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EXECUTIVE SUMMARY

Forty-eight stakeholder representatives and ten observers from 38 organizations involved in
the Chronic Kidney Disease (CKD) Initiative described eighty-five barriers to improving CKD
patient outcomes and proposed more than thirty actions for addressing these barriers. The
representatives were engaged in a collaborative action-planning workshop that was facilitated
with a methodology founded in the systems sciences. Majority convergence was achieved on six

important actions as the highest priority. These are:

« Build on and coordinate the activities of the many groups at this meeting who

have been and who are working on this;

» Support the efforts of the national kidney disease education program to establish
a laboratory group to coordinate the activities in laboratory standardization for

GFR reporting;

* Develop and promulgate simple guidelines targeted to patients around screening
CKD and the implications of CKD;.

« Sage the effort to achieve acceptance of a uniform definition of CKD: 1) health

providers and laboratories, 2) payers 3) public;

e Promotion of research into the effectiveness of disease management systems for
CKD in multiple settings and stages of CKD;

» Collaborate with accrediting organizations and regulatory bodies in developing

CKD quality measures which would include GFR estimate equation reporting.

Before the workshop, interviews and aliterature review had identified a wide variety of
issues concerning patient outcomes in CKD and had articulated many possible approaches to
improving patient outcomesin this area. AlImost every interviewee agreed on two critical points,
which were echoed over and over during the two-day workshop: That problems exist regarding
CKD patient outcomes and that insufficient data has been gathered to quantify the extent of the
problem. A number of additional concerns surfaced in both the pre-workshop interviews and over
the course of the workshop Many participants questioned whether a uniform definition exists of
what constitutes CKD. Others worried that the nephrology community, already stretched to its
[imit, can not handle all the cases of CKD on its own. To help address this staffing problem,
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many participants endorsed the idea of enlisting other healthcare providers, such as primary care
physicians, nurse educators, or health care extenders to treat these patients. One potential
obstacle, no matter who's treating this group, however will be how such care will be reimbursed,
they warned. By delineating the myriad barriers and potential actions related to the outcome of
patients with CK D, the pre-workshop interviews and literature review highlighted the critical

need to organize an initiative in this area.

In the first stage of the workshop, participants described and clarified e ghty-five anticipated
barriers. The participants identified the nineteen barriers they considered to be the most
important. Through arobust investigation of influences among the barriers, decided by over
eighty-five strong majority opinions, four barriers were identified as the most influential drivers
appearing at the deepest Levels of the Tree-like pattern of Figure 1 (see next page and page 19).

These barriers are;

» Lack of prospective evidence of effective tests and therapies to prevent complications of
CKD;

» Riskof no entity with a broad mandate sustaining these efforts long term;
» Lack of acceptance of uniform definition of CKD;

e Lack of understanding of those CKD patients for whom interventions will affect

outcomes.

Three features of this anaysis stood out. First of all, athough the workshop’s focus was
formulated as improving “ patient outcomes,” the clarifications and discussions about one of these
four most influential barriers focused on the lack of acceptance of a uniform definition of CKD.
Secondly, two of the most influentia drivers focused on the observation that identification of
CKD isnot the same thing as prevention and improvement. The lack of understanding of those
CKD patients for whom intervention will affect outcomes is strongly hindered by the lack of
evidence of effective tests and therapies to prevent complications. Without such evidenceitis
difficult to identify those patients and interventions that will actually have an impact on
outcomes. Thirdly, the stakeholders articulated the barrier of the risk of not having currently an
entity with a broad mandate for sustaining these efforts over the long-term The CKD Initiative
most likely represents the beginning of the formation of such an entity.
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Figure 1. Influence Pattern of Barriersfor Improving Patient Outcomesin CKD

e (59 - Barrier) GFR IS NOT REPORTED BY (18 - Barrier) (10 - Barrier) LACK OF
LABORATORIES MALDISTRIBUTION AND COORDINATION

e (1-Barrier) LACK OF PUBLIC AND PATIENT WORSENING SHORTAGE BETWEEN PCP'S AND
AWARENESS AND CONCERN REGARDING THE OF HEALTH CARE NEPHROLOGISTS
RISKS ASSOCIATED WITH CKD PROVIDERS

A A

e (8- Barrier) UNWILLINGNESS OF PAYERS TO INVEST IN CKD CARE
e (5-Barrier) ABSENCE OF A COORDINATED SYSTEM OF CARE THAT INCLUDES A DELIVERY
SYSTEM THAT WILL REACH ALL CKD PATIENTS

* (24 - Barrier) NEED FOR PAYERS TO RECOGNIZE THE VALUE OF EARLY TREATMENT OF CKD

e (19-Barrier) INADEQUATE RECOGNITION OF CARDIOVASCULAR DISEASE AND COMPLICATIONS
OF DECREASED GFR AS PATIENT OUTCOMES OF CKD, RATHER THAN ESRD THE ONLY
COMPLICATION

e (12 - Barrier) CONCEPTUALIZATION OF CKD IS VERY RECENT AND NOT WIDELY DIFFUSED WITHIN
NEPHROLOGY, MEDICINE OR THE HEALTH CARE SYSTEM

* (14 - Barrier) LACK OF CONSENSUS REGARDING THE IMPORTANCE OF CKD

e (37-Barrier) NEED FOR INFORMATION ON VARIATIONS IN CARE PROCESS, OUTCOMES, AND
BEST PRACTICES

(23 - Barrier) NO DEFINITION OF HOW THE MARKETING OF CKD MESSAGE SHOULD BE STRUCTURED

AND IMPLEMENTED

e (28 - Barrier) INADEQUATE UNDERSTANDING OF OPTIMAL CONTEXT FOR CKD SCREENING, PREVENTION,
AND TREATMENT

e (72 - Barrier) NEED FOR NEPHROLOGY LEADERSHIP TO UNITE AND SPEAK WITH A SINGLE VOICE

e (15-Barrier) LACK OF CONVINCING COST BENEFIT DATA

f f

(61 - Barrier) LACK OF ACCEPTANCE (63 - Barrier) LACK OF UNDERSTANDING OF THOSE
OF A UNIFORM DEFINITION OF CKD CKD PATIENTS FOR WHOM INTERVENTIONS WILL
AFFECT OUTCOMES
? KEY
(48 - Barrier) RISK OF NO (13 - Barrier) LACK OF PROSPECTIVE
ENTITY WITH A BROAD EVIDENCE OF EFFECTIVE TESTS AND Y Addressing X
MANDATE SUSTAINING THESE THERAPIES TO PREVENT * Significantly
EFFORT LONG TERM COMPLICATIONS OF CKD Helps in
X Addressing Y




In the second stage of the workshop the participants generated and clarified more than
thirty proposed actions with emphasis on the four most influential barriers, displayed at the roots
of the Tree of Influence shown in Figure 1. Participants identified the twelve most important

action options. These twelve actions are shown in Table 7.

It isinteresting to note that in Table 7 the six higher priority actions mentioned earlier
received almost 50% of the total vote count, and the top twelve priority actions received 70% of
the count. These results indicate the convergence of priority judgments among the participants.
These twelve higher priority actions were used in afollow-up DELPHI study, the intent of which
was to identify specific activities and collaborative |eadership roles among the workshop

participants and their organizations.



Table7: Voting Results of Action Optionsfor Improving CKD Patient Outcomes

Triggering Question:

"What are action options which, if adopted and implemented by the community of stakeholders,

will help in addressing the system of barriers?”

(2 - Set B) BUILD ON AND COORDINATE THE ACTIVITIES OF THE MANY GROUPS AT THIS
MEETING WHO HAVE BEEN AND WHO ARE WORKING ON THIS PROBLEM

(7 - Set B) SUPPORT THE EFFORTS OF THE NATIONAL KIDNEY DISEASE EDUCATION
PROGRAM TO ESTABLISH A LABORATORY GROUP TO COORDINATE THE
ACTIVITIES IN LABORATORY STANDARDIZATION FOR GFR REPORTING

(4 - Set B) DEVELOP AND PROMULGATE SIMPLE GUIDELINES TARGETED TO PATIENTS
AROUND SCREENING CKD AND THE IMPLICATIONS OF CKD

(13 - Set B) STAGE THE EFFORT TO ACHIEVE ACCEPTANCE OF A UNIFORM DEFINITION OF
CKD: 1) HEALTH PROVIDERS AND LABORATORIES, 2) PAYERS 3) PUBLIC

(8 - Set B) PROMOTION OF RESEARCH INTO THE EFFECTIVENESS OF DISEASE
MANAGEMENT SYSTEMS FOR CKD IN MULTIPLE SETTINGS AND STAGES OF
DISEASE

(22 - Set B) COLLABORATE WITH ACCREDITING ORGANIZATIONS AND REGULATORY
BODIES IN DEVELOPING CKD QUALITY MEASURES WHICH WOULD INCLUDE
GFR ESTIMATE EQUATION REPORTING

(12 - Set B) TARGET AT RISK SOCIOECONOMIC AND DEMOGRAPHIC POPULATION AND
REPRESENTATIVE ORGANIZATIONS FOR PUBLIC EDUCATION CAMPAIGNS

(3-Set B) IDENTIFY AND CLASSIFY THE SUBGROUPS OF CKD IN WHICH INTERVENTION
HAVE ALREADY BEEN PROVEN, ARE PROMISING BUT QUESTIONABLE VS.
UNKNOWN AND SIMULTANEOUSLY DEVELOPING AND MEASURING PATIENT
OUTCOMES OF THESE INTERVENTIONS

(6 - Set B) PROMOTE TARGETED CLINICAL, BASIC AND EPIDEMIOLOGICAL RESEARCH ON
RELATIONSHIP BETWEEN CKD AND CVD

(1-Set B) CONVENE A STAKEHOLDER GROUP TO DEVISE THE NEEDED RESEARCH
AGENDA

(24 - Set B) ENCOURAGE CMS DEMONSTRATION PROJECTS ON CREATIVE APPROACHES
TO IDENTIFYING AND TREATING PATIENTS WITH CKD

(14 - Set B) WIDE DISSEMINATION OF AVAILABLE EVIDENCE LINKING CVD AND CKD TO
NON NEPHROLOGISTS AND THE LAY COMMUNITY

# of
Dots

16

12

13

11

10

12

Weighted

Count*

59

42

39

37

35

34

26

25

22

21

20

20



Of the top six priority actions, one clearly relates to the need to build on and coordinate
stakeholder participation within the context of patient outcomesin the CKD:
« Build on and coordinate the activities of the many groups at this meeting who

have been and who are working on this;

Two important actions relate to standardization of GFR reporting:

» Support the efforts of the national kidney disease education program to establish
a laboratory group to coordinate the activities in laboratory standardization for

GFR reporting;

» Collaborate with accrediting organizations and regulatory bodies in developing

CKD quality measures which would include GFR estimate equation reporting.

Two important actions related to the promul gation of guidelines that would help support the

effectiveness of disease management systems:

* Develop and promulgate simple guidelines targeted to patients around screening
CKD and the implications of CKD;.

e Promotion of research into the effectiveness of disease management systems for
CKD in multiple settings and stages of CKD;

One important action addresses the need to accept a uniform definition for all members of the

community of stakeholders:

« Sage the effort to achieve acceptance of a uniform definition of CKD: 1) health

providers and laboratories, 2) payers 3) public;

In stage three, conducted via a follow-up DELPHI survey, workshop participants were asked
to confirm their commitment to collaborative leadership on the top twelve of their recommended

actions.

Twenty-five participants from the CKD community have expressed their commitment to
inter-organizational collaboration on selected actions in the launch of the next phase of this

initiative.



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

accorded to the top six actions asindicated in Table 7.



INTRODUCTION

Few dispute that End Stage Renal Disease (ESRD) takes a serioustoll. In recent years, the
number of people with ESRD has exceeded 340,000, with projections that this number could
nearly double by 2010. ESRD claims the lives of about 20 percent of those who have it each
year," and Medicare currently spends nearly $18 billion ayear on this disease. Y et, as many
nephrologists recognize, ESRD represents just atip of the iceberg when it comes to kidney
disease. Beneath the surface of public awareness lies Chronic Kidney Disease. According to
National Kidney Foundation estimates, as many as 20 million people may have this disease while
another 20 million are at increased risk for it.? Meanwhile, evidence has shown that CKD not
only can progressto ESRD but also can lead to cardiovascular problems. Given this situation, it's
not surprising that many participants in the pre-workshop interviews and the workshop called for
a concerted effort that could tackle head-on the issues that CKD raises. A Chronic Kidney
Disease Initiative will face many challenges: collecting better data on treatment, morbidity and
mortality of CKD; increasing awareness of CKD in the lay public and among other health
professionals; and bringing on board awide variety of colleagues, from cardiologists to the

government, business, and health-insurance companies.

The findings from the workshop that launched this project will constitute the subject of this
report.

Thefindingsin thisreport, and participant commitment to the consensus actions, compl ete
Phase One of the CKD initiative. These findings represent the voice of representative
stakeholders of the CKD community that participated in the workshop. Their statements,
clarifications, and dialogue are preserved in their original formin this report as documented and
distributed during the workshop.

