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The most meaningful thing a reader of this
report can do is to embrace the voice of
representative stakeholders in the ASOS
community in their directive to ‘ensure that
patients in the office setting receive at least
the same quality of care as patients in a
hospital or an Ambulatory Surgical Center.’
Then ask one's self “how can | get
involved?’
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EXECUTIVE SUMMARY

Thirty stakeholder representatives and three observers from thirty-two organizations involved
in Ambulatory Surgery in the Office Setting (ASOS) described fifty-four challengesto ASOS
patient safety and proposed more than thirty actions for addressing these challenges. The
representatives were engaged in a collaborative action-planning workshop that was facilitated
with a methodol ogy founded in the systems sciences. Magjority convergence was achieved on

three important actions as the highest priority. These are:

e Promote accreditation;
» Develop national standards for non-hospital credentialing and privileging;

» Develop and disseminate educational tools for the surgical professional team focused on
the safety sciences relevant to Office Based Surgery (OBS).

Before the workshop, interviews and aliterature review had identified a wide variety of
issues concerning patient safety in ASOS and had articul ated many possible approachesto
improving patient safety in this area. Almost every interviewee agreed on two critical points,
which were echoed over and over during the two-day workshop: That problems exist regarding
ASOS patient safety and that insufficient data has been gathered to quantify the extent of the
problem. Without ample data, it is not even known whether ASOS |eads to more problems than
traditional hospital-based surgeries. However, interviewees identified a number of areas that
contribute to the potential for mistakes, including a pervasive lack of regulation in thefield and a
lack of clear standards that should be followed. These, in turn, can lead to inexperienced
physicians performing the procedures; inexperienced staff assisting with the procedures; and
offices that have outdated or inappropriate equipment. Other concerns that arose in the interviews
included a dearth of uniform standards; the absence of one clear entity that could shoulder the
responsibility for oversight; and confusion among the public as to the role of ASOS in medical
care. Thus, by delineating the many challenges and possible actions related to patient safety in
ASOS, the pre-workshop interviews and literature review highlighted the importance of focusing
and prioritizing in organizing an initiative in this area.

In the first stage of the workshop, participants described and clarified fifty-four anticipated
challenges. The participants identified the twelve challenges they considered to be the most
important. Through arobust investigation of influences among the challenges, decided by over

fifty strong majority opinions, five challenges were identified as the most influential drivers



appearing at the deepest Level of the Tree-like pattern of Figure 1 (see next page and page 20).
These challenges are:
» Conflict among specialty societies in certification and training and setting standards
for quality;
» Challenges to improve data collection on the assessment of patient outcomes;
» Howto collect representative meaningful and accurate data;

» Difficulty in reporting near misses and/or incidents from which we can learn about
safety;

» Lack of concordance between safety, quality and cost.

Two features of thisanalysis stood out. First of all, athough the workshop's focus was
formulated as improving “ patient safety,” the clarifications and discussions about two of these
five most influential challenges focused on the implications of adopting “quality standards.”
Secondly, three of the most influential drivers focused on collecting data. Two of these identified
“challengesin improving data collection of representative meaningful and accurate data,” and
one “the difficulty in reporting near misses if we are to focus on safety in a proactive way.”
Interpreters of these findings intimated that actions directed to achieving better alignment on
“data collection” within the overall ASOS community would at least decrease the confusion in

approaching these other challenges.

In the second stage of the workshop the participants generated and clarified more than thirty
proposed actions with emphasis on the five most influential challenges. Participants identified
the thirteen most important action options.

In the third stage of the workshop these action options were considered for inclusion in the
initiative by five small teams. Through a series of individual and team votes thirteen action
options stood out both with respect to the importance attributed to them by the teams and their
leverage on the five most influential challenges. These thirteen actions are shown in Table 4

(see page 6).

It isinteresting to note that in Table 4 there are four actions selected for inclusion in the top
thirteen by majority vote, even though they received less than 4 votes when the participants were
asked to vote individually and subjectively. The process of deliberation by the small teams offers
each team increased context and flexibility to select options that were not identified as important
by the individua voting. Furthermore, small-team work promotes individual and collective
learning among the members, without constraining them in terms of the total number of important

actions that the team would like to recommend for implementation.
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Figure 1: Amended I nfluence Pattern of Challengesfor Improving Patient Safety in ASOS

* (10-Challenge) ENSURE THAT INAPPROPRIATE AND UNREASONABLE REGULATION (MANDATORY
REGULATION) OF OFFICE BASED SURGERY IS NOT ENACTED

*  (45-Challenge) ENSURE THAT PATIENTS RECEIVE AT LEAST THE SAME QUALITY OF CARE AS
PATIENTS IN A HOSPITAL OR AN ASC SETTING

(28 - Challenge)
APPROPRIATE
STAFFING WITH
CREDENTIALED
PROVIDERS

(30 - Challenge) CREDENTIALING BASED ON
PROVEN AND CONTINUED COMPETENCE WITHOUT
PREJUDICE

(31 - Challenge) LACK OF STANDARDIZATION IN
DEFINING A BASIC LEVEL OF CREDENTIALING AND
PRIVILEGING OF THOSE DESIRING TO PERFORM
OFFICE BASED SURGERY

?

(13 - Challenge)
CONFLICT AMONG
SPECIALTY SOCIETIES
IN CERTIFICATION AND
TRAINING AND SETTING
STANDARDS FOR
QUALITY

?

(5 - Challenge) HOW DO
WE EFFECTIVELY
OBTAIN THAT DATA
WITHOUT CAUSING
FEAR AMONGST THE
MEDICAL COMMUNITY

(3 - Challenge)
VALUING PATIENT
SAFETY ABOVE
ECONOMICS

t

T

ON THE ASSESSMENT OF PATIENT OUTCOMES

MEANINGFUL AND ACCURATE DATA

SAFETY

* (18- Challenge) CHALLENGES TO IMPROVE DATA COLLECTION
* (19-Challenge) HOW TO COLLECT REPRESENTATIVE,

® (34-Challenge) DIFFICULTY IN REPORTING NEAR MISSES
AND/OR INCIDENTS FROM WHICH WE CAN LEARN ABOUT

(40 - Challenge) LACK OF
CONCORDANCE BETWEEN SAFETY,
QUALITY AND COST

CWA Ltd.

Generated by the participants at the National Patient Safety Foundation ASOS Workshop — June 3, 2002
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After the five small teams presented their team scenarios at a plenary session, thereis
additional discussion engaging all the participants in the collaborative design of the “ Consensus
Action Scenario,” which includes the thirteen most important actions shown in Table 4, and

graphically displayed as a scenario in Figure 2 (see pages 32-34).



Table 4: Voting Results on Action Optionsfor Improving Patient Safety in ASOS

Team
Scenario
All 5 Teams
All'5 Teams

All 5 Teams

4 Teams

4 Teams

4 Teams

4 Teams

3 Teams

3 Teams

2 Teams

2 Teams

2 Teams

2 Teams

(Individual Votes and Team Scenarios Votes)

Individual
Votes Action Option:

(11 (1 - Action Option) PROMOTE ACCREDITATION (Cluster #9).

(4)* (13 - Action Option) DEVELOP NATIONAL STANDARDS FOR NON-HOSPITAL
CREDENTIALING AND PRIVILEGING (Cluster #11).

(4)* (34 - Action Option) DEVELOP AND DISSEMINATE EDUCATIONAL TOOLS
FOR THE SURGICAL PROFESSIONAL TEAM FOCUSED ON THE SAFETY
SCIENCES RELEVANT TO OBS (Cluster #5).

9 (4 - Action Option) INITIATE AND SUPPORT LEGISLATION WHICH GRANTS
CONFIDENTIALITY TO REPORTING OF INCIDENTS AND NEAR MISSES
(Cluster #8).

(7 (20 - Action Option) ESTABLISH LEVELS OF COMPETENCY FOR ALL
MEMBERS OF THE SURGICAL TEAM (Cluster #4).

(6)* (25 - Action Option) DEVELOP A PLAN OF CREDENTIALING BASED ON

STANDARDS, TRAINING AND EXPERTISE WITHOUT REGARD TO
PRECONCEIVED IDEAS (Cluster #11).

(0)* (29 - Action Option) DEVELOP QUALITY STANDARDS OF CARE FOR
PERFORMING SURGICAL PROCEDURES THAT WILL BE PRACTICED IN ALL
SETTINGS (Cluster #4).

(9)* (3 - Action Option) PROVIDE A TASK FORCE COMPOSED OF
STAKEHOLDERS FOR THE DEVELOPMENT OF TRAINING, PRACTICE,
CREDENTIALING, PRIVILEGING, ACCREDITATION / CERTIFICATION AND
LICENSURE AND QUALITY GUIDELINES FOR THE OFFICE AND AMBULATORY
SURGICAL SETTING (Cluster #1).

(8)* (27 - Action Option) ENCOURAGE INTERDISCIPLINARY DISCUSSION
BETWEEN DIVERSE SURGICAL GROUPS WHO PROVIDE OFFICE BASED
SURGERY TO DETERMINE SAFETY COMMON DENOMINATORS (Cluster #3).

(7 (10 - Action Option) ESTABLISH A CONFIDENTIAL, PRACTICAL, RELIABLE
AND THOROUGH INFORMATION TECHNOLOGY FOR PROSPECTIVELY
COLLECTING DATA REGARDING SURGERY IN THE OFFICE, ASC AND THE
HOSPITAL (Cluster #1).

(1)* (28 - Action Option) MINIMIZE CONFLICT AMONG SPECIALTY SOCIETIES BY
ESTABLISHING AN ONGOING DIALOGUE THROUGH A MULTI-SPECIALTY
TASK FORCE (Cluster #3).

(3)* (32 - Action Option) DEVELOP PATIENT EDUCATION MATERIAL BASED ON
SPECIFIC TO OFFICE BASED SURGERY (Cluster #6).

(2)* (35 - Action Option) CONDUCT AN EVALUATION OF THE DATA NEEDED FOR
INTERNAL EFFORTS TO IMPROVE PATIENT SAFETY, FOR BENCHMARKING
PURPOSES, FOR THE RELEASE TO THE PUBLIC (Cluster #2).

Produced by the participants at the National Patient Safety Foundation ASOS Workshop — June 4, 2002



One action clearly relates to the need to expand stakeholder participation within the

context of patient safety in the ASOS:

*  Provide atask force composed of stakeholders for the development of training,
practice, credentialing, privileging, accreditation/certification and licensure, and
guality guidelines for the office and ambulatory surgical setting

Two important actions related to data collection:

» Establish a confidential practical, reliable and thorough mechanism for
prospectively collecting data regarding surgery in the office, ASC, and the hospital;

» Conduct an evaluation of the data needed for internal efforts to improve patient
safety, for benchmarking purposes, for the release to the public.
Two important actions related to collegidity that would help support interdisciplinary

discussions and minimize conflict among speciaty societies:

» Encourage interdisciplinary discussions between diverse surgical groups who
provide office-based surgery to determine safety common denominators;

*  Minimize conflict among specialty societies by establishing an ongoing dialogue
through a multi-specialty task force.

Two actions address the issues of establishing quality standards and levels of competency for

all members of the surgical team:

» Establish levels of competency for all members of the surgical team;

» Develop quality standards of care for performing surgical proceduresthat will be
practiced in all settings.

One action focuses on professional education:

»  Develop and disseminate educational tools for the surgical professional team
focused on the safety sciences relevant to OBS.

One action addresses the challenge of consumer education about patient safety:
»  Develop patient education material specific to Office-based Surgery.
One action focuses on legid ative action to secure confidentiality in reporting of incidents and
near misses:

» Initiate and support legislation which grants confidentiality to reporting of incidents
and near misses.

One action focuses on accreditation:

. Promote accreditation.



Finally the last two actions selected by teams of participants for inclusion in the Consensus

Action Scenario are:

» Develop national standards for non-hospital credentialing and privileging;

» Develop a plan of credentialing based on standards, training, and expertise
without regard to preconceived ideas.

Of these thirteen important action options, the top three —in terms of preferences by the five
small teams — were those focusing on accreditation, support of legidation on confidentiality, and
the dissemination of educational tools for the surgical professional team. Those three were the

highest ranked and unanimously endorsed by the five teams.

In stage four, conducted viaa follow-up DELPHI survey, workshop participants were asked
to confirm their commitment to collaborative |eadership on the top thirteen of their recommended

actions.

Twenty-one participants from the ASOS community have expressed their commitment to
inter-organizational collaboration on selected actions in the launch of the next phase of this
initiative.

Approximately fifteen of twenty-one respondents to the DELPHI have identified their
interests to focus their effort on addressing these most widely endorsed, and important actions.
This feedback further supports the participant’ s directive that the highest priority should be
accorded to:

* Promote accreditation.

Aswe go forward and try to raise the quality of care, somebody needs to evaluate that

and provide an objective opinion, so | think therefore it behooves us all to have more
accreditation.

» Develop national standardsfor non-hospital credentialing and privileging.
There are two states already working on this very actively. Hospitals really don’t want to
credential and privilege doctors who don’t work there very often and that’ s very right.
Why should hospitals be burdened with that? So there has to be another paralld system
established.

» Develop and disseminate educational toolsfor the surgical professional team focused
on the safety sciencesrelevant to OBS.
| wasn't sure that we captured the education of the practitioners of OBSin the safety
sciences.
After the completion of the workshop a small team of stakeholders engaged in an exploration
of the influences among the thirteen most important action options. The final product of this

analysisis displayed in Figure 3 (page 10 and 45). In accordance with the mgjority votes, five



actions were identified as the most influential drivers appearing at the deepest Level of the Tree-

like pattern of Figure 3 (see next page and page 45). These actions are:

Initiate and support legislation which grants confidentiality to reporting of incidents
and near misses

Conduct an evaluation of the data needed for internal efforts to improve patient safety,
for benchmarking, purposes for the release to the public

Provide a task force composed of stakeholders for the development of training,
practice, credentialing, privileging, accreditation/certification and licensure and
quality guidelines for the office and ambulatory surgical setting

Encourage interdisciplinary discussion between diverse surgical groups who provide
office based surgery to determine safety common denominators

Minimize conflict among specialty societies by establishing an ongoing dialogue
through a multi-specialty task force

To effectively accomplish the three high priority action options mentioned earlier, the

community of stakeholders should allocate their resources in accomplishing the five most

influential action options. It isinteresting to notice that there is no correlation between important

action options and influential action options, a phenomenon which is repeatedly observed in

collaborative group work with the application of this particular system methodology.



Level |

Level Il

Level Il

Level IV

Figure 3: Influence Pattern of Action Optionsfor Improving Patient Safety in ASOS

(PRIMARY GOAL) ENSURE THAT PATIENTS RECEIVE AT LEAST THE SAME QUALITY OF CARE AS PATIENTS IN A HOSPITAL OR AN ASC SETTING
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Y
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CREDENTIALING BASED ON STANDARDS, TRAINING
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STANDARDS OF CARE FOR PERFORMING
SURGICAL PROCEDURES THAT WILL BE
PRACTICED IN ALL SETTINGS

?

P

(4 - Action Option)
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TO REPORTING OF
INCIDENTS AND
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(35 - Action Option)
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SAFETY, FOR
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INTRODUCTION

Thelast few years have seen a growing recognition of the occurrence of medical errors and
other failings that compromise patient safety (c.f. IOM report). In few other arenas of medicine,
however, has the problem been highlighted as sharply asin ambulatory surgery. A number of
high-profile deaths have garnered media attention and provoked outrage among the public.
Medica professionas, too, are acutely aware of the potential risks associated with ambulatory
surgery. They also recognize, however, that it is the wave of the future. In the decade from 1990
to 2000, the government approved reimbursement for more than 800 new procedures performed
in the outpatient setting.! According to the American Society of Anesthesiologists, amost half of
all surgeries are done on an out-patient basis, with about one in 10 in adoctor’ s office. By 2005
an estimated 10 million procedures will occur in doctors' offices, twice the number of 10 years
earlier.? To proactively meet the challenge of ensuring patient safety during ASOS, the National
Patient Safety Foundation (NPSF) has initiated a project that will address thisissue head-on. The
findings from the workshop that launched this project will constitute the subject of this report.

The findingsin this report, and participant commitment to the consensus actions, complete
Phase One of thisinitiative. These findings represent the voice of representative stakeholders of
the ASOS community that participated in the workshop. Their statements, clarifications, and
dialogue are preserved in their original form in this report as documented and distributed during
the workshop.

Thirty participants, and three observers, representing doctors, nurses, technicians,
administrators, regulators, and patients/family members participated in the workshop on June 3-4,
2002. Thelist of participants and their organizationsis presented in Appendix A. At thisevent,
stakeholders explored the challenges that will be faced by any attempt to improve patient safety

within the ASOS domain and chose specific actions to undertake in the near future.

Pre-Workshop Discussion Paper
A Discussion Paper was produced in preparation for the workshop, based on interviews with
thirteen representative stakeholders and a limited literature review. Thisanalysisrevealed the

need for improvementsin the clarity of concepts relating to quality standards, in the roles and

1 Office of Inspector General, Department of Health and Human Services. “Quality Oversight of Ambulatory Surgical
Centers: The Role of Certification and Accreditation,” February 2002.

2 «Office-Based Anesthesiaand Surgery,” patient brochure of the American Society of Anesthesiologists, 2001.
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responsibilities among subspecialties, and in the collection of datain thisfield. On the topic of
data collection, interviewees cited a number of basic issues that must be addressed to best tackle
this problem. First and foremost, they said, the “denominator” —the overall number of
procedures carried out — must be determined. Then, meaningful measures of patient safety should
be identified so that the data can help clarify the risks associated with ambulatory surgery. Some
interviewees expressed concern that such data might open the door for legal action, raising the
question of who should have access to this information. But most respondents agreed such fears
should not stand in the way of data collection. They recommend that the reportable events go
beyond high-profile mortalitites to how often a patient post-A SOS seeks follow-up medical care

and how many “near-misses’ occur.

In lieu of the existence of such data, some respondents said it might be difficult to establish
uniform standards for ASOS. But many others identified some basic areas that require attention
to ensure better patient safety. Because the office setting does not enjoy the same “ safety net” as
the hospital setting, establishing such standardsis critical, many interviewees said. ASOS sweeps
away that safety net in avariety of unintended ways.

Doctors who perform surgery in the office-setting do not go through the same vetting
procedures as those invited to work in the hospital emergency room setting. More than the
presiding physician, however, can have an effect on patient safety. All aspects of the
environment in which the ambulatory surgery is conducted are relevant, from the presiding

physician to the trappings of the facility.

Some respondents noted that in many instancesit is not even clear what background,
expertise, or training a physician needs have before performing such procedures. While some
speciaty societies or state medical boards have taken steps to codify requirements, they till
remain open to interpretation. Similarly, little regulation exists over who assists the physiciansin
the ambulatory setting. Some interviewees cited examples of doctors who, in a cost-cutting
measure, asked their receptionists or even spouses to assume the role of medical
paraprofessionals. Finally there’ sthe question of the officeitself. Eveninthisarea, quality can
range dramatically from one site to another. Respondents noted that not every office regularly
updatesits crash cart for emergency situations. One other interviewee recalled visiting an office
that washed its equipment routinely in the same model of dishwasher that sat in her kitchen at
home. For amore in-depth discussion of the analysis conducted prior to the workshop, please
consult the discussion paper in Appendix B.

12



A Guide to Reading this Report

The narrative in this report consists of two interwoven parts, one briefly explaining the
system methodology used during the workshop (including graphics that are displayed as
Exhibits), the other describing the findings of the workshop (including products displayed as
Tables & Figures). The methodology sections simply answer the question “how did the
participants get from one set of findings to another?” It is not necessary to read the methodol ogy

sections in order to understand the findings.

At the end of the report there is a compendium of the participants contributions that are
referred to throughout the findings. We encourage you to use the narrative of the report primarily
as aguide to interacting directly with the voices of the participants through the compendium in its
tables and figures. For example, the first section on findings below suggests that the reader at
least scan the diversity of opinions, presented in Appendix C, before continuing.

13



1) CHALLENGES

1.1) METHODOLOGY: DEFINING COMPLEX PROBLEMS
THROUGH COLLABORATION

1.1.1) Background

The approach to Phase | of the National Patient Safety Collaborative Initiative for the ASOS
community is based on a Collaborative Action Planning model that has been developed for the
NPSF’s Applications and Learning Program. The model uses a methodology with along
established track record of applicationsin the systems sciences, and has been extensively
subjected to the peer-review literature of the systems community. CWA Ltd. has customized the
model to the unique requirements of inter-organizational stakeholder engagement essential to the
formation of collaborative leadership in patient safety.

For the sake of brevity, specific discussion on the basis of this model in systems science has
not been included in this report (see Appendix H). The presentation of the methodology hereis
solely employed to tie the flow of the findings together for the reader.

1.1.2) The Challenge of Collaboration in Complex Situations
Any group of people, when trying to solve a complex problem confronts three challenges that
actually represent opportunities.

1. First, the problem often seems vast, unwieldy, bewildering. Individua people often find
one aspect of the problem easy to understand, but to each person the entire problemis
overwhelming. If all theindividua understandings could be somehow joined together,
real progress would occur.

2. Second, individual people —depending on their backgrounds and training — perceive the
problem differently, and use different terms or language to describe their perceptions.
Again, uniting these differing perspectives could be areal opportunity to improve
everyone' s understanding of the problem, but often groups do not allow individuals
enough time to clarify their perspective so that others understand them sufficiently,
cutting short the group learning that is so essential to solving complex problem situations.

3. Findly, while no one in the group comprehends the entire problem, the group as awhole
possesses a collective understanding of the problem that would enable them to map out
how different components of the problem are related to each other. Thetrick isto devise
amethod that facilitates a group tapping into this collective understanding and wisdom in
a constructive, goal-oriented manner.

The workshop used afacilitation methodology that addresses each of these challenges,
striving to turn them into collective opportunities. The facilitation approach in this workshop
proceeds through four basic stages — the first three of which are conducted during the workshop,
the fourth completed in afollow-up DELPHI survey (see Exhibits 1 and 2).

14



Exhibit 1. The Stages of Collaborative Inquiry

Stage 1 Stage 2 Stage 3 Stage 4
Gain a deeper Generate potential Choose the most Deepen collective
appreciation of solutions important Actions commitment and
challenges (Action Options) to pursue promote effective
action.
Exhibit 2: Directory of Findings from Each Stage
Stage 1 Stage 2 Stage 3 Stage 4
Findings Findings Findings Findings
1) Discussion Paper 1) Clarification of | 1) Action Option 1) Commitmentsto
in Appendix B Action Options, Voting Results, Collaborative
2) Clarification of Table3in Table4 L eader ship on
Challenges, Table Appendix E 2) ConsensusAction Thirteen actions,
1lin Appendix C Scenario, Figure 2 the DELPHI
3) Clustersof Survey in
Challenges, Table Appendix G
2, in Appendix D 2) Review
4) Influence Pattern Committee,
of Challengesin Figure3
Figurel

1.1.3) Stage One: Gain a Deeper Appreciation of Challenges

Thefirst stage — gaining a better appreciation of component challenges — proceeded in six

steps:
1.

Before the workshop, define a preliminary outline of the problem by interviewing
knowledgeable people. These interviews are used as a means to provide participants at
the workshop with arough sketch of the problem, to frame the question that starts the
workshop deliberations, and sensitize them to the diversity of opinion on the situation.

At the workshop, describe the complex problem by articulating its component parts, with
participants individually listing separate challenges that they think are important parts of
the complex problem, in order to simplify matters.

Clarify individual perceptions about these challenges in order to promote group learning.

Present challenges within Affinity Clusters, i.e., categories of similar characteristics, and
compile individual judgments (by voting) to further understand which challenges are of
higher comparative importance.

Use group judgments (through strong majority votes) to understand how challenges are
interrelated in terms of their influence upon one another.

Use this collective understanding to identify the most influential of the important
challenges of the problem.

The products of these steps can also be viewed as adiagram. Exhibit 3 depicts how the group

decomposed the complex situation into component challenges, worked to understand exactly
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what these challenges meant to the individua who authored them, and then deepened their
collective understanding of these challenges by seeing how they were interrelated. Thisresultsin
the identification of challenges which are considered “deep drivers’ of the situation (indicated by
a! in Exhibit 3) that influence the outcome of many other challenges. Resources committed to
the deep drivers attain the highest overall leverage.

Exhibit 3: Products of Each Step in Stage One

Complex Challenge Classification of Influence
Situation Statements Challenges Pattern

¢0 6RO
OH o6¢HO
® @ & [E

Step 1 Steps 2-3 Steps 4-5 Step 6

B & H

We now turn to the findings of the workshop during this first stage, namely gaining a deeper
appreciation of the challenges to improving ASOS patient safety.
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1.2) FINDINGS: THE DEFINITION OF CHALLENGES
On the first day of the workshop, stakeholders proposed and clarified responses to the
following triggering question:

“In light of the issues presented in the ASOS Discussion Paper, what challenges do we
anticipate the community of stakeholderswill face in improving patient safety in
ASOS?”

Stakeholders described fifty-four challenges and clarified their meanings during discussion with
the entire group. The anticipated challenges and their clarifications appear as Table 1in
Appendix C. The challenges were grouped into clusters based on distinctions between
challenges made by the stakeholders, during clarification.” Each participant chose five
challenges, ranking them from 1 to 5 (most important to less important). Sixteen challenges
received at |east four votes. These were used for the next step.

