYPORTS) provide a
unique ability to determine how hospitals and patients
were impacted by this major power failure. There were
86 reported occurrences on August 14", and 40
additional occurrences were reported the following day.
Codes 933 (termination of any services vital to the
continued safe operation of the hospital, or the health
and safety of its patients and personnel) and 932
(external disaster outside the control of the hospital that
effects facility operations) were the two codes most
frequently reported. There were no reports of
unexpected death or serious patient related adverse
events attributed to the power outage.

Submissions yielded important lessons that provide an
opportunity to positively impact hospital vulnerabilities
and to improve emergency communication.

According to reports received, lack of generator power
was the most frequent issue identified, which occurred
both at onset of the power outage, as well as throughout
the blackout. Reportedly, five generators failed or
malfunctioned almost immediately and eight failed or
malfunctioned at various times throughout the duration
of the outage.

Lessons learned include:

1. Know the surge capacity of the facility’s
generator(s).

2. Test generators during maximal power usage.

3. If aservice is moved within the physical structure,

ensure it is maintained on back up generator power,

if vital to emergency hospital operations or patient
care.

Have adequate back-up fuel available.

5. Make advance arrangements with local fuel
distributors to ensure emergency delivery if needed,
eliminating the need to utilize emergency municipal
resources.

>

Continued on page 5

MRI Alert continued

indicates the need for additional information to
definitively determine the cause of the

burn, the most likely cause is that the Nicotine
patch contained a conductive material, most likely
aluminum. If the patch contained conductive
material, was located in the bore of the magnet and
was in contact with the patient, the MRI could
create localized heating, which could have led to
the burn experienced by the patient. The Nicotine
patch involved in this incident may contain a
conductive material; however, the supplier has not
yet verified this information.

ECRI indicates that there are no other reports of
burns caused by Nicotine patches in their database.
However, Nicotine patches are specifically listed on
a screening form among other conductive or
potentially conductive materials that should not be
introduced into the magnetic field. This screening
form can be located at
http://www.mrisafety.com/screening_form/prescrnf
ndf.

New DOH NYPORTS Staff

We would like to extend a warm welcome to three
regional office members, recently assigned to
NYPORTS. Judy Foster Stuart
(jaf23@health.state.ny.us) is the new Regional
NYPORTS Coordinator for the New York City
Regional Office. Yvonne Tullock Hunter
(Img01@health.state.ny.us) is working with
Rhonda Askinazi in the New Rochelle Regional
Office, while Sharon Austin
(sma05@health.state.ny.us), together with
Sandra Rotunno, is handling NYPORTS
responsibilities in the Central New York Regional
Office. Please welcome our newest staff!

NYPORTS Statewide
Council Meeting

The next Statewide Council meeting will be
held January 23, 2004 at the School of Public
Health in Rennsselaer, New York.
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911/912 Update continued

NYPORTS data

Close scrutiny of NYPORTS codes 911 (wrong patient or site surgical) and 912 (wrong treatment or procedure
invasive) for 2002 indicates that focusing on the elimination of these errors has yielded positive results. As shown
in Figure 1, the number of code 911 occurrences was markedly decreased for 2002. In addition, the number of
coding issues between 911 and 912 has continued to decrease, although still exists. Figure 2 demonstrates the
regional variation noted in Code 911 and 912 reporting.

Figure 1 911 NYPORTS Occurrences 1998-2002
Year Number of
Occurrences
1998 16
1999 27
2000 23
2001 35
2002 18
Figure 2

Regional Distribution of Code 911 and 912 Occurrences in 2002
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[@Code 911 WCode 912 ]

The definition of code 911 is a surgical procedure performed on the wrong patient or site in the operating room or
surgical suite only. The definition of code 912 is wrong treatment or procedure, invasive, taking place in the OR
or outside of the surgical suite. Examples of Code 912 events taking place in the OR would be placement of
incorrect implants, orthopedic components, etc. The following are examples of events coded as 911 in NYPORTS,
but should have been coded 912:

Wrong infant circumcised in the nursery

Child admitted to ED for cast to upper extremity, wrong extremity casted

Wrong patient taken to GYN clinic for unscheduled procedure in lieu of scheduled procedure in endoscopy unit
Two patients had pleural tap on the wrong side, one in the ED and one in the patient’s room

To further clarify code 911 and 912, incision of the skin is used as a determining factor in coding for surgical
procedures. For example, in a case where anesthesia has been administered, a wrong patient or site is identified,
and the case is either rescheduled or continued at the correct site, the event would be coded as a 912. If the skin
was incised, and then the error identified, this would qualify as a 911.




An

alysis of 911

Eighteen cases were identified as Code 911°s in NYPORTS for 2002. Three were wrong patient cases, 10 involved
surgery to the wrong side of the body, and 5 cases involved surgery to the wrong site. The following are examples
of Code 911 cases from the vear 2002.

Wrong Patient

A patient’s lab was erroneously misplaced with

another patient’s resulting in additional
excision of a benign mass. There was a
guideline but not an official policy in writing
for specimen verification.

An individual consented to the wrong
treatment. Staff bypassed the Pre-op checklist
and the patient ended up with a radioactive
implant.

A patient was mistakenly taken back for
additional laser surgery intended for another

individual. The policy for verification of patient

identification immediately before surgery was
not followed.

Wrong Site

Two patients had procedures in which the site
was not marked (hernia repair and facial
surgery)

One patient had an anomaly of their coronary
arteries and the wrong vessel was bypassed.
Recommendations include tracking the

coronary artery to its termination to confirm its

identity in cases of anomaly.
The wrong portion of the colon was resected,
prompting a return to the OR for the patient.