Forty-eight participants, and ten observers, representing doctors, nurses, administrators,
regulators, and patients/family members participated in the workshop on February 25-26, 2003.
Thelist of participants and their organizationsis presented in Appendix A. At thisevent,
stakeholders explored the barriers that will be faced by any attempt to improve patient outcomes

! Dave Cleveland, Kailash Jindal, David Hirsch, and Bryce Kiberd. “Quality of Prereferral Carein Patients
with Chronic Renal Insufficiency,” American Journal of Kidney Diseases 2002 July; 40(30-36).

2 John O’ Neil. The New Y ork Times; February 19, 2002, “Catching Kidney Disease in Early Stages.” ?
National Kidney Foundation. K/DOQI Clinical Practice Guidelines for Chronic Kidney Disease:
Evaluation, Classification and Sratification. Am J Kidney Dis 39, 2002 (suppl 1)



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

Pre-Workshop Discussion Paper

A Discussion Paper was produced in advance of the workshop, prepared from interviews with
14 experts and leadersin relevant areas aswell asalimited literature review. Thisanalysis
revealed the desire in the field to increase knowledge of CKD at al levels -- to inform the public
about the existence of this disease; to communicate to other providers the need for screening; and
to improve knowledge within nephrol ogy about incidence and treatment of the disease. CKD
disease does not enjoy the same sort of general recognition as other comparabl e disease such as
diabetes or hypertension, many noted. “When you say chronic kidney disease, they probably

don’t think much of anything,” said one physician about both laypeople and some professionals.

Thefirst task that lies ahead, said many, constitutes determining a uniform definition for
CKD. Should people in K/DOQI stages 1 and 2 be considered to have CKD? Many argue no -- at
least not all of them. “We haven't done al of the homework we need to do to know what low
GFR means,” said one respondent. Once this question has been answered, more concerted
screening programs could help identify those at greatest risk, many agreed. While doctors
recognize that CKD often accompanies diabetes and hypertension, it can slide below the medical
radar.® Some interviewees noted that screening only in high-risk populations -- such as family
members of patients with CKD or those who aready have diabetes or hypertension -- could be

the most efficient approach.

Identifying those most in need of help could be critical. Many interviewees worry that the
field of nephrology would be hard-pressed to handle an increased patient load. Even without
adding CKD into the mix, projections suggest that the pool of nephrol ogists would need to more

than double fromiits current level of about 5,000 to accommodate ESRD patients alone.*

3 Wm McClellan, DF Knight, H Karp, and WW Brown. “Early detection and treatment of Renal Disease in
Hospitalized Diabetic hypertensive patients. important differences between practice and published
guidelines.” American Journal of Kidney Diseases 1997 Mar;29(3):368-75. The lag in care has even made
it to prime-time television. In a January 23 episode of the sitcom “ Scrubr,” the head of the hospital reviews
anephrologist’s case charts and determines that he has failed to stay current in his field. One of the tip-
offs? That none of his diabetic patients have been prescribed ACE inhibitors.

*In 1996, a survey of nephrologists found that most felt the profession already lacked sufficient numbers to
handle an influx of End Stage Renal Disease patients. If anything, the problem has only increased in recent
years. See W Mitch and Wm, McClellan . Patterns of patient care reported by nephrologists: implications
for nephrology training. American Journal of Kidney Diseases 1998 Oct;32(4):551-6 and RJ Glassock,
“Nephrology Workforce and Time Allocation: Important I ssues for the Future, American Journal of Kidney
Diseases 1998 Oct; 32(4): 672-5.
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Persuading nephrol ogists to squeeze CKD patients into their already overburdened practices may
prove difficult for financial reasons, aswell. “There's no structure to pay for the time of a person
to do this,” one nephrologist said. Add to that the fact that chronic kidney disease is more
common among racial and ethnic minorities -- groups that tend to be medically underserved --

and the reimbursement issue only proves more challenging.

And the question still remains what standards of care should be. Some studies have shown
widespread geographic variation in the use of erthyropoetin to treat CK D-related anemia. ® Others
have shown that only 40 percent of candidates for anti-anemia treatment received the
medication.® These studies demonstrate that current treatment for CKD suffers from the same
lack of uniformity as the working definition of it, some say. Said oneinterviewee: “There’'salag
between our knowledge from clinical trials and our clinical practice. It’s very difficult to keep
everyone up to date and I’ m not sure that everyone who' sinvolved in the kidney diseasefield is
as up to date as they need to be.” Many recommended fine-tuning the guidelines that already
exist, augmenting the current body of knowledge to hone in on the best practices. One areaiin
which such trials are critical, said many, is the connection between CKD and cardiovascular
disease. One interviewee called for alarge-scale, multi-center, long-term study to explore the best
treatment for CKD. “The most fundamental thing is you need data that showsif you make this

treatment modification you will have thisimpact,” he said.

Increased data, in turn, could lead to changesin how such hedthcareis delivered and
reimbursed, many respondents said. Because managing CKD patients can be time-consuming and
complicated, many suggest that rather than relying solely on nephrologists for this, the field
should enlist PCPs and other healthcare providers. “ Some radical new care models have to be
devised,” said one respondent. This concept cropped up again and again in the interviews. Many
proposed borrowing from the model of diabetes nurse educators, specifically trained to handle
CKD patients. Others stretched this vision to include other physician extenders, working together

in amultidisciplinary team to monitor compliance, do regular check-ups, and help oversee care.

The pre-workshop interviews exposed multiple challenges that will face a Chronic Kidney

*Gregorio Obrador, “Trendsin Anemiaat Initiation of Dialysisin the United States,” Kidney International,
2001 60:1875-1884.

® Allen Nissenson, Allan Collins, Judith Hurley, Hans Petersen, Brian Pereira, and Earl Steinberg.
“Opportunities for Improving the Care of Patients who Chronic Renal Insufficiency: Current Practice
Patterns,” Journal of the American Society of Nephrology 2001; 12: 1713-1720. See also, A Kausz, S
Khan, R Abichandani, et al. “Management of patients with chronic renal insufficiency in the northeastern
United States.” Journal of the American Society of Nephrology 2001 12: 1501-1507.
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Disease Initiative. Many agreed, however, that a successful concerted effort on the part of such an
initiative would save both dialysis dollars and lives that would otherwise be lost to cardiovascular
disease. For amore in-depth discussion of the analysis conducted prior to the workshop, please

consult the discussion paper in Appendix B.

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.

12



1) BARRIERS

1.1) METHODOLOGY: DEFINING COMPLEX PROBLEMS
THROUGH COLLABORATION

1.1.1) Background

The approach to Phase | of the CKD Initiative is based on a Collaborative Action Planning
model that has been developed and applied in avariety of applicationsin the Health Care area.
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 essentia to the formation of collaborative leadership in

improving CKD patient outcomes.

For the sake of brevity, specific discussion on the foundations of this model in systems
science has not been included in this report (see Appendix H). The presentation of the
methodology here is 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 barriers, 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).

13



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
barriers (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 Table7 L eader ship on
Barriers, Table1 Appendix E Twelve actions,
in Appendix C the DELPHI
3) Clustersof Survey in
Barriers, Table 2, Appendix G
in Appendix D
4) Influence Pattern
of Barriersin
Figurel

1.1.3) Stage One: Gain a Deeper Appreciation of Barriers
The first stage — gaining a better appreciation of component barriers — proceeded in six steps:

1. Beforethe workshop, define a preliminary outline of the problem by interviewing
knowledgeable people. Theseinterviews 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.

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

Clarify individual perceptions about these barriersin order to promote group learning.

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

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

6. Usethis collective understanding to identify the most influential of the important barriers
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 barriers, worked to understand exactly what

these barriers meant to the individual who authored them, and then deepened their collective

14



understanding of these barriers by seeing how they were interrelated. Thisresultsin the
identification of barriers which are considered “deep drivers’ of the situation (indicated by a! in
Exhibit 3) that influence the outcome of many other barriers. Resources committed to the deep

drivers attain the highest overall leverage.

Exhibit 3: Products of Each Step in Stage One

Complex Barrier Classification of Influence
Situation Statements Barrier Pattern

¢0 o6HO
Ol o6¢HO
® & & [E

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

We now turn to the findings of the workshop during this first stage, namely gaining a deeper

appreciation of the barriers to improving CKD patient outcomes.
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1.2) FINDINGS: THE DEFINITION OF BARRIERS
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 CKD Discussion Paper on improving CKD
patient outcomes, what barriers do we anticipate the community of stakeholders will
face in ameliorating the CKD situation?”

Stakeholders described eighty-five barriers and clarified their meanings during discussion with
the entire group. The anticipated barriers and their clarifications appear as Table 1 in Appendix
C. Thebarriers were grouped into clusters based on distinctions between barriers made by the
stakeholders, during clarification.” Each participant chose five barriers, ranking them from 1to 5
(most important to lessimportant). Nineteen barriers received at least 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 CKD Patient
outcomes is represented.

" The clusters of barriersis 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
barriers invoked by individual participants and interviewees. This was done primarily to enable the
participants to vote for the barriers they considered most important in the context of a categorical view of
barriers. 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
BARRIERS

After describing a complex problem in terms of its component parts or barriers and
perspectives on the barriers, people can better plan what to do if they take the time to understand
how various barriersinfluence other barriers. Often, through this disciplined inquiry, people are
able to discover that a seemingly insignificant barrier in fact directly and indirectly affects our
ability to address awide range of other barriers; meanwhile, a barrier 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 barrier, will we be better able to surmount another barrier?” This question is
asked repeatedly with pairs of barriers. 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 ustackle 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 barriers that influence many other components of the problem can be thought of as
having alot of LEVERAGE, in that if we surmount these barriers, we are significantly better off

in surmounting lots of other barriers.

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

appearing as Figure 1 (see page 19) of thisreport.
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1.4) FINDINGS: THE PATTERN OF INFLUENCE AMONG THE
BARRIERS

Participants were asked relational questions that followed the following format:

“ Suppose the community of stakeholdersis able to make progressin addressing

(Barrier X),
will this help significantly in addressing
(Barrier Y)

in the context of designing an action agenda for improving patient outcomesin CKD?’

Based on a strong majority opinion of participant judgments about the interdependence
between pairs of barriers, and the assistance of systems analysis software, an Influence Pattern
was generated and is depicted in Figure 1: Influence Pattern of Barriersfor Improving
Patient Outcomesin CKD (see next page). Arrows show cases where surmounting one barrier
will help significantly in surmounting another barrier. This diagram represents the compilation of
astrong consensus. It was generated by the assertions of at least thirty-two of the forty-eight
participants for each of eighty-five relational questions.  Unanimous opinions grew in frequency

asthe inquiry progressed.

Barriers that appear lower in the Influence Pattern have more influence on other barriers
than onesthat arelocated higher in the pattern. This pattern can inform the group’ s subsequent
strategy, since preferentialy addressing the deeper barriersislikely to have more wide-ranging
effects than addressing other barriers. In a sense, the deeper barriers can be interpreted as having
more “leverage” —that is, the power to move and ameliorate other barriers — and thus the
resolution of these deeply leveraging barriers could have cascading benefits for addressing the

entire set of barrier that constitute this complex problem.

To solidify our understanding of what this influence structure tells us, et us begin to examine
Figure 1 by starting with Barrier 23, “No definition of how the marketing of CKD message
should be structured and implemented,” which is located mid-way in the Influence Pattern on
level 1V. Thismid-stream location tells us that, in the judgment of the participants, progressin
resolving this barrier would help the CKD community to overcome all the down-stream barriers
located on levels|, 11, and I11. Additionally, the mid-stream location also tells us that the CKD
community will bein asignificantly better position to surmount Barrier 23 if the community has

already made progress in tackling the barrierslocated in Levels V, VI, and VII.
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Figure 1. Influence Pattern of Barriersfor Improving Patient Outcomesin CKD

e (59 - Barrier) GFR IS NOT REPORTED BY (18 - Barrier) (10 - Barrier) LACK
LABORATORIES MALDISTRIBUTION AND OF COORDINATION
Level | e (1-Barrier) LACK OF PUBLIC AND PATIENT WORSENING SHORTAGE BETWEEN PCP'S AND
AWARENESS AND CONCERN REGARDING THE OF HEALTH CARE NEPHROLOGISTS
RISKS ASSOCIATED WITH CKD PROVIDERS

A A

e (8- Barrier) UNWILLINGNESS OF PAYERS TO INVEST IN CKD CARE
e (5-Barrier) ABSENCE OF A COORDINATED SYSTEM OF CARE THAT INCLUDES A DELIVERY
SYSTEM THAT WILL REACH ALL CKD PATIENTS

e (24 - Barrier) NEED FOR PAYERS TO RECOGNIZE THE VALUE OF EARLY TREATMENT OF CKD

*  (19- Barrier) INADEQUATE RECOGNITION OF CARDIOVASCULAR DISEASE AND COMPLICATIONS

Level Ill OF DECREASED GFR AS PATIENT OUTCOMES OF CKD, RATHER THAN ESRD THE ONLY

COMPLICATION

* (12 - Barrier) CONCEPTUALIZATION OF CKD IS VERY RECENT AND NOT WIDELY DIFFUSED WITHIN
NEPHROLOGY, MEDICINE OR THE HEALTH CARE SYSTEM

e (14 - Barrier) LACK OF CONSENSUS REGARDING THE IMPORTANCE OF CKD

e (37-Barrier) NEED FOR INFORMATION ON VARIATIONS IN CARE PROCESS, OUTCOMES, AND
BEST PRACTICES

Level IV (23 - Barrier) NO DEFINITION OF HOW THE MARKETING OF CKD MESSAGE SHOULD BE STRUCTURED
AND IMPLEMENTED

«  (28-Barrier) INADEQUATE UNDERSTANDING OF OPTIMAL CONTEXT FOR CKD SCREENING, PREVENTION,
Level V AND TREATMENT

«  (72-Barrier) NEED FOR NEPHROLOGY LEADERSHIP TO UNITE AND SPEAK WITH A SINGLE VOICE

«  (15-Barrier) LACK OF CONVINCING COST BENEFIT DATA

f !