Note to the reader — if you were not a participant in the workshop you should at least
scan Appendix C in order to appreciate the diversity of opinions about the situation
before continuing. You should determine whether your perspective on ASOS Patient
Safety isrepresented.

" The clusters of challenges s presented in Appendix D. Cluster analysis was conducted by a member of
the facilitation team, following a prescribed analysis method, and who relied solely on distinctions between
challenges invoked by individual participants and interviewees. This was done primarily to enable the
participants to vote for the challenges they considered most important in the context of a categorical view
of challenges. Collaboration time on this step was minimized in favor of according more time to the
investigation of influences. Assuch it carries the caveat that not too much should be read into this
particular arrangement at this stage of the project. It isprimarily atool of inquiry rather than a product.
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1.3) METHODOLOGY: DETERMINING INFLUENCES AMONG THE
CHALLENGES

After describing a complex problem in terms of its component parts or challenges and
perspectives on the challenges, people can better plan what to do if they take the timeto
understand how various challenges influence other challenges. Often, through this disciplined
inquiry, people are able to discover that a seemingly insignificant challenge in fact directly and
indirectly affects our ability to address a wide range of other challenges, meanwhile, a challenge
that initially looked to be critical in fact has little influence on any other parts of the overall
problem. The facilitation method takes the group through this discovery process by focusing the
group on the question: “if we surmount this challenge, will we be better able to surmount another
challenge?’ This question is asked repeatedly with pairs of challenges. The group collectively
decides yes or no by voting, and slowly a pattern of influence emerges. A computer program
helps to discern this pattern by taking the results of the voting and using some basic inference
logic. (For example, if surmounting A helps us tackle B, and surmounting B helps ustackle C,
then surmounting A helps us tackle C and the question “does A influence C" does not have to be
posed to the group). This saved the group two thirds of the time to complete this step in arobust

fashion as compared to not having such support.

Those challenges that influence many other components of the problem can be thought of as
having alot of LEVERAGE, in that if we surmount these challenges, we are significantly better

off in meeting lots of other challenges.

The entire group explored the influences among the twelve most important challenges
resulting in the influence pattern represented in Figure 1 of the participant’ s workbooks and also

appears as Figure 1 (see page 20) of this report.
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1.4) FINDINGS: THE PATTERN OF INFLUENCE AMONG THE
CHALLENGES

Participants were asked relational questions that followed the following format:

“ Suppose the community of stakeholdersis able to make progressin meeting
(Challenge X),
will this help significantly in meeting
(Challenge )
in the context of designing an action agenda for improving Patient Safety in ASOS?’

Based on a strong majority opinion of participant judgments about the interdependence
between pairs of challenges, and the assistance of systems analysis software, an Influence Pattern
was generated and is depicted in Figure 1: Amended Influence Pattern of Challenges for
Improving Patient Safety in ASOS (see next page). Arrows show cases where meeting one
challenge will help significantly in meeting another challenge. This diagram represents the
compilation of astrong consensus. It was generated by the assertions of at least twenty of the
thirty participants for each of the fifty-six relational questions. Unanimous opinions grew in

frequency asthe inquiry progressed.

Addressing challenges that appear lower in the Influence Pattern have more wide-ranging
effects than addressing ones that are higher, and thus the deeper challenges are the onesto tackle
preferentially. Challengesthat are lower in the influence pattern count as “ more deeply

leveraging” than higher ones, and this terminology will be used below.

The discussion starts with the challenges that are at the bottom level of the influence pattern
and that count, therefore, as having the most leverage on other challenges. The discussion then
progresses up through the levels of the influence pattern, studying various aspects of the
challenges, their clarifications, and the influence relationships. Each challenge and its
clarification are printed along with the discussion. Note that the statement of challenges and their
clarifications are printed in italic type to emphasi ze that these words are quoted or paraphrased

from the stakeholders' comments.
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Level |

Level Il

Level Il

Figure 1: Amended I nfluence Pattern of Challengesfor Improving Patient Safety in ASOS

* (10-Challenge) ENSURE THAT INAPPROPRIATE AND UNREASONABLE REGULATION (MANDATORY
REGULATION) OF OFFICE BASED SURGERY IS NOT ENACTED

*  (45-Challenge) ENSURE THAT PATIENTS RECEIVE AT LEAST THE SAME QUALITY OF CARE AS
PATIENTS IN A HOSPITAL OR AN ASC SETTING

(28 - Challenge)
APPROPRIATE
STAFFING WITH
CREDENTIALED
PROVIDERS

(30 - Challenge) CREDENTIALING BASED ON
PROVEN AND CONTINUED COMPETENCE WITHOUT
PREJUDICE

(31 - Challenge) LACK OF STANDARDIZATION IN
DEFINING A BASIC LEVEL OF CREDENTIALING AND
PRIVILEGING OF THOSE DESIRING TO PERFORM
OFFICE BASED SURGERY

?

(5 - Challenge) HOW DO
WE EFFECTIVELY
OBTAIN THAT DATA
WITHOUT CAUSING
FEAR AMONGST THE
MEDICAL COMMUNITY

(3 - Challenge)
VALUING PATIENT
SAFETY ABOVE
ECONOMICS

T

(13 - Challenge)
CONFLICT AMONG
SPECIALTY SOCIETIES
IN CERTIFICATION AND
TRAINING AND SETTING
STANDARDS FOR
QUALITY

t t

* (18- Challenge) CHALLENGES TO IMPROVE DATA COLLECTION
ON THE ASSESSMENT OF PATIENT OUTCOMES

* (19-Challenge) HOW TO COLLECT REPRESENTATIVE,

(40 - Challenge) LACK OF

CONCORDANCE BETWEEN SAFETY,

QUALITY AND COST

MEANINGFUL AND ACCURATE DATA

SAFETY

® (34-Challenge) DIFFICULTY IN REPORTING NEAR MISSES
AND/OR INCIDENTS FROM WHICH WE CAN LEARN ABOUT

KEY

CWA Ltd.

Generated by the participants at the National Patient Safety Foundation ASOS Workshop — June 3, 2002
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1.4.1) Level I11: Deep Driversof The Situation
Five challenges were found to have the deepest leverage (highly-leveraging) among the most
important challenges identified by participants. These five chalenges are discussed in this

section.

Challenge 13: Conflict among specialty societiesin certification and training and setting
standardsfor quality.

Clarification:
The issue here is who does the training, who receives the training, and how it can be
adequately achieved. The conflict among specialty societies needs to be resolved and this
needs to be done in a collegial, collaborative way. Tensions do exist and we need to be
aware of them and make sure that they are handled in a way that tries to bridge these
gaps.
An example is the residency program where a conflict between the plastic surgeons and
head neck surgeons erupted over who should do facio-plastic procedures. There was a
great schism and the head and neck surgery staff all resigned and residency program was
closed issue. The conflict was that plastic surgeons didn’t want to give up patients for
residents in competing specialties to be trained. This gets to the basic point of what is it
that one learnsin residency and how does that get translated into practice.

Comment: The issue here is the question of what a threshold number should be. Some
professional societies have focused on that in the past, but they have backed off on that.
So that’ s going to be a challenge, determining not just the numbers, but the technical and
cognitive abilities that people have in any practice or training program. There's a
heterogeneity of people.

Question: Can the hospital vs. outpatient surgery almost serve as a proxy for this? Say, if
specialty x does all their work in the hospital and specialty y does it as an outpatient?
Then, the conflict between the specialties is played out as a proxy between the hospital
and outpatient setting.

Response: To some extent it is, though | think this can happen anywhere, But | do agree
that some specialties can do more in one setting than ancther.

Question: Do you make a distinction between board certification and credentialing?
Answer: The two are not necessarily synonymous. One can be credentialed to do a
practice and be board-certified by two different boards.

Question: Does your specialty have an affect on who you hire in your office? That
depends to some extent on the specialty because so many people are a product of
training. But my answer would be not necessarily.

In interviews conducted before the workshop, respondents a so expressed adesire to establish
better control over who does what in the office setting. The question of who has credentia s to
perform certain procedures is one not unique to but certainly underscored in ASOS. In the
hospital setting, boards of directors address this question, deciding who shall have access to that
facility’s operating rooms. Outside, however, it s not as clear who should deem practitioners
capable to practice. Some professional societies, such as the American Society of
Anesthesiol ogists have issued guidelines on who should deliver anesthesia under what settings.

But if adoctor who is not an anesthesiologist decides to take control of his own anesthesia, he can
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readily do so outside of the anesthesiologists’ society’s purview. Similarly, if asociety for plastic
surgeons establishes guidelines for liposuction, a dermatol ogist who practices the procedure

would have no pressure to follow those.

Nor will every conflict between medical societies be an overt one. Different societies may
issue guidelines, recommendations, or conceivably certifications. Already, some of the
interviewees noted, more than 100 certification boards promise a practitioner expertisein a
variety of areas. Almost all of these issue practitioners a parchment to display to would-be and
actual patients. Because there isno uniform society doling out such credentials, teaching patients
to distinguish between more and |ess meaningful society affiliations or certificates may turn out
to form part of the answer.

Challenge 40: Lack of concordance between safety, quality and cost.

Clarification:
We have not talked much about the interdisciplinary costsinvolved. Are we putting more
effort into a patient visit than there is time/money to do it. Comment: In Illinois all these

three were legidated in an unreal manner. Q: How can a one-man/woman office can
afford the standards that anesthesiologists might expect?

This challenge appearing at Level 111 of Figure 1 propagates its influence along a pathway
including three other chalenges. It directly influences the challenge that addresses the notion of
the importance of “valuing patient safety above economics,” which appears at Level Il of the
influence pattern. The implication of thislinkage isthat if the community finds a balance
between safety, quality and cost, it will become feasible to value the safety of the patient even if it
implies higher cost. This challenge also impacts the two challenges that appear in Level | of
Figure 1, which address the issue of avoiding mandatory regulation by ensuring that patients

receive at least the same quality of care as patientsin a hospita or an ASC setting.

Before the workshop, respondents also noted that all ASOS practices may not be created
equally. For instance, aphysicianin arural setting may have a greater challenge when it comes
to hiring ample qualified staff. Or, she may not see as great arange and number of procedures as
her counterpart in an urban environment. At the same time, with asmaller patient volume, she
may face greater financial pressure. Even seeking accreditation with its concomitant time and

financial cost could prove back-breaking for such a practice, some respondents noted.

There are three challenges at Level 111 that arein acycle of mutual influence, i.e., challenges
that are mutually reinforcing producing a different type of achalenge. These three challenges
influence six other challengesin the influence pattern, i.e., meeting these challenges of
“collecting meaningful, representative and accurate data” will enhance the capacity of the
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community to meet six other challenges presented in the pattern of influences.
Reinforcing cycle (challenges which are mutually influential):

Challenge 18: Challengesto improve data collection on the assessment of patient outcomes.
Clarification:
Thereis an incomplete recording of what happens after office procedures.

Challenge 19: How to collect representative, meaningful and accurate data.

Clarification:
The need is obvious. The question is how to get at it. Data to be useful has to be
representative, meaningful and accurate. But how do you ultimately get at that That's a
challenge. Do you use voluntary or mandatory reporting or some spy system. Possible
models for doing this may come from a database on endoscopies or the state of Florida's
recent requirement that all mandatory incidents be reported. In terms of who should have
access to this data, data is data and all groups should be able to use it. When data is out
there in the public domain, it's available to anyone. One of the concerns, however, is that
thiswill tie into the confidentiality issue, for how you' re going to use the data will impact
how you collect. The question of confidentiality is something that we will address in
Clarification #29.

Challenge 34: Difficulty in reporting near misses and/or incidents from which we can learn
about safety.
Clarification:
If we focus on safety, one anecdotal report does not make a regulation. If we are
proactive we will look at near misses and incidents.
Comment: | am not confident that we can in the near term make progressin thisarea. In
a hospital, near misses are reported at least on a local basis.
Q: Are you confident in the way that sentinel events are being reported.
A Sentinel events in out-patient setting are not being reported. There is a lot to be
learned from near misses.
Comment: ACRS set up a conference on this issue and considered how to report this and
share information
Comment: 1t would also be useful to collect data in a hospital setting.
Comment: In office-based surgery for accredited agencies, peer-review is an absolute
necessity.

Agreeing on certification, and training and setting standards will not help improve patient

safety unlessthey lead to the identification of actual errors and near misses, and it will be
necessary to collect other data as well about the patient safety situation in ASOS.

While all interviewees agreed that collecting datais crucial, there was no consensus about the
form that such a data collection base should assume. Should the data feed into a state or federal
database? Who should take responsibility for maintaining and analyzing the database? Then
comes the equally thorny question of how to enforce the collection of data. While physicians
may eagerly report positive outcomes, details of less salutary events may be more difficult to
come by unless some oversight exists, interviewees point out. In Florida, the Board of Medicine
recently started requiring that all adverse events associated with ASOS be reported. During the

first year that this went into effect, 31 procedure-related complications were reported, seven of
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which were deaths.® In asimilar vein, The Federation of State Medical Boards recommends that
deaths within 30 days of surgery, hospital transfers within 72 hours of surgery, and post-operative

hospital visits lasting more than 24 hours count as required reporting events.*

Mandating the reporting of adverse eventsis one thing, near-misses another, interviewees
noted. Clear measures apply to adverse outcomes — a patient’ sinfection or excessive bleeding,
say. But there'slesslikely to be aphysical marker for a near miss that does not occur. Some
physicians may be |oath to report near-misses precisely because they were misses not hits. Others
may not even realize that anear-miss occurred, one respondent noted. So if near-misses are to be
apart of the data collected, say some, it will be necessary to define clearly what does and does

not constitute a near miss.

But, as Challenge 19 emphasizes, such reporting is strongly inhibited by the possibility that it
could be used in litigation or regulatory action. Furthermore, it is not easy to restrict such uses,
because of the demands to evaluate ASC’ s and of patients to have legal remediesin at |east some
situations. Expertise in law and regulatory policy, and possible legidation, could be needed to
address this challenge. However, this challenge’ s deeply leveraging position in the influence
pattern indicates that addressing these issues would significantly help meeting many other

challenges.

1.4.2) Level Il

These challenges fall on the second-deepest level in the Influence Pattern and thus will also
be crucial to any attempt to improve patient safety in ASOS. Level Il isalso ahighly-populated
level, with five challenges. A pair of challenges at thislevel form “reinforcing cycle,” with
Challenges 30 and 31 focusing on credentialing, standardization, and privileging. In thiscycle,
meeting each of the challenges will “help significantly in meeting the other.” This section of the
report discusses all challenges at thislevel, their clarifications, and their influence relationships.

Challenge 28: Appropriate staffing with credentialed providers.

Clarification:

Credentialing, licensing, etc. Anesthesiologist in the office. ACLS certified? Pediatric
certified?

3 Coldiron, B. “Patient injuries from surgical procedures performed in medical offices.” JAMA 2001 May 23:285
(20): 2582.

4 Federation of State Medical Boards. Draft Report of the Special Committee on Outpatient (Office-Based) Surgery.
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Comment: New regulations require ACLS nursein operational setting

This challenge is influenced by Challenge 13 in Level 111 and propagates its influence to the
two Challenges appearing in Level |, which focus on regulation and ensuring patients receive at
least the same quality of care in hospitals or an ASC setting. It is reasonable to expect that the
availability of credentialed staff will significantly enhance patient safety in all settings.

Reinforcing cycle (challenges which are mutually influential):

Challenge 30: Credentialing based on proven and continued competence without prejudice.
Clarification:

The intention is that many patients are driven into outpatient settings because they can
not afford hospital settings. All the practitioners should be trained qualified and
assessed by a blue ribbon board. People who are licensed should not be certified if they
have not kept current.

Q: Certain people are not allowed to practice, but would be allowed if their body of work
were considered. Comment: For a small private practice surgery, it is very difficult to
follow guidelines

Challenge 31: Lack of standardization in defining basic level of credentialing and privileging
of those desiring to perform office based surgery.

Clarification:
Think this has pretty much been discussed already. Think it dovetails into #30.

As mentioned above, these two challenges form a“reinforcing cycle’: making progressin
meeting Challenge 30 would significantly help meeting Challenge 31, and vice versa. In fact the
author of Challenge 31 perceived the connection between these two challenges and incorporated
in hig’her clarification. We can make sense of the connection as follows: Meeting Challenge 30
would help meet Challenge 31, since credentialing based on proven and continue competence will

help in defining a basic level of credentialing and privileging and will minimize the prejudice.

These two challenges are influenced by the cycle of challenges at Level |, which focus on the
collection of representative, meaningful and accurate data. The reason for this linkage between
these two cycles of challengesisthat the availability of datawill significantly support the
emergence of standards for credentialing. Inturn, the cycle of Challenges 30 and 31 will
significantly enhance the capacity of the community to avoid inappropriate and unreasonable

regulation and ensure that patients receive quality health carein all settings.

Challenge 5: How do we effectively obtain that data without causing fear amongst the Medical

community.

Clarification:
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That's basically a problem and a problem in hospitals too of near hits and near misses:
How do we effectively report data, what happens to the data once it’s reported. Does it
get out into the sensationalism of media reporting. That's a basic fear we have. When
pilots have trouble with their plane, they report it, but they' re not punished. We need
some effective way to do that.

This challenge is supported significantly by the cycle of three challenges at Level 111, since
the cycle is addressing challenges of data collection and this challenge raises the issue of the
concern of hospitals and providers with the reporting and subsequent media sensationalism. This
concept was discussed earlier in connection with Challenge 19 at Level 111, which addresses the

issue of collecting representative, meaningful and accurate data.

Challenge 3: Valuing patient safety above economics.

Clarification:

Patient safety will cost money and this is a recognition of that fact, but that our
overarching value will be towards patient safety even at expense.

This challenge and itslinkagesto Level 111 and Level | was discussed earlier. The key point
is the trade-off between economics and patient safety and itsimplicationsin terms of mandatory

regulation of office-based surgery.

In interviews conducted prior to the workshop, anumber of respondents raised this issue.
Currently there’ s a sense among many that insurance companies pay greater attention to the
bottom line than to patient safety. In fact, many note that cost concerns have been driving the
push to move more procedures out of the hospital into the ASOS setting. One respondent told of
the uproar that ensued after alocal insurance company announced certain procedures could only
be done on an outpatient basis. Although the company eventually back-tracked, this incident
stood out as an examplein thisinterviewee' s mind of the inordinate greed of the insurance
companies. However, some respondents recommended that more efforts need to be made to
bring the insurance companies on board with the patient safety in ASOS initiative. Insurance
companies could potentially serve as arbiters of quality, refusing to reimburse physicians whose
practices are not up to a certain standard. [Obvioudly this would not apply to cosmetic surgery

procedures which insurance companies do not reimburse.]

1.4.3) Leve |
At Level | of the influence map two challenges appear in a cycle of mutua influence.

These are;

Challenge 10: Ensure that inappropriate and unreasonable regulation (mandatory regulation)
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of office based surgery is not enacted.

Clarification:

Over regulation is a major threat to our work increasing paper work and compromising
patient care. We advocate voluntary standards based on evidence. Such standards
would receive support and compliance.

Comment: If you were to take a voluntary stance, which of the multitudes would follow it.
Answer: It needsto be cross-disciplinary. It needsto be consensus-based.

Comment: If the regulations were reasonable, people would gladly follow them.
Unreasonable regulation is of course not appropriate.

Answer: Regulation iswhat is forced upon us and we do not want that.

Q: What isyour definition of unreasonable regulation?

A:  An example is regulations that require hospital credentialing in an ambulatory
setting.

Q: 2 issues: reasonable and unreasonable. Financial reasonableness, mandatory vs.
voluntary.

A: There are multiple dimensions. Voluntary and cross-disciplinary issues. Comment:
Hospitals do not want responsibility to credential non-hospital-based personnel. That isa
good comment.

Comment: Voluntary regulation seems to be an oxymoron.

A: Voluntary guidelines.

Comment we are beginning to be hung up in credentialing. | do not know the mechanism
for credentialing for outpatient. Missouri and Connecticut have mandated credentialing,
but have not specified the rules. The future will be specialized state boards enacting
regulations..

Comment: We have no office-based credentialing and hospitals may refuse follow up
privileges because the practitioner has not performed that procedure in that hospital.

Challenge 45: Ensure that patients receive at least the same quality of care as patientsin a
hospital or an ASC setting.

Clarification:

Overriding theme is that there should be a single standard of care, whether in office,
ASC, or hospital. Elaborates on Challenge #16.

These two challenges initialy were not in a cycle of mutual influence. When at the second
day of the workshop the influence map was presented for interpretation by the participants, it was
pointed out by one participant that the map needed amendment. Initialy the map displayed
Challenge 45 influencing Challenge 10. The implication of thisinfluence relationship was that
by ensuring the same quality of patient carein all settings (i.e., Challenge 45), there will not be
any need for mandatory regulation (Challenge 10), namely this challenge will be met
automatically if the community satisfied Challenge 45. Because some participants were inclined
to interpret the map as displaying the ultimate goal at the top of the tree pattern, it was decided by
the mgjority of participants to place these two Challenges in a cycle of mutual influence at Level
l.
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2) ACTIONS

2.1) METHODOLOGY: DESIGNING ALTERNATIVE ACTION
SCENARIOS

2.1.1) Stage Two and Three: Gain a Better Appreciation of Possible Actions
Having gained a deeper appreciation of the challenges as articulated by different individuals,
and their interdependencies, the group next moves on to consider what can be done to surmount
these challenges. The second stage proceeds in four steps:
1. Envision parts of the solution to the overall problem, with participants individually listing
separate potential action options that address specific challenges.

2. Clarify individual perceptions about each action option, in order to promote group
learning.

3. Cluster action options based on their similarity and compile individua judgments (by
voting) to further understand which action options are of higher comparative importance.

4. Usethis collective understanding to identify the most important action options.

In Stage 3 the teams construct aternative action scenarios. The teams achieve aworking
consensus on which actions to include in each team’ s proposed scenario and present it to the
group.

Again, adiagram is helpful in seeing how the group moves from listing a wide variety of
potential action options, to deepening their understanding of how these possible actions are
similar to and different from each other, and finally choosing the most important action options

and assembling them into alternative action scenarios, as graphically shown in Exhibit 4.

Exhibit 4: Displaying the Products of the Steps of Stage Two and Three

Action Classification of Alternative Action
Options Action Options Scenarios

1st 2nd 3rd 4th

6@ &BGO swfi-dro]
& ® ® B © szl 000
5 ® ® somarios [T} o1} +0)

Stage 2: Steps 1-2 Stage 2: Steps 3-4 Stage 3

Different groups will devise alternative scenarios. Some groups will prioritize those action
options that address very influential actions (designated by a! in the diagram) asthefirst stepsto
be taken, whereas other groups might delay taking these actions until later. Having the groups

explain their reasoning underlying their scenario provides another opportunity for group learning
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and advances the group towards making the wisest choices of what actions to pursue and how.

We now turn to the findings of the workshop regarding potential solutions to the complex

problem of enhancing ASOS patient safety.

2.2) FINDINGS: THE ACTION OPTIONS
On the second day of the workshop, the stakeholders proposed and clarified waysto improve
ASOS patient safety. The stakeholders were divided into five groups. Each group then proposed

action optionsin response to the following triggering question:

“What are action optionswhich, if adopted and implemented by the community of
stakeholders, will help in meeting the system of challenges?”

Participants generated and clarified thirty-six action options, which appears as
Table3in Appendix E.

Note to the reader — if you were not a participant in the workshop you should at least
scan Appendix E in order to appreciate the variety of optionsin addressing the situation
before continuing.

The workshop participants grouped similar action options together in “clusters,” and drew

distinctions amongst them by responding to questions according to the following format:

“In the context of designing an action agenda for improving Patient Safety in ASOS, does:
(Action Option X)
have significant characteristics in common with
(Action Option Y)?"

The resulting clusters form the basis for the categorical view of action options which was
provided to the workshop participants. This pattern was also displayed on the walls of the
facilitation room. Participants were engaged in developing names that would characterize the
overall intent of each cluster. In the context of this categorical view of stakeholder intentions,

participants then voted for the action options they judged to be most important.

Teams of stakeholders were asked to consider how they would combine action options to
improve patient safety in ASOS. They presented selections as “scenarios’ to the group, also
explaining how their plan would meet specific Challenges from Day One. Twelve Action Options
received four or more votes from individuals. The action options selected by two or more of the
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five small teams of participants for inclusion in the alternative team scenario are shown in Table
4: Voting Results on Action Optionsfor Improving Patient Safety in ASOS (see next page).
They are also presented in the context of the affinity clusters as Figure 2: Consensus Action

Scenario for Improving Patient Safety in ASOS (see pages 33 to 34).

In this section, we discuss these action options, their clarifications, and their importance
asindicated by the day’ s voting. The discussion will concentrate on one cluster at atime,
emphasizing the most preferred action options within the cluster. Where relevant, we will
analyze the relationships to Challenges that were identified previously (again, concentrating on
the most highly-leveraging challenges).
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Table 4: Voting Results on Action Optionsfor Improving Patient Safety in ASOS

Team
Scenario
All 5 Teams
All'5 Teams

All' 5 Teams

4 Teams

4 Teams

4 Teams

4 Teams

3 Teams

3 Teams

2 Teams

2 Teams

2 Teams

2 Teams

Individual

Votes
(1)
4y

(Individual Votesand Team Scenarios Votes)

Action Option:
(1 - Action Option) PROMOTE ACCREDITATION (Cluster #9).

(13 - Action Option) DEVELOP NATIONAL STANDARDS FOR NON-HOSPITAL
CREDENTIALING AND PRIVILEGING (Cluster #11).