Wrong Side

Subclavian Mediport inserted on the wrong side.
Surgeon did not mark the site, or verify laterality
during “time out” immediately before surgery.
Fluoroscopic lung biopsy on the wrong side in the
OR. Policy did not include laterality for
bronchoscopy, or cystoscopy. Additionally, X-rays
not available for the procedure.

Two arthroscopies.

—Surgery team relied on correct marking, by-passing
other checks and balances. The verification of
correct site/side should emphasize following all
established procedures.

—All sites in multiple site procedures should be
included on the consent.

Two cases involved inadvertent incision to the
wrong side. Policy and procedures did not require a
“time out” immediately prior to incision.

Wrong side laminectomy took place without proper
surgical site marking. Recommendations taken from
this case include writing out words right or left on
the consent form and using an intra-operative x-ray
to identify the exact vertebral level (although the use
of x-ray markers that do not move is essential).
Wrong side stent removal with no site verification.
Patient had bilateral kidney stents and required
removal of right-sided stent due to pain. Surgeon
removed | eft stent.

Figure 3
912 Occurrence Locations 2002
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Analysis of 912

Seventy Code 912 reports were submitted to
NYPORTS in 2002. Figure 3 shows the distribution
of cases by location of the occurrence. The larger
number of 912 cases (70) compared with the number
of 911 cases (18) illustrates the need to expand Pre-
Operative Protocols to other settings. While the
definition of code 912 largely excludes occurrences
in the OR, cases that involve placement of incorrect
orthopedic components or other implants that take
place in the OR would be included in 912.
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Blackout continued from page 2

Contributing causes cited for generator failure at onset included
overheating, damage to the switch or insulation, and failure of the
charger. Generator failures identified throughout the duration of the
outage were attributed to overheating and the negative effects of
power surges. The power outage demonstrated that even when
generators work, some essential areas of the hospital might not be
supplied with emergency power. In fact, many hospitals reported
lack of power to critical patient areas, elevators, x-ray and
telephone/internet services. In addition, both internal hospital beeper
and paging systems, as well as, telephone/cell phone services were
reportedly interrupted.

Shortly following the outage, Commissioner Novello outlined
recommendations relevant to emergency power in a memo to
hospital facilities. The memo recommended that each hospital
evaluate its own emergency power system. The recommendations
include:

o All hospitals are required to have two independent sources
of power.

o Each facility must critically evaluate how their outpatient
clinics, especially dialysis centers, are affected by power
loss. Many hospitals provide dialysis services in outpatient
clinics that are not required to have auxiliary power.
Additionally, hospitals may close their outpatient clinic in
accordance with their own disaster plan.

e Emergency generators must be tested under maximal power
usage at least monthly.

o All emergency systems should be reviewed for capacity.

e Hospitals must have a clear understanding of
which services and areas will be maintained by emergency
power and which services and areas will not have service.

o Hospitals must ensure uninterrupted internal and external
communication including uninterrupted operation of the
Hospital Emergency Response Data System (HERDS).

The power outage brought issues relating to the management of
patients requiring mechanical ventilation to the forefront. The issues
include:

1. Hospital personnel manually ventilated respirator dependant
patients at various points of the outage.

2. The location of ventilator dependent units within the hospital
became an issue when hospital personnel had to carry a
ventilator dependent patient and their equipment down six
flights of stairs to access emergency power.

3. Community health providers, such as nursing homes, should
establish plans with hospitals to arrange for the transfer of
ventilator dependent patients during future power outages. If
possible, nursing homes should make arrangements with more
than one facility to receive ventilator dependent patients to
prevent the overload of any one facility during an emergency. In
addition, the nursing home should ensure that a patient’s
equipment, care plan, medications, other relevant information,
and nursing personnel, when appropriate, are sent to the hospital
when the patient is transferred.

4. Communities should work with hospital affiliates to set up
shelters for those not requiring medical care in an emergent
event.

As stated in the Commissioner’s August 21, 2003 letter, the
lessons learned from the blackout gives New York hospitals
the opportunity to “be better prepared to respond to future
emergencies.”

Janet Mannion and Ruth Leslie

Entering “OIld” Cases into NYPORTS

In conjunction with Utilization Review activities, IPRO is
identifying NYPORTS reportable events through
retrospective medical record review, often with a substantial
lag between the review date and the occurrence date. Cases
can either be previously “closed” cases in the system or
newly identified cases. Although the Department recognizes
the difficulty and limitations of performing a RCA on these
“old” events, the facility must conduct an investigation and
submit a thorough and credible RCA into NYPORTS if
required.

Since it is impossible for a facility or anyone else to enter
data into a RCA for a closed case, a new process has been
instituted. It is now possible for Area Office or Central
Office staff to “unclose” a case. Once the case is unclosed,
the report will revert to a previous status (reported, reported
with RCA, SOD issued, etc.). This will allow the facility to
make changes to an existing report or to create a new RCA.
Facilities need to work in coordination with Area Office
staff to ensure that they are aware of the changes/entries
being made. These reports can then be manually re-closed
on the system.

The time frame for auto-closure has been extended from 90
to 180 days to allow a longer period for facilities to edit
reports and to permit review by Area Office staff. Until
system changes can be made, when these “old” cases are
entered into the system, the facility should indicate the
reason the report is late in the Short Form summary. For
example, if the case was identified by IPRO, this should be
noted in the Short Form summary.