Level Il

(61 - Barrier) LACK OF ACCEPTANCE (63 - Barrier) LACK OF UNDERSTANDING OF THOSE
Level VI OF A UNIFORM DEEINITION OF CKD CKD PATIENTS FOR WHOM INTERVENTIONS WILL
AFFECT OUTCOMES
? KEY
(48 - Barrier) RISK OF NO (13 - Barrier) LACK OF PROSPECTIVE
ENTITY WITH A BROAD EVIDENCE OF EFFECTIVE TESTS AND Y Addressing X
Level VI MANDATE SUSTAINING THESE THERAPIES TO PREVENT * Significantly
EEFORT LONG TERM COMPLICATIONS OF CKD Helps in
X Addressing Y
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For example, defining the marketing of the CKD message (Barrier 23) will be
accomplished much more readily if the leadership of the CKD community is united and speaks
with one voice (Barrier 72, on Leve V), and thisin turn would be more likely to happen if a
uniform definition of CKD were accepted (Barrier 61, Level V1), and finaly this would be more
likely to happen if there was an entity with a broad mandate sustaining the CKD improvement
effort long term (Barrier 48, Level VII).

In the group’ s collective judgment, another stream of cascading influence also would
ultimately assist in defining the marketing of the CKD message (Barrier 23), thistime flowing
from the other deepest and most leveraging barrier: if the CKD community were to have some
prospective evidence of effective tests and therapies to prevent the complications of CKD
(Barrier 13, Level VII), then the community would be better able to understand which patients
would benefit from interventions (Barrier 63, Level V1), and subsequently would be able to
generate convincing cost-benefit data (Barrier 15, Level V) aswell as better define the optimal
context for CKD screening, prevention, and treatment (Barrier 28, Level V), and these
accomplishments would increase the ability of the CKD community to define how the CKD

marketing message should be structured and implemented (Barrier 23).

These two deeper streams of influence, stemming from solutions to Barriers 48 and 13,
converge at Level V, where three separate barriers al are represented in Figure 1 as contained
within the same box. What thistells usisthat, in the group’s collective judgment, making
progress on these three barriers would be synergistic, promoting simultaneous progress on each
other. This pattern of mutual self-enhancing influence can be thought of as a positive cycle of
progress. generating convincing cost-benefit data would better define optimal context of CKD
screening, prevention, and treatment, but defining the optimal context for these activities would
also assist the generation of cost-benefit data, and accomplishing both of these would be
enhanced by a united nephrology leadership, which in turn would in part be united by having
better defined the optimal context for various CKD activities and better cost-benefit data. From a
strategic point of view, such a mutually-enhancing cycle suggests that action plans need to
consider how these various barriers are engaged with each other, and how an action would
influence not just asingle barrier in isolation, but the other barriersthat cycle with it.

Now let us suppose that the CKD community has made progress in defining how the
CKD marketing message should be structured and implemented (that is, they have surmounted
Barrier 23): what barrier would then be more readily tackled? First, and most smply, the CKD

community would then be better positioned to rectify the lack of coordination between primary
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care providers and nephrologists (Barrier 10, Level I). Second, a more complicated stream of
influence would be set in motion, cascading initially onto Level |11 and the five mutually-
reinforcing barriers that cycle at thislevel: a defined CKD marketing message would assist in
helping to diffuse the CKD concept throughout the health care community (Barrier 12); boost the
recognition that CKD also causes cardiovascular and low GFR complications as well as ESRD
(Barrier 19); heighten the consensus that CKD isimportant (Barrier 14); advance efforts to
generate information regarding variationsin CKD care processes, outcomes, and best practices
(Barrier 37); and help payers recognize the value of early CKD treatment (Barrier 24). As
discussed just above, progress in surmounting any of these barriers would assist in surmounting
the other 4 barrierslocated on thislevel, asthey are al significantly interrelated in terms of their

influence on each other.

Overcoming the Level 111 barriers, in the group’ s judgment, then cascades upward to
assist in overcoming the 2 barrierslocated on Level 11: payerswould be morelikely to invest in
CKD care (Barrier 8) and the CKD community is more likely to create a coordinated system that
would deliver careto al CKD patients (Barrier 5). These 2 barriers also cycle—clearly, a
coordinated system of care would be enhanced by payer investment, and conversely payers would
be more likely to invest as the system of care becomes more coordinated (and, one assumes, more
effective).

This stream of influence then flows to Level |, and specificaly the 2 barriersthat cycle
together: payer investment and a coordinated system of care would promote progress on having
GFR reported by laboratories (Barrier 59) and would boost public and patient awareness and
concern regarding CKD risks (Barrier 1).

Also located on Level | isan isolated barrier, namely “maldistribution and worsening
shortage of health care providers’ for CKD care (Barrier 18). Two points are important about the
isolation of thisbarrier. First, theisolation tells us that, in the judgment of this group, the
likelihood of surmounting this barrier would not be significantly enhanced even if al the other
barriers were surmounted. Second —and thisis a very important point about interpreting this
Influence Diagram — the isolation of this barrier and itslocation on level | DOESNOT mean that
it isunimportant: this could be acritical barrier to improving CKD care, but it so happens that
none of the other barriers that the group used when generating thisinfluence pattern have any
substantial impact on overcoming this barrier. In asense, it lies outside the scope of influence of
the other barriers. But thisisnot to say that it is unimportant. Indeed, the influence pattern does

not depict “importance” (which is avery broad notion, encompassing many different
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evaluations), but rather focuses just on the quality of influence (which is part of what makes
things important, but not the entirety of the notion of importance). For strategic purposes,
understanding influence aloneis quite valuable for planning subsequent actions, asit can direct
our efforts towards overcoming deeper and more powerfully leveraging barriers, making our

likelihood of success on other fronts greater.
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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 barriers as articulated by different individuals,
and their interdependencies, the group next moves on to consider what can be done to surmount
these barriers. 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 barriers.

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

® @ ® @ =:]-0-6H
@® @ ® ® —2ll-0-0¢
<6> Etc. <A> Scenario3: . n .

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

Different groups will devise aternative scenarios. Some groups will prioritize those action
options that address very influential actions (designated by a! in the diagram) asthe first 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 CKD patient outcomes. Unfortunately, in the CKD workshop, because of

time constraints, the participants did not have time to construct aternative team scenarios.

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

proposed action options in response to the following triggering question:

“What are action optionswhich, if adopted and implemented by the community of
stakeholders, will help in addressing the roots of the tree of barriers shown in Figure 1?”

Participants generated and clarified thirty-three 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 stakeholders were asked to vote individualy and subjectively by selecting the five
optionsthat in there opinion are of higher relative importance in the context of the triggering
question and Figure 1. The results of the voting on action options are shown in Table 7: Voting
Results on Action Optionsfor Improving Patient Outcomesin CKD (see page 26). Itis
interesting to note that the top six actions received 46% of the total weighted count of votes, and
the top 12 received 70% of the total vote. These twelve dominant action options were determined
as being high priority for improving patient outcomes in CKD and were used in the DEL PHI
study for finding out the commitment to collaborative leadership by the invited stakeholders who
participated in the CKD workshop.

The six highest priority actions and their clarification discussion are listed below:

* Build on and coordinate the activities of the many groups at this meeting
who have been and who are working on this problem (Action Option # 2,

weighted count of 59) which is clarified as meaning:

The barrier identified for this option was one of the two deepest drivers (Barrier 48). We
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have started this with this group already. We are promoting to continue this effort, join
efforts with ongoing groups (such as NIES), for the long term sustaining of the CKD efforts.

What would be the relation with this group and the education group, the high blood pressure
education, for example. They convene meetings of the various groups who are linked to high
blood pressure issues?

| think the differences are on interests, that the educational programs cannot be self-serving.
It is about developing, sharing, and advocating with cost/benefit to get people payments.
While we would be willing to put that out there, we can’t advocate, lobby, go to CMS, think
there are some goals in the financial area particularly that would be outside of this, but
much of the central part could be facilitated by NKDEP.

Q. Thisisnot a group that is exclusively charged with moving CKD forward. There are lots
to do for many groups and many organizations. Our idea has been to identify the lead group
that would help coordinate efforts not only of individuals and societies.

Good things can happen with multiple voices.

Thisis not the group that will solely be charged with moving CKD forward. Many groups
are doing thistype of work already. The notion hereis that this would not be a monolithic
organization. But coordination would make it better.
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Table 7: Voting Results of Action Options for Improving CKD Patient Outcomes

Triggering Question:

"What are action options which, if adopted and implemented by the community of stakeholders,

will help in addressing the system of barriers?”

(2 - Set B) BUILD ON AND COORDINATE THE ACTIVITIES OF THE MANY GROUPS AT THIS
MEETING WHO HAVE BEEN AND WHO ARE WORKING ON THIS PROBLEM

(7 - Set B) SUPPORT THE EFFORTS OF THE NATIONAL KIDNEY DISEASE EDUCATION
PROGRAM TO ESTABLISH A LABORATORY GROUP TO COORDINATE THE
ACTIVITIES IN LABORATORY STANDARDIZATION FOR GFR REPORTING

(4 - Set B) DEVELOP AND PROMULGATE SIMPLE GUIDELINES TARGETED TO PATIENTS
AROUND SCREENING CKD AND THE IMPLICATIONS OF CKD

(13 - Set B) STAGE THE EFFORT TO ACHIEVE ACCEPTANCE OF A UNIFORM DEFINITION OF
CKD: 1) HEALTH PROVIDERS AND LABORATORIES, 2) PAYERS 3) PUBLIC

(8 - Set B) PROMOTION OF RESEARCH INTO THE EFFECTIVENESS OF DISEASE
MANAGEMENT SYSTEMS FOR CKD IN MULTIPLE SETTINGS AND STAGES OF
DISEASE

(22 - Set B) COLLABORATE WITH ACCREDITING ORGANIZATIONS AND REGULATORY
BODIES IN DEVELOPING CKD QUALITY MEASURES WHICH WOULD INCLUDE
GFR ESTIMATE EQUATION REPORTING

(12 - Set B) TARGET AT RISK SOCIOECONOMIC AND DEMOGRAPHIC POPULATION AND
REPRESENTATIVE ORGANIZATIONS FOR PUBLIC EDUCATION CAMPAIGNS

(3-Set B) IDENTIFY AND CLASSIFY THE SUBGROUPS OF CKD IN WHICH INTERVENTION
HAVE ALREADY BEEN PROVEN, ARE PROMISING BUT QUESTIONABLE VS.
UNKNOWN AND SIMULTANEOUSLY DEVELOPING AND MEASURING PATIENT
OUTCOMES OF THESE INTERVENTIONS

(6 - Set B) PROMOTE TARGETED CLINICAL, BASIC AND EPIDEMIOLOGICAL RESEARCH ON
RELATIONSHIP BETWEEN CKD AND CVD

(1-Set B) CONVENE A STAKEHOLDER GROUP TO DEVISE THE NEEDED RESEARCH
AGENDA

(24 - Set B) ENCOURAGE CMS DEMONSTRATION PROJECTS ON CREATIVE APPROACHES
TO IDENTIFYING AND TREATING PATIENTS WITH CKD

(14 - Set B) WIDE DISSEMINATION OF AVAILABLE EVIDENCE LINKING CVD AND CKD TO
NON NEPHROLOGISTS AND THE LAY COMMUNITY

18 - Set B) OWN NKDEP: PARTICIPATE IN SHAPING/EXPANDING ITS ROLE
32 - Set B) INTEGRATE RENAL CARE INTO EXISTING DIABETES CLINICS
5- Set B) SIMPLIFY THE DEFINITION OF CHRONIC KIDNEY DISEASE

17 - Set B) LEVERAGE RESEARCH RESOURCES BY STUDYING EXTANT CKD POPULATIONS
AND COORDINATING PROSPECTIVE STUDIES WITH HIGH RISK POPULATIONS
SUCH AS DIABETES AND HEART PATIENTS

(25 - Set B) ESTABLISH A GROUP FOR DEVELOPING AND SHARING COST/BENEFIT DATA

(31 - Set B) PATIENT EDUCATION, ESPECIALLY ACROSS ETHNIC BARRIERS IS IMPERATIVE
TO MOVING THIS PROCESS FORWARD

—_~ o~~~
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Table 7: Voting Results of Action Options for Improving CKD Patient Outcomes (cont.)