(34 - Action Option) DEVELOP AND DISSEMINATE EDUCATIONAL TOOLS
FOR THE SURGICAL PROFESSIONAL TEAM FOCUSED ON THE SAFETY
SCIENCES RELEVANT TO OBS (Cluster #5).

(4 - Action Option) INITIATE AND SUPPORT LEGISLATION WHICH GRANTS
CONFIDENTIALITY TO REPORTING OF INCIDENTS AND NEAR MISSES
(Cluster #8).

(20 - Action Option) ESTABLISH LEVELS OF COMPETENCY FOR ALL
MEMBERS OF THE SURGICAL TEAM (Cluster #4).

(25 - Action Option) DEVELOP A PLAN OF CREDENTIALING BASED ON
STANDARDS, TRAINING AND EXPERTISE WITHOUT REGARD TO
PRECONCEIVED IDEAS (Cluster #11).

(29 - Action Option) DEVELOP QUALITY STANDARDS OF CARE FOR
PERFORMING SURGICAL PROCEDURES THAT WILL BE PRACTICED IN ALL
SETTINGS (Cluster #4).

(3 - Action Option) PROVIDE A TASK FORCE COMPOSED OF
STAKEHOLDERS FOR THE DEVELOPMENT OF TRAINING, PRACTICE,
CREDENTIALING, PRIVILEGING, ACCREDITATION / CERTIFICATION AND
LICENSURE AND QUALITY GUIDELINES FOR THE OFFICE AND AMBULATORY
SURGICAL SETTING (Cluster #1).

(27 - Action Option) ENCOURAGE INTERDISCIPLINARY DISCUSSION
BETWEEN DIVERSE SURGICAL GROUPS WHO PROVIDE OFFICE BASED
SURGERY TO DETERMINE SAFETY COMMON DENOMINATORS (Cluster #3).

(10 - Action Option) ESTABLISH A CONFIDENTIAL, PRACTICAL, RELIABLE
AND THOROUGH INFORMATION TECHNOLOGY FOR PROSPECTIVELY
COLLECTING DATA REGARDING SURGERY IN THE OFFICE, ASC AND THE
HOSPITAL (Cluster #1).

(28 - Action Option) MINIMIZE CONFLICT AMONG SPECIALTY SOCIETIES BY
ESTABLISHING AN ONGOING DIALOGUE THROUGH A MULTI-SPECIALTY
TASK FORCE (Cluster #3).

(32 - Action Option) DEVELOP PATIENT EDUCATION MATERIAL BASED ON
SPECIFIC TO OFFICE BASED SURGERY (Cluster #6).

(35 - Action Option) CONDUCT AN EVALUATION OF THE DATA NEEDED FOR
INTERNAL EFFORTS TO IMPROVE PATIENT SAFETY, FOR BENCHMARKING
PURPOSES, FOR THE RELEASE TO THE PUBLIC (Cluster #2).

Produced by the participants at the National Patient Safety Foundation ASOS Workshop — June 4, 2002
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Figure 2: Consensus Action Scenario for Improving Patient Safety in ASOS

CLUSTER #1:
EXPANDING STAKEHOLDER CLUSTER #2: CLUSTER # 3:
PARTICIPATION DATA COLLEGIALITY
(Action Option - 3) e (Action Option-4) INITIATE e (Action Option - 15) CREATE e (Action Option - 2)
PROVIDE A TASK FORCE AND SUPPORT LEGISLATION AN ORGANIZATION WITH A PROMOTING COLLEGIALITY
COMPOSED OF WHICH GRANTS "PEER REVIEW" PROCESS TO AMONG SPECIALISTS
STAKEHOLDERS FOR THE CONFIDENTIALITY TO EVALUATE COMPLICATIONS THROUGH
DEVELOPMENT OF REPORTING OF INCIDENTS «  (Action Option - 17) COMMUNICATIONS AND
TRAINING, PRACTICE, AND NEAR MISSES ESTABLISH A DATA SHARING EDUCATION (E.G. JOURNALS
CREDENTIALING, *  (Action Option -5) DEVELOP A CONSORTIUM OF & NATIONAL MEETINGS)
PRIVILEGING, METHOD OF OBTAINING ACCREDITING AGENCIES NOW e (Action Option - 27)
ACCREDITATION / EXISTING PATIENT SAFETY WHICH WILL COLLECT ALL ENCOURAGE
CERTIFICATION AND DATA AND PROVIDE A PLAN DATA RELATED TO SURGICAL INTERDISCIPLINARY
LICENSURE AND QUALITY FOR ONGOING COLLECTION CARE, PROCESSES, AND DISCUSSION BETWEEN
GUIDELINES FOR THE AND EVALUATION OF OUTCOMES WHICH WILL DIVERSE SURGICAL GROUPS
OFFICE AND AMBULATORY PROSPECTIVE DATA ASSURE CONTRIBUTORS OF WHO PROVIDE OFFICE
SURGICAL SETTING «  (Action Option—6) AGREE TO INDIVIDUAL CONFIDENTIALITY, BASED SURGERY TO
(Action Option - 19) THE IMPORTANT ASPECTS OF IMMUNITY, AND PROBLEM DETERMINE SAFETY
EXPAND THE DISCUSSION DATA TO COLLECT INCLUDING SOLVING PROCESSES COMMON DENOMINATORS
ON SAFETY IN THE ADOPTING OPERATIONAL e (Action Option - 35) CONDUCT *  (Action Option - 28)
AMBULATORY CARE DEFINITION AN EVALUATION OF THE DATA MINIMIZE CONFLICT AMONG
ging%;g&'\;%LﬁgTE e (Action Option—9) ESTABLISH NEEDED FOR INTERNAL SPECIALTY SOCIETIES BY
CURRENTLY AT THIS A NATIONAL DATABASE WITH EFFORTS TO IMPROVE ESTABLISHING AN ONGOING
LINKAGES TO EXISTING PATIENT SAFETY, FOR DIALOGUE THROUGH A
MEETING DATABASES THAT COLLECT BENCHMARKING PURPOSES, MULTI-SPECIALTY TASK
AND ANALYZE MEANINGFUL FOR THE RELEASE TO THE FORCE
AND ACCURATE DATA PUBLIC

e (Action Option - 10) ESTABLISH
A CONFIDENTIAL, PRACTICAL,
RELIABLE AND THOROUGH
INFORMATION TECHNOLOGY
FOR PROSPECTIVELY
COLLECTING DATA
REGARDING SURGERY IN THE
OFFICE, ASC AND THE
HOSPITAL
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Figure 2: Consensus Action Scenario for Improving Patient Safety in ASOS

CLUSTER #4:

STANDARDS OF CARE

(Action Option - 14)
DEVELOP AND
DISSEMINATE MATERIALS
WHICH PROMOTE THE
CONCEPT THAT PATIENTS
WHO RECEIVE CARE IN
THE OFFICE SHOULD
RECEIVE AT LEAST THE
SAME STANDARD OF
CARE AS IN THE ASC
(Action Option - 18)
SUPPORT THE RESEARCH
OF EVIDENCE BASED
AND/OR CLINICAL
PRACTICE GUIDELINES
FOR COST EFFECTIVE
CLINICAL CARE

(Action Option - 20)
ESTABLISH LEVELS OF
COMPETENCY FOR ALL
MEMBERS OF THE
SURGICAL TEAM

(Action Option — 24)
ESTABLISH AND
DISSEMINATE STAFFING
REQUIREMENTS,
CREDENTIALING, AND
STANDARDS FOR THE
NON PHYSICIAN STAFF
INVOLVED IN OFFICE
SURGERY

(Action Option - 29)
DEVELOP QUALITY
STANDARDS OF CARE
FOR PERFORMING
SURGICAL PROCEDURES
THAT WILL BE PRACTICED
IN ALL SETTINGS

(Action Option - 31)
ADOPT STANDARDS OF
CARE ALREADY IN USE
FROM ACCREDITED ASC

33

CLUSTER # 5:
PROFESSIONAL EDUCATION

*  (Action Option-7)
DISSEMINATE EXISTING
STANDARDS OF CARE /
PRACTICE TO
PROVIDERS IN ASOS
(BOTH MEDICINE &
NURSING)

*  (Action Option - 34)
DEVELOP AND
DISSEMINATE
EDUCATIONAL TOOLS
FOR THE SURGICAL
PROFESSIONAL TEAM
FOCUSED ON THE
SAFETY SCIENCES
RELEVANT TO OBS
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CLUSTER # 6:

CONSUMER EDUCATION

(Action Option - 8)
ESTABLISH A TASK FORCE
TO DEVELOP PATIENT
EDUCATIONAL MATERIALS
(TIPS) FOCUSED ON
SURGERY IN THE OFFICE
SETTING

(Action Option - 16)
DEVELOP MATERIALS TO
EDUCATE PATIENTS
REGARDING THE
QUESTIONS THEY SHOULD
ASK IN CONSENTING TO
SURGERY IN A PARTICULAR
SITE

(Action Option - 22)
DEVELOP A PUBLIC
RELATIONS PROGRAM TO
ADDRESS PATIENT
AWARENESS AND
EDUCATION ABOUT SAFETY
ISSUES IN AMBULATORY
SURGERY

(Action Option - 32)
DEVELOP PATIENT
EDUCATION MATERIAL
SPECIFIC TO OFFICE BASED
SURGERY

(Action Option — 36)
PROMOTION OF AN EASE OF
OBTAINING SECOND

OPINIONS FOR ALL
PATIENTS ON ALL
PROCEDURES
TIE
LINE



Figure 2: Consensus Action Scenario for Improving Patient Safety in ASOS

CLUSTER#7:
INCREASING INCENTIVES
FOR SAFETY

(Action Option - 11) TO
MONETARILY
ENCOURAGE/
INCENTIVIZE
PROVIDERS TO
PRACTICE IN A SAFE
ENVIRONMENT
WHICHEVER WE
DECIDE THIS
ENVIRONMENT TO BE
(Action Option - 21)
INCENTIVIZE THE DATA
OF INFORMATION TO
THE MALPRACTICE
CARRIERS TO
POSSIBLY REDUCE
MALPRACTICE COSTS
(Action Option - 23)
IDENTIFY INCENTIVES
FOR COMPLIANCE
WITH
RECOMMENDATIONS
THAT INCREASE
PATIENT SAFETY

CLUSTER #8:
LEGISLATIVE ACTION

CLUSTER #10:

(Action Option - 4)
INITIATE AND
SUPPORT
LEGISLATION WHICH
GRANTS
CONFIDENTIALITY TO
REPORTING OF
INCIDENTS AND NEAR
MISSES

(Action Option - 12)
ENCOURAGE AND
SUPPORT INTERESTED
PROVIDERS,
AGENCIES, AND
ORGANIZATIONS IN
THEIR ADDRESSING
STATE LEGISLATURES
RE: PROVEN DATA ON
SAFETY AND ASOS
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CLUSTER #9: CROSS-CUTTING CLUSTER #11:
ACCREDITATION ISSUES CREDENTIALING
«  (Action Option — 1) *  (Action Option - 26) g*EC\t,'E[‘O%p,ﬂZ%lNB,lL
PROMOTE IN THAT A
ACCREDITATION PROGRAM TO BE ‘:’I&Ngégai AFP R
. , . EFFECTIVE IT MUST
(Action Option - 30) CREDENTIALING
BE USER FRIENDLY
DEVELOP KISS" AND PRIVILEGING
REGULATIONS FOR (Action Option - 25)
O
APPROPRIATE FOR SXSCEFEESENT'AL'NG
EACH STATE STANDARDS
TRAINING AND
EXPERTISE
WITHOUT REGARD
TO PRECONCEIVED
IDEAS
TIE
LINE



2.2.1) Cluster 1: Expanding Stakeholder Participation

Action Option 3: Provide a task force composed of stakeholdersfor the development of
training, practice, credentialing, privileging, accreditation/certification and licensure
and quality guidelines for the Office and Ambulatory surgical setting.

Clarification:

We have a very diverse group of skilled people here. It's critical to consider taking this
one step further and nurturing it, taking advantage of the expertise of people in thisroom
as well as those who couldn’t make it, including patient advocacy groups, third-party
payers. For us to flesh out what those guidelines would be, we would need each one of
these components.
Comment: This would also include an outcomes group, extension of quality guidelines
and all the issues we addressed could be properly followed up.
Comment: Hospitals are certified by CMS and then separately they are accredited by a
private sector accrediting agency. Did you exclude those other activities?
Response: Any group involved in accreditation should be invited to the society task force.
My intent hereisto be as global as possible.
Question: | wonder whether a task force is up to the task. Thisis a job that may take a set
of task forces, instead of a task force that tries to tackle a global job like this. | think it
makes a difference because if we say collectively that we think one task force ought to
handle this, it may get in the way of operationalizing our work.
Response: The comment is germane. | think the strength of the task force would lie in its
diversity and expertise. | see something of a global task force with delegates and then
sub-groups. The intent was to have a task force that covers broad areas and that
detailing comes out through in a different form.

Individual votes: 9.  Scenarios. 3 teams

This action option received the second highest number of individua votes, and was included
in the scenarios of three of fiveteams. This action option’simportance makes sense, given that
one of the five most deeply-leveraging challenges on Level |11 was Challenge 13: “Conflict
among specialty societiesin certification and training and setting standards for quality.” Asin
the statement and clarification of that challenge, the statement and clarification of Action 3
concentrates on training and certification of providers by establishing a taskforce for the
development of training materials, rather than other areas of patient safety, and therefore implies
a concentration on this part of the larger issue. Thisfocuses the initiative somewhat, but because

of ambiguity in the term “training” much is left to be decided by the task force.

Theidea of forming atask force per se did not arisein the pre-workshop interviews, attesting
to the importance of bringing together diverse views under one roof to tackle a complex situation.
During the interviews most respondents agreed that something needed to be done, but many saw
the answer as coming from their own professional society or organization. It’stelling that after
two days of discussion, however, participants started speaking instead about a task force that
could span many different specialties. Prior to the workshop, many interviewees did voice

concerns about who, if anyone, should be responsible for oversight.
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While some state medical boards have taken some regulatory steps and the Federation of
State Medical Boards has laid out some guidelines, many respondents said even those remain too
vague. For instance, the Federation’ s guidelines contain no language as to what constitutes
“office surgery,” leaving that very basic definition for each state medical board to determine. A
task force that could come together from a variety of speciaties to produce an a-to-z concept of
safer ASOS would probably address many of the respondents’ concernsin this area, especially
one that had or worked in concert with an accrediting body.

2.2.2) Cluster 2: Data

Action Option 10: Establish a confidential, practical, reliable, and thorough information
technology for prospectively collecting data regarding surgery in the office, ASC and
the hospital.

Clarification:

This is a lumping statement, Getting data needs to be practical and confidential. This
data needs to be collected not only in the office setting but also in hospitals and ASCs.
Q: Would you substitute information technology for information?
A: Yes.
Individual votes: 7.  Scenarios. 2 teams

Action Option 35: Conduct an evaluation of the data needed for internal effortsto improve
patient safety, for benchmarking purposes, for the release to the public.
Clarification:
We spent a lot of time on data today and there's some real tension and important issues
that we need to grapple with about the value of data. Data is very valuable but at one
level we need to figure out, what is the data that we're going to use for internal purposes
and what is the value of benchmarking. Finally there’s the issue of what are we actually
going to release to the public. We need to look at that very carefully.
Question: |s this release to the public tied with a mandate for tort reform? Answer: |
Would like to deal with tort reformin a separate space. We can release de-identified data
to the public. The question there is what data is relevant to the public: What do they
understand, what do they want.
Individual votes: 2.  Scenarios: 2 teams

Action Option 35 addresses many issues addressed by the cycle of three challenges at the
deepest level of the influence pattern (Figure 1), indicating that it may warrant further study. In

addition, even though it did not garner impressive support in the voting and scenario writing, it
was included in the Consensus Action Scenario when all the teams deliberated at the end of the
day.

The need for more data arose again and again during pre-workshop interviews aswell. But
most respondents quickly conceded that there was no quick fix to this problem. Establishing such
a database would likely be time-consuming and expensive. In addition at |east one skepticin a
pre-workshop interview said that often times such databases wind up detecting only afew

outliers. He gave the example of wrong-site surgery, a much ballyhooed event when it occurs but
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overall not that frequent of an occurrence. It'sworthwhile to note, as well, that respondents

couldn’t even estimate a dollar figure on how much the creation of such a database would cost.

In addition, the word “ confidentia” is critical here. Aswill be seen below, respondents both
before and during the workshop voiced concerns that such a database would open the door for a
wave of malpractice suits. Physicians fear that unless this database were confidential, attorneys
could trawl through it, looking for business. One respondent cited the airline industry, which

places a premium on gathering information rather than laying blame when something goes awry.

Although an unappesaling concept to some physicians, it's easy to imagine how the public
could tap into such information if it involved an individual physicians' name. As one respondent
suggested before the workshop, a would-be patient could research his or her doctor just as they
would acar mechanic. But that would go against the goal of preventing the database from
becoming as one person said “afeeding system” for attorneys. Some respondents noted that with
alittle education, patients themselves could become informers for the database. At this point, a
patient may not know when a near miss or amedical error has occurred. Increased patient
education could give the public a better idea of what to expect from ASOS and also allow them to

become participants in the effort to improve safety,.

2.2.3) Cluster 3: Collegiality

Action Option 27: Encourage interdisciplinary discussion between diverse surgical groups
who provide office-based surgery to determine safety common denominators.
Clarification:
We need to have some common forum and venue where we could sit down and take off
our hats. We could do it nude if necessary so we could all be equals and discuss some of
the factors that affect usall.

Individual votes: 8.  Scenarios: 3 teams
Action Option 28: Minimize conflict among specialty societies by establishing an ongoing
dialogue through a multi-specialty task force.
Clarification:
Thisissimilar to Jim's statement #27, but not identical to it.
Individual votes: 1.  Scenarios: 2 teams
Both of these action options address one of the five most deeply leveraging challenges (Level
I11) identified on day one: Challenge 13: “Conflict among specialty societiesin certification and
training and setting standards for quality.” In discussing challenges and action options,
stakeholders emphasized that building support and partnerships will be crucial to any initiative in

these areas.
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2.2.4) Cluster 4: Standards of Care

Action Option 20: Establish levels of competency for all members of the surgical team.
Clarification:

Competency on educational and competency levels for every member of the team would

provide assurance to the practitioner and the patient.

Q: Would your team include staff for procedure and office review etc.

A: Yes.

Individual votes: 7.  Scenarios: 4 teams
This idea garnered impressive support, receiving a comparatively large number of individual

votes and being included in multiple scenarios. It has an obvious attraction: if we could identify
levels of competency for all members of the surgical team there will be significant improvement

in patient safety across the board and independent of the setting.

No one would disagree that al members of the surgical team should be competent. In fact,
the AAA and Joint Commission aready have standards of care for facilities, offering a potential
model for expanding that to professionals. But in interviews before the workshop, many

acknowledged the difficulty of achieving thisfeat.

Some suggested that patients bear some responsibility for ascertaining that they have chosen
afacility that adheres to certain standards. Again, additional patient education will be key here,
with patients becoming better versed in what standards exist for care. For instance, in some
offices, said one respondent, name tags deliberately bare only first names, trying to minimize

distinctions between nurses and untrained staff.

Action Option 29: Develop quality standards of care for performing surgical procedures that

will be practiced in all settings.
Clarification:

We should develop quality standards of care for the way care is giving in an office

setting.

Individual votes: 0.  Scenarios: 4 teams
Although this action did not receive any votes during the individua voting, it emerged as a

very important action option during the small teams deliberation, since four teamsincluded it in
their aternative action scenarios. Teams predominantly judged that the challenge of developing
standardsin all settings and eliminating the conflicts among specialty societies was critical in

terms of meeting the deep-rooted challenges at Level 111 of Figure 1.

2.2.5) Cluster 5: Professional Education

Action Option 34: Develop and disseminate education tools for the surgical professional team
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focused on the safety sciencesrelevant to OBS.
Clarification:
| wasn't sure that we captured the education of the practitioners of OBS in the safety
sciences
Individual votes: 4.  Scenarios: 5 teams

2.2.6) Cluster 6: Consumer Education

Action Option 32: Develop patient education material specific to office-based surgery.
Clarification:

This has been discussed before. | think thiswill not be difficult to do.

Comment: There has been for 20 years a patient education conference of the American

Conference of Family Care Centers.

Individual votes: 3.  Scenarios: 2 teams
Some respondents believe that patient education could help move along patient safety issues.

Noting that insurance companies hold little power over doctors practicing cosmetic procedures,
some respondents in interviews before the workshop said that a well-educated public should
gravitate towards those doctors who offer safer procedures, placing pressure on the others to
improve. In addition, say some, patients need a keener understanding of the important role they
have to play in their own care. Truthful and thorough reporting of their prior and current medical
histories can help avert any potential disasters. For instance, the patient who smokes or has heart

failure and failsto inform his physician of that fact puts himself at needless risk.

2.2.7) Cluster 8: Legidative Action

Action Option 4: Initiate and support legidation which grants confidentiality to reporting of
incidents and near misses.
Clarification:
It is going to be impossible to obtain data without protecting confidentiality. This needs
to be done through legidation
Individual votes. 9.  Scenarios. 4 teams

This action option clearly received a significant number of individual votes and team scenario

votes. As stated by the clarification by the author, the participants felt very strongly about the
need to protect confidentiality in collecting data by means of legidation.

2.2.8) Cluster 9: Accreditation

Action Option 1: Promote accreditation..
Clarification:
As we go forward and try to raise the quality of care, somebody needs to evaluate that
and provide an objective opinion, so | think therefore it behooves us all to have more
accreditation.
Individual votes: 11.  Scenarios: All teams
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Thisis clearly the action option that emerged as the dominant one both in terms of individual

votes and team scenario votes, asis shown in Table 4.

2.2.9) Cluster 11: Credentialing

Action Option 13: Develop national standards for non hospital credentialing and privileging.
Clarification:
There are two states already working on this very actively. Hospitals really don’'t want to
credential and privilege doctors who don’t work there very often and that’s very right.
Why should hospitals be burdened with that? So there has to be another parallel system
established.

Individual votes: 4. Scenarios: All 5 teams

Action Option 25: Develop a plan of credentialing based on standards, training and expertise

without regard to preconceived ideas.
Clarification:

This may take us to thinking a little bit out of the box of where we have thought in the

past that only certain people can do certain things. | think we need to get beyond that.

Individual votes: 6.  Scenarios: 4 teams
These action options represent the willingness of the participants to think out of the box and

incorporate in the NPSF initiative some new and innovative ideas about the patient safety

situation in the ASOS domain.

Accreditation arose repeatedly in interviews before the workshop, with strong feelings on
both sides of theissue. Currently, a number of organizations offer accreditation for doctor’s
offices and ambulatory surgery centers, among them the American Association for Accreditation
of Ambulatory Surgery Facilities, the Accreditation Association for Ambulatory Health Care, the
Institute for Medical Quality, and the Joint Commission on the Accreditation of Health Care
Organizations. A number of states, including Connecticut, North Carolina, New Y ork,
Pennsylvania, Florida, and Californiarequire accreditation from either an outside organization or
the state in order to perform certain procedures.”> Some professional organizations also urge
members to seek accreditation. At present, about 75 percent of the membership of the American
Academy of Cosmetic Surgery works in accredited facilities; academy officials hope to bring that

number to 100 percent, said one respondent.

Still, accreditation has been slow to catch on, especially for doctors operating out of their own

offices. The American Association for Accreditation of Ambulatory Surgery Facilities has

5 Accreditation Association for Ambulatory Health Care website.
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accredited only about 625 surgery centers with another 50 going through the process.® Of the
more than 1,400 facilities accredited by the Accreditation Association for Ambulatory Health
Care, only about 200 are office surgica facilities, said oneinterviewee. Obviously many doctors
performing ASOS currently see no need for accreditation, having already earned licensure. And,
some respondents concede, not every doctor in ASOS may need accreditation. Those who
perform less complex procedures would not necessarily improve the quality of their care if they

became accredited, say some respondents.

Others have even more concerns about accreditation. Such a process takes time on the part of
the accrediting body and doctor as well as money. Perhaps not surprisingly then, a recent federal
survey of ambulatory surgery centers that bill under Medicare found that athough the law
requires such facilities to be recertified every three years, athird had not been recertified in more
than five years. At least 130 went a decade without a survey visit. This underscores another
common problem with accreditation: Much of the energy of the accrediting body tends to be
placed on theinitial visit rather than follow-ups. In some instances doctors will even receive
advance notice of that visit, rendering it a“farce,” said one respondent. And then, once the visit
isover, afacility can easily deteriorate, a change that will escape notice until the next visit —

whenever that may be.

5 American Association for the Accreditation of Surgery Facilities website.
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3) CONSENSUS
3.1) METHODOLOGY: SCENARIO CONSTRUCTION

The participants were arranged in five small groups based on maximizing the diversity of
perspectives within each group. The groups deliberated on selecting actions that they would
include in a prospective Action Plan. The Clusters of action options they had developed in the
large group (see Figure 2), during the previous step were provided as aworking template. The
groups were instructed to first consider the inclusion of each of the one dozen action options that
had received at least four individual votes. They then moved on to consider the inclusion of
action options that had not previously been accorded importance by more than four people. Four

of these action options were included by at |east two of the teams.