- Set B) BROADEN THE CONCEPT TO INCLUDE NURSE PRACTITIONERS, PHYSICIAN
ASSISTANTS, ADVANCED PRACTICE NURSES

- Set B) FUND RIGOROUS META ANALYSIS AND COST EFFECTIVENESS ANALYSES IN
THE CKD POPULATION

- Set B) FIND INCLUSIVE PARTNERS TO FINANCE PUBLIC EDUCATION INCLUDING AS
EXAMPLES CONGRESS, NKDEP, INDUSTRY, AND ADVOCACY ORGANIZATIONS
SUCH AS AARP, AAKP

- Set B) SUPPORT THE EFFORTS OF GUIDELINE DEVELOPMENT AND IMPLEMENTATION
IN CHRONIC KIDNEY DISEASE

- Set B) ENCOURAGE ORGANIZATIONS, (NON-PROFIT, GOVERNMENT, INDUSTRY) TO
EMPHASIZE PARTICULAR AREAS OF EXPERTISE

- Set B) EXPLICIT AND UNIFORM GUIDANCE ABOUT INTEGRATED MANAGEMENT AND
REFERRAL

- Set B) SUPPORT NKDOQI AND RPA GUIDELINES FOR OUTREACH IN PATIENTS WITH
CKD

Set B) ORGANIZE A STAKEHOLDER CKD RESEARCH BODY THAT CAN UTILIZE FUNDING
FROM A VARIETY OF SOURCES INCLUDING PUBLIC, INDUSTRY AND
FOUNDATION IN ORDER TO LIMIT THE OVERALL COSTS OF PROSPECTIVE CKD
TRIALS

- Set B) AGGRESSIVE LOBBYING OF AND INVOLVEMENT OF PROFESSIONAL
CARDIOLOGIC COMMUNITY IN EDUCATION PROCESS

- Set B) CREATION OF PATIENT CENTERED GUIDELINES AND CARE PLANS LINKED TO
COMPUTER / WEB / PDA BASED & OTHER FORMS OF COMMUNICATION FOR
DISSEMINATION

- Set B) WORK HAND IN HAND WITH OTHER ASSOCIATIONS THAT HAVE ADDRESSED
SUCCESSFULLY DISEASE STATES AND LEARN FROM THEM AS WE MOVE
FORWARD

- Set B) PROMOTE A COLLABORATIVE MODEL AND USE OF COMMUNICATION TOOLS

- Set B) COLLABORATE WITH ACCREDITING ORGANIZATIONS AND REGULATORY
BODIES IN DEVELOPING CKD QUALITY MEASURES WHICH WOULD INCLUDE
GFR MONITORING (*DUPLICATE?)

- Set B) BRING DIPSTICKS TO CONGRESS

- Set B) FINANCIAL RESTRUCTURING FOR THOSE THAT ARE UNDER A CAP VS FEE FOR
SERVICE

27
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Support the efforts of the national kidney disease education program to
establish a laboratory group to coordinate the activitiesin laboratory
standardization for GFR reporting (Action Option # 7, weighted count of 42)

which is clarified as meaning:

Thisis a place where NKDEP has already taken the lead and we want to support the efforts
of the KEEP in doing this, to establish a laboratory group. Thisincludes the following three
tasks: 1) creatinine measurement standardization 2) a GFR estimating equation devel opment
and validation and 3) understanding the modifications that need to be made to laboratory
information systems for GFR reporting. Thiswill require work on part of clinical
laboratories and machine manufacturers and I’'m sure there are additional expenses for this.
One way to do thisisthrough provider education that would motivate physicians to want to
know what the GFR is and including this as a quality measure.

Develop and promulgate simple guidelines targeted to patients around
screening CKD and the implications of CKD (Action Option # 4, weighted
count of 39) which is clarified as meaning:

The barrier for which we generated this option is Barrier 1 (Lack of public and patient
awareness...). The information that goes out to patients has to be simple and to the point in
its message but use many and alternate forms of communication vehiclesto carry this
message.

Stage the effort to achieve acceptance of a uniform definition of CKD: 1)
health providers and laboratories, 2) payers 3) public (Action Option # 13,
weighted count of 37) which is clarified as meaning:

In order to not overwhelm the healthcare system, to stage the effort to achieve acceptance of a
uniform definition, by prioritizing healthcare and laboratoriesfirst, payers second, and public
third.

Promotion of research into the effectiveness of disease management systems
for CKD in multiple settings and stages of disease (Action Option # 8,
weighted count of 35) which is clarified as meaning:

This option stems from Barrier 5 (Absence of a coordinated system of care that includes a delivery
system that will reach CKD patients). It would be important for the development of the system of care,
that research on what works would be important before we devel op the coordinated system of care.

Q. How do you link several research approaches.

A. It demonstrates the importance of how much we need to learn. Further research into outcomesis
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important.
Q. I'masking the organizers how convergence occurs?

A. Seering committee learns that there are further issuesto be tackled.

Collaborate with accrediting organizations and regulatory bodiesin
developing CKD quality measures which would include GFR estimate
eguation reporting (Action Option # 22, weighted count of 34) whichis
clarified as meaning:

As aresponse to barrier 59 (GFR is not reported by laboratories). We felt that this might be
one of the concrete things we could try to address a bit earlier the process. Therearea
number of chronic diseases, diabetes, CVD, depression, asthma, that stakeholder groups such
as this have effectively been able to get NCQA and our agency and others to have quality
measures which have led in turn to quality improvement efforts that have been instigated,
resources. If we could do this, this might drive implementation.

Q. At first | thought it was the quality of GFR estimation, and then | wondered about CKD
quality measures, process and outcome measures for CKD aswell. Is that what you' re talking
about?

A. Analogous NCQA standards for CVD would be cholesterol screening, institution of ACE
inhibitors, getting echo-cardiograms. Just based on what Andy had talked about earlier, that
if that was implemented, it would drive the process forward. Our other strategy wasto get this
laboratory group to work on giving us this report. Should they say no, or say it’'s going to cost
money, having it included as a quality measure would probably make it easier

Regarding these six high priority actions, it isinteresting to note that one action clearly

relates to the need to build on and coordinate stakeholder participation within the context of

patient outcomes in the CKD:

Build on and coordinate the activities of the many groups at this meeting who

have been and who are working on this;

Two important actions related to standardization of GFR reporting:

Support the efforts of the national kidney disease education program to establish
a laboratory group to coordinate the activities in laboratory standardization for
GFR reporting;

Collaborate with accrediting organizations and regulatory bodies in developing

CKD quality measures which would include GFR estimate equation reporting.
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Two important actions related to the promul gation of guidelines that would help support the

effectiveness of disease management systems:

» Develop and promulgate simple guidelines targeted to patients around screening
CKD and the implications of CKD;.

« Promotion of research into the effectiveness of disease management systems for
CKD in multiple settings and stages of CKD;

One important action addresses the need to accept a uniform definition for all members of the

community of stakeholders:

Sage the effort to achieve acceptance of a uniform definition of CKD: 1)

health providers and laboratories, 2) payers 3) public;

The Workshop of February 25 and 26 represents a highly leveraging step towards
achieving these ends. The sponsors of the workshop, namely, the American Society for
Nephrology, the National Kidney Foundation and the Renal Physicians Association, expressed
their long-term commitment as well astheir desire for collaborative action in launching and

implementing the Workshop findings and recommendations.
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3) COMMITMENT TO COLLABORATIVE
L EADERSHIP

The twelve actions highlighted in section 2.2 and Table 7 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.

On the average, sixteen of twenty-five respondents to the DELPHI have identified their
interests to focus their effort on addressing the six most widely endorsed, and important actions
presented in detail Section 2.2. This feedback further supports the participant’ s directive that the
highest priority should be accorded to these six options.

It is advisable that the reader of this report studies carefully Appendix Fin an effort to discern
the perceived roles, organizations and comments offered by the DELPHI panel responses. To
effectively accomplish the six high priority action options mentioned earlier, the community of
stakeholders should allocate resources in implementing the activities and roles identified by the
DELPHI panel.
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Table 2: Preliminary Clarification of Anticipated Barriers for
Improving CKD Patient Outcomes

conceptualization of this as an entity that encompasses many different causes, that regardless of etiology there may be
some thing to focus on rather than concept of CKD as a grab bag of things.

A. I'mreferring to the latter. A recent definition, a re-conceptualization, a paradigm shift.

Q. Two pointsin the statement. Definition of CKD. This conceptualization of CKD is synonymous...

A. | differ fromthe clinical definition, which | would defer to Dr. Levey, to the epidemiology per spective, from what needs
to be done. | would like to make a distinction between these three elements.

Q. Isthisa pre-requisite to move on? We have to agree on the conceptualization of CKD.

A. The epidemiology has not been defined. Dr. Levey has defined the condition.

Q. Are you suggesting, perhaps that the diabetic community has been using different terms, is that what you see asa
confusion, for example?

A. Think confusion is going to be reduced — every problemis an opportunity and this is an immense opportunity, but it’'s
being driven by a reconceptualization.

Q. So we need to retrain the population to this term.

A. That’s one of the implications

Q. You use the term conceptualization rather than definition. The concept that thisis not a problem for the nephrologist,
but it isa problem to the wider community. Isthat what you mean?

A. Yes,

C. Another idea about this. Every industry focus on outputs and or processes. | see CKD as an outcome and not a
process.

A. No comments from the author.

Q. Differentiating the CKD stages vs. the common approach of CKD as a chronic disease. Would it be useful to say CKD
stages to better reflect your meaning?

A. | don’t mean to imply that the ambiguity has been reduced or resolved. | mean to say that these words have become
mor e ambiguous.

(13- Barrier) LACK OF PROSPECTIVE EVIDENCE OF EFFECTIVE TESTSAND THERAPIESTO
PREVENT COMPLICATIONSOF CKD

There are some areas in which we may have some evidence of prevention of decreased proteinuruia but in terms of the
grand problem of CKD that is how CVD, some of the problems we seein pediatrics. Identification is not the same thing as
prevention and improvement. Even the question of screening, if we go around and screen people and say you have mild
CKD, what does this mean to the patient? We need more prospective evidence, more understanding of what we can do to
change the course of patients with CKD before we make a big deal of this. It’s okay to identify the population at significant
risk who have very low GFRs, but I’'m not sure what we do when we find these.

Q. Do you doubt the studies that show ACE —inhibitors slow progression or low protein diets?

A. | believe that there are some therapies that appear to work at some stages for some aspects of progression but it's not
clear to me how identification may lead to progression necessarily, specifically in children. It's not clear to me that
identification alone is the answer. We have to have some understanding of the progression.

Q. Isthereal statement to prevent complications of CKD?

A. | think prevent complicationsis a moreinclusive term.

Q. Could we include prevention and slow progression of complications of CKD?

A. It depends on whether you consider one of the complications of the risk of progression aswell. I'm happy to leave it like
this with understanding that a complication of CKD isa risk of ESRD.

(14 - Barrier) LACK OF CONSENSUS REGARDING THE IMPORTANCE OF CKD

Thisisvery parallel to barriers#2 and #12. What | was trying to bring out hereis that PCPs and other medical
specialists do not place CKD in high priority in their lists, for many reasons.

Q. Areyou referring to providers primarily?

A. No, | mean to include, for example, clinicians that provide services. | mean it to be asinclusive as possible.

(15- Barrier) LACK OF CONVINCING COST BENEFIT DATA

The major barrier to convincing the insurance community and Medicare to put the money to pre ESRD isa return on
investment data, cost/benefit data, we need more of it.

Q. Isthisthe same as the comment about investment?

A. | thinkit'sacorollary to it or atool to get to it.

(16 - Barrier) NEPHROLOGISTS SEE CKD ASTHEIR ISSUESRATHER THAN AN ISSUE CROSSING
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MANY DISCIPLINES

The point has been made that perhaps 2% of patients with CKD will end up with dialysis. In fact, implications are much
broader, someone will have to take leadership on this, nephrologists are in a leader ship position, but perhaps other
professionals can also join in this effort. We can’t do it by ourselves.

Q. Doesthis overlap with the earlier statement about coordination of care (Isthis similar to #10)?

A. Would say thisisn’t an issue of PCPs and nephrologists, but other specialty arenas, such as cardiology that may have
alarger stakein CKD role. Thereissome overlap, but thisisnot a coordination issue. We have the end stake for patients
who become ESRD.

Q. Istheintention to deal with thisat the clinical practice or the public health level?

A. Public health level.

(17 - Barrier) LACK OF CONSENSUSON THE CONSEQUENCES OF MODERATELY DECREASED
KIDNEY FUNCTION AMONG OLDER INDIVIDUALS

Some people think that older individuals, somebody who's 75 or 80 with a GFR of 60 is just fine. Other people think that's
the average thing for their age, but in this society obesity and hypertension is also average. Isthat true for kidney disease?
Should the normal kidney function be next to age or should you postmark it where you were when you were young and if
you're not half of where you were, that’ s not good.

Q. Do you see the problem as being the lack of consensus or lack of data and evidence?

A. Some of both. First we have to make sure that people are clear about this distinction between normal, asin average,
and optimal asin what we'd likeit to be. | also think that more evidence makesiit clearer, as happened with smoking.

(18 - Barrier) MALDISTRIBUTION AND WORSENING SHORTAGE OF HEALTH CARE PROVIDERS

Given that we are defining a large population with many needs, in proportion, there is a shortage of physicians and other
health care providers to satisfy these needs.

Q. Do you mean shortage of health care providers or resources?

A. | was talking about man power, people.

Q. Do you mean shortage of provider for CKD care or broader definition?

A. CKD only.

Q. By shortage would you include improper distribution or utilization of healthcare providers? Would you include, in
defining shortage, issues about improper distribution and utilization?

A. Also think that there may be improper distribution but in total numbers, there's a shortage. This was meant to be a
simple statement about there just aren’t enough pairs of handsto be able to do what we're describing. | think therealsois
an improper distribution. But thisis meant to be a simple statement, in aggregate, about shortage.

Q. Would you convey that thisisa “ worsening” shortage?

A. Yes, and the barrier statement will reflect this.

Q. Can | return to Roland’ s query about distribution? | would refer to mal-distribution, areas that are rural, inner city
areas, etc.

A. That'sfine. The statement will reflect this edit aswell.

Q. Isthe mal-distribution about geography or type of specialty?

A. It is geographic.

(19 - Barrier) INADEQUATE RECOGNITION OF CARDIOVASCULAR DISEASE AND COMPLICATIONS
OF DECREASED GFR ASPATIENT OUTCOMESOF CKD, RATHER THAN ESRD THE ONLY
COMPLICATION

As has been abundantly demonstrated by the conversation around table, there is not sufficient recognition of the
complications of CKD other than ESRD. Thisis meant to say there isinadequate recognition of CVD and decreased
GFRs, rather than ESRD as the only complication. That’s the meaning.

(20-Barrier) LACK OF A SINGLE SSIMPLE METHOD TO DELAY OR PREVENT PROGRESSION OF CKD

Thiswas an attempt to identify that there is no single bullet or simple medication to resolve CKD. It includes a multi-facet
approach to package. Thelack of thissimple bullet isa challenge faced by the community of stakeholders.

Q. Do you think in the context of chronic diseasesit’s realistic to have this standard of a simple, single silver bullet
method? My question is whether you think a chronic disease requires a simple bullet approach.

A. No, itisnot realistic. It'snot theintent, the barrier iswe don’'t have a disease that has that. Having that would make it
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much simpler. Low cholesterol istreated with a single pill. Islow cholesterol a disease? This statement is not in the
intent of trying to resolve it. 1’ m pointing out that this characteristic of CKD isa barrier.

(21 - Barrier) LACK OF AFFORDABLE CKD PATIENT ACQUISITION METHOD

The intent was to describe the fact that it’s difficult to come up with a method to get the message out on CKD to patientsin
an affordable fashion. Think our intuitive leap is alwaysto do a broad, TV based approach. Given the instance of this
disease, the probability of that being the most successful method would be low.

Q. Patient acquisition to me sounds like I’m quarrying patients.

A. No, patient identification strategies might be another way to put it, patient self identification.

Q. Isthis case finding?

Q. I'mnot quite sure you' re talking about. The way that a patient identifies himself as having CKD, similar to problems
we faced with peopl e identifying themselves as having diabetes, or blood pressure, which are actually discovered by
relatively cheap methods. Are you talking about doctor identifying someone vs a patient not knowing he or she has a silent
disease? Once a patient comes to a healthcare provider, it's no more expensive to determine whether patient has CKD
than diabetes. Don't see that as an expense.

A. Thiswasn't about treatment, but if thisis a public health issue, one of the waysto solve it is for people to be aware that
they may actually have that disease. Intuitively we jump to having mass media approaches for a disease that may not be
mass media sensitive.

Q. Wonder if the word acquisition wasn't closer to the point than identification. To me that implies that they' re not only
identified, they' re also pulled in.

A. | like acquisition better because it actually encompasses both those thoughts.

Q. I'mfamiliar with the term acquisition in terms of finding patients, particularly if you offer services or products you
would sell, in which case finding patientsis a task you would market. For those who pay for care, the government or
insurance company, that becomes an expense. So | think there is an economic connotation to the term acquisition which
has to do with you as a seller.

A. | don’t think that helps describe what acquisition was.

Q. Basically what you're saying is trying to find our target market and finding ways to find our target market because
these people don’t know they're patients.

Q. We know that 1 in 5 people who start dialysis have a family member on dialysis. Isthat an example of what you mean?
A. That’s going to be my barrier later on.

Q. I understand the thinking behind acquisition. | just think there are some negative connotationsto our patients behind
that term.

(22 - Barrier) COMPETING PRIORITIESWHEN CKD OCCURSIN THE CONTEXT OF OTHER DISEASES

When a person has CKD, this patient frequently carry other diagnosisaswell. For the patient’s perception, he/she needs
to understand the spectrum of other diagnosis that may exist along side CKD and their relative importance. Among the
provider’s perception, they need to discuss these other diagnosis with the patient.

Q. How isit different than #6?

A. Thereisalot of similarities. | think #6 istalking more about time. |I'mtalking about the issues related to other
conditions, such as diabetes. More than time... if you're a patient who carries several different diagnoses, your
perception of the importance of CKD... It's not just the issue of the ten-minute encapsulation in which you’ re getting that
information, it's how you use that.

Q. If I understand it correctly isthisfor the patient? Thisisfor the patient, competing priorities?

A. | meant it broadly, on level of patient, clinical providers, and public health level. Patients with CKD frequently carry
other diagnoses that compete for attention on clinical level and public health level. Thereisa competition for attention at
all levels.

Q. When you talk about the context of diseases, you are talking about other diseasesin society or in that patient?

A. | meant patients have overlapping diseases.

(23-Barrier) NO DEFINITION OF HOW THE MARKETING OF CKD MESSAGE SHOULD BE
STRUCTURED AND IMPLEMENTED

It seems necessary to me and several other groups that a marketing programis required, to the lay population that might

not be affected and the potentially at risk population. | do not foresee immediately who will lead this effort, who will pay
for it, and what its structure and formwill be.
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(24 - Barrier) NEED FOR PAYERSTO RECOGNIZE THE VALUE OF EARLY TREATMENT OF CKD

No matter what changes you decide to make, the message has to show the value of making this change.

Q. Arethere two concepts here, recognizing and not knowing the value?

A. You have to convey the value and recognize.

Q. Isthissimilar to #8?

A. No, #24 is not about investment.

Q. Please clarify “ recognize” . |Isthere adequate literature to support this statement?

A. I’'m saying that when you do make changes, you have to have the payer in mind, to demonstrate, explain, for example,
the value of changes in treatments.

(25 - Barrier) FREQUENT FAILURE OF THE MEDICAL DELIVERY SYSTEM TO IMPLEMENT
GUIDELINES

This conference came about in part because of the KDOQI guidelines and stages definition of CKD. Having been at the
federal level and before that in the private sector, | was aware that there's frequent failure of delivery systemsto
implement guidelines. Guidelines frequently are not implemented. There are many reasons for it and there may be
incentives. In some cases there's plenty of incentives but yet the guidelines are not being implemented.

Q. Does the statement make an a priori assumption that there are guidelinesin place germane to CKD?

A. | assume there are some guidelines in place and there will be more guidelines as we get into this.

(26 - Barrier) LACK OF A SYSTEM FOR PATIENT DATA MANAGEMENT IN OFFICE CARE

Isthat in an office care there is no proper utilization of computer systems and other systems to provide the adequate data
to make an appropriate clinical decision.

(27 - Barrier) INCOMPLETE EVIDENCE THAT EARLY IDENTIFICATION AND TREATMENT OF CKD
REDUCESNON ESRD EVENTS/CVD

We can tell primary care providers and patients that early identification and treatment of CKD will slow their progression
to ESRD but we can't tell either of those groups that it will slow their complications from CVD.

Q. When you say evidence, do you mean evidence or exact mechanistic explanation?

A. | wasthinking in terms of a trial that showed those non-ESRD events were improved by anything for the CKD
population.

Q. | know you' re aware of these analyses of interventions and trialsin people with high creatinine, such as the HOPE
trial.

A. Why do | need to find out the patient has CKD to do that?

Q. I'm puzzed by the use of the word deficient, does that mean it’ sincorrect, insufficient?

A. | meant it’s not absolutely absent. But | don’t think thereisa trial that looks at those people for those common series.
Q. To me, deficient implies a different meaning and a different word might be easier.

A. Think incomplete.

(28 - Barrier) INADEQUATE UNDERSTANDING OF OPTIMAL CONTEXT FOR CKD SCREENING,
PREVENTION, AND TREATMENT

To really tackle a problem of chronic disease, you need a spectrum of providers. There may be different requirements.
We may not have yet conceptualized how these many groups would be involved, what would be their roles. A rural patient
in Georgia is different from onein Harlem.

Q. Are you speaking of context in a single space or changes across space. Isthisincluded in your definition of context
space? E.g. the contextual factors of resources vs. social variables, for example.

A. | think thisisin part what I'mtrying to get at. For example, | don’t under stand the differences on how we apply
screening and do other interventions. Think there are different settings and we have to recognize that, understand that,
under stand where they are and understand differences in treatment, prevention.

(29 - Barrier) PATIENT BUY-INTO A COMPLICATED TREATMENT REGIMEN

The strategy would be to make it as simple as possible. The patient buy-in and complicated medical regimen has been a
barrier in most medical practice.

Q. Does your description of patient buy-in include fatalism?

A. Yes, also economic barriers, and patients not believing they really have kidney disease.

Q. Can | say patient health activation, but | don't think buy-in adequately captures the other factors you raise which of

CWA Ltd. (*DELETE?*) = idea was deleted or merged
Generated by the participants at the Chronic Kidney Disease — Strategies for Success — February 25, 2003

Appendix C—Page 7



Table 2: Preliminary Clarification of Anticipated Barriers for
Improving CKD Patient Outcomes

course are all factors for patient adherence.
Q. Patients can have issues with simple treatment regimens. It doesn’t even have to be complicated.
A. Denial may be part of buy-in. | think CKD is a complicated treatment regimen.

(30-Barrier) INFERIORITY OF CREATININE TO ASSESSKIDNEY IMPAIRMENT

There areissues related to standardization, the creatinine strategy, different populations, issues of computational aspects
in labs and of reporting.

(31-Barrier) LACK OF AN EVIDENCE BASE FOR PROTEINURIA SCREENING EXCEPT FOR THE
DIABETIC POPULATION

There's general acceptance of value of proteinuria screening in the diabetic population. It's plausible that screening by
albumen evaluation is also helpful in other populations. But there are no guidelines and there’ s not a strong enough
evidence base to write such guidelines for this strategy in screening for CKD.

Q. Why did you limit it to proteinuria and not include serum creatinine as well?

A. | think one could add that as a separate issue Snce there' s been substantial focus on creatinine as strategy for CKD, |
wanted to include a separate bullet on proteinuria screening.

(32-Barrier) CONFLICT BETWEEN A FOCUSON DETERIORATION OF THE KIDNEY VS
MANAGEMENT OF CKD CONSEQUENCES

| think basically this recognizes the point that other people have made. The interest has not been the same on
deterioration of kidneys, vs. ESRD. Some people have a low risk of getting ESRD. We need to acknowledge this
unbalance thing.

Q. What makes you think there is a conflict?

A. If resources are finite, we may need to do a trade-off. We may have to choose to go late vs. early considering finite
resour ces.

Q. That may be, what' s the evidence at this moment?

A. The statement the pool of resourcesisfinite, if we're going to allocate them, we may have to choose to go later rather
than early,

Q. Would you suggest there may be a conflict between the physicians not aggressively addressing cardiovascular disease
inthose at risk of kidney disease? Arthosclerotic heart disease is under-treated coming into ESRD, even though the
clinical symptoms are there, they don’t get evaluated. Coming in there is a perception there’ s a risk in angiographic
procedures, a risk in pushing patients over edge, a nihilismin treating them.

A. | think it isa point which isinteresting and it relates to this barrier.

(33-Barrier) CULTURAL AND COGNITIVE GAP BETWEEN THE SUBSPECIALITY NEPHROLOGY
PERSPECTIVE AND THE PUBLIC HEALTH APPROACH NEEDED TO ADDRESSTHISPROBLEM

CKD isa public health problem and my operational definition is that there are preventive inventions available which are
effective. Most nephrologists don’t think of themselves as public health professionals. Smilarly the public health
community does not consider kidney disease a public health problem. Both communities have to get to know one another
to have interventions that will reduce disease.

Q. Inthe general population do you think there’ s a high burden of disease?

A. There'sa high burden of disease in populations at risk. You start with high risk populations and work down from there.
Q. When you use the term cultural, are you talking about cultural competence?

A. Just the way peopl e think about themselves, nephrologists are trained to take care of very sick individuals, public health
professionals take care of populations.