The groups were then coached in devel oping narrative descriptions of their plans. The groups
presented their scenarios to the full set of participants. The groups typically employed a narrator,
and one person using the wall displays of the structure of challenges and the Clusters of action
options. The group’s scenario narratives were tracked and videotaped by the facilitation team for

further analysis.

3.2) FINDINGS: SMALL TEAM ACTION SCENARIOS

The Consensus Action Scenario was devel oped as a composite of small group work by five
interdisciplinary teams, and appearsin Figure 2. The summary of their selected actions appears
inTable4.

Thirteen actions were selected by two or more teams. The selected actions are graphically
presented in Figure 2 by connecting them to the TIE LINE at the bottom of the Figure. This
constitutes the Consensus Action Scenario as generated during the deliberations of the

participants at the workshop.
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4) COMMITMENT TO COLLABORATIVE
LEADERSHIP

The thirteen actions highlighted in section 3.2 and Table 4 were confirmed through a post-
workshop DELPHI Survey, as the actions to focus on for the Launch of Phase Il of the initiative.
The DELPHI Survey Cover Letter appearsin Appendix F, and the responses appear in Appendix
G.

Approximately fifteen of twenty-one respondents to the DELPHI have identified their
interests to focus their effort on addressing these most widely endorsed, and important actions.
This feedback further supports the participant’ s directive that the highest priority should be

accorded to:

* Promote accreditation.
As we go forward and try to raise the quality of care, somebody needs to evaluate that
and provide an objective opinion, so | think therefore it behooves us all to have more
accreditation.

» Develop national standardsfor non-hospital credentialing and privileging.
There are two states already working on this very actively. Hospitals really don’t want to
credential and privilege doctors who don’t work there very often and that’ s very right.
Why should hospitals be burdened with that? So there has to be another parallel system
established.

» Develop and disseminate educational toolsfor the surgical professional team focused
on the safety sciencesrelevant to OBS.
| wasn't sure that we captured the education of the practitioners of OBSin the safety
sciences.

After the completion of the workshop a small team of stakeholders engaged in an exploration
of the influences among the thirteen most important action options. The final product of this
analysisis displayed in Figure 3 (see page 45). In accordance with the majority votes, the most
influential action options appear to be the following five:

» Initiate and support legidlation which grants confidentiality to reporting of

incidents and near misses (16 respondents to the DELPHI identified interest in
this action).

» Conduct an evaluation of the data needed for internal efforts to improve patient
safety, for benchmarking, purposes for the release to the public (14 respondents
of DELPHI).

*  Provide atask force composed of stakeholders for the development of training,
practice, credentialing, privileging, accreditation/certification and licensure and
quality guidelines for the office and ambulatory surgical setting (20 respondents
of DELPHI).
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» Encourage interdisciplinary discussion between diverse surgical groups who
provide office based surgery to determine safety common denominators (18
respondents of DELPHI).

*  Minimize conflict among specialty societies by establishing an ongoing dialogue
through a multi-specialty task force (13 respondents of DELPHI).

In light of the fact that 21 participants responded to the DEL PHI survey, there seemsto be
considerable interest and commitment to the three actions in the cycle of mutual influence at
Level IV of Figure 3. Allocating resources in implementing this cycle will propagate upward and
support the implementation of eight of the thirteen actions shown in Figure 3. The arrows of
support lead to the Primary Goal, which isto “ensure that patients receive at |east the same
quality of care as patientsin a hospital or ASC setting.”

To effectively accomplish the three high priority action options mentioned earlier, the
community of stakeholders should allocate their resourcesin Phase |1 to the most influentia
action options. It isinteresting to notice that there is no correlation between important action
options and influential actions, a phenomenon which is repestedly observed in collaborative
group work with the application of this particular system methodology. For example, while
promoting accreditation isavery important action, it does not exert any influencein the
implementation of any of the other twelve actions presented in the influence pattern shown in

Figure 3 (see next page).



Level |

Level Il

Level Il

Level IV

Figure 3: Influence Pattern of Action Optionsfor Improving Patient Safety in ASOS

(PRIMARY GOAL) ENSURE THAT PATIENTS RECEIVE AT LEAST THE SAME QUALITY OF CARE AS PATIENTS IN A HOSPITAL OR AN ASC SETTING

A

(1 - Action Option) PROMOTE ACCREDITATION
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the office environment, where they exercise more control over everything from their
hours to whom they work with.

Some practitioners describe the office setting with something approximating a
sense of wonderment. Recalling her first time working in a doctor’ s office, one nurse
enthused, “1 thought, God thisiswonderful. Thisisreally nice. It wasn’t the pressures of
the hospital setting. Y ou get more of a sense of the patient too.” Others remark on the fact
that in the office setting doctors maintain more control, as opposed to the hospital setting
where boards of directors or administrators hold the reins. In the hospital, one's
colleagues in the operating room may change on adaily basis, according to the vagary of
shifts. In the office setting, the faces are likely to remain the same day after day, opening
the door for a smoother working relationship.

No safety net. At the same time, however, the office setting opens the door for
myriad problems that pose little concern for those practicing in the hospital setting.
Should anything go wrong in an office setting, the doctor has less |leeway to correct the
problem. “Y ou can’t cut acorner. There s no safety net. Y ou’ ve got to make sure you
stick to therules,” said one respondent. “There’'s acomfort level when you'rein a
hospital setting. Y ou have every variety of expert and who-knows-what around for every
kind of encounter.”

Some respondents fear that the outpatient setting leads to alower staff:patient
ratio. For example, doctors may feel inclined to cut corners and have a receptionist play
the role of a better educated paraprofessional. Name tags, notes one respondent, play into
the deception. Frequently in an office setting the name tag bears only the first name of
associated staff and offers no clue to a staffer’ s educational background. “1n an offices,
setting you don’t know who you' re getting,” said one respondent. “In alot of office
you' re getting a doctor’ s wife who’ s working there. | think you’ re getting alot of
unlicensed personnel practicing in roles beyond their scope.”

Detractors of the ambulatory surgery experience also decry the idea that patients
will be trundled off at the end of the day, no matter what stage of recovery. The hospital,
they note, provides a wel come respite to begin recovery. “It’s much nicer for most of us
to go into a place where the clock isn’t ticking like a meter. That’ s the old-fashioned

function of the hospital, as atime-out place,” says one respondent. Some cosmetic
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surgeons offer so-called “ concierge services” in which the patient spends the night under
mild observation in a hotel or condo setting. Staff without medical training attend to their
needs and keep watch should anything untoward occur.

IV.DATA COLLECTION: “Isthejuiceworth the squeeze?’

One pervasive issue that cropped up in each interview isthe lack of hard datain
this arena. Ambulatory surgery centers must be certified in order to bill under Medicare,
but no such stricture is placed on offices that perform procedures. “We don’t even have a
denominator,” said one respondent, pointing to the fact that no one appears to have a
strong grip on exactly how many office surgeries are performed, a number that shifts
depending on how one defines what counts as office surgery. Getting a handle on how
many of those exist may be next to impossible, many say. “We' re talking thousands of
settings across the country where types of surgery take place that, if we go back 30 years,
only took place in operating rooms,” one respondent said.

While no al-inclusive numbers exist to define the situation, the information that
isout there gives a sense of the scope of the rapid growth in thisfield. In 2000 Medicare
paid more than $1.6 billion for 4.3 million procedures performed in more than 3,000
ASCs across the nation. From 1990 to 2000, the number of ASCs doubled, making them
one of the fastest growing providers in the Medicare system. In the same time period, the
number of major procedures increased 630 percent, from 12,000 to more than 101,000.
Of the nearly 2,300 procedures that Medicare has approved for ASCs, 632 are what the
government deems “major” procedures, defined as those that involve high levels of
anesthesia and invasiveness. For instance, Medicare now allows ASCs to perform
laparascopic repair of inguinal hernias and arthroscopic repair of the anterior cruciate
ligament, procedures once confined to inpatient hospitals.” Respondents agree that this
areais burgeoning.

What to report: Respondents agree that a wide range of outcome measures will
help shed light on the situation. Reportable events would include: morbidity, mortality,
infection, hospital transfer within 15 days, bleeding, or an unexpected cardiac or

pulmonary problem arising after surgery. Others would like to see “near-misses’ added to
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that list of mandatory reportable events, though they concede that it’s difficult to imagine
how to do that. “To me the biggest concern is not so much the errors but the near-
misses,” said one interviewee. “Part of it isthat people don’t even know when they’ ve
committed a mistake. Some of these mistakes never cometo light.”

Many participants cite Florida' s mandatory reporting system as a potential model
for other statesto follow. As part of a series of steps that the Board of Medicine took to
improve patient safety with office surgery, Florida required that all adverse events be
reported. In thefirst year that mandatory reporting became law, there were 31 procedure-
related complications, seven of which were deaths.? The Federation of State Medical
Boards recommends that deaths within 30 days of surgery, hospital transfers within 72
hours of the surgery, and post-operative hospital visits that last more than 24 hours count
as required reporting events.” While gathering such information can be critical in
determining what’s most likely to go wrong, it does not always offer a sense of how
frequent complications are; states that institute such requirements, some respondents
noted, should also require offices to provide baseline numbers of procedures performed.

How risky isit? The overriding goal in seeking data is to determine how risky
such procedures are and what can be done to improve patient safety. Despite the
sensational stories in the media about deaths, many practitioners believe the majority of
practiceis safe. A study of accredited ambulatory surgery facilities conducted in the early
to mid 1990s found a 1 in 57,000 death rate, comparable to that of a hospital ambulatory
surgical facility. In 1 in every 213 procedures, a“significant” complication occurred, but
return to the operating room and preventive hospitalization were less common.°

The general public appears to agree on the safety issue, at least implicitly; for
example, the completely elective procedure of liposuction leads the list of procedures
performed by members of the American Society of Plastic Surgeons. More than 230,000
of the surgeries were performed, a 350 percent rise since 1992.™ The year 2001 saw a
more than 20 percent increase in the number of liposuctions performed, shooting up to
more than 800,000, according to statistics of the American Academy of Cosmetic
Surgery.

During the same period, however, researchers noted a disturbing trend. Two

studies of adverse outcomes in liposuction found an alarming number of post-surgery
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lipoplasty deaths, most often during the first night home after discharge. One much
ballyhooed study reported a 1 in 5,000 mortality rate, higher than the fatality rate from
motor vehicle accidents. Faced with these numbers, the author concluded, “liposuction is
not an altogether benign procedure.”*? Such findings baffle at least one member of the
American Academy of Cosmetic Surgery, which afew years ago did asimilar survey
with Arthur Andersen that found a significantly lower mortality rate.

And that isjust liposuction. Once the domain is expanded to include all forms of
office surgery, the possibilities for surveillance are myriad. Some suggest that the
enormous popularity of outpatient surgery may help explain any apparent peak in
morbidity and mortality. Collecting more and better datawill help the field arrive at a
better understanding of the risksinvolved.

Among the other questions that more data may help answer:

» Who should do the surgery?

» Who should perform anesthesia?

» Who should assist with the procedure?

» What requirements should be placed on the facility?
» Who should establish practice parameters?

» Who should monitor the situation?

* Arethere limits to how long the surgery should last?

Downsidesto data collection. Surveillance and data collection will not come
cheaply. Skeptics warn that before undertaking a broad sweep of data collection, those
requiring reporting must ensure they know what they’ re looking for. One infectious
disease expert notes that infections occur relatively infrequently. Putting in place an
infrastructure to track how often infections happen, then, may prove a case of spending
much money to detect only afew outliers. An analogy is the problem of wrong-site
surgery, a much ballyhooed event when it happens, but overall not that frequent an
occurrence. “Is the juice worth the squeeze?’ this doctor asked. “The concern with
surveillance is not so much the care of the individual patient but the identification of

epidemiological trends.”
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Not only will data collection come at afinancial cost, it may take an even worse
toll on physicians, some fear.™® Some physicians report acommonly-held belief that
changing reporting requirements will open the door for a wave of malpractice suits. “Y ou
start collecting data and experience and anecdotes, you start collecting lawsuits at the
sametime,” said one doctor. “If you want to get data you’ ve got to put that data under
some kind of protection otherwise you're doing trial lawyers work for them.” Y et this
same physician cited “tort reform” as the number one area that he would spend money if
he were in charge of funding programs related to patient safety. He pointed to the airline
industry, which places a premium on gathering information rather than laying blamein
understanding what happened when something goes wrong. “Unless you can duplicate

that in the medical arena, you've got an exercisein futility,” he said.

V. STANDARDSAND REGULATION

How and whether to regulate surgery in the office setting is an equally thorny
issue. The easy answer, say some, would be to import the rules and regulations associated
with hospital-based surgery to the outpatient setting. Such an act, however, carries the
risk of also importing the cost of hospital surgery, estimated to be 60 to 75 percent more
than that of out-patient care.'* In addition, some of the rules associated with the hospital
may just be unwieldy in an outpatient setting, which tends to have a smaller staff. “By the
time the horse is so safe, it weighs six tons,” said one respondent. “ There are practical
issues that we may come to be less able to deal with as we focus on safety.”

Some urge caution in instituting regulation and say that such measures should
come only after the data. “Thisisnot me wanting to play police. | want to get an
understanding of isit safe,” said one interviewee who advocates a mandatory reporting
system. “You can’t plan ahead if you don’t have the data.” Others, however, warn that
waiting to take steps could trandlate into an increased morbidity and mortality. One
respondent compared the situation to Three Mile Island, before the famous accident that
ushered in anew eraof nuclear plant regulation. “The difference here is that instead of

affecting alarge number of people all at one, medical errors happen one by one and are
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an even greater number,” this respondent said.

Several state medical boards have taken action already on the issue, most notably
those that have weathered a high-profile death. The strictures run the gamut, from
Californiawhich required some form of accreditation or licensure for every outpatient
facility using non-local anesthesia, to Florida, which in 2000 imposed a 90-day
moratorium on outpatient surgeries using general anesthesia. In some cases, the boards
have entered this arenarather unwillingly. “They were really hoping someone else would
do it. They had no candidates though,” said one respondent familiar with the situation.

Because the setting in which the surgery takes place, i.e. the office, is unregulated,
the state medical boards enter the picture at the level of the physician. Determining
appropriate disciplinary measures for physicians who go awry in this setting, however, is
no easy task for the medical boards, notes one physician. Since many states have no rules
for regulating physician offices, no clear practice standards exist. “1t makes the
disciplinary part harder if there are no standards,” said the respondent.

Addressing that, the Federation of State Medical Boards established a committee
in June of 2001 to study the problem. This spring the committee issued guidelines for
boards to follow when it comes to regulation. The guidelines range from credentialing for
the practitioners to accreditation to emergency protocols. In keeping with the philosophy
of the Federation, the guidelines alow each state discretion to make its own rules. For
starters, they offer no guidance on which procedures should fall under the rubric of
“office surgery,” leaving that to the individual states to determine.™®

In addition, these guidelines tend to be very general, leaving much to the
practitioner to determine. For instance, under the heading “surgical services,” the
Federation guidelines say that the surgery should be performed by an appropriately
trained provider with appropriate credentials. One respondent recommended that
guidelines go beyond that and provide surgeons with checklists applicable to every
operation. Borrowing a page from that of airplane pilots, this checklists could include
information about anesthesia protocols, monitoring, and counting instruments at various
points during the procedure. Uniform protocols do not exist for acts as basic as marking
the site for surgical incisions, she noted. In some operating rooms, it’s customary to ink

the actual site; others argue that increases the risk of infection and mark the opposite side.
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Gauging credentials. Participants agree that one critical issue lieswith
determining what constitutes appropriate preparation and training for al individuals
involved. In the hospital, boards of director address this, deciding who can and cannot
practice in that hospital’ s operating rooms. Outside the hospital, it’s not as clear who, if
anyone, should be deeming practitioners capable of practice. Some professional societies,
such as the American Society of Anesthesiologists, have issued guidelines on who should
administer the anesthesia. While establishing minimum qualifications to perform such
delicate tasks seems a foregone conclusion, some respondents point out that it may not be
assimple asthat.

First, not every doctor practices in the same environment. In an urban setting,
most assume that doctors can and should be able to find adequately trained staff to
perform the job. But, in rural areas, it may be more common, say some, to require staff to
take on roles for which they have no professional training. Doctorsin rural areas may
also attempt procedures with which they have little experience. Says one respondent who
lives near arura area: “If you go to acity, you might have a surgeon who does the
operation ten times aweek. In the rural area, you might go to a surgeon who does the
operation ten times a year.” Potentially complicating such scenarios, the rural setting may
pose more of an obstacle to hospital transfer. This creates a potentia “double whammy”
with practices placing patients at risk and insufficient backup should anything go wrong.

Certifications may offer few assurances, many respondents felt. More than 100
certification boards promise the practitioner expertise in avariety of areas and each one
issues a parchment, whether the training lasted afew weeks or afew years. In addition,
certification does not necessarily reflect aphysician’s ability, just as the condition of his
or her office will not necessarily reflect his or her medical skills. “The bricks and mortar
of afacility, that's easy,” said one respondent. “It’ s the individual provider you haveto
assess. We don't have a patient simulator, unfortunately.”

Cutting cor ners. Even a patient simulator — should such a thing exist — could not
predict the ways in which doctors running their own offices may stint on quality to
increase earnings. One common area to cut costs comes in the area of staffing. Many
doctors may rely on their staff to perform tasks far beyond their area of expertise. On a

day-to-day basis, these staff cost less to support and they give a physician more leeway.
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For instance, said one interviewee, if a center has only one person on staff credentialed to
perform conscious sedation and that person callsin sick, that could delay a day’ s worth of
surgery at great cost to the center. “In the past, however, you would have just pulled your
secretary back there,” the respondent said.

Another frequently cited cost-saving measure had to do with the crash cart. Many
of the drugs on it expire and are expensive to replace, said one respondent. A doctor may
opt not to keep his supply up-to-date, relying on 911 backup in the event of an
emergency. And then there are the cost-saving measures that people may not predict.
That same respondent recalled a visit made several years ago to a freestanding surgery
center run by a plastic surgeon. The office used the same model dishwasher the visitor
had at home to clean their surgical instruments. “And | knew how my dishwasher cleans
my glasses. There' saways afilm on them,” the interviewee said with atouch of horror.

The field may have to take other steps to insure provider competence and
compliance. Mal practice insurance could provide one opportunity for the system to
persuade practitioners to adhere to standards, one respondent offered. If insurers withheld
this benefit from doctors who do not meet certain standards in their office — including
staffing it with qualified personnel —“then you have lot more teeth in ensuring patient
safety,” this respondent said. But the most frequently mentioned way to regulate quality
was accreditation.

VI. ACCREDITATION

Currently, anumber of organizations offer accreditation for doctor’ s offices and
ambulatory surgery centers, among them the American Association for Accreditation of
Ambulatory Surgery Facilities, the Accreditation Association for Ambulatory Health
Care, the Institute for Medical Quality, and the Joint Commission on the Accreditation of
Health Care Organizations. A number of states, including Connecticut, North Carolina,
New Y ork, Pennsylvania, Florida, and California, require accreditation from either an
outside organization or the state in order to perform certain procedures.’® Some
professional organizations also urge members to seek accreditation. At present, about 75

percent of the membership of the American Academy of Cosmetic Surgery worksin
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accredited facilities; academy officials hope to bring that number to 100 percent, said one
respondent.

Still, accreditation has been slow to catch on, especially for doctors operating out
of their own offices. The American Association for Accreditation of Ambulatory Surgery
Facilities has accredited only about 625 surgery centers with another 50 going through
the process.’ Of the more than 1,400 facilities accredited by the Accreditation
Association for Ambulatory Health Care, only about 200 are office surgical facilities,
said one interviewee. The current thinking among surgeons and physicians today is that
it's “not damning for afacility not to be accredited.”

Why to accredit. The push for accreditation in this arena differslittle from the
push to accredit churches, daycare centers, and a host of other sites, advocates note.
Those involved with accreditation stress that the process is not about punitive measures
but about quality improvement. “We go in there as friends and colleagues rather than
someone that wants to slam them,” said one respondent familiar with the AAAHC.
Advocates of accreditation — and there are many of them — stress the importance of
accreditation as a source of data as well as a means of improving patient safety. One
interviewee who went through accreditation successfully admitted that until the survey
visit, he thought everything was fine. Then he realized that he needed to update his crash
cart and work out atransfer agreement with alocal hospital.

While accrediting every healthcare facility performing outpatient surgery might
seem a Herculean task, experts assure that it could be done. A few years ago, California
offered atest of that theory when its legislators passed a bill requiring all facilities that
use any anesthesia beside local and peripheral nerve blocks display up-to-date
accreditation certificates. Hundreds of applications for accreditation flowed through the
AAAHC.

Accreditation also appeals to some as it seems a reasonable way to stave off calls
for greater external regulation of these facilities. Many participants say they approve the
current situation where the decision to seek accreditation rests with the physician.
However, as the numbers suggest, some may need some prodding to opt for the process.
And that prodding may eventually have to come from either atacit threat of federal

oversight or patient pressure. “1f | stand up and tell all my colleagues they must be
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accredited, they’ re going to run me out of the room. But if regulation is on the horizon it
really adds to the motivation to seek accreditation,” said a provider involved with an
accrediting organization.

Universal accreditation? Participants point out that there are valid reasons that
physicians have not embraced accreditation for outpatient facilities wholeheartedly. Some
doctors may not see their practices as sufficiently complicated to warrant the need for
accreditation. “Where are the boundaries for this? Y ou could draw them tightly or you
could draw them broadly,” asked one respondent. Others suggest that the best form of
accreditation will have some flexibility. “ Accreditation needsto be practical. It can’'t be a
one sizefitsall,” said another respondent. Too much regulation could halt progress. Ten
years ago, for instance, laproscopic procedures would only have been done on an
inpatient basis. Now, many are done in doctor’ s offices. “Y ou have to be real careful that
you don’t build the system so tight that things can never move,” said another respondent.

In addition, accreditation may not be as easy for some doctors as for others. First,
there is the cost, which may be deemed too high for struggling practices. The choiceto
seek accreditation may mean a decision not to purchase state of the art technology. In
addition, the process requires hours that the doctor would otherwise be spending
performing billable procedures. “If I'm alittle guy out in the country, I'd loveto be
accredited, but every hour | give up ismoney | can’'t use to buy better equipment and my
patients are not asking for accreditation, they’re asking for equipment,” said one
respondent.

Others grumble that accreditation is little more than a waste of time, forcing
doctors to devote hoursto paperwork and doing little to improve patient care. “ There'san
awful lot of money being wasted on aworld on paper that has no connection to the world
inreality,” said one doctor. For some doctors, accreditation just might not be practical,
says one doctor who works with an accrediting body but concedes that he would not
advocate it for everyone. Physicians who perform less complex procedures may have no
need for accreditation, he said. “There’' s no evidence that if we required everyone to
become accredited we would have higher quality care. It would be foolhardy to advocate
universal accreditation,” he said.

Problemswith accreditation. Accreditation alone will not be a panacea, many
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participants note. For starters, respondents say, it’s critical to make sure that al the
accreditation programs are equally rigorous. Ideally, note others, these programs should
also be uniform across the board. The recent example of the governments’ attempts to
regulate ambulatory surgery centers suggests, too, how easy it can be to slip up with
regulation.

Recently, the federal government conducted a survey of state certification of
ambulatory surgery centers, required in order for the facility to bill under Medicare. Ina
report published in February, the Office of the Inspector General of the Department of
Health and Human services found that while ASCs are supposed to be surveyed every
three years, nearly athird had not been recertified in more than five years.'® More than
130 went ten years without a survey visit. With limited resources, state agencies tended
to focus more on the initial survey than no ensuring continued compliance, afederal
report found. The report recommended that the government should update its conditions
of coverage and ensure that state agencies do a better job of overseeing the ASCs.™

There are other pitfalls. One respondent called “afarce” survey visits that inform
doctorsin advance of their arrival time. Considered professional courtesy, this practice
may in fact contribute to the high pass rate among many of the nation’s accrediting
bodies. More than half the facilities that apply for accreditation from the AAAHC
achieve athree-year certification on their first try, said one respondent familiar with the
procedure. Now, the organization is contemplating more unannounced visits. “It puts a
little more pressure on the organization but that raises the quality of care. It's closer to
what you would want as a prospective patient, but it’s hard to be ready al the time,” said
one respondent of unscheduled surveys.

Finally, no matter how good the accreditation process, the potential exists for
facilities to backslide once they have their accreditation in hand, note some. In some
instances it may not be malevolence but mere carelessness — and human error, one
interviewee pointed out. “Although the accrediting bodies have elevated standards of
care that doesn’t ensure safety because they’ re only there a couple of days out of the
cycle,” said one respondent. “ It s trying to stop people from speeding. If thereisn’t a cop
around we' re pushing the pedal.”
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VII. PATIENT EDUCATION

Experts from al walks of the ambulatory surgery community agree that more needs
to be done in the area of educating patients to be informed consumers. Many patients may
see an officein amedical office building and assume because the adjoining hospital is
accredited, the officeisaswell. Similarly, laypeople may blithely assume that procedures
done in the outpatient setting inherently carry no risk, afalse conclusion to draw.
“Somebody told me along time ago that there might be a minor procedure, but there’ s no
minor anesthetic,” said one respondent, debunking this commonly held belief. Still,
patients may assume that because a procedure is done on an outpatient basis under
genera anesthesig, it carries significantly less risk than a procedure done with the same
type of anesthesiain the hospital.

Participants say that patients should be better versed in what questions to ask —
from whether afacility is accredited to how its staff are credentialed — and not hesitate to
ask before choosing a site. “ At times people pay more attention to checking a cleaning
service for their home than they do in checking out ambulatory settings,” said one
respondent. In an effort to address this situation, another respondent — borrowing from
the informed consent model — proposed requiring doctors to give patients an affidavit,
stating honestly their qualifications to perform the procedure and not moving forward
until the patient signsiit.

Health care professionals may also assume a general level of competence and
understanding among the patient population that does not exist. It’s not just that patients
may not know how to file areport of an adverse event, notes one respondent. It’'s also
that patients may not even understand when such an error occurs. They may aso not
understand the role that they can play in ensuring their own safety. The patient who
smokes or has heart failure and fails to inform his physician of that fact puts himself at
risk. “In most casesit’s not the actual procedure that someone has died from,” says
someone involved with the ambulatory surgery field. “It’ sthat they failed to inform the
doctor that they smoke and have possible lung disease. Our education goal isto stressto
any patient that thisis part of patient safety.”

Insurer Education. A corollary to patient education, say some practitioners, lies
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in insurer education. Awed by the cost-saving powers of ambulatory surgery, insurers
have been very eager to embrace this type of care. Often, say some, they have been too
eager. About four years ago, alarge insurance company decided that they would save
money by requiring certain procedures to be done on an outpatient rather than inpatient
basis. In an effort to encourage doctors to persuade patients to have this done outpatient,
the insurance company offered an economic incentive.

But the specialists took one look at the list of proposed procedures and started to
howl. “It was ludicrous. They had things in there that no way should be done,” said one
doctor on the front lines of the debate. “This thing raised a hue and cry, and eventually
they backed off.” While the proposals did not become standard practice, the incident
endured in the minds of at least this practitioner as an example of the siren call of
outpatient surgery. Many respondents agree that it will be critical to share whatever data
is gathered on ambulatory surgery with insurance companies who may have amajor role

to play in improving patient safety.

VIlII. SUMMARY

How safeis surgery in the office setting for patients? Not one of the respondents
felt that he or she could answer that question completely. Within the answer to that
guestion and the others that it prompts, say many, lie avenues to improving patient safety.
That said, some believeit’s possible at this juncture to start to sketch at |east atemporary
road map for the future. Closer regulation and or accreditation may ensure more
consistent and higher quality practices. And patient and insurer education can serve as a
driver, prodding the field to improve standards.

This report highlights series of questions on patient safety. No easy answers

exist; however, some critical areas crop up repeatedly:

» Many respondents say the field of ambulatory surgery needs clarified standards —
be they standards of how to practice or who should practice.
* Many also agree that closer regulation of those who perform office-based surgery

could enhance patient safety.
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» Almost all see accreditation as at least a partial solution to ensuring that doctors
adhere to standards.

* Patient education could serve as aform of “soft” regulation, using the market to put
pressure on doctors who do not meet minimum standards.

* Better data collection techniques will help experts make more specific

recommendations about the safest practice guidelines.

Page 18



NOTES:

! Marcida Dodson. “Surgeon in Fatal Liposuction Case Defends Actions; Medicine,” Los Angeles Times,
October 21, 1997, B1 and Marcida Dodson, “No Criminal Charges for Matory, Hoo,” Los Angeles Times,
December 24, 1997, B6.

2 Associated Press. “Study reveals 34 plastic surgery deathsin Florida since 1986,” November 29, 1998.

3 Office of Inspector General, Department of Health and Human Services. “Quality Oversight of
Ambulatory Surgical Centers: A System in Neglect,” February 2002.

* Linda Kohn, Janet Corrigan, and Molla Donaldson, editors. “To Err Is Human: Building a Safer Health
System,” Institute of Medicine, 2000.

® Office of Inspector General, Department of Health and Human Services. “Quality Oversight of
Ambulatory Surgical Centers: The Role of Certification and Accreditation,” February 2002.

® “Office-Based Anesthesia and Surgery,” patient brochure of the American Society of Anesthesiologists,
2001.

" Office of Inspector General, Department of Health and Human Services. “Quality Oversight of
Ambulatory Surgical Centers: A System in Neglect.” Feb. 2002. Office of Inspector General, Department
of Health and Human Services. “Quality Oversight of Ambulatory Surgical Centers: The Role of
Certification and Accreditation,” February 2002.

8 Coldiron, B. “Patient injuries from surgical procedures performed in medical offices.” JAMA 2001 May
23; 285 (20): 2582.

® Federation of State Medical Boards. Draft Report of the Special Committee on Outpatient (Office-Based)
Surgery.

19 Morello DC, Colon GA, Fredericks S, Iverson RE, Singer R. “Patient safety in accredited office surgical
facilities,” Plastic Reconstructve Surgery 1997 May; 99(6): 1496-500.

" Richard Jerome. “A Body to Die For,” People Magazine, Oct. 30, 2000.

12 Grazer, Fm, de Jong, Rh. “Fatal outcomes from liposuction: census survey of cosmetic surgeons.” Plastic
Reconstructive Surgery 2000 Jan; 105 (1): 436-446.

13 Studdert, DM, Brennan, TA. “No-fault compensation for medical injuries: the prospect for error
prevention.” JAMA, 2001, July 11; 286 (2): 217-223.

14 American Association for the Accreditation of Surgical Facilities website.

1> Federation of State Medical Boards. Draft Report of the Special Committee on Outpatient (Office-Based)
Surgery.

16 Accreditation Association for Ambulatory Health Care website.

¥ American Association for the Accreditation of Surgery Facilities website.

18 Office of Inspector General, Department of Health and Human Services. “Quality Oversight of
Ambulatory Surgical Centers: A System in Neglect.” Feb. 2002

19 Office of Inspector General, Department of Health and Human Services. “Quality Oversight of
Ambulatory Surgical Centers: The Role of Certification and Accreditation,” February 2002.

Page 19



List of Respondents

Dale Austin
CEO
Federation of State Medica Boards

John P. Burke
LDS Hospital
Department of Clinical Epidemiology

Paul Collicott
Director, Division of Patient Services
American College of Surgeons

Richard Geline
American Academy of Orthopedic Surgeons

William Hanke
Accreditation Association for Ambulatory Health Care

Stephen Hopping
Cosmetic Surgery Foundation

Jeanne Hoferer
Federation of State Medica Boards

Jeff Knezovich
Executive Vice President
American Academy of Cosmetic Surgery

Becky Martins
NPSF Patient and Family Advisory Council

Jan Migon
American Association of Nurse Anesthestists

Rebecca Patton
Treasurer
American Nurses Association

Rebecca Twersky
American Society of Anesthesiologists

Duane Whitaker
American Academy of Dermatology

Page 20



APPENDIX C |

Clarification of Challenges



Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

Triggering Question:
"In light of the issues presented in the ASOS Discussion Paper, what challenges do we
anticipate the community of stakeholderswill face in improving patient safety in ASOS?"

(1-Set A) CREATE A VALUE AND ACCEPTANCE OF RECOMMENDED STANDARDS
THAT ALL HEALTH CARE WORKERSWOULD EMBRACE IN THEIR DAILY WORK
There are many standards and recommendations, but for the most part employees from the
professional physician on down are not familiar with them until they are in trouble. When they are
in trouble, they go looking for standards. There's a lot of information that will help us address
patient safety, but employees are not necessarily aware of the standards that exist. Valueis a culture
thing. We work in environments in which standards exist, but people don’t value them until they
need them. Standards are something that people should embrace and make part of their daily lives.

(2- Set A) DIFFERING VIEWS OF THE ROLE OF EXTERNAL ACCREDITATION VS,
PROFESSIONALISM TO DRIVE IMPROVEMENT

If the professional teams enact their internal obligations to do no harm, then the pressure for
external regulation will be less.

Comment: there is no conflict between professionalism and regulation.

Response: we need to coordinate external and internal accounting. We have not formulated the
differences between professional improvement and external accreditation.

Comment: professionalism, accreditation, and reporting are separ ate issues

(3-Set A) VALUING PATIENT SAFETY ABOVE ECONOMICS

Patient safety will cost money and thisis a recognition of that fact, but that our overarching value
will be towards patient safety even at expense.

(4-Set A) INSUFFICIENT DATA FOR BOTH WHAT ISAPPROPRIATE AND WHAT IS
BEING DONE

There are several levels of professionalism. A lot of that isleft up to the provider. It would be
helpful for providersto know what is presently expected

(5-Set A) HOW DO WE EFFECTIVELY OBTAIN THAT DATA WITHOUT CAUSING
FEAR AMONGST THE MEDICAL COMMUNITY

That’s basically a problem and a problem in hospitals too of near hits and near misses: How do we
effectively report data, what happensto the data once it’s reported. Does it get out into the
sensationalism of media reporting. That's a basic fear we have. When pilots have trouble with their
plane, they report it, but they’ re not punished. We need some effective way to do that.

(6-Set A) HOW DO YOU DEFINE WHAT PROCEDURES NEED REGULATIONS

How provide regulations for different levels of procedures in different settings without increasing
regulations to immense amounts.

(7-Set A) TOIMPROVE THE ACCREDITATION PERCENTAGE OF AMBULATORY
AND OFFICE BASED UNITS

Thismay be a“ no-brainer.”” While everyone'sin favor of this, it’s important because even though
we will never get all units accredited, this has the ability to potentially raise the bar. It's not a
complete guarantee that all areas are safe, but | think it's a * Good Housekeeping seal of approval”
that they’ ve reached a certain standard.
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(8-Set A) ANTICIPATE DIFFICULTIESIN INCENTIVIZING PRACTITIONERSTO
ENGAGE IN THE PROCESS

Various players all have reasons for doing things. It would be good to motivate all of themto do the
right things.

Q: What is the difference between professional and financial incentives.

A: | make no distinction between values of different incentives.

(9-Set A) HOW TO DEFINE LIMITATION OR SCOPE OF " OFFICE BASED"
SURGERY ASOPPOSED TO AMBULATORY SURGERY CENTER

Thiswill help give us more focus and put some boundaries on the discussion. The scope ranges from
inpatient in the hospital to outpatient work done in hospital to the ASC, which is basically the
operating room moved into a different location. Thisisraised just to try to keep us focused to what
we' re talking about because it’ s kind of easy to dlip almost indelibly from one setting to another.

(10- Set A) ENSURE THAT INAPPROPRIATE AND UNREASONABLE REGULATION
(MANDATORY REGULATION) OF OFFICE BASED SURGERY ISNOT ENACTED

Over regulation isa major threat to our work increasing paper work and compromising patient
care. We advocate voluntary standards based on evidence. Such standards would receive support
and compliance.

Comment: If you were to take a voluntary stance, which of the multitudes would follow it.

Answer: It needs to be cross-disciplinary. It needsto be consensus-based.

Comment: If the regulations were reasonable, people would gladly follow them. Unreasonable
regulation is of course not appropriate.

Answer: Regulation iswhat is forced upon us and we do not want that.

Q: What isyour definition of unreasonable regulation?

A: An exampleisregulations that require hospital credentialing in an ambulatory setting.

Q: 2issues: reasonable and unreasonable. Financial reasonableness, mandatory vs. voluntary.
A: There are multiple dimensions. Voluntary and cross-disciplinary issues. Comment: Hospitals do
not want responsibility to credential non-hospital-based personnel. That isa good comment.
Comment: Voluntary regulation seems to be an oxymoron.

A: Voluntary guidelines.

Comment we are beginning to be hung up in credentialing. | do not know the mechanism for
credentialing for outpatient. Missouri and Connecticut have mandated credentialing, but have not
specified therules. The future will be specialized state boards enacting regulations..

Comment: We have no office-based credentialing and hospitals may refuse follow up privileges
because the practitioner has not performed that procedure in that hospital.

(11- Set A) NEED FOR COLLECTION AND PUBLICATION OF DATA RELATINGTO
ASOS

What minimal data availableis not very well-known. Many different groups and societies do studies
internally and people outside these organizations are not awar e of that. We need more studies and
better dissemination of the results of those studies. But somebody’ s got to fund those studies, which
means that we then need to incentivize a reason for funding those. Also, with a lot of different
groups looking at this, including 17 different states and numerous specialty societies, it seems as
though they’ re spending time, energy, and money for the same thing. How many people does it take
to invent the wheel? How much necessary resources are being spent on duplicative efforts?
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(12 - Set A) INSUFFICIENT NUMBER OF EDUCATED CONSUMERS MAKING
DISCRIMINATING CHOICE RELATED TO PATIENT SAFETY IN PROVIDER
CHOICES

Thereisa fair amount of data already available to the public. WWhen consumers decide to have a
procedure, they often do not take this data into account.

Q: Isthe data out there? A: The data sets exist, but they are not readily available. Comment:
Consumers are often not aware of problems of patient safety. The consumer often acts on blind faith
in their provider.

Q Would you include facilitating patients to get a second opinion?

A That would be good to include in this challenge.

Comment; your focus on making a discriminating choice, how about providing choices.

A The challenge was originally made on providing choices between providers.

(13- Set A) CONFLICT AMONG SPECIALTY SOCIETIESIN CERTIFICATION AND
TRAINING AND SETTING STANDARDS FOR QUALITY

The issue here is who does the training, who receives the training, and how it can be adequately
achieved. The conflict among specialty societies needs to be resolved and this needsto be donein a
collegial, collaborative way. Tensions do exist and we need to be awar e of them and make sure that
they are handled in a way that triesto bridge these gaps.

An example is the residency program where a conflict between the plastic surgeons and head
neck surgeons erupted over who should do facio-plastic procedures. There was a great schism and
the head and neck surgery staff all resigned and residency program was closed issue. The conflict
was that plastic surgeons didn’t want to give up patients for residents in competing specialties to be
trained. This gets to the basic point of what isit that one learns in residency and how does that get
trandlated into practice.

Comment: The issue hereisthe question of what a threshold number should be. Some
professional societies have focused on that in the past, but they have backed off on that. So that’s
going to be a challenge, determining not just the numbers, but the technical and cognitive abilities
that people have in any practice or training program. There's a heterogeneity of people.

Question: Can the hospital vs. outpatient surgery almost serve as a proxy for this? Say, if
specialty x does all their work in the hospital and specialty y doesit as an outpatient? Then, the
conflict between the specialtiesis played out as a proxy between the hospital and outpatient setting.

Response: To some extent it is, though | think this can happen anywhere, But | do agree that
some specialties can do more in one setting than another.

Question: Do you make a distinction between board certification and credentialing? Answer:
The two are not necessarily synonymous. One can be credentialed to do a practice and be board-
certified by two different boards.

Question: Does your specialty have an affect on who you hire in your office? That depends to
some extent on the specialty because so many people are a product of training. But my answer
would be not necessarily.
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(14 - Set A) ENACTING ACCREDITATION/REGULATION WHEN THERE IS
RESISTANCE

Thisrelates to number 10. Therewill be difficulty in enforcing regulation when everybody is not
happy about it. The resistance can be voluntary vs. regulation. In NY state, medical community
wel comed guidelines but resisted regulations. Comment resistance comes from multiple
stakeholders. Emotional, intellectual, financial, value, also. Comment; the regulatory agencies
themselves may be resistant to regulation because of staff limitations.

(15- Set A) RESISTANCE TO CHANGE AND DENIAL THAT PROBLEMSEXIST

It's a comment on human nature that we encounter all the time as an accrediting agency. Most
physicians and their staffs feel they do things correctly and there’ s no need to change. You need to
have data that shows reasons for doing things, why there may be problems, and why there are
reasons for patient safety to do things better to earn accreditation.

(16 - Set A) ENSURING THAT PATIENTSRECEIVE THE SAME QUALITY OF
PERIANESTHESIA CARE ASPATIENTSIN A TRADITIONAL ASC OR HOSPITAL
SETTING

Patients should receive the same standards of care wherever they receive anesthesia regardless of
the setting where thesereceive. Q Any care? A retain perianesthesia.

(17 - Set A) TO DETERMINE BOUNDARIES FOR THE TYPES OF PROCEDURES
PERFORMED IN HOSPITALSOR ASC OR DOCTORS OFFICES

Basically there slittle regulation for physicians on what procedures are being done in offices and
there should be some boundaries. Some physicians take it upon themselves to say, well | can do this
in office so I’mgoing to but there's higher risk factors associated with that.

(18- Set A) CHALLENGESTO IMPROVE DATA COLLECTION ON THE ASSESSMENT
OF PATIENT OUTCOMES

Thereis an incomplete recording of what happens after office procedures.

(19- Set A) HOW TO COLLECT REPRESENTATIVE, MEANINGFUL AND ACCURATE
DATA

The need is obvious. The question is how to get at it. Data to be useful has to be representative,
meaningful and accurate. But how do you ultimately get at that That’s a challenge. Do you use
voluntary or mandatory reporting or some spy system. Possible models for doing this may come
from a database on endoscopies or the state of Florida’'s recent requirement that all mandatory
incidents be reported. In terms of who should have access to this data, data is data and all groups
should be able to use it. When data is out there in the public domain, it's available to anyone. One
of the concerns, however, is that thiswill tie into the confidentiality issue, for how you’re going to
use the data will impact how you collect. The question of confidentiality is something that we will
addressin Clarification #29.
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(20- Set A) PERCEPTION THAT PATIENTSARE SAFER IN THE HOSPITAL SETTING
ISPROBABLY NOT TRUE

The challenge with media hype, if something happens in outpatient setting it makes the news. When
it happensin a hospital, it is swept under the rug. Difficulties multiply when patients are moved
fromfacility to facility. Comment: We do not have statistics one way or another. We need data.
Comment: a published paper found lower morbidity out patient than hospital.

Comment: its survey, retrospective and therefore has a bias.

A: | stand by my statement

(21 - Set A) NURSING AND ANESTHESIA PROVIDER SHORTAGES

Two of the big issuesin terms of patient safety are the quality of nursing and anesthesia care. These
shortages may mean that practices in some areas may have difficult finding staff or the shortages
may drive up the cost, making it more likely that they will not have adequate nursing or anesthesia
care. Therefore, surgeons may go out and do a procedure without adequate background. Rather
than hiring a registered nurse, some surgeons may hire someone with no medical training and teach
them whatever they need to know.

Those situations are more likely to occur the harder and more expensiveit isto hire someoneto
assist them.

(22 - Set A) DIFFERING VIEWSABOUT THE NEED TO HAVE EDUCATED / LICENSED
STAFF IN OFFICE SETTINGS

Hiring staff vs. utilizing existing staff with OJT. Unprofessional staff may have technical ability but
not have context, professional values. We need to look at differing views.

Comment: Some of thisisregulated in what and RN, LPN, or others can do. Doesthis help answer
your challenge? Are these regulations useful in answering this challenge?
A: It varies state to state, so in fact this does not help.

Q: Educated or certified?
A: More of a formal education background. Provide a reason why something is being administered.
Comment: Licensure requirements vary across states and multiple dimensions: different kinds of
staff, who they report to, and the setting. Isthere a data base somewhere that relates this various
states? What stops me from doing whatever | want other than my professional ethics?
A: A national registry isforming. Issues of patient safety can come up with uncertified personnel.

(23-Set A) LACK OF AN OVERARCHING ORGANIZING "ENTITY"

Health professionals currently work in something called a hospital and | consider that to be an
overarching organizing entity that can facilitate credentialing and other oversight activities relating
to accreditation. There is no overarching entity that you can conceive of currently that provides the
same sort of role for the office setting. Healthcare professionals in the hospital setting work within
the organization, which surrounds the individual practitioner. There's a framework for the
professionalsto work in.

The framework for the individual solo practitioner isjust himor her. That'sa challenge we
have to face because if each individual practitioner has to solve this problem by himself it becomes
impossible.

With the hospital, there’ s a governing body and the organization that the governing body putsin
place. The professional does not work in a vacuum.

Comment: Every state has a state medical board. Response: But the state medical board is not
analogous to a hospital.
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

Question: | seethis as being about the lack of an organizing entity for non-hospital privileging.
Response: It’'s on the mark, but I’ m dealing with something more than just privileging. It's
privileging and accreditation, but | think we will have to deal with both issues.

Comment: There are two national accreditation bodies. Response: The AAAAHC, AAAHC, and
Joint Commission hopefully have the ability to approve good facilities, but they do very little
towards the credentialing of individuals in the unit. We need to improve the credentialing process of
individuals in those units.

(24 -Set A) HOW TO COMMUNICATE TO THE COMMUNITIESAT LARGE BEST
PRACTICES

My concept isto communicate those things that have been studied and that work to everybody.
Q: Do you indicate as entities also to the people who perform the procedures. A: Practitioners not
just entities need access.

(25- Set A) ASSESSING EDUCATION AND EVALUATING COMPETENCY OF
PROVIDERS

We're trying to address two things here: Making sure the people involved in the care of patients are
educated and trained and there’'s ongoing evaluation to make sure that they are competent and
continuing to practice competently.

(26 - Set A) HOW DO WE CREATE A STANDARD OF CARE THAT ISNOT
OVERBURDENING WITH REAMS OF PAPER AND ONE THAT ISREASONABLY
EFFECTIVE

Regulations provide better care, but they sometimes detract from patient service. The standard of
careis higher when assessors are there.

(27 - Set A) ENSURING THAT THE AMBULATORY SURGICAL TEAM ISWELL
TRAINED TO RECOGNIZE AND RESPOND TO ANY SITUATION OF OVERSEDATION
OR OTHER COMPLICATIONSINA TIMELY AND COMPETENT FASHION

We have a heterogeneous group of practitioners. Some of us here use sedation, deep sedation, and
general anesthesia. It’simportant for people to realize that sedation is a continuum and patients
may go into deeper levels of anesthesia and you may be called upon to reverse those effects. It's
important to be appropriately trained to deal with that and recognize it in an appropriate fashion.

Question: Who would determine if team is well trained? Are you talking about mandatory
ACLS? It depends a ot on the realm of sedation. Any time you’ re dealing with moderate or deep
sedation, you' re going to run the risk of going into deeper sedation. You need to have someonein
the roomwho's ACLS-certified and to have equipment in room to reverse the situation. On the
guestion of how to accredit or train, | would have to refer to the ASA guidelines. As| said, | believe
the deeper you go into sedation, especially out of the hands of anesthesiologist, the more
gualifications you’ re going to need.

Question: In my institution in the department of anesthesia, anyone in the hospital must be
trained satisfactorily to take care of the next higher level to ensure safety. Isthat one way to do
that? Response: In theory yes, but you can’t guarantee that you’ re not going to go the next two
levels.

Comment: The AORN has recommended practices as far as being involved as non-anesthesia
provider and it is recommended to have ACLS and to be able to rescue and also to have emergency
provider that can come in and provide anesthesia care at that time. For an office setting, that’s
something we would have to ook at.
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(28 - Set A) APPROPRIATE STAFFING WITH CREDENTIALED PROVIDERS

Credentialing, licensing, etc. Anesthesiologist in the office. ACLScertified? Pediatric certified?
Comment: New regulations require ACLS nurse in operational setting

(29 - Set A) OVERCOMING INERTIA AND FEAR IN THE MEDICAL COMMUNITY TO
THE VALUE FOR THIS EFFORT

Thisrelates back to 11 and 19. This challenge has two words, inertia and fear. The first oneis
somewhat easier to deal with. In the medical community, there’s some inertia about patient safety:
What does it mean, so to make whole discussion relevant is a challenge in itself. But on top of that
there’sareal fear factor. Ever since the IOM report came out, the immediate response from the
medical community has been, Oh my goodness that’ s going to generate lawsuits.

Troy Brennan’ s work supports the idea that any effort to develop mandatory reporting must be
accompanied by corresponding protection. Without that, you' re asking for nothing but incomplete,
irrelevant, and very scanty data. You must talk about protecting the information to the same level
that the whole peer process enjoys.

Comment: The fear factor you're talking about is the fear factor that is precipitated by
external reporting. How do you feel about the notion of taking external reporting off the table and
dealing only with internal improvement activity within the physician’s office? Response: | haven't
considered it without external reporting, because the whole basis of the IOM report is to collect
data. Without assembling reports, how do you collect data?

Question: What exactly is the fear in the medical community? Answer: The fear is that when it
getsreported and the data enters the bureaucracy and it’s public knowledge, it’s available for
anybody that chooses to use it whichever way they wish. The fear isthiswill generate not just safety
education but medical malpractice. All you're doing is discovery work for thetrial lawyers and
that’s a huge factor.

Comment: It till goes back to the question of whether your intent isto gather data for the use
of individual physicians or facilities or to do systemimprovement. It’s one type of data as opposed
to collection for other purposes where the confidentiality issue takes on a whole aura.

Response: The whole idea is for educational purposes within ourselves, but if the data isin the
public domain, you have no limits. The question is how do you report it so it stays in medicine and
does not get into other areas.

Comment: In a perfect world, you could keep this just for educational purposes and improve
patient safety but once this data is obtained, it is going to fall into the hands of external sources.

(30- Set A) CREDENTIALING BASED ON PROVEN AND CONTINUED COMPETENCE
WITHOUT PREJUDICE

The intention is that many patients are driven into outpatient settings because they can not afford
hospital settings. All the practitioners should be trained qualified and assessed by a blue ribbon
board. Peoplewho are licensed should not be certified if they have not kept current.

Q: Certain people are not allowed to practice, but would be allowed if their body of work were
considered. Comment: For a small private practice surgery, it is very difficult to follow guidelines.