(34-Barrier) LACK OF UNDERSTANDING OF PRIMARY CARE DELIVERY OF INDIVIDUAL PATIENT
CARE VS POPULATION DISEASE MANAGEMENT

Thisisvery analogous to #33. The current delivery systemisfocused on an individual patient, not a population. Itis
different in that population management could be done at the provider level, for your own medical center, which may be
similar to public health or government care.

Q. | would make a similar comment that they are different. Thisisreferring to a practice. Two are different, first deals
with public health perspective versus dealing with individual patient. The second could really refer to a practice. Very big
difference to say | do the best | can for all the patients who comein to see me, versus | do the best for all the patients | can
whether they come in to see me or not.

Q. | don't understand the word “ between” here.
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A. Primary delivery of care does not consider the population disease management. Please add “ versus’ on the barrier
statement.

Q. Your differentiation, you are talking the actual patient care, and those who are responsible for interventions at the
population levels. Or what about the nephrol ogists devel oping their own culture of care.

A. The differencesisthat “ | do the best | can for all my patients’ but it isalso “ my job to do the screening.”

Q. For the practice plan, there isthisidea to identify all the patients. Thisiswhat I'mtalking about. Incorporate the
practice and the cognitive and cultural perspective to move from the patient to the entire population is the nephrol ogist
responsibility.

(35-Barrier) FRAGMENTATION OF MEDICAL CARE AND COMPLACENCY ON THE PART OF
NEPHROLOGISTSTO SERVE ASCONSULTANTSASOPPOSED TO PRIMARY CARE PHYSICIANS

By fragmentation, | mean at the level of the medical care provider, isit the nephrologist, the internist? It's always
overlapping who isfully in charge. | meant that the nephrologist, perhaps because we are all too busy, we have accepted
the role of being just a consultant and not involved with the management of the disease that we are qualified to manage.
We need a system of healthcare delivery, using physician extenders. Think we are complacent because we know to do that
we need a system and many nephrologistsin the private sector, they think they are consultants in the inpatient setting, but
the outpatient careis a little fragmented.

(36 - Barrier) DUE TO INSENSITIVE AND IRREPRODUCIBLE MARKERSTHERE ISDIFFICULTY IN
DESIGNING IMPACTFUL TRIALSTO CAPTURE ADDITIONAL BENEFITSOVER STANDARD THERAPY

Some of this has already been discussed in terms of markers. The design of clinical trial is difficult because of the lack of
these markers. They are long term studies, difficult to design, and from which it is difficult to gain information. It isa
barrier in addressing CKD from a scientific perspective.

Q. Including cost as a marker or are these clinical markers?

A. | don't know if cost isa marker, so for example if we wereto look at INDT or ALLHAT, they look at relatively hard
endpoints that are meaningful endpoints that take a lot of time with a lot of patients and these are difficult trialsto do. |
think it would be important to look at other markers of these hard outcomes.

Q. I'mnot sureif you answered my question. Are you primarily looking at clinical markers outcomes or are you
suggesting that we can’t look at other factors as well?

A. | think I'mlooking at a wider variety of markers. Whatever people say is an outcome. Difficult to use placebo as
control since these studies are long and involve a lot of patients and there are ethical questions.

Q. Don't understand benefits and standard therapy and | think you need to clarify that.

A. Think that many people in this room are beginning to understand that there are additional benefits to adding ACE
inhibitorsto ARP therapy. However it’'s not recognized that they will make the same impact as ARP therapy against
placebo for the hard outcomes.

(37 -Barrier) NEED FOR INFORMATION ON VARIATIONSIN CARE PROCESS, OUTCOMES, AND BEST
PRACTICES

We spent some time talking about the definition of CKD. Once we' ve defined it, there’s a need for discussion of variation
of practices so we can use a model to improve patient outcomes.

(38 -Barrier) DIVERSITY OF CKD PATIENTSDEMOGRAPHICALLY INCLUDING LARGE NUMBERS OF
UNDERSERVED INDIVIDUALS

Once we have the information of what we need to do, one of the barrierswill be the variety of populations (ethnic groups,
age, etc.) Second the corollary of thisisthat they are likely to be underserved populations.

(39-Barrier) CONFLICT BETWEEN CURRENT ECONOMIC REALITIES OF CKD OUTPATIENT
MANAGEMENT VSESRD AND INPATIENT CARE DELIVERY

The observation hereisthat there is basically a conflict between realities of the economic issues surrounding outpatient
management of CKD in the nephrologist setting versus those who are either hospitalized or have progressed to ESRD.
There's a disproportionate amount of time to care for patientsin outpatient setting, to deal with overhead and
management, where reimbursement may be lacking, in comparison to dialysis where a nephrologist might spend lesstime
in that setting.

(40 - Barrier) PEOPLE ARE NOT CONCERNED ABOUT AN ASYMPTOMATIC DISEASE
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We are looking for a barrier to fixing a problem, one of the barriersisto get people excited, take care of themselves, when
now they don’t do it.

Q. Isthere a difference between not having symptoms or not understanding that they do not have any problems?

A. | would say that your point is a separate issue that we may not relate certain symptoms to the problem, in which case
I’d suggest another one, but it’s generally understood that there are a lot of people who present in...

Q. Do you equate that to the person who has cancer and it is asymptomatic. If this person he/she had cancer, he/she
would be concerned. Would think that a person who' s asymptomatic and has cancer would be very worried if they knew
they had it.

A. | agree, if they understood the implications. In the cancer area, people understand that even if they are asymptomatic
they have to care about it. Inrenal diseases, thereis no concern about it if it is asymptomatic. If it hurts, people would
take care. The barrier isthe lack of symptoms.

Q. You have a critical point here. If we go around a room of strangers, most people will know what their cholesterol
levels are, and although it is asymptomatic people know about the importance of taking care of it. We have to be
convinced about the CKD first, before we can convince the public.

Q. Would you accept the term “ uninformed.” Would this be better?

A. No.

(41 - Barrier) DEFICIENT RESOURCES TO CONDUCT SCREENINGSAND TO DEAL WITH ITS
POTENTIAL CONSEQUENCES

There' sa deficiency in the total resources to conduct the screenings in trying to identify the total population at risk and
there' sa deficiency in resources, part of which has been articulated in the manpower discussions, with the consequences
to identify patients who may or may not have CKD.

(42 - Barrier) FAILURE TO USE DATA CURRENTLY COLLECTED BY CMSTO DOCUMENT AND
REPORT STATE-BY-STATE PATTERNS OF DIABETIC TESTING FOR PROTEINURIA AND THE USE OF
ACE-I AND ANEMIA AMONG CVD PATIENTSWITH CKD

The context is found on barrier 25. The second contextual statement is#37. We have failed as a professional community
to identify guidelines and quality indicators. We have failed as a professional community to recognize that for the last
decade or more there has been an institution-based ongoing data collection, both in ESRD and pre-ESRD population, so
that we can provide random samples or total samples of estimations of care of patients with CKD who are hospitalized
with heart disease. If we were to utilize this resource, we might have a much clearer understanding of what some of the
opportunities to improve care might be with respect to this patient population.

Q. I’ve been hammered by nephrologists to change the word protenuria. Should we use proteinuria vs albuminuria?

A. Data available based on claims data for patients — quality indicator is based on claim for any quantitative... At present
claims data do not allow distinction, but if community is interested and convinces CMS of the utility, then that information
can be obtained on special basis from a chart review from hospital or more appropriately ambulatory care

A. Thiswould be a second generation of indicators.

(43 -Barrier) INTRACTABILITY OF UNDERLYING DEMOGRAPHIC SUSCEPTIBILITY TO CKD

The greatest barrier we have to eliminate the CKD problemis the fact we cannot control the massive demographic issues
we're dealing with with respect to obesity and diabetes. Think there’ s somewhat of a Pollyanna-ish attitude in our wish to
be optimistic and think we can control our environment. Many aspects of our environment are beyond our control and |
think we need to be realistic.

Q. You don’'t mean Hispanic or black, you mean clinical characteristics, diabetes and obesity in particular. You're talking
about clinical rather than demographic factors, here. You're talking about clinical factorswe can’t control or non-
moadifiable demographic characteristics of individual s?

A. All of the above.

(44 - Barrier) TURF ISSUESAMONG DIFFERENT SPECIALISTS CARING FOR CKD PATIENTS
Thereis clearly enough work to go around. Sometimes there is more lip-service going on. There needsto be
proportioning out of the care, to know who isresponsible for what.

(45-Barrier) INABILITY TO BROADLY SCREEN (OBTAIN, COLLECT, PROCESS) MEDICAL
INFORMATION BECAUSE OF CONCERNS FOR INDIVIDUAL RIGHTSAND PRIVACY

Related to your ability if you go to an insurance company, HMO, or even the government to collect creatinine levelsto do
this because of privacy issues. We'll never be able to screen large populations for creatinine because of patient rights
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laws.

(46 - Barrier) LACK OF PCP UNDERSTANDING OF IMPORTANCE OF SCREENING FOR CKD

The intent of this barrier isto point out the lack of understanding of CKD as evidenced by the screening of diabetes
patients. The intent was because of priority of timing in busy practices.

Q. Isit also because of the lack of clear guidelines?

Q. Because of or in spite of lack of education?

A. | think it’s one of the things that falls through cracks.

Q. Think it is also because of the lack of clear guidelines. If we had a set of guidelines that said to do this, we would do
this, but we have many many guidelines and there are no guidelines that suggest screening.

(47 - Barrier) NONALIGNMENT OF INCENTIVESAMONG ALL THE STAKEHOLDERS

This comment had to do with one of the problems that are easy to eliminate. | was thinking broadly about the
misalignment between public and private payers in terms of what they' re responsible for. The incentives aren’'t aligned for
nephrologists and PCPsto coordinate care. Incentives aren’t aligned for providersto be able to spend time with patients.
| think many of the incentives are misaligned.

Q. Nonalignment is kind of strong, misalignment is closer to what you' re descrfibing.

A. That'sfine. | like nonalignment though.

(48 - Barrier) RISK OF NO ENTITY WITH A BROAD MANDATE SUSTAINING THESE EFFORT LONG
TERM

This barrier addresses the concern that currently there is not an entity which owns a mandate to sustain this effort.

(49 - Barrier) INADEQUATE EMPHASISON PATIENT-CENTERED ACTION PLANS

| offered this as a more broad statement than all of the statements that referred to what the nephrologist does compared to
what somebody else does and also what is CKD care versus other care that these patients have. We're not putting out
action statements for the care of these chronic diseases that are really focused on what you do for a patient who has many
of these diseases. People comment that there aren’t enough physicians to take care of all of these patients, but in fact there
are physicians already taking care of these patients. We're really talking about providers' agenda versus patient centered
care pans. We' re focusing on ourselves as providers as opposed to focusing on the patients’ needs.

Q. Inthe CKD setting, is there a configuration of care setting? What happens in care planning? Who isinvolved? Isit
variable from location to location?

A. Think the answer isyesit'sreally variable and it's largely being approached as what's CKD care and what am| asa
kidney doctor supposed to do. If CVD isa major outcome of CKD than CKD careisreally CVD risk management. More
broadly speaking we're kind of off-base in that we' re not focusing on patient, we' re talking about our profession.

Q. Patient center action plan to reflect closing the chasm.

(50 - Barrier) LACK OF ABILITY TO REDIRECT OR DIRECT FUNDING TO CKD INSTEAD OF OR AS
WELL ASTO ESRD

Thisis an attempt to identify a systems problem. That there are no individual or single agency who can redirect funds.
The system has multiple methods for funding.

(51 - Barrier) UNCERTAINTY AND DISAGREEMENT ABOUT WHICH PATIENT SUBGROUPSWILL
BENEFIT FROM INTERVENTIONS (*DELETE*)

WITHDRAWN

Deleted.

(52 - Barrier) LACK OF PROSPECTIVE CLINICAL TRIALS

Other than progression of kidney disease...

(53 - Barrier) MANY OF THE CKD PATIENTSARE UNINSURED

How do you deliver CKD care when 45 million people have no ability to receive it? | would bet that the percentage of
CKD in that uninsured population -- although | have no data to support this -- is probably higher than in the rest of the
population.

(54 - Barrier) POOR PATIENT ADHERENCE WITH PRESCRIBED THERAPIES FOR CKD
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Table 2: Preliminary Clarification of Anticipated Barriers for
Improving CKD Patient Outcomes

When you do fund the patients, there is no guarantee of compliance to prescribed therapies.

C. | agree. | have a problem about lack of compliance. We need to pursue several avenues to enforce compliance.
A. No comment.

C. Isthisa CKD specific problem?

A. It isdlightly more complicated than non compliance on other types of diagnosis.

Q. Patient or physician compliance?

A. Patient.

(55 - Barrier) LACK OF PATIENT STABILITY

Patients tend to switch health plans every 14, 16 months, and they're switching their PCPs on a regular basis. It's hard to
track a patient and monitor their GFR if they' re swapping around and all the information is not in one place.