(31-Set A) LACK OF STANDARDIZATION IN DEFINING A BASIC LEVEL OF
CREDENTIALING AND PRIVILEGING OF THOSE DESIRING TO PERFORM OFFICE
BASED SURGERY

Think this has pretty much been discussed already. Think it dovetails into #30.
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(32-Set A) LACK OF PATIENT SAFETY EDUCATION AND VALUESIN NURSING
AND MEDICAL SCHOOLS

We are discussing changing culture. We are thinking about the fact that we are not perfect and
need to deal with the what-ifs. We need interpersonal training to deal with these.

Comment: We also have to do a better job in patient education and informed consent. These issues
need to be included in medical schools.

A: | agree. This broadens my concerns.

Comment: Medical courses are starting to use simulators to discuss these issues.

(33-Set A) CONFLICT BETWEEN ORGANIZATIONSTHAT WOULD CLAIM
AUTHORITY IN ACCREDITATION OF AMBULATORY SURGERY

In the room today we have representatives from several organizations that would accredit
ambulatory surgery. The issue here is who sets that Good Housekeeping seal of approval. There are
financial incentives for organizationsto get in lineto do this. There are turf issues, prestige issues —
people would like to be the accreditor. Then there are issues for physicians, who do you go to to be
your accreditor.

Comment: | have studied all three of the major agencies, JCAHO, AAAAHC, AAAHC. One thing
| have done isto point out the similarities. There are gross similarities between all three. The basic
bottom line is the health and safety of patients. Some differences are who gets accredited. One will
not accredit podiatrists and some will not accredit facilities based on other factors. It's good we
have three different organizations doing this, but the basic concepts of all three are very similar.

Comment: | represent the largest outpatient accrediting body and we go across the specialties. |
think competition is healthy and we all learn from each other.

(34-Set A) DIFFICULTY IN REPORTING NEAR MISSES AND/OR INCIDENTS FROM
WHICH WE CAN LEARN ABOUT SAFETY

If we focus on safety, one anecdotal report does not make a regulation. If we are proactive we will
look at near misses and incidents.

Comment: | am not confident that we can in the near term make progressin thisarea. In a hospital,
near misses are reported at least on alocal basis.

Q: Areyou confident in the way that sentinel events are being reported.

A Sentinel eventsin out-patient setting are not being reported. Thereisalot to be learned from
near misses.

Comment: ACRS set up a conference on this issue and considered how to report this and share
information

Comment: It would also be useful to collect data in a hospital setting.

Comment: In office-based surgery for accredited agencies, peer-review is an absolute necessity.

(35-Set A) EVOLVING HEALTHCARE ENVIRONMENT WHICH REQUIRES
CONTINUAL REASSESSMENT

The healthcare environment is changing rapidly so any system has to have an ongoing mechanism
for continuing assessment to stay current. Sandards devel oped at one period of time often don’t
make sense five years later
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(36 - Set A) DEVELOPING AN APPRECIATION AND UNDERSTANDING OF EACH
DISCIPLINE'SROLESIN PROMOTING SAFE, QUALITY PATIENT CARE

Thisis a team effort and we need to appreciate what each of us do in the operating session

(37-Set A) DEVELOPING A MULTIDISCIPLINARY ORGANIZATION TO OVERSEE
THE ACCREDITATION PROCESS

A lot of this has been touched upon. In different procedures you’ re going to have nurses,
anesthetists, and different physicians and to get one group to over see this entire procedure is going
to be difficult at best.

(38-Set A) PATIENT EDUCATION INCLUDING PATIENT PROVIDER
COMMUNICATIONS

Shared and open communication.

Q: Would you define patient and provider

A: People who need services and those who give them. People should be informed of what is going
on.

(39- Set A) ENFORCING THE AGREED UPON SET CRITERIA

It"s wonderful to set up these policies, but | think the major trouble that I've seen in the pastin a
similar situations is that enforcing is perhaps too strong. We need to lead by example, to influence
people, so these agreed-upon policies are followed in a voluntary manner rather than to have them
be enforced by the gover nment.

(40 - Set A) LACK OF CONCORDANCE BETWEEN SAFETY, QUALITY AND COST

We have not talked much about the interdisciplinary costs involved. Are we putting more effort into
a patient visit than there is time/money to do it. Comment: In Illinois all these three were legislated
in an unreal manner. Q: How can a one-man/woman office can afford the standards that
anesthesiologists might expect?

(41 - Set A) CONFLICT BETWEEN SPECIALTIES, | .E. TURF WARS

A challenge for usas a group in trying to come to any kind of consensusis giving up some of our
protective mechanisms for our various specialties, i.e. turf wars. A big problem over time has been
various specialties thinking that they are the only ones who can do what they do.

Question: Is this something specific to the office setting? Answer: | think this occurs across all
settings, but you often hear in the media, well he’s not qualified to do thisin a hospital but he's
doing it in the office. In credentialing and in other things, we have to get beyond some of our
prejudices.

Question: How do you recognize turf wars when considering clinical competencies? Answer :
Deciding competency cannot be totally based on your board certification. It can not be based on, |
did this other surgery forever, | should be able to do this. | think it’s going to have to be based on
training.

(42 - Set A) ENFORCING STANDARDSIN AN AREA WHERE ONE PERSON OFTEN
ACTSSUPREME WITH FEW CHECKSAND BALANCES

Much of the patient safety literature supposes that progress is made through policies and decision-
making procedures. These are difficult to implement in an outpatient setting.
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(43-Set A) CHANGING THE NEGATIVE FOCUSAND PERCEPTION PROVIDED BY
THE MEDIA IN PATIENT MORBIDITY AND MORTALITY RATHER THAN THE
OVERALL ABUNDANCE OF SAFETY

We hit on this before. We' ve done retrospective studies and we' re currently working on prospective
studies. But prospective studies don’t make good press. People didn’t die, they actually stayed alive,
which is not good press.

(44 - Set A) IDENTIFYING THE THRESHOLD OF STAKEHOLDERS THAT NEED TO
BE AT THE TABLE TO AFFECT ACTION

We lack some stakeholders: representatives of patients, insurance industry, etc.

(45- Set A) ENSURE THAT PATIENTSRECEIVE AT LEAST THE SAME QUALITY OF
CARE ASPATIENTSIN A HOSPITAL OR AN ASC SETTING

Overriding theme is that there should be a single standard of care, whether in office, ASC, or
hospital. Elaborates on #16.

(46 - Set A) LIMITED RESOURCESTO EDUCATE PROVIDERS ON STANDARDS AND
EXPECTATIONS

One contact that most providers have istheir regulatory boards. These board would be a logical
place for education initiatives.

(47 - Set A) ENSURING SUFFICIENT INFRASTRUCTURE
Goes beyond ensuring competency of providers, making sure there’ s appropriate equipment, the
facility’ sin order, making sure there’s community resources to transfer the patient if appropriate.

(48-Set A) INTHE NAME OF PATIENT SAFETY THE NEED TO WEED OUT THE BAD
APPLES

There are situations that hit the media. They have to do with the qualifications of those who arein
the office.

(49 - Set A) CONVINCE INSURERS THAT ASOSISNOT ALWAYSTHE BEST
BUSINESS

The point hereisthat there’ s a constant pressure by the insurance companies to reduce the overall
overhead cost. There can be many inappropriate incidences where patients are being discharged
too soon and sent home too soon. If there’ sincreasing complications with ASOS it’s necessarily
better business for the insurers not to always encourage that.

(50 - Set A) ACHIEVING OR DEVELOPING A CENTRAL CLEARINGHOUSE FOR THE
COLLATION OF ALREADY EXISTING DATA SOURCESON PATIENT SAFETY

There are existing proactive and retroactive studies being done and we should not reinvent the
Whesl.

Q: Are not the emphases on errors, not patient safety;,

A: No, | intend patient safety in the general sense.
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Table 1: Clarification of Challengesfor | mproving Patient Safety in ASOS

(51- Set A) LACK OF INFORMATION ON WHAT VARIOUS ORGANIZATIONS ARE
DOING TO IMPROVE PATIENT SAFETY IN ASOS

We' ve heard a lot of discussion this morning froma number of organizations about various
educational and other initiatives they're participating in. It's entirely possible that a ot of those
activities are functioning on a silo basis and we' re not lear ning from each other.

Comment: In the past, we' ve provided data from some of our studies. In one case the study was
poorly done, it was misrepresented, and misunder stood, and when it hit the press, it damaged us.
What we're trying to do now is being very analytic about it, making sure that we put out there really
should be out there,

Response: Thisis more focused on the question of education and other activities. It's a little
different than just data. It’s broader than that.

(52 - Set A) CHALLENGE FOR FINDING MONEYSTO PAY FOR THE CHANGESYOU
WANT TO IMPROVE SAFETY

How can one per son office based operation afford to pay necessary support staff?

(53-Set A) VALIDATE THE COST BENEFIT ANALYSISOF ADDITIONAL QUALITY-
SAFETY PROCEDURAL IMPLEMENTATION

The point hereis that once we come up with some of these ideas they should be looked at again to
see if we actually made our impact within a reasonable cost of practice.

(54 - Set A) LINK REIMBURSEMENT WITH SAFETY INITIATIVES

We are doing processes now that are not necessarily self-pay. We need to devel op mechanisms with
insurance companies around outcomes.
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Table 2: Classification of Challengesfor Improving Patient Safety in ASOS

CLUSTER #1: THE STRUCTURE

(Challenge- 2) DIFFERING VIEWS OF THE ROLE OF EXTERNAL ACCREDITATION VS.
PROFESSIONALISM TO DRIVE IMPROVEMENT

(Challenge - 23) LACK OF AN OVERARCHING ORGANIZING "ENTITY"

(Challenge - 44) IDENTIFYING THE THRESHOLD OF STAKEHOLDERS THAT NEED TO BE AT THE TABLE
TO AFFECT ACTION

(Challenge - 47) ENSURING SUFFICIENT INFRASTRUCTURE

CLUSTER #2: COSTS/BURDEN

(Challenge- 3) VALUING PATIENT SAFETY ABOVE ECONOMICS

(Challenge- 8) ANTICIPATE DIFFICULTIESIN INCENTIVIZING PRACTITIONERS TO ENGAGE IN THE
PROCESS

(Challenge - 10) ENSURE THAT INAPPROPRIATE AND UNREASONABLE REGULATION (MANDATORY
REGULATION) OF OFFICE BASED SURGERY ISNOT ENACTED

(Challenge - 26) HOW DO WE CREATE A STANDARD OF CARE THAT ISNOT OVERBURDENING WITH
REAMS OF PAPER AND ONE THAT ISREASONABLY EFFECTIVE

(Challenge - 40) LACK OF CONCORDANCE BETWEEN SAFETY, QUALITY AND COST
(Challenge—49) CONVINCE INSURERS THAT ASOSISNOT ALWAY S THE BEST BUSINESS

(Challenge - 52) CHALLENGE FOR FINDING MONEYSTO PAY FOR THE CHANGES YOU WANT TO
IMPROVE SAFETY

(Challenge - 54) LINK REIMBURSEMENT WITH SAFETY INITIATIVES

CLUSTER #3: DATA

(Challenge- 4) INSUFFICIENT DATA FOR BOTH WHAT IS APPROPRIATE AND WHAT ISBEING DONE

(Challenge-5) HOW DO WE EFFECTIVELY OBTAIN THAT DATA WITHOUT CAUSING FEAR AMONGST
THE MEDICAL COMMUNITY

(Challenge - 11) NEED FOR COLLECTION AND PUBLICATION OF DATA RELATING TO ASOS

(Challenge - 18) CHALLENGES TO IMPROVE DATA COLLECTION ON THE ASSESSMENT OF PATIENT
OUTCOMES

(Challenge - 19) HOW TO COLLECT REPRESENTATIVE, MEANINGFUL AND ACCURATE DATA

(Challenge - 34) DIFFICULTY IN REPORTING NEAR MISSES AND/OR INCIDENTS FROM WHICH WE CAN
LEARN ABOUT SAFETY

(Challenge - 50) ACHIEVING OR DEVELOPING A CENTRAL CLEARINGHOUSE FOR THE COLLATION OF
ALREADY EXISTING DATA SOURCES ON PATIENT SAFETY

(Challenge - 53) VALIDATE THE COST BENEFIT ANALY SISOF ADDITIONAL QUALITY-SAFETY
PROCEDURAL IMPLEMENTATION

CLUSTER #4: SCOPE

(Challenge- 6) HOW DO YOU DEFINE WHAT PROCEDURES NEED REGULATIONS
(Challenge-9) HOW TO DEFINE LIMITATION OR SCOPE OF "OFFICE BASED" SURGERY AS OPPOSED
TO AMBULATORY SURGERY CENTER

(Challenge - 17) TO DETERMINE BOUNDARIES FOR THE TYPES OF PROCEDURES PERFORMED IN
HOSPITALS OR ASC OR DOCTORS' OFFICES
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Table 2: Classification of Challengesfor Improving Patient Safety in ASOS

CLUSTER #5: PROFESSIONIAL RESISTANCE
(Challenge - 14) ENACTING ACCREDITATION / REGULATION WHEN THERE IS RESISTANCE
(Challenge - 15) RESISTANCE TO CHANGE AND DENIAL THAT PROBLEMS EXIST

(Challenge - 29) OVERCOMING INERTIA AND FEAR IN THE MEDICAL COMMUNITY TO THE VALUE FOR
THIS EFFORT

CLUSTER #6: CONSUMER KNOWLEDGE & PERCEPTIONS
(Challenge - 12) INSUFFICIENT NUMBER OF EDUCATED CONSUMERS MAKING DISCRIMINATING
CHOICE RELATED TO PATIENT SAFETY IN PROVIDER CHOICES

(Challenge - 20) PERCEPTION THAT PATIENTS ARE SAFER IN THE HOSPITAL SETTING ISPROBABLY
NOT TRUE

(Challenge - 24) HOW TO COMMUNICATE TO THE COMMUNITIES AT LARGE BEST PRACTICES
(Challenge - 38) PATIENT EDUCATION INCLUDING PATIENT PROVIDER COMMUNICATIONS

(Challenge - 43) CHANGING THE NEGATIVE FOCUS AND PERCEPTION PROVIDED BY THE MEDIA IN
PATIENT MORBIDITY AND MORTALITY RATHER THAN THE OVERALL ABUNDANCE
OF SAFETY

CLUSTER #7: PROFESSIONAL ORGANIZATIONAL TENSIONS
(Challenge - 13) CONFLICT AMONG SPECIALTY SOCIETIESIN CERTIFICATION AND TRAINING AND
SETTING STANDARDS FOR QUALITY

(Challenge - 33) CONFLICT BETWEEN ORGANIZATIONS THAT WOULD CLAIM AUTHORITY IN
ACCREDITATION OF AMBULATORY SURGERY

(Challenge - 37) DEVELOPING A MULTIDISCIPLINARY ORGANIZATION TO OVERSEE THE
ACCREDITATION PROCESS

(Challenge - 41) CONFLICT BETWEEN SPECIALITES, |.E. TURF WARS

CLUSTER #8: PROFESSIONAL EDUCATION & ASSESSMENT
(Challenge- 1) CREATE A VALUE AND ACCEPTANCE OF RECOMMENDED STANDARDS THAT ALL
HEALTH CARE WORKERS WOULD EMBRACE IN THEIR DAILY WORK

(Challenge - 20) PERCEPTION THAT PATIENTS ARE SAFER IN THE HOSPITAL SETTING ISPROBABLY
NOT TRUE

(Challenge - 22) DIFFERING VIEWS ABOUT THE NEED TO HAVE EDUCATED / LICENSED STAFF IN
OFFICE SETTINGS

(Challenge - 24) HOW TO COMMUNICATE TO THE COMMUNITIES AT LARGE BEST PRACTICES
(Challenge - 25) ASSESSING EDUCATION AND EVALUATING COMPETENCY OF PROVIDERS

(Challenge - 27) ENSURING THAT THE AMBULATORY SURGICAL TEAM ISWELL TRAINED TO
RECOGNIZE AND RESPOND TO ANY SITUATION OF OVERSEDATION OR OTHER
COMPLICATIONSIN A TIMELY AND COMPETENT FASHION

(Challenge - 30) CREDENTIALING BASED ON PROVEN AND CONTINUED COMPETENCE WITHOUT
PREJUDICE

(Challenge- 32) LACK OF PATIENT SAFETY EDUCATION AND VALUES IN NURSING AND MEDICAL
SCHOOLS

(Challenge - 36) DEVELOPING AN APPRECIATION AND UNDERSTANDING OF EACH DISCIPLINE'S
ROLESIN PROMOTING SAFE, QUALITY PATIENT CARE

(Challenge - 46) LIMITED RESOURCES TO EDUCATE PROVIDERS ON STANDARDS AND EXPECTATIONS

(Challenge - 51) LACK OF INFORMATION ON WHAT VARIOUS ORGANIZATIONS ARE DOING TO
IMPROVE PATIENT SAFETY IN ASOS
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Table 2: Classification of Challengesfor Improving Patient Safety in ASOS

CLUSTER #9: ENFORCEMENT

(Challenge - 39) ENFORCING THE AGREED UPON SET CRITERIA

(Challenge - 42) ENFORCING STANDARDSIN AN AREA WHERE ONE PERSON OFTEN ACTS SUPREME
WITH FEW CHECKS AND BALANCES

(Challenge - 48) IN THE NAME OF PATIENT SAFETY THE NEED TO WEED OUT THE BAD APPLES

CLUSTER #10: BROADER HEALTH CARE ENVIRONMENT

(Challenge - 21) NURSING AND ANESTHESIA PROVIDER SHORTAGES

(Challenge - 35) EVOLVING HEALTHCARE ENVIRONMENT WHICH REQUIRES CONTINUAL
REASSESSMENT

CLUSTER #11: CONSISTENCY
(Challenge - 16) ENSURING THAT PATIENTS RECEIVE THE SAME QUALITY OF PERIANESTHESIA CARE
ASPATIENTSIN A TRADITIONAL ASC ORHOSPITAL SETTING

(Challenge—45) ENSURE THAT PATIENTS RECEIVE AT LEAST THE SAME QUALITY OF CARE AS
PATIENTSIN A HOSPITAL OR AN ASC SETTING

CLUSTER #12: ACCREDITATION ASVALUE OF PRACTICE

(Challenge—7) TOIMPROVE THE ACCREDITATION PERCENTAGE OF AMBULATORY AND OFFICE
BASED UNITS

(Challenge - 28) APPROPRIATE STAFFING WITH CREDENTIALED PROVIDERS

(Challenge - 31) LACK OF STANDARDIZATION IN DEFINING A BASIC LEVEL OF CREDENTIALING AND
PRIVILEGING OF THOSE DESIRING TO PERFORM OFFICE BASED SURGERY
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Table 3 Clarification of Action Optionsfor Improving Patient Safety in ASOS

Triggering Question:
“What are options which, if adopted and implemented by the community of stakeholders, will helpin
meeting the system of challenges?”

(1—Set B) PROMOTE ACCREDITATION

Aswe go forward and try to raise the quality of care, somebody needs to evaluate that and
provide an objective opinion, so | think therefore it behooves us all to have more accreditation.
(2—Set B) PROMOTING COLLEGIALITY AMONG SPECIALISTSTHROUGH
COMMUNICATIONS AND EDUCATION (E.G. JOURNALSAND NATIONAL
MEETINGYS)

It is easy to overlook collegiality among specialists and communications between groups. This
activity isto bein an instructional setting rather than enforcing or mandating. This
communication should be not just among surgeons by also among other specialties.

(3—Set B) PROVIDE A TASK FORCE COMPOSED OF STAKEHOLDERSFOR THE
DEVELOPMENT OF TRAINING, PRACTICE, CREDENTIALING, PRIVILEGING,
ACCREDITATION/CERTIFICATION AND LICENSURE, AND QUALITY
GUIDELINES FOR THE OFFICE AND AMBULATORY SURGICAL SETTING

We have a very diverse group of skilled people here. It’s critical to consider taking this one step
further and nurturing it, taking advantage of the expertise of people in thisroom as well as
those who couldn’t make it, including patient advocacy groups, third-party payers. For usto
flesh out what those guidelines would be, we would need each one of these components.
Comment: Thiswould also include an outcomes group, extension of quality guidelines and all
the issues we addressed could be properly followed up.

Comment: Hospitals are certified by CMSand then separately they are accredited by a private
sector accrediting agency. Did you exclude those other activities?

Response: Any group involved in accreditation should be invited to the society task force.

My intent here isto be as global as possible.

Question: | wonder whether a task force is up to the task. Thisis a job that may take a set of
task forces, instead of a task force that tries to tackle a global job like this. | think it makes a
difference because if we say collectively that we think one task force ought to handle this, it may
get in the way of operationalizing our work.

Response: The comment is germane. | think the strength of the task force would liein its
diversity and expertise. | see something of a global task force with delegates and then sub-
groups. The intent was to have a task force that covers broad areas and that detailing comes
out through in a different form.

(4—Set B) INITIATE AND SUPPORT LEGISLATION WHICH GRANTS
CONFIDENTIALITY TO REPORTING OF INCIDENTSAND NEAR MISSES

It is going to be impossible to obtain data without protecting confidentiality. This needsto be
done through legidation.
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Table 3 Clarification of Action Optionsfor Improving Patient Safety in ASOS

(5—Set B) DEVELOP A METHOD OF OBTAINING EXISTING PATIENT SAFETY
DATA AND PROVIDE A PLAN FOR ONGOING COLLECTION AND EVALUATION
OF PROSPECTIVE DATA

We need to develop a method of obtaining the data which many of our organizations already
have. We need to collect that data and we need to develop a plan for the ongoing collection of
data prospectively, which is much more important in today’ s society than retrospective data.
Question: What would be included? Near misses, sentinel events, best practices? Please define
patient safety data. Answer: Gives an example of an article he recently read that talked about
returns to office after surgery. That’s important data that we need to evaluate against and we
need a plan to provide ongoing collection of prospective data.

Comment: Maybe what we' re not doing here is talking about the number of procedures and the
ratios of complications that we're having.

Comment: Maybe the data we need to collect should not only include hits and misses, but it
should also include good results, not only the bad things that happen, but the number of cases
in which nothing goes wrong.

Question: Are you intending to collect data here prospectively on all near misses and actual
adverse events, etc?

Answer: I’'mintending to develop a method of obtaining existing data and also develop a
method of obtaining near misses prospectively.

(6—Set B) AGREE TO THE IMPORTANT ASPECTS OF DATA TO COLLECT,
INCLUDING ADOPTING OPERATIONAL DEFINITION

This goes back to gathering consensus data among organizations.

(7—Set B) DISSEMINATE EXISTING STANDARDS OF CARE/PRACTICETO
PROVIDERSIN ASOS (BOTH MEDICINE AND NURSING)

There are standards already in existence and | think there needsto be a dissemination of those
existing standards and how they can be used in this office based environment. | don’t think we
have a good appreciation and under standing of standards already available.

(8—Set B) ESTABLISH A TASK FORCE TO DEVELOP PATIENT EDUCATION
MATERIALS (TIPS) FOCUSED ON SURGERY IN THE OFFICE SETTING

There are similar recommendations for specialtiesin other settings that could be
accommodated for the office setting

(9—Set B) ESTABLISH A NATIONAL DATABASE WITH LINKAGESTO EXISTING
DATABASESTHAT COLLECT AND ANALYZE MEANINGFUL AND ACCURATE
DATA

This addresses what we have already heard. The difference hereisthe linkages to existing
databases; we felt this was important. Rather than being restrictive in describing what this
database would be, we felt it was important to leave it open at this point to be creative.
(10—-Set B) ESTABLISH A CONFIDENTIAL PRACTICAL, RELIABLE AND
THOROUGH MECHANISM FOR PROSPECTIVELY COLLECTING DATA
REGARDING SURGERY IN THE OFFICE, ASC, AND THE HOSPITAL

Thisis alumping statement, Getting data needs to be practical and confidential. This data
needs to be collected not only in the office setting but also in hospitals and ACs.

Q: Would you substitute infor mation technology for information?

A: Yes.
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Table 3 Clarification of Action Optionsfor Improving Patient Safety in ASOS

(11 -Set B) MONETARILY ENCOURAGE/INCENTIVIZE PROVIDERSTO
PRACTICE IN A SAFE ENVIRONMENT, WHICHEVER WE DECIDE THIS
ENVIRONMENT TO BE

What | |eft open-ended is that we haven’t quite decided what the environment should be, but in
order for people to buy into this concept you have to incentivize them. You can have the best
mousetrap in world, but unless they re incentivized, it will just be another piece of science.
(12 — Set B) ENCOURAGE AND SUPPORT INTERESTED PROVIDERS, AGENCIES,
AND ORGANIZATIONSIN THEIR ADDRESSING STATE LEGISLATURESRE:
PROVEN DATA ON SAFETY AND ASOS

We need to be proactive to propose regulations to our state legislatures before they impose
punitive type regulations upon us.

(13— Set B) DEVELOP NATIONAL STANDARDS FOR NON-HOSPITAL
CREDENTIALING AND PRIVILEGING

There are two states already working on this very actively. Hospitals really don’t want to
credential and privilege doctors who don’'t work there very often and that’ s very right. Why
should hospitals be burdened with that? So there has to be another parallel system established.
(14 — Set B) DEVELOP AND DISSEMINATE MATERIALSWHICH PROMOTE THE
CONCEPT THAT PATIENTSWHO RECEIVE CARE IN THE OFFICE SHOULD
RECEIVE AT LEAST THE SAME STANDARD OF CARE ASIN THE ASC
Thisreflects a core value of this meeting. We need to educate consumers that they receive the
same care in the office as they do in the hospital or ASC.

(15— Set B) CREATE AN ORGANIZATIONWITH A “PEER REVIEW” PROCESSTO
EVALUATE COMPLICATIONS

It'simportant to get data and there' s been a lot of talk about immunity. The peer review process
offers some of those protective mechanisms for reviewing results and bad outcomes. | think
there needs to be a way for this data to be collected and reviewed in a safe environment.
Question: Are you talking about a non-accrediting organization? A probe that any office can
use to serve as peer review? Or an external peer review group that an office can contract with?
Answer: | don't think any individual office should do this, but there should be some
organization, perhaps a regional group, that has some way of over seeing the offices.

Comment: It already exists on a voluntary basis. The QIO/PRO will come and review your
office at a cost if you call up and ask. Though this a purely voluntary thing.

Question: You want something nonvoluntary? Answer: Yes.

(16 — Set B) DEVELOP MATERIALSTO EDUCATE PATIENTSREGARDING THE
QUESTIONS THAT THEY SHOULD ASK IN CONSENTING TO SURGERY IN A
PARTICULAR SITE

We should be doing something to involve patients in their own safety. These material would
help.

Q: Do you mean develop new material or also using existing materials?

A: | was thinking about new material. Thisis not the same as 14 because it is general, because
it relates to a particular office.

Comment: Thereisa misperception . People think they are going for a walk in the park when
they go to an office. We should inform them of the importance of the procedure they will
undergo.
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Table 3 Clarification of Action Optionsfor Improving Patient Safety in ASOS

(17 —Set B) ESTABLISH A DATA-SHARING CONSORTIUM OF ACCREDITING
AGENCIESNOW WHICH WILL COLLECT ALL DATA RELATED TO SURGICAL
CARE, PROCESSES, AND OUTCOMESWHICH WILL ASSURE CONTRIBUTORS
OF INDIVIDUAL CONFIDENTIALITY,IMMUNITY, AND PROBLEM-SOLVING
PROCESSES

The idea here was to attack a piece of the problem that we could actually do something about
now. We' d have a start if we ssimply had true reporting from all office-based surgeries and
ACs aswell as anything else that is accredited. Built in there we already have a mechanismin
that these are accredited. We start off with a database with accredited agencies information. To
make that work, we would have to look at care and outcomes and for contributors, we'd have to
be able to ensure confidentiality.

Question: Areindividual accrediting agencies today releasing their own data? Answer: | think
at this point there' sincomplete reporting that’s held in-house.

Comments. The Joint Commission currently releases information about our accrediteds and the
areas of concern, but not in office surgery.

AAAHC has a newsletter that comes out that passes information to individual assessors and
surveyors, but | don’t know that we have papers. The AAAAHC has data and has collated it in-
house but it has not been disseminated. The Institute for Medical Quality uses information for
feedback.

Question: Inidentifying accrediting agencies, would there be any value in identifying a group
from which data could be obtained? Why limit it to accrediting agencies?

Answer: Thiswould be doable to get a critical mass and to get it rolling. We could get it kicked
off and then other sources would be ready.

(18 — Set B) SUPPORT THE RESEARCH OF EVIDENCE-BASED AND/OR CLINICAL
PRACTICE GUIDELINES FOR COST-EFFECTIVE CLINICAL CARE

Thisisa future action. In any activity we under take we need to research regarding results,
cost-benefit analysis etc.

(19— Set B) EXPAND THE DISCUSSION ON SAFETY IN THE AMBULATORY CARE
SETTING TO INCLUDE OTHER GROUPS NOT CURRENTLY AT THISMEETING
Several groups were invited that were not here, including CMS, medical specialty boards that
certify medical specialists, and some of the other medical specialty societies. It s incumbent
upon us to continue to reach out to these groups and expand the table generically. In general,
the whole issue of continued expansion of who' s talking to who isimportant. We need to make
sure we areinclusive rather than seen as exclusive.

(20— Set B) ESTABLISH LEVELSOF COMPETENCY FOR ALL MEMBERSOF THE
SURGICAL TEAM

Competency on educational and competency levels for every member of the team would provide
assurance to the practitioner and the patient.

Q: Would your team include staff for procedure and office review etc.

A: Yes.
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Table 3 Clarification of Action Optionsfor Improving Patient Safety in ASOS

(21 -Set B) INCENTIVIZE THE DATA OF INFORMATION TO THE MALPRACTICE
CARRIERSTO POSSIBLY REDUCE MALPRACTICE COSTS

Thisisalong-range goal. | think if we do gather reliable data, it certainly can be a long-range
goal that maybe we can make a difference with malpractice carriers and reduce some of the
costs.

Question: At least two of the larger carriers for malpractice have already done so for offices
that show accreditation.

(22 — Set B) DEVELOP A PUBLIC RELATIONS PROGRAM TO ADDRESS PATIENT
AWARENESS AND EDUCATION ABOUT SAFETY ISSUESIN AMBULATORY
SURGERY

Thisisacontinuation of 16. PR isan important consideration for educating the consumer.
(23—Set B) IDENTIFY INCENTIVESFOR COMPLIANCE WITH
RECOMMENDATIONS THAT INCREASE PATIENT SAFETY

This addresses the issue of incentives for compliance, merely to identify what currently are
incentives, they may not be monetary, but maybe are used in advertising and what potential
incentives could be devel oped.

(24 — Set B) ESTABLISH AND DISSEMINATE STAFFING REQUIREMENTS,
CREDENTIALING, AND STANDARDS FOR THE NON-PHY SICIAN STAFF
INVOLVED IN OFFICE SURGERY

To all those non-physician staff regarding the standards and requirements that they are
expected to follow.

(25— Set B) DEVELOP A PLAN OF CREDENTIALING BASED ON STANDARDS,
TRAINING, AND EXPERTISE WITHOUT REGARD TO PRECONCEIVED IDEAS
This may take usto thinking a little bit out of the box of where we have thought in the past that
only certain people can do certain things. | think we need to get beyond that.

(26 —Set B) IN THAT A PROGRAM TO BE EFFECTIVE, IT MUST BE USER-
FRIENDLY “KISS’

Anything we devise will have to be user friendly, or it won’'t be used.

Q: Isthisa descriptor for any recommendation we might propose?

A Yes.

(27 — Set B) ENCOURAGE INTERDISCIPLINARY DISCUSSIONS BETWEEN
DIVERSE SURGICAL GROUPSWHO PROVIDE OFFICE-BASED SURGERY TO
DETERMINE SAFETY COMMON DENOMINATORS

We need to have some common forum and venue where we could sit down and take off our hats.
We could do it nude if necessary so we could all be equals and discuss some of the factors that
affect usall.

(28 —Set B) MINIMIZE CONFLICT AMONG SPECIALTY SOCIETIESBY
ESTABLISHING AN ONGOING DIALOGUE THROUGH A MULTISPECIALTY
TASK FORCE

Thisissimilar to Jim's statement #27, but not identical to it.

(29 — Set B) DEVELOP QUALITY STANDARDS OF CARE FOR PERFORMING
SURGICAL PROCEDURES THAT WILL BE PRACTICED IN ALL SETTINGS

We should develop quality standards of care for the way careis giving in an office setting.
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Table 3 Clarification of Action Optionsfor Improving Patient Safety in ASOS

(30— Set B) DEVELOP REGULATIONS FOR OBSTHAT ARE REASONABLE AND
APPROPRIATE FOR EACH STATE
This reflects my opinion about standards and regulation.

Q: What do you want the teeth to be?
A: For example, that facilities and practitioners would have to be certified.

Q: Sateto state?
A: When it comesto regulation, thereisa certain resentment to federal regulation.

Q: OBSs?
A: Ambulatory based surgery.

(31— Set B) ADOPT STANDARDS OF CARE ALREADY IN USE FROM
ACCREDITED ASC

| appreciate the need for data collection and research, but | don’t think we need to reinvent the
wheel before we come up with some standards of care that can easily be taken fromthe
hospital-based ASC. These already have in already infection control, risk management, and
other processes.

(32 —-Set B) DEVELOP PATIENT EDUCATION MATERIAL SPECIFIC TO OFFICE
BASED SURGERY
This has been discussed before. | think thiswill not be difficult to do.

Comment: There has been for 20 years a patient education conference of the American
Conference of Family Care Centers.

(33—Set B) PRIVILEGING BASED ON SETTING (*DELETEY*)
When people have been speaking about credentialing, they are also speaking about privileging.
(34 —Set B) DEVELOP AND DISSEMINATE EDUCATIONAL TOOLSFOR THE
SURGICAL PROFESSIONAL TEAM FOCUSED ON THE SAFETY SCIENCES
RELEVANT TO OBS

| wasn't sure that we captured the education of the practitioners of OBSin the safety sciences.
(35—Set B) CONDUCT AN EVALUATION OF THE DATA NEEDED FOR INTERNAL
EFFORTSTO IMPROVE PATIENT SAFETY, FOR BENCHMARKING PURPOSES,
FOR THE RELEASE TO THE PUBLIC
We spent a lot of time on data today and there's some real tension and important issues that we
need to grapple with about the value of data. Data is very valuable but at one level we need to
figure out, what is the data that we're going to use for internal purposes and what is the value
of benchmarking. Finally there’ s the issue of what are we actually going to release to the
public. We need to look at that very carefully.

Question: Isthisrelease to the public tied with a mandate for tort reform? Answer: | Would like
to deal with tort reformin a separate space. We can release de-identified data to the public.
The question there is what data is relevant to the public: What do they under stand, what do they
want.

(36 — Set B) PROMOTION OF AN EASE OF OBTAINING SECOND OPINION FOR
ALL PATIENTSAND ALL PROCEDURES

Heisvery much in favor of patient education, but for many patients their best option ahead of
timeisto get a second opinion.

Q: Insurance companies as well as surgeons?
A: It should be both. The added cost is minimal.

CWA Ltd.
Generated by the participants at the National Patient Safety Foundation ASOS Workshop — June 4, 2002
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MEMORANDUM

Date:
To:

From:

June 27, 2002
Patient Safety in ASOS Workshop Participants

Diane Conaway and Rebecca DeVivo

Subject: DELPHI Study and Additional Workshop Products

The Facilitation Team would like to thank all of the participants for their extremely hard
work, perseverance and good humor during the ASOS Patient Safety Workshop on
“Designing an Action Agendafor Improving Patient Safety in ASOS.” The purpose of
this document, (which we refer to as a DELPHI Study or questionnaire) is to:

reflect on our collective and individual learning;

further cultivate collective leadership in thisinitiative;

self-identify the perceived roles, with respect to specific actions, appropriate for
your organization to engage;

offer commentary on the consensus actions to which you are committed; and
set the stage to enlarge the number of organizations involved.

The responses to this DELPHI will be integrated with the Final Report. Y our responses
will aso guide near term action. Thisisthe primary vehicle in which you should
articulate what you perceive to be your organization’s role with respect to thisinitiative
on improving Patient Safety in ASOS.

In the culminating stage of the workshop, the boundary-spanning teams achieved a one-
half or greater majority (two to five of five teams) on 13 proposed action options. A key
finding of the workshop is a unanimous call amongst the small teams of participants to:

Promote accreditation. (Action Option #1 in Cluster #9 Accreditation) whichis
clarified as meaning:

As we go forward and try to raise the quality of care, somebody needs to evaluate that and provide
an objective opinion, so | think therefore it behooves us all to have more accreditation.

Develop national standards for non-hospital credentialing and privileging.
(Action Option #13 in Cluster #11 Credentialing) which is clarified as meaning:
There are two states already working on this very actively. Hospitals really don’t want to

credential and privilege doctors who don’t work there very often and that’ s very right. Why should
hospitals be burdened with that? So there has to be another parallel system established.

Develop and disseminate educational tools for the surgical professional team
focused on the safety sciencesrelevant to OBS. (Action Option #34 in Cluster #5
Professional Education) which is clarified as meaning:

| wasn’t sure that we captured the education of the practitioners of OBSin the safety sciences.

N
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The Workshop of June 3 & 4 represents a highly leveraging step towards achieving these
ends. The sponsors of the workshop, namely, the National Patient Safety Foundation and
others, expressed their long-term commitment as well as their desire for collaborative
action in launching and implementing the Workshop findings and recommendations.

The resulting Consensus Action Scenario appears graphically in Figure 3. This scenario
is based on:

(& A preliminary focus on the five highly leveraging challenges to address appearing
at Level 111 of Figure 1 in your workbooks. This structure included twelve
challenges all of which received four or more votes of individual participant
votes. The influence relationship amongst the challenges was generated by a
series of assertions, by the participants, regarding the influence of making
progress on one challenge with respect to addressing another challenge. Figure 1
represents a collective judgment on over fifty decisions determined by the strong
majority of two thirds or more of the participants. Asyou'll recall many of these
decisions were unanimous, most were nearly unanimous.

(b) The Action Optionsidentified by individual participant selection of the five
options of higher relative importance. Thisresulted in 12 Action Options that
received four individual votes or more from the entire group of participants.

(c) The Action Options selected by two or more of the five small teams for inclusion
in their team action scenario. Thisresulted in afocus on 13 Action Options.

Table 8 displays results b and ¢ in a summary form. Y ou will see that the Action Options
included in the Consensus Action Scenario and connected to the TIE LINE in Figure 3
are the same thirteen. Table 8 and Figure 3 are to be included in the “Choice” portion of
your workbooks (behind the Y ellow Tab).

These thirteen consensus action options are presented in Attachment A for the purpose of
asking you to provide additional information on collective leadership in thisinitiative.

During the Workshop we completed a first round of inquiries concerning Definition and
Design. The DELPHI Study moves usinto the Choice and Action stages of the overall
project. This stage of our project should be considered as an opportunity to revisit and
reflect on the issues, challenges, opportunities and next steps, the broader set of
stakeholders, our individual and collective learning, and your role and leadership on the
ASOS Patient Safety Initiative.

The NPSF considersit essential to conduct every step of the processin an open and
transparent fashion and to reflect the “bottom-up” emergence of focus and collaboration.
We redlize that this format is unusual for many of you. If you have any questions about
the tasks requested, please feel freeto contact Rebecca DeVivo at 312-464-5370. Thank
you in advance for your help and cooperation in completing this DELPHI questionnaire.

Please fax your responsesincluded in Attachment A and B of the DELPHI Study no
later than July 12th to Rebecca DeVivo at 312-464-4154.

Attachment: DELPHI Study
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(3- ACTION OPTION): PROVIDE A TASK FORCE COMPOSED OF STAKEHOLDERS FOR THE DEVELOPMENT OF TRAINING, PRACTICE, CREDENTIALING, PRIVILEGING,
ACCREDITATION / CERTIFICATION AND LICENSURE AND QUALITY GUIDELINES FOR THE OFFICE AND AMBULATORY SURGICAL SETTING

We have a very diverse group of skilled people here. It's critical to consider taking this one step further and nurturing it, taking advantage of the expertise of people in this room as well as those who
couldn't make it, including patient advocacy groups, third-party payers. For us to flesh out what those guidelines would be, we would need each one of these components.

Comment: This would also include an outcomes group, extension of quality guidelines and all the issues we addressed could be properly followed up.
Comment: Hospitals are certified by CMS and then separately they are accredited by a private sector accrediting agency. Did you exclude those other activities?
Response: Any group involved in accreditation should be invited to the society task force. My intent here is to be as global as possible.

Question: | wonder whether a task force is up to the task. This is a job that may take a set of task forces, instead of a task force that tries to tackle a global job like this. | think it makes a difference
because if we say collectively that we think one task force ought to handle this, it may get in the way of operationalizing our work.

Response: The comment is germane. | think the strength of the task force would lie in its diversity and expertise. | see something of a global task force with delegates and then sub-groups.

The intent was to have a task force that covers broad areas and that detailing comes out through in a different form. (Cluster #1)
Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: AAAHC could provide expertise in credentialing privileging (we have a task force in place) and office based surgery

Ambulatory Health Care accreditation (we have a national program in place). We also have The AAAHC Institute for Quality Improvement which conducts

national benchmarking studies.
Comments: AAAHC would be pleased to provide several individuals for this task force.

American Academy of Cosmetic R. Jackson Role: Our Academy can provide our guidelines. We would be willing to participate on this task force.

Surgery Comments: | believe this should be broken down into multiple groups each working on one or two of the points. The
larger group could then work on the collective work of all the groups.

American Academy of Dermatology D. Whitaker Role: Discussion, negotiation, consensus and lead.

Comments: This required key leaders of specialties and organizations who have the wisdom to discard “turf-jealousies”
and work in a multi-partisan manner for the greater good of patients and medicine.

American Academy of Orthopedic R. Geline Role: Overview.

Surgeons Comments: This should be a supplement to an already well developed Licensing credentialing, etc. process the focus
should be limited only to practon UNIQUE to surgery in the office setting and not a reinvention of the inpatient surgical
supervision wheel.

American Association for Accreditation | J. Yates Role: Provide input based on experience as surveyor and director of an OBSF.

of Ambulatory Surgical Facilities Comments: Compare already existing bases for the TASK by doing accreditation standards and data obtained from

(AAAASF) and American Society of various states looking at the process.

Plastic Surgeons (ASAPS)

American Association of Nurse J. Migon Comments: Involve all stakeholders with an interest in office based surgery & anesthesia, including other accrediting

Anesthetists bodies.

American College of Surgeons P. Siegert Comments: The American College of Surgeons is committed in general to the development proposals indicated by the

action option. As you know, the College is not in the position of providing credentialing privileging, or accreditation
services and certainly has no direct role in licensure at this time. It is the College's feeling that these roles can be careid
out primarily by state agencies or specialty society agencies within states as well as by the AAA, AAAA, and Joint
Commission groups. | would perceive the College’s role in this action as one of providing overview. We would certainly be
willing to work with such a task force.

(continued next page)
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

American College of Gastroenterology

American Medical Association

American Society of Anesthesiologists
American Society of Colon & Rectal
Surgeons

American Society of PeriAnesthesia
Nurses

Association of PeriOperative

Registered Nurses

Cosmetic Surgery foundation

Federation of State Medical Boards

Institute for Medical Quality

NPSF Patient and Family Advisory
Council

NPSF Patient and Family Advisory
Council

Society for Ambulatory Anesthesia

Society of American Gastrointestinal
Endoscopic Surgeons (SAGES)

J. Vargo

T. Houston

R. Twersky

M. Zebley

D. O'Brien

D. Wagner

J. Gilmore

J. Hoferer

J. Silverman

B. Martins

D. Malone

B. Gold

F. Chae

Role: Member of task force. | would relish a “directive” role in nurturing this concept!!!
Comments: Invite other organizations & hold another summit meeting. This is a crucial step in the overall scheme.

Comments: A set of task forces may likely be needed. Multiple issues in play; MDs and other health professions have
very different systems for credentialing/licensure. Quality guidelines issues is one that AMA has some experience in
working through under the banner of the Physician Consortium for Performance Improvement.

Role: ASA is certainly a stakeholder in a global task force and can serve as subgroup leader for section on Anesthesia Care.
Comments: ASA has already created and published guidelines on office based Anesthesia and can certainly play a key
role in this area.

Role: Providing a member in the development of the task force.

Comments: Individual societies need to establish individual guidelines that can then be melded into a more
Regional/National standard.

Role: ASPAN as an organization should be at the table to promote the role of nursing in ASOS settings.

Comments: Far-reaching and vitally important to promote patient safety.

Role: Member of task force — important role for nursing and AORN.
Comments: | see this task force putting the action plan together and implementing it. Outcomes evaluation would also be
a future activity. Very fluid group needed and nursing specialties should be a part/with a voice. Need to include Insurance
companies at this table.

Role: Facilitator to develop a “strategy” to credential physicians
Comments: Work within guidelines of JCAHO and AAHC (and others) to establish clear and refined guidelines for
“privileging”/per procedure to measured against “future outcomes”. No practicitioner gets priveles, regardless of “board
certifications” without passing through this “clearinghouse” and the same for hospitals, and ASCs as well.

Role: FSMB respresentative to participate in task force.
Comments: The Federation created a Special Committee to develop guidelines for state medical boards to use in
regulating office-based surgery.

Role: Share our expertise in accreditation, our standards, knowledge of California licensure requirements.
Comments: Existing standards of all organizations should be evaluated for impact on quality.
Comments: Based on group discussion and individual discussions, there are several challenges to establishing a task
force. These include the difficulty of bringing competitive entities together working as a “team task force” to address
patient safety issues, personal commitment of time from providers and participants, overcoming the culture of
organizations wanting to “Safe Guard” their knowledge and reluctance in sharing their data and the expense of establishing
a task force. Only 3/5 teams support a task force. Perhaps the development of a task force could be facilitated through
the initial stages as a “task force list serve”, similar to other NPSF list serves which network specific groups and interests.
For the respondents who indicate they are interested in developing a task force, the list serve participation could work on
narrowing and defining goals of the task force and setting up such a task force.

Role: Representation of patient family stakeholders.
Comments: Choose a patient advocate that can commit to this task force.

Role: Representation on task force. (Define problems and define outcome variables).
Comments: Essential to include as many “stakeholders” as possible and have diversity.
Role: To come to consensus or outline minimal safety parameters.
Comments: To form subcommittee with our organization and/or ??? American College of Surgeons.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(10 - ACTION OPTION): ESTABLISH A CONFIDENTIAL, PRACTICAL, RELIABLE AND THOROUGH INFORMATION TECHNOLOGY FOR PROSPECTIVELY COLLECTING DATA
REGARDING SURGERY IN THE OFFICE, ASC AND THE HOSPITAL

This is a lumping statement. Getting data needs to be practical and confidential. This data needs to be collected not only in the office setting but also in hospitals and ASCs.

Q: Would you substitute information technology for information?

A: Yes. (Cluster #1)
Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: Limited, but interested.

Ambulatory Health Care Comments: AAAHC has a new information technology program which is in the implementation state. In 6 months we will
be in a better position to collect data efficiently.

Am. Academy of Cosmetic Surgery R. Jackson Role: Our organization will be willing to help collect data from our members.

American Academy of Dermatology D. Whitaker Role: Promotion and leadership.

Comments: This related to Action Option #4. | doubt that legislation will be forthcoming or necessary. Anonymity in
reporting may be necessary. Mandatory reporting but anonymous in the aggregate.

American Academy of Orthopedic R. Geline Role: Supervision.

Surgeons Comments: The project should not leave off boundaries of interest in surgery in the OFFICE setting; it can be
piggybacked on developing data gathering systems for ASC and inpatient settings but should not duplicate ongoing efforts.

AAAASF & ASAPS J. Yates Role: Source of data from existing task forces.

Comments: Data compilation technique and the actual data itself is already available through certain sources.

Am. Association of Nurse Anesthetists | J. Migon Comments: Very important. Should include percentages of cases in each location. A system to record “near misses” or
critical incidents.

American College of Surgeons P. Siegert Comments: The College would be certainly committed to better development of information technology regarding data
collection in this area. Itis the College’s feeling that this information should be regarded as immune, similar to peer review,
and therefore not open as a feeding system for malpractice action for the attorneys. The information should be considered
as educational.

American College of Gastroenterology | J. Vargo Comments: Difficult to implement. How can such a database be truly confidential given current medicolegal climate?

American Society of Anesthesiologists | R. Twersky Comments: Fully support for I.T. but ASA doesn’t have resources at this time.

Am. Soc. of Colon & Rectal Surgeons | M. Zebley Comments: This collection vehicle needs to be comprehensive and malleable but also time efficient for it to be used.

Am. Society of PeriAnesthesia Nurses | D. O'Brien Role: ASPAN would support and promote data collection by its members.

Cosmetic Surgery Foundation J. Gilmore Role: Volunteer my time and help in developing technology systems.

Institute for Medical Quality J. Silverman Role: CMA, through Medepass may be helpful in protecting confidentiality.

Comments: This is valuable and we are willing to help but we are not information technology experts.

NPSF Patient and Family Advisory D. Malone Comments: | don't see this area as a role for the patient or family. Although perhaps they can be encouraged to report

Council adverse/good outcomes.

Society for Ambulatory Anesthesia B. Gold Role: Provide input re which outcome variables to include.

Comments: Essential — without data, implementing change will be difficult if not impossible.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options
(35 - ACTION OPTION): CONDUCT AN EVALUATION OF THE DATA NEEDED FOR INTERNAL EFFORTS TO IMPROVE PATIENT SAFETY, FOR BENCHMARKING PURPOSES, FOR THE

RELEASE TO THE PUBLIC

We spent a lot of time on data today and there’s some real tension and important issues that we need to grapple with about the value of data. Data is very valuable but at one level we need to figure
out, what is the data that we're going to use for internal purposes and what is the value of benchmarking. Finally there’s the issue of what are we actually going to release to the public. We need to

look at that very carefully.

Question: Is this release to the public tied with a mandate for tort reform? Answer: | Would like to deal with tort reform in a separate space. We can release de-identified data to the public. The

question there is what data is relevant to the public: What do they understand, what do they want.