Q. Would it be better to say ensure stability? When | read this, | thought you meant clinical stability.

A. Lot of these patients may be uninsured and it’s very difficult to do outreach. | want to capture the demographic side and
also the insurance side.

(56 - Barrier) REFUSAL TO ADDRESSOUR SOCIETY'SECONOMIC AND SOCIAL UNDERPINNING THAT
CONTRIBUTE TO CKD RISK FACTORS

The explanation, | was trying to bring heightened awareness to some of the economic and social systems which contribute
to pre-risk factorsto CKD such as obesity, smoking, etc. Not addressing them, we don’'t come to the root causes. We
know about them but we don’t want to address them. But thereality isthat it these issues need to be addressed to resolve
this problemin the long term.

(57 - Barrier) FAILURE TO LINK DATA ABOUT STATE-BY-STATE INFORMATION ABOUT
PROTEINURIA SCREENING AND PATTERNS OF CKD CARE TO QI PROGRAMSSIMILARTO THOSE
CONDUCTED SUCCESSFULLY BY CMSIN THE ESRD PROGRAM (CORE INDICATORS/CTM) AND
MEDICARE PROGRAM (JAMA JAN. 2003)

The context for this barrier isthe 1989 morbidity mortality conference on ESRD that was held in Dallas, where the issue
of inadequate dialysiswas first raised in a systematic fashion. That lead to guideline statements by the RPA and later the
NKF on what adequate dialysis was. That was used by CMSto improve the quality of dialysis and the mortality of US
dialysis population began to decline. The point is that those activities were documented by the data system that | described
for CMSand they were linked to QI activities in dialysis facilities where they were associated with improved care. The
Medicare program also has programs for M, stroke and they too have been associated with improvement in care. My
barrier isthat we have failed to realize we could have QI indicators throughout the USfor at least the last six years and
those could have changed some of the dismal data we' re seeing.

(58 - Barrier) LIMITED RECOGNITION THAT PEDIATRIC STANDARDS, COMPLICATIONS AND CARE
REQUIREMENTSMAY BE DIFFERENT THAN THOSE IN ADULT MEDICINE

There needs to be a recognition that the standards are different. The pediatric field is dealing with growth and
development. Also, include adolescence which includes psychological problems. All of these are to be dealt with
differently.

(59 - Barrier) GFRISNOT REPORTED BY LABORATORIES

If you buy into the CKD guidelines and believe we should be using GFR and subscribe to the idea that knowing one's
number isa good thing, then | don’t believe thisis going to happen unless the laboratories provide the GFR and the
providers don't have to calculate it on their own.

(60 - Barrier) DILEMMA OF RECOGNITION FAILURE OF A RELATIVE SMALL POPULATION OF A
SOCIOECONOMIC ALLY DEPRIVED POPULATION

Contract with insurance companies which may not be aware of the problem. They deal with a small population, so they
don’t have the numbers to go to Washington and make a case. This, then, becomes a barrier.

(61 - Barrier) LACK OF ACCEPTANCE OF A UNIFORM DEFINITION OF CKD

One of the earlier statements had to do with lack of acceptance of uniform definition of who with CKD would progress to
kidney failure, but | have not heard around the room that there is a uniform consensus of any definition of CKD. There's
one proposed in the KDOQI guidelines, but until we sign on to that or another, we will not be able to make much progress.

(62 - Barrier) NEED FOR PATIENT EMPOWERMENT TO HELP DRIVE IMPROVED CARE
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Table 2: Preliminary Clarification of Anticipated Barriers for
Improving CKD Patient Outcomes

Thereis good evidence that in the course of trying to implement guidelines, that effective patient empowerment tools are
helpful. Therefore thereisa need to look at this aspect to help address thisissue, rather than ask the practitionersto help
understand thisimportance. If patients have this awareness, practitionerswill follow along.

(63 - Barrier) LACK OF UNDERSTANDING OF THOSE CKD PATIENTSFOR WHOM INTERVENTIONS
WILL AFFECT OUTCOMES

Thisisfocused on the problem of trying to identify those patients and interventions that will actually have an impact on
outcomes rather than trying to deal with this gigantic population of patients with CKD.

(64 - Barrier) WE DO NOT HAVE AN EASILY UNDERSTOOD "KNOW YOUR NUMBER"
Thisisbased on some of the other interventions that have been successful in the past. The general society would know, for

example what is a good cholesterol level. We don’t have thisin the CKD area. Thiswould be important to the population
in general and in the practitioners community, to know, for example, what is a good GFR level.

(65 - Barrier) LACK OF UNDERSTANDING ON FEDERAL AND STATE LEGISLATIVE LEVELSOF CKD
AND ITSIMPORTANCE IN HEALTH CARE

Thisis getting at the fact that some of the solutions that were alluded to earlier today will require a legidative fix on the
federal or state side. Although we have a dialysis caucus in Congress, we will need to identify some advocates on the
federal or state levelsto sponsor some of these bills.

(66 - Barrier) LACK OF A PATIENT DIRECTED APPROACH TO CKD PREVENTION

This may overlap on the issue of patient empowerment. If the patient is educated to know they are at risk, they may say to
their provider “ I’ m concerned, should we check my kidney function?” The provider would then follow through, explain
the numbers (such as GFR), explore options and alter natives.

(67 - Barrier) NEED TO START THINKING ABOUT THE CARDIOVASCULAR DISEASE OF PATIENTS
(CHF, IHD AND STROKE) ASAT RISK PATIENTSFOR CKD

Heart failure, ischemic heart disease, stroke are all symptomatic conditions. There's ample evidence in the literature that
these patients have increased risk of CKD. We ought to start thinking about this patient population as an at-risk
population that would benefit from screening or intervention.

(68 - Barrier) HEALTH INFORMATION OVERLOAD AND CONFUSION IN THE GENERAL PUBLIC

With all the health information and confusion we find through the airwaves, we need to get the attention CKD deserves
among health information that is out there.

(69 - Barrier) LACK OF EFFECTIVE MULTI-DISCIPLINARY TEAM APPROACH TO CKD AND THAT
INCLUDESTHE PATIENT

We all know that taking care of these patients takes a lot of time and nephrologists don’t have time to teach the patient and
that’s where a multidisciplinary team can give the patients the knowledge.

(70 - Barrier) LACK OF A POSTER CHILD

Mary Tyler Moore and other known personalities are poster child adults to many issues and diseases. They are important
to improve consumer awareness and acceptance of diseases.

(71 - Barrier) CKD ISNOT A CONDITION THAT ISEASILY IDENTIFIED IN A PAYERSCLAIM DATA SET

With finding patients from the claims dataset, CKD is different from ESRD or heart failure patients. It's not a condition
that’ s identified in the claims payer dataset. Therefore in order to make a business decision for those making the payment,
that'sa real issue.

(72 - Barrier) NEED FOR NEPHROLOGY LEADERSHIP TO UNITE AND SPEAK WITH A SINGLE VOICES

I’m hopeful that thisis the purpose of this conference. But | haven't heard the major sign on from the organizations to use
thisto come out to use thisas a single voice. That needs to be identified as a barrier until the proper leadership is signed
on.

(73 -Barrier) AWORSENING MEDICAL LEGAL CLIMATE
Essentially we have a healthcare system of justice that fails to protect physicians who do the right thing and are subject to

awards that amount to something not much better than the lottery.
Q. | don't understand how thisisa barrier.

CWA Ltd. (*DELETE?*) = idea was deleted or merged
Generated by the participants at the Chronic Kidney Disease — Strategies for Success — February 25, 2003

Appendix C —Page 13



Table 2: Preliminary Clarification of Anticipated Barriers for
Improving CKD Patient Outcomes

A. Thisisa barrier because it fosters proliferation of defensive practices that are focused more on preventing your behind
in a court of law when you’ re subject to the judgment of a lay jury as opposed to the principles of evidence based
medicine.

Q. Can you give a couple of examples of something someone would do to diagnose or treat CKD that would put them at
higher legal risk?

A. When you're operating in a medical legal environment that does not protect you fully from frivol ous lawsuits, the
behavior of all physiciansisinfluenced by something other than the principles we learned to guide our actions, evidence
based principles.

(74 - Barrier) INSUFFICIENT PUBLIC & PRIVATE REPORTING AND ACCOUNTABILITY FOR KIDNEY
DISEASE OUTCOMES

Thisis about having public mandatory rules find its way among the public and private sectors.

Q. How would private and public agencies do this?

A. Efforts with private employers, make them understand that thisis a problem. For those people in the room that have
not seen reports of private organizations, such as hospitals, who are paying for quality effort coalitions. It isdriving the
improvement of services.

Q. Public and private would include...

A. | meant public and private reporting to the public.

Q. Are you suggesting an NCQA initiative to cut down on chronic disease?

A. That is one possibility of multiple possibilities,.

Q. Would the article on the quality of care of Medicare patients, published in JAMA, Jan 2003, capture thisidea, provide
information that would drive improvements?

A. Yes.

C. So everybody should read this paper.

(75 - Barrier) FAILURE TO LINK OUR CKD PREVENTION AND EDUCATION EFFORTSTO FAMILIES
IDENTIFY AT THE TIME OF ESRD ASBEING A MULTIPLEX

For the last eight years, Barry Freedman and ESRD network #6, which is one of the largest networks geographically and
in patient numbers, has collected a familial history of ESRD patients. It’'s been reported that onein 5 new ESRD patients
has a first degree relative — parent, sib, or child —also on dialysis. That meansthat it’s possible to identify many families
where there are multiple members with ESRD and we should use that opportunity to identify those families and link
education and prevention activities to them.

(76 - Barrier) LACK OF A STRATEGY FOR DEVELOPING AND SUSTAINING A DISCUSSION WITH ALL
THIRD PARTY PAYERSPUBLIC AND PRIVATE

This speaksto all third party reimbursement and payment organizations and agencies. Out of this meeting or the
September meeting, the results could be translated into presentations to be made by two or three participants that could be
made to all payers (Blue Cross, Blue Shield, Medicare, HIAA, the Federal Employer Medical Payment program, others).
They fail to address these issues broadly.

(77 - Barrier) SLOW PROGRESSION OF CKD MAKESTRIALSAND COHORT STUDIES EXPENSIVE

Q. Does thisimply that the key for CKD is the progression to more advanced CKD or isthis also considering
complications of CKD?
A. Just think thisisone barrier. | agree that looking at complicationsis a way around it.

(78 - Barrier) NEED FOR NEPHROLOGY LEADERSHIP TO LEAD NONNEPHROLOGY HEALTH CARE
PROVIDERSIN CKD CARE

Whether the number is 8, 40 or 45 million patients, it is more than the number of nephrol ogists that can take care of them.
They are looking at institutions within the nephrologist community to lead them. What to do, how to do, etc. Thereisa
need for the nephrology leadership to do that. If thisis accepted as part of the outcome of this meeting it won't be a
barrier anymore.

C. The question is not to fall in the trap that thisis self serving of the nephrologist community. It should be a broader
group than nephrology only.

A. The comment isfine.

(79 - Barrier) MULTIPLE BARRIERSACCESSTO CARE
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Table 2: Preliminary Clarification of Anticipated Barriers for
Improving CKD Patient Outcomes

The most obvious accessto care barrier isthe uninsured population. There was an allusion to several other barriers, but |
think it needs to be separated out. This can include managed care in terms of getting referrals, geographic barriersif
there’ s no nephrologist locally, language or cultural barriers, with understanding diet.

(80 - Barrier) NEED TO FUND VALIDATION STUDIESFOR THE MDRD EQUATION TO DOCUMENT AND
IMPROVE ITSTRANSPORTABILITY TO THE GENERAL POPULATION

We talk a lot about CKD, that reflects important formulation which was published in... We are not really clear ... we need
to do the studies to document that it works well, so that it becomes fully transportable to the community in general and
that it can be endorsed by uswithout reservation.

Q. Transportability is OK. Isit important to estimate

A. If we avoid the ... below 60 GFR is normal and above 90 not normal, we need to... Framinghamrisk logistic...

(81-Barrier) OUR FALSE IMPRESSION THAT OUR EDUCATIONAL MATERIALSARE AT THE LEVEL
OF LITERACY THAT ADDRESSA LARGE MAJORITY OF THE POPULATION

We have a lot of educational materials directed towards patients and we have a false impression that their literacy level is
at the sixth, seventh grade, when it's at the 11", 12" grade range. When you look at medical literacy, there’ s also an issue
for patients who don’'t have a lot of education, which includes a lot of patients at higher risk. Materials also need to be
culturally and linguistically appropriate.

(82 - Barrier) INADEQUATE PHYSICAL FACILITY TECHNOLOGICAL INFRASTRUCTURE AND
MANAGEMENT OF THE OUT PATIENT ARCHITECTURE TO PROVIDE CARE TO PATIENTSWITH
CHRONIC ILLNESS

This hasto be with the increasing recognition that the physical plant and outpatient office is not adequate to deal with
chronic disease patients. Now thisis not about cure, but coordination of care by multiple providers. Need for technology
of communication that needs to occur for better coordinate the needed services. Lack of change in the last 20 years, on
overhead and production cost of the outpatient cost.

(83 -Barrier) DEFINE BETTER WHAT CAN BE ACCOMPLISHED BY TREATING CKD EFFECTIVELY
Original statement that just with contemporary treatments, good care can delay dialysis in many cases. In other cases, it
means patients get to dialysis well prepared. We need to define better what it is we are trying to accomplish. For some
patients the gains are going to be more spectacular than others. For legisators we need to emphasi ze the lifesaving, the
cost saving. But because the spectrumis such, not everybody is going to benefit to the same extent.

(84 - Barrier) LACK OR HINDRANCE TO AN ADEQUATE PRESCRIPTION DRUG COVERAGE

We spend billions of dollars a year allowing diagnosis to be made and there is no medication and intervention funds. Itis
a bigger problem with Medicare, lesser with Medicaid, and even also a problem with private care providers.
(85-Barrier) ACKNOWLEDGE THE ROLE OF BEHAVIORAL HEALTH CARE IN CKD

A lot of these patients are dealing with life-changing events. Physically they're not realizing it, but they' re having to get
used to thinking a different way. It can be difficult to deal with and behavioral healthcare is underutilized for many of
these patients.
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Table 3: Classification of Barriersfor Improving CKD Patient Outcomes

CLUSTER #1: Lack of Consensus, Definition, Recognition of CKD

(Barrier - 1) LACK OF PUBLIC AND PATIENT AWARENESS AND CONCERN REGARDING THE RISKS ASSOCIATED WITH
CKD

(Barrier —2) LACK OF INTEREST BY PRIMARY CARE PROVIDERS IN CKD AND LACK OF URGENCY TO IDENTIFY AND
MANAGE CKD

(Barrier — 12) CONCEPTUALIZATION OF CKD IS VERY RECENT AND NOT WIDELY DIFFUSED WITHIN NEPHROLOGY,
MEDICINE OR THE HEALTH CARE SYSTEM

(Barrier — 14) LACK OF CONSENSUS REGARDING THE IMPORTANCE OF CKD
(Barrier - 61) LACK OF ACCEPTANCE OF A UNIFORM DEFINITION OF CKD

(Barrier - 65) LACK OF UNDERSTANDING ON FEDERAL AND STATE LEGISLATIVE LEVELS OF CKD AND ITS IMPORTANCE
IN HEALTH CARE

CLUSTER #2: CKD: Kidney, Heart, & Other Outcomes

(Barrier—3) LACK OF ACCEPTANCE OF A UNIFORM DEFINITION OF THE CKD POPULATION AT RISK OF PROGRESSION
TO ESRD

(Barrier—9) LACK OF CLARITY OF THE DESIRABLE OUTCOMES OF CKD CARE INCLUDING PREVENTION OF
CARDIOVASCULAR EVENTS VS PREVENTION OF ESRD

(Barrier —19) INADEQUATE RECOGNITION OF CARDIOVASCULAR DISEASE AND COMPLICATIONS OF DECREASED GFR
AS PATIENT OUTCOMES OF CKD, RATHER THAN ESRD AS THE ONLY COMPLICATION

(Barrier—67) NEED TO START THINKING ABOUT THE CARDIOVASCULAR DISEASE OF PATIENTS (CHF, IHD AND
STROKE) AS AT RISK PATIENTS FOR CKD

CLUSTER #3: Individual Patient Care vs. Public Health Approach

(Barrier — 33) CULTURAL AND COGNITIVE GAP BETWEEN THE SUBSPECIALTY NEPHROLOGY PERSPECTIVE AND THE
PUBLIC HEALTH APPROACH NEEDED TO ADDRESS THIS PROBLEM

(Barrier — 34) LACK OF UNDERSTANDING OF PRIMARY CARE DELIVERY OF INDIVIDUAL PATIENT CARE VS POPULATION
DISEASE MANAGEMENT

CLUSTER #4: Lack of Evidence: Screening Efficacy

(Barrier — 13) LACK OF PROSPECTIVE EVIDENCE OF EFFECTIVE TESTS AND THERAPIES TO PREVENT COMPLICATIONS
OF CKD

(Barrier —17) LACK OF CONSENSUS ON THE CONSEQUENCES OF MODERATELY DECREASED KIDNEY FUNCTION
AMONG OLDER INDIVIDUALS

(Barrier —27) INCOMPLETE EVIDENCE THAT EARLY IDENTIFICATION AND TREATMENT OF CKD REDUCES NON ESRD
EVENTS/CVD

(Barrier —30) INFERIORITY OF CREATININE TO ASSESS KIDNEY IMPAIRMENT
(Barrier —31) LACK OF AN EVIDENCE BASE FOR PROTEINURIA SCREENING EXCEPT FOR THE DIABETIC POPULATION

(Barrier —80) NEED TO FUND VALIDATION STUDIES FOR THE MDRD EQUATION TO DOCUMENT AND IMPROVE ITS
TRANSPORTABILITY TO THE GENERAL POPULATION

CLUSTER #5: Lack of Evidence: Treatment Efficacy

(Barrier — 36) DUE TO INSENSITIVE AND IRREPRODUCIBLE MARKERS THERE IS DIFFICULTY IN DESIGNING IMPACTFUL
TRIALS TO CAPTURE ADDITIONAL BENEFITS OVER STANDARD THERAPY

(Barrier - 52) LACK OF PROSPECTIVE CLINICAL TRIALS

(Barrier —63) LACK OF UNDERSTANDING OF THOSE CKD PATIENTS FOR WHOM INTERVENTIONS WILL AFFECT
OUTCOMES

(Barrier - 77) SLOW PROGRESSION OF CKD MAKES TRIALS AND COHORT STUDIES EXPENSIVE
(Barrier —83) DEFINE BETTER WHAT CAN BE ACCOMPLISHED BY TREATING CKD EFFECTIVELY
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Table 3: Classification of Barriersfor Improving CKD Patient Outcomes

CLUSTER #6: Lack of Evidence: Practice Variation
(Barrier —37) NEED FOR INFORMATION ON VARIATIONS IN CARE PROCESS, OUTCOMES, AND BEST PRACTICES

(Barrier —42) FAILURE TO USE DATA CURRENTLY COLLECTED BY CMS TO DOCUMENT AND REPORT STATE-BY-STATE
PATTERNS OF DIABETIC TESTING FOR PROTEINURIA AND THE USE OF ACE-I AND ANEMIA AMONG
CVD PATIENTS WITH CKD

(Barrier - 57) FAILURE TO LINK DATA ABOUT STATE-BY-STATE INFORMATION ABOUT PROTEINURIA SCREENING AND
PATTERNS OF CKD CARE TO QI PROGRAMS SIMILAR TO THOSE CONDUCTED SUCCESSFULLY BY
CMS IN THE ESRD PROGRAM (CORE INDICATORS / CTM) AND MEDICARE PROGRAM (JAMA JAN. 2003)

(Barrier— 71) CKD IS NOT A CONDITION THAT IS EASILY IDENTIFIED IN A PAYERS CLAIM DATA SET

CLUSTER #7: Lack of Evidence: Economic
(Barrier — 15) LACK OF CONVINCING COST BENEFIT DATA

CLUSTER #8: Coordination Across Care Domains
(Barrier —10) LACK OF COORDINATION BETWEEN PCP'S AND NEPHROLOGISTS
(Barrier — 16) NEPHROLOGISTS SEE CKD AS THEIR ISSUES RATHER THAN AN ISSUE CROSSING MANY DISCIPLINES

(Barrier — 35) FRAGMENTATION OF MEDICAL CARE AND COMPLACENCY ON THE PART OF NEPHROLOGISTS TO SERVE
AS CONSULTANTS AS OPPOSED TO PRIMARY CARE PHYSICIANS

(Barrier — 44) TURF ISSUES AMONG DIFFERENT SPECIALISTS CARING FOR CKD PATIENTS

CLUSTER #9: Appreciation of Differences Across Care Domains

(Barrier — 28) INADEQUATE UNDERSTANDING OF OPTIMAL CONTEXT FOR CKD SCREENING, PREVENTION, AND
TREATMENT

(Barrier — 46) LACK OF PCP UNDERSTANDING OF IMPORTANCE OF SCREENING FOR CKD

(Barrier —58) LIMITED RECOGNITION THAT PEDIATRIC STANDARDS, COMPLICATIONS AND CARE REQUIREMENTS MAY
BE DIFFERENT THAN THOSE IN ADULT MEDICINE

CLUSTER #10: Data / Information Management: Populations

(Barrier — 45) INABILITY TO BROADLY SCREEN (OBTAIN, COLLECT, PROCESS) MEDICAL INFORMATION BECAUSE OF
CONCERNS FOR INDIVIDUAL RIGHTS AND PRIVACY

(Barrier — 74) INSUFFICIENT PUBLIC & PRIVATE REPORTING AND ACCOUNTABILITY FOR KIDNEY DISEASE OUTCOMES

CLUSTER #11: Data / Information Management: Individual Patients
(Barrier — 26) LACK OF A SYSTEM FOR PATIENT DATA MANAGEMENT IN OFFICE CARE

CLUSTER #12: Lack of Resources: Incentive Alignment
(Barrier —4) LACK OF INCENTIVES

(Barrier —39) CONFLICT BETWEEN CURRENT ECONOMIC REALITIES OF CKD OUTPATIENT MANAGEMENT VS ESRD AND
INPATIENT CARE DELIVERY

(Barrier —47) NONALIGNMENT OF INCENTIVES AMONG ALL THE STAKEHOLDERS
(Barrier - 50) LACK OF ABILITY TO REDIRECT OR DIRECT FUNDING TO CKD INSTEAD OF OR AS WELL AS TO ESRD

CLUSTER #13: Lack of Resources: Decision Support
(Barrier —59) GFR IS NOT REPORTED BY LABORATORIES
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Table 3: Classification of Barriersfor Improving CKD Patient Outcomes

CLUSTER #14: Lack of Resources: Manpower
(Barrier — 18) MALDISTRIBUTION AND WORSENING SHORTAGE OF HEALTH CARE PROVIDERS

CLUSTER #15: Lack of Resources: Patient/Public Activation
(Barrier —62) NEED FOR PATIENT EMPOWERMENT TO HELP DRIVE IMPROVED CARE
(Barrier — 70) LACK OF A POSTER CHILD

CLUSTER #16: Lack of Resources: Access to Care

(Barrier —53) MANY OF THE CKD PATIENTS ARE UNINSURED

(Barrier —79) MULTIPLE BARRIERS ACCESS TO CARE

(Barrier — 84) LACK OR HINDRANCE TO AN ADEQUATE PRESCRIPTION DRUG COVERAGE

CLUSTER #17: Lack of Resources: Reimbursement (Present Focus)
(Barrier—7) LACK OF PAYMENTS

(Barrier — 76) LACK OF A STRATEGY FOR DEVELOPING AND SUSTAINING A DISCUSSION WITH ALL THIRD PARTY
PAYERS PUBLIC AND PRIVATE

CLUSTER #18: Lack of Resources: Investments (Future Focus)
(Barrier —8) UNWILLINGNESS OF PAYERS TO INVEST IN CKD CARE
(Barrier —24) NEED FOR PAYERS TO RECOGNIZE THE VALUE OF EARLY TREATMENT OF CKD

(Barrier —82) INADEQUATE PHYSICAL FACILITY TECHNOLOGICAL INFRASTRUCTURE AND MANAGEMENT OF THE OUT
PATIENT ARCHITECTURE TO PROVIDE CARE TO PATIENTS WITH CHRONIC ILLNESS

CLUSTER #19: Implementation: Screening Programs
(Barrier —11) FAILURE TO IDENTIFY INDIVIDUALS AT RISK OF CKD TO BE SCREENED
(Barrier — 21) LACK OF AFFORDABLE CKD PATIENT ACQUISITION METHOD

(Barrier — 23) NO DEFINITION OF HOW THE MARKETING OF CKD MESSAGE SHOULD BE STRUCTURED AND
IMPLEMENTED

(Barrier —41) DEFICIENT RESOURCES TO CONDUCT SCREENINGS AND TO DEAL WITH ITS POTENTIAL
CONSEQUENCES

(Barrier - 64) WE DO NOT HAVE AN EASILY UNDERSTOOD "KNOW YOUR NUMBER"
(Barrier - 73) A WORSENING MEDICAL LEGAL CLIMATE

(Barrier — 75) FAILURE TO LINK OUR CKD PREVENTION AND EDUCATION EFFORTS TO FAMILIES IDENTIFY AT THE TIME
OF ESRD AS BEING A MULTIPLEX
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Table 3: Classification of Barriersfor Improving CKD Patient Outcomes

CLUSTER #20: Implementation: Treatment Programs

(Barrier—5) ABSENCE OF A COORDINATED SYSTEM OF CARE THAT INCLUDES A DELIVERY SYSTEM THAT WILL
REACH ALL CKD PATIENTS

(Barrier —20) LACK OF A SINGLE SIMPLE METHOD TO DELAY OR PREVENT PROGRESSION OF CKD

(Barrier — 25) FREQUENT FAILURE OF THE MEDICAL DELIVERY SYSTEM TO IMPLEMENT GUIDELINES

(Barrier —29) PATIENT BUY-IN