(Cluster #2)

Organization: Participant: Perceived Role & Comments:
Accreditation Association for W. Hanke Role: AAAHC has benchmarking expertise through the AAAHC Institute for quality Improvement.
Ambulatory Health Care Comments: We would agree to participate.
American Academy of Cosmetic R. Jackson Role: I would be glad to help with determining data that is needed however the established Accrediting Organization should
Surgery probably take the lead.
Comments: | agree this needs to be clarified as to which data is needed and what needs to be released to public.
American Academy of Dermatology D. Whitaker Comments: Not specific or critical enough.
American Academy of Orthopedic R. Geline Comments: Internal working methods and applications do not have to be released to the public. Only finished
Surgeons product with proper protection need be published. Proper protection for participants of raw data will be necessary.
AAAASF & ASAPS J. Yates Role: Based on my personal experience as medical director and surveyor.
Comments: Data compilation technique and the actual data itself is already available through certain sources.
American College of Surgeons P. Siegert Comments: | believe my comments regarding Action Option 10 appear to apply to this particular option also. The
evaluation of such data is very important but it must remain educational and immune to subpoenas.
American College of Gastroenterology | J. Vargo Comments: This implies a prospective appraisal of various internal efforts to improve safety — this may be difficult
to do — such a study will require a large sample size.
American Society of Anesthesiologists | R. Twersky Role: ASA can participate in defining what data are important, outcome variables. Data would be for multiple recipients,
government, faculty leadership, benchmarking and only later to the public.
American Society of Colon & Rectal M. Zelbey Role: Review our literature for relevant data.
Surgeons Comments: Before any data is released the available data needs to have it validity clearly established.
American Society of PeriAnesthesia D. O'Brien Role: ASPAN would support the dissemination of information to the public through its media.
Nurses Comments: Critically important to the success of this activity.
Cosmetic Surgery Foundation J. Gilmore Role: Will act as volunteer facilitator to provide “reasonable parameters” to release.
Comments: Clearly an area that could be “most damaging” — the “release of such (junk?) science” as true &
verifiable “benchmarking standards” (an example may be try recent hormone replacement therapy “scare”).
Federation of State Medical Boards J. Hoferer Role: FSMB will be creating a work group to study how information from complaints received by state medical boards can be
used outside the disciplinary process to improve patient safety.
Comments: This effort is in the beginning stages and should be completed in the next 12-18 months.
NPSF Patient and Family Advisory D. Malone Role: Patient advocate on task force to disseminate information to public.
Council Comments: Public Safety Announcements. Creating brochures with safety information.
SAGES F. Chae Role: To see if collected data makes “sense” or is relevant and not misintrerpretated.

Comments: Share data with other collective groups.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options
(27 - ACTION OPTION): ENCOURAGE INTERDISCPLINARY DISCUSSION BETWEEN DIVERSE SURGICAL GROUPS WHO PROVIDE OFFICE BASED SURGERY TO DETERMINE SAFETY

COMMON DENOMINATORS
We need to have some common forum and venue where we could sit down and take off our hats. We could do it nude if necessary so we could all be equals and discuss some of the factors that
affect us all. (Cluster #3)
Organization: Participant: Perceived Role & Comments:
Accreditation Association for W. Hanke Role: AAAHC has a relatively new office based surgery accreditation program.
Ambulatory Health Care Comments: AAAHC would agree to participate with the other groups to determine safety common denominators.
American Academy of Cosmetic R. Jackson Role: We are posied to do this. This is very important.
Surgery Comments: A task force group should come together made up of many subspecialities.
American Academy of Dermatology D. Whitaker Role: Ties totally to Action Option #3.
Am. Academy of Orthopedic Surgeons | R. Geline Comments: Continuing dialogue is essential.
AAAASF & ASAPS J. Yates Role: As a participant.
Comments: Can meet with other diverse groups to discuss common existing problems & future goals to be delivered.
Am. Association of Nurse Anesthetists | J. Migon Comments: Include anesthesia providers.
American College of Surgeons P. Siegert Comments: The American College of Surgeons would certainly be willing to cooperate with a task force regarding this subject.
American College of Gastroenterology | J. Vargo Role: Stakeholder.
Comments: This ties into the task group mentioned under comments of Action Option 3.
American Medical Association T. Houston Comments: Depending on the need, AMA could potentially act as a broker/convener in Action Option 27 or 29.
American Society of Anesthesiologists | R. Twersky Role: Not as leader but as participant.
Comments: ASA would be on the periphery of interdisciplinary surgical groups, but would participate in discussions as relates
to patient and procedure selection and anesthesia (?).
Am. Soc. of Colon & Rectal Surgeons | M. Zelbey Role: Active participant in discussions.
Am. Society of PeriAnesthesia Nurses | D. O'Brien Role: ASPAN would be a participant to represent the interests of perianestesia nursing.
Association of PeriOperative D. Wagner Role: Member at this interdisciplinary discussion.
Registered Nurses Comments: Perhaps a perspective of this could be involved in the task force (Action Option 3). Data points — important for
nursing to have a voice in this discussion — AORN.
Cosmetic Surgery Foundation J. Gilmore Role: Liaison between our groups to others.
Comments: This will be monumental task — but important.
Institute for Medical Quality J. Silverman Role: We can share our experience and findings.
Joint Commission on Accreditation of N. Kupka Role: Member of workgroup.
Healthcare Organizations
Society for Ambulatory Anesthesia B. Gold Role: Promote understanding between surgical and anesthesia teams.
SAGES F. Chae Role: To establish liaison management of other professional groups.

Comments: Contact other professional groups for collaboration.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options
(28 - ACTION OPTION): MINIMIZE CONFLICT AMONG SPECIALTY SOCIETIES BY ESTABLISHING AN ONGOING DIALOGUE THROUGH A MULTI-SPECIALTY TASK FORCE

This is similar to Jim's statement #27, but not identical to it.

(Cluster #3)

Organization: Participant: Perceived Role & Comments:
Accreditation Association for W. Hanke Role: Minimal.
Ambulatory Health Care Comments: Could this be better done at the level of the AMA?
American Academy of Cosmetic R. Jackson Role: We are poised to do this. This is very important.
Surgery Comments: A task force group should come together made up of many subspecialities.
American Academy of Dermatology D. Whitaker Role: Ties totally to Action Option #3.
American Academy of Orthopedic R. Geline Role: Participation.
Surgeons Comments: Continuing dialogue is essential.
AAAASF & ASAPS J. Yates Role: As a participant.
Comments: Can meet with other diverse groups to discuss common existing problems & future goals to be
delivered.
American College of Surgeons P. Siegert Comments: This action item dovetails into the action item 27 and the answer would be similar to that action option.
American College of Gastroenterology | J. Vargo Role: Stakeholder.
Comments: This is the same thing as mentioned under Action Option 3.
American Society of Anesthesiologists | R. Twersky Role: Not as leader, but as participant.
Comments: Participant as needed.
American Society of Colon & Rectal M. Zelbey Comments: Will be difficult to accomplish since many groups are competing for the same patients.
Surgeons
American Society of PeriAnesthesia D. O'Brien Role: ASPAN will continue to communicate and participate with this group.
Nurses
Cosmetic Surgery Foundation J. Gilmore Role: I would be most interested here as a volunteer to affect contact.
Comments: The most conflict is in cosmetic & plastic surgery and it is about “power” and “money” — the problem
begins in the medical schools.
Institute for Medical Quality J. Silverman Comments: We are not a specialty group.
F. Chae Comments: Contact other professional groups for collaboration.

SAGES
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(20 - ACTION OPTION): ESTABLISH LEVELS OF COMPETENCY FOR ALL MEMBERS OF THE SURGICAL TEAM

Competency on educational and competency levels for every member of the team would provide assurance to the practitioner and the patient.

Q: Would your team include staff for procedure and office review etc.

A: Yes. (Cluster #4)
Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: This is complex.

Ambulatory Health Care Comments: AAAHC would agree to provide expertise.

American Academy of Dermatology D. Whitaker Role: This ties to Action Option #27 and should be specific to 1) procedures, 2) setting, 3) anesthesia type and 4) patient

characteristics.

American Academy of Orthopedic R. Geline Comments: This need not be necessarily an independent effort. It can be combined with already existing competency

Surgeons measuring processes with extra emphasis to particular needs of office based surgery.

AAAASF & ASAPS J. Yates Comments: Based on existing available data re: ANA, ASA, AAAASF, JCAHO, AAHO.

American Association of Nurse J. Migon Comments: Should include all staff in the facility.

Anesthetists

American College of Surgeons P. Siegert Comments: The College would be committed to working together in a task force to hopefully provide | mprovement in this
area. Board certification is a benchmark of a certain level of training; however, it does not have a board definition of
competency within its process. Competency is a very difficult measurement to quantify though certainly a reasonable goal.

American College of Gastroenterology | J. Vargo Comments: Quite important e.g. ACLS qualification.

American Society of Anesthesiologists | R. Twersky Comments: This ties in to establishing standards, which ASA can and has already done.

American Society of Colon & Rectal M. Zelbey Role: Aid in the development of standards.

Surgeons

American Society of PeriAnesthesia D. O'Brien Role: ASPAN has much of this work done — would adapt for the ASOS as appropriate.

Nurses

Association of PeriOperative D. Wagner Role: Member of the team. Important role for nursing & AORN.

Registered Nurses Comments: AORN has competency statements at present and standards guidelines and recommended practices.
Nursing perspective important here.

Cosmetic Surgery Foundation J. Gilmore Role: Volunteer in training guidelines.
Comments: The key here is teaching, monitoring, continuing education, “retraining” and “bench marked” standards of
“excellence”.

NPSF Patient and Family Advisory B. Martins Comments: This is vital to ensure patients’ safety. Trained, educated, competent providers will perform better; giving

Council patients the best possible outcome from their surgical procedure.

NPSF Patient and Family Advisory D. Malone Comments: Competency includes communication and collaboration with patient/family.

Council

Society for Ambulatory Anesthesia B. Gold Comments: Needs to be integrated into quality standards (Action Option 29).

SAGES F. Chae Comments: To provide education materials courses.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options
(29 - ACTION OPTION): DEVELOP QUALITY STANDARDS OF CARE FOR PERFORMING SURGICAL PROCEDURES THAT WILL BE PRACTICED IN ALL SETTINGS

We should develop quality standards of care for the way care is giving in an office setting. (Cluster #4)
Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: Quality standards are our forte.

Ambulatory Health Care Comments: We would be pleased to participate.

American Academy of Cosmetic R. Jackson Comments: This will be covered in some of the other Consensus Actions.

Surgery

American Academy of Dermatology D. Whitaker Role: Ties to Action Options #27 and #20.

Comments: This could best be accomplished in concert with a consortium of accrediting agencies since much of
that work has been completed.

American Academy of Orthopedic R. Geline Comments: This should be drawn from the major specialty societies.
Surgeons
AAAASF & ASAPS J. Yates Role: Personal knowledge can be provided.
Comments: Already exists.
American College of Surgeons P. Siegert Comments: The AAA, AAAA, and the Joint Commission all participate in developing quality standards of care for

facilities. What is needed, in the opinion of the College, is to assure the general public that the people who practice
in those settings are also credentialed in some manner. This would most likely be obtained by the individual
governing body of the ambulatory agency. Furthermore, it should be stressed that board certified surgeons and
Fellows of the American College of Surgeons practice only in facilities that are accredited.

American College of Gastroenterology | J. Vargo Role: Interested.
Comments: Remember - different procedures will dictate different standards.

American Medical Association T. Houston Comments: AMA has established some process in this area — the Consortium for Performance Improvement —
happy to discuss.

American Society of Anesthesiologists | R. Twersky Comments: Must integrate what has already been developed by the specialty societies.

American Society of Colon & Rectal M. Zelbey Role: Will help in developing standards for outpatient procedures.

Surgeons

American Society of PeriAnesthesia D. O'Brien Role: ASPAN has well-developed standards that could be adapted for use in ASOS.

Nurses

Federation of State Medical Boards J. Hoferer Role: The Federation will encourage state medical boards to adopt FSMB guidelines or individual state

guidelines/regulations/statutes relating to OBS.

Institute for Medical Quality J. Silverman Role: We can share our standards and experience.

Society for Ambulatory Anesthesia B. Gold Role: Review, advise re anesthesia safety.

SAGES F. Chae Role: Offer recommendations and lead by example.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options
(34 - ACTION OPTION): DEVELOP AND DISSEMINATE EDUCATIONAL TOOLS FOR THE SURGICAL PROFESSIONAL TEAM FOCUSED ON THE SAFETY SCIENCES RELEVANT TO OBS

| wasn't sure that we captured the education of the practitioners of OBS in the safety sciences.

(Cluster #5)

Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: Supportive.

Ambulatory Health Care Comments: We have surveyors who have expertise in many areas related to Action Option 34.

American Academy of Dermatology D. Whitaker Comments: Not critical enough and mountains of educational material has already been produced which most
patients do no read/view. Make 2 opinion for all OBS even and not costly to obtain.

AAAASF & ASAPS J. Yates Role: Presenter at national forum.
Comments: Already provide 4-6 forums at national meetings on this subject (Speaker).

American College of Surgeons P. Siegert Comments: The American College of Surgeons is committed to education programs in general.

American College of Gastroenterology | J. Vargo Role: Interested.
Comments: Again — will need different tools for patients receiving conscious sedation & general anesthesis.

American Society of Anesthesiologists | R. Twersky Role: Participant.
Comments: ASA has educational workshops & materials for anesthesiologists.

American Society of PeriAnesthesia D. O'Brien Role: ASPAN has a website journal and component societies that could be used to disseminate such tools.

Nurses

Association of PeriOperative D. Wagner Role: Member. Collaborate on conferences and literature.

Registered Nurses Comments: Encourage more patient safety agendas at conferences (Speaker's Bureau and new conference
specific to OBS and patient safety).

Federation of State Medical Boards J. Hoferer Role: Make information available to member medical boards.
Comments: The Federation will disseminate educational tools to state medical boards for distribution to physician
licensees through publications/newsletters, etc.

Institute for Medical Quality J. Silverman Role: We can help disseminate tools.

NPSF Patient and Family Advisory D. Malone Role: Assist with patient and family concerns.

Council

Joint Commission on Accreditation of N. Kupka Role: Member of workgroup.

Healthcare Organizations

SAGES F. Chae Role: Offer educational materials/courses.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options
(32- ACTION OPTION): DEVELOP PATIENT EDUCATION MATERIAL BASED ON SPECIFIC TO OFFICE BASED SURGERY

This has been discussed before. | think this will not be difficult to do.
Comment: There has been for 20 years a patient education conference of the American Conference of Family Care Centers.

(Cluster #6)

Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: Supportive.

Ambulatory Health Care Comments: We agree that patients should have access to more information specific to office-based surgery.

American Academy of Cosmetic R. Jackson Comments: | agree.

Surgery

American Academy of Dermatology D. Whitaker Comments: Not critical enough and mountains of educational material has already been produced which most
patients do no read/view. Make 2" opinion for all OBS even and not costly to obtain.

American Academy of Orthopedic R. Geline Comments: A worthwhile effort for those who perform surgery in the office setting.

Surgeons

AAAASF & ASAPS J. Yates Role: Can provide at meeting.
Comments: Already provide 4-6 forums at national meetings on this subject (Speaker).

American College of Surgeons P. Siegert Comments: The American College of Surgeons has already published Guidelines for Optimal Ambulatory Surgical
Care and Office Based Surgery. The third edition was published in My 2000.

American College of Gastroenterology | J. Vargo Role: Interested.
Comments: As mentioned in Action Option 34. The education material will need to be procedure specific.

American Medical Association T. Houston Comments: On clarification ... Family Care Centers and the National Conference on Patient Education (AAFP) is
also about that old - 20 years.

American Society of Anesthesiologists | R. Twersky Comments: ASA has patient education brochures.

American Society of Colon & Rectal M. Zelbey Role: Already have some printed information on common procedures.

Surgeons

American Society of PeriAnesthesia D. O'Brien Role: ASPAN has begun this process on its website and could further develop patient education material.

Nurses

Institute for Medical Quality J. Silverman Role: We can help disseminate tools.

NPSF Patient and Family Advisory B. Martins Role: I've never seen or been given any patient Education Material in a hospital before. Where does it exist? ASOS?.

Council Comments: Am willing to research what information is available now through consumer advocacy groups, State
Health Departments and independent professional organizations. Would like to serve on committee if one is
developed. Are patients invited to the Conference?

NPSF Patient and Family Advisory D. Malone Role: Assist in development.

Council

SAGES F. Chae Role: Offer educational materials/courses.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options
(4- ACTION OPTION): INITIATE AND SUPPORT LEGISLATION WHICH GRANTS CONFIDENTIALITY TO REPORTING OF INCIDENTS AND NEAR MISSES

It is going to be impossible to obtain data without protecting confidentiality. This needs to be done through legislation. . (Cluster #8)
Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: Supportive.

Ambulatory Health Care Comments: AAAHC has a governmental affairs director.

American Academy of Cosmetic R. Jackson Role: This is going to require some legal help in developing wording. Will be glad to help petition our legislators.

Surgery

American Academy of Dermatology D. Whitaker Comments: Support confidentiality/anonymity. Mandate, combine with Action Option #10.

American Academy of Orthopedic R. Geline Role: Working with AMA, State Medical Societies and National Specialty Societies to achieve legislative goal.

Surgeons

AAAASF & ASAPS J. Yates Role: Already act as “lobbyist” for OBS at State of PA.
Comments: Continue in same venue.

American College of Surgeons P. Siegert Comments: The College of Surgeons feels that legislation such as described is essential to improve education and
will only occur effectively if a unity is part of the system.

American College of Gastroenterology | J. Vargo Comments: Doubt beneficial. Not terribly realistic legislators are lawyers!

American Medical Association T. Houston Comments: AMA advocacy staff can help here.

American Society of Anesthesiologists | R. Twersky Comments: Difficult task when lobbied by AMA, ASA, AANA, Specialty Societies, Accreditation Organizations etc.
All stakeholders need to identify the legislators to introduce legislation. Sate or Federal level.

American Society of Colon & Rectal M. Zelbey Comments: Very important if patient safety is to be improved.

Surgeons

American Society of PeriAnesthesia D. O'Brien Role: ASPAN's government affairs committee is active and willing to support such legislation.

Nurses

Federation of State Medical Boards J. Hoferer Role: FSMB will support confidentiality legislation.
Comments: The Federation supports such legislation if the confidentiality provisions do not inhibit state medical
board access to medical records needed to investigate complaints.

Institute for Medical Quality J. Silverman Role: Help draft and support legislation. Model legislation was tried in California.

NPSF Patient and Family Advisory B. Martins Role: My work LD#1389 gives me experience in the complexity of establishing a reporting system.

Council Comments: My sleeves are rolled up and I'm ready to get to work from the consumer point of view while
acknowledging the providers need for confidentiality in reporting sentinel events 2590 is “Patient Safety & Quality
Improvement Act"6/5/02 would establish a volunteer, confidential system for reporting. Bill sponsored by Sen.
Jeffords.

NPSF Patient and Family Advisory D. Malone Comments: Help with testimony to Legislation from patient and family focus of error reduction.

Council

Joint Commission on Accreditation of N. Kupka Role: Member of workgroup.

Healthcare Organizations
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(1- ACTION OPTION): PROMOTE ACCREDITATION

As we go forward and try to raise the quality of care, somebody needs to evaluate that and provide an objective opinion, so | think therefore it behooves us all to have more accreditation. (Cluster #9)

Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: This is what we do.

Ambulatory Health Care Comments: We believe that accreditation maximizes patient safety. We are planning to collect data in the near
future.

American Academy of Cosmetic R. Jackson Role: We are presently advocating to all our members to only operate in ACCREDITED FACILITIES.

Surgery Comments: This needs to be set as a standard.

American Academy of Dermatology D. Whitaker Role: Participate in all ways possible — speaking, education, exhibits, media awareness.

American Academy of Orthopedic R. Geline Comments: Goal or accreditation should not substitute already existing programs. Again only specific needs of

Surgeons office based surgery should be targeted.

AAAASF & ASAPS J. Yates Role: Speaker at national meetings.

American College of Surgeons P. Siegert Comments: The American College of Surgeons is fully committed to the promotion of accreditation.

American College of Gastroenterology | J. Vargo Role: Stakeholder.
Comments: Accreditation is an important benchmark currency? for the consumer.

American Society of Anesthesiologists | R. Twersky Comments: ASA is already a liaison member with JCAHO, AAAHC & AAAASF.

American Society of PeriAnesthesia D. O'Brien Role: ASPAN could give support verbally to this endeavor.

Nurses

Cosmetic Surgery Foundation J. Gilmore Role: Support legislation.
Comments: Uniform, national standards for accreditation of the plastic surgeons — ASPS, AAAAPS - has some
“weak internal links??? lingo(?)".

Federation of State Medical Boards J. Hoferer Role: FSMB recommends accreditation as one option to regulate OBS.
Comments: The Federation new guidelines for outpatient/office-based surgery recommend three pathways for
regulation of OBS and one pathway is accreditation. FSMB will be encouraging member boards to adopt one of the
pathways recommended.

Institute for Medical Quality J. Silverman Role: We do this and would be happy to collaborate with others.

NPSF Patient and Family Advisory D. Malone Role: Assist with encouraging the public to demand accreditation.

Council Comments: Public education.

Joint Commission on Accreditation of N. Kupka Role: Member of workgroup.

Healthcare Organizations

SAGES F. Chae Role: Education from organization meetings.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(13 - ACTION OPTION): DEVELOP NATIONAL STANDARDS FOR NON-HOSPITAL CREDENTIALING AND PRIVILEGING

There are two states already working on this very actively. Hospitals really don’t want to credential and privilege doctors who don’t work there very often and that's very right. Why should hospitals be
burdened with that? So there has to be another parallel system established.

(Cluster #11)

Organization: Participant: Perceived Role & Comments:

Accreditation Association for W. Hanke Role: We have a task force which is working on this.

Ambulatory Health Care Comments: This is a key issue and is definitely something that should be done.

American Academy of Cosmetic R. Jackson Role: Our organization would like to be involved in developing this.

Surgery Comments: A mechanism needs to be developed.

American Academy of Dermatology D. Whitaker Role: Discussion, negotiation, consensus and lead.
Comments: Same as Action Option # 3 — just broadens the concept.

AAAASF & ASAPS J. Yates Role: As member of various organizations.

American Association of Nurse J. Migon Comments: Could this be done through the accreditation bodies?

Anesthetists

American College of Surgeons P. Siegert Comments: The likelihood of a national standard being developed is praiseworthy but not likely to be attainable. It
will most likely be developed at the state level.

American College of Gastroenterology | J. Vargo Role: Stakeholder.
Comments: Same comments as Action Option 1.

American Society of Anesthesiologists | R. Twersky Comments: Beyond the scope of my organization.

American Society of Colon & Rectal M. Zelbey Comments: Can be combined with Action Option 25 - individual societies can ??? to establish requirements and

Surgeons review processes to aid in privileging.

American Society of PeriAnesthesia D. O'Brien Comments: Not a nursing issue — at least | don't see it that way. But | believe ASPAN would support.

Nurses

Cosmetic Surgery Foundation J. Gilmore Role: As a “voice of change” — | will work on this area.
Comments: Hospitals protect certain physician groups but “denying access” to privileging — the accreditating
organizations AAAHC, JCAHO, etc. need to ??? more. .

Federation of State Medical Boards J. Hoferer Role: FSMB will offer assistance from the Federation Credentials Verification Service (FCVS).
Comments: The Federation offers a credential verification service mandated or accepted for licensure in 43 states
(core credentials).

Institute for Medical Quality J. Silverman Role: We have guidelines and would be happy to participate.

NPSF Patient and Family Advisory B. Martins Comments: State of NY (Department of Health)) has developed clinical guidelines for office based surgery.

Council Individual professional organizations also have clinical guidelines. Collaboration of gathering what information is
now available could be beneficial to establishing acceptable and embraceable national guidelines.

SAGES F.Chae Role: Offer recommendations.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options
(25 - ACTION OPTION): DEVELOP A PLAN OF CREDENTIALING BASED ON STANDARDS, TRAINING AND EXPERTISE WITHOUT REGARD TO PRECONCEIVED IDEAS

This may take us to thinking a little bit out of the box of where we have thought in the past that only certain people can do certain things. | think we need to get beyond that. (Cluster #11)
Organization: Participant: Perceived Role & Comments:
Accreditation Association for W. Hanke Role: Supportive.
Ambulatory Health Care Comments: This is complicated, but it is an important goal.
American Academy of Cosmetic R. Jackson Role: Credentialing standards that are based on education, training and expertise for certain procedures have and are being
Surgery developed by our organization.
Comments: This needs to be addressed by multiple groups & not necessarily based on certain boards, etc..
American Academy of Dermatology D. Whitaker Role: Discussion, negotiation, consensus and lead.
Comments: Same as Action Option # 3 — just broadens the concept.
AAAASF & ASAPS J. Yates Role: Use existing data.
American College of Surgeons P. Siegert Comments: The key words in this action option are training and expertise. Being a gastroenterologist, for instance,
does not make a person complete competent in all of the activities carried out by gastronterology personnel.
American College of Gastroenterology | J. Vargo Comments: This is intuitive, one would hope.
American Medical Association T. Houston Comments: AMA could help brainstorm here, involving medical education and others.
American Society of Anesthesiologists | R. Twersky Role: Participant.
Comments: Difficult to do.
American Society of PeriAnesthesia D. O'Brien Comments: | would commit ASPAN if it was pertinent to nursing. | don't think it is at this time.
Nurses
Cosmetic Surgery Foundation J. Gilmore Role: My greatest challenge. | will “pour out my soul” here.
Comments: This will be a significant milestone in faimess?, equity and patient safety. “Judge by performance and
outcomes” not by Board Certification.
Federation of State Medical Boards J. Hoferer Role: FSMB will offer assistance from the Federation Credentials Verification Service (FCVS).
Institute for Medical Quality J. Silverman Role: This is tied to Action Option 13. We have guidelines and would be happy to participate.
F. Chae Role: As previously outlined.

SAGES
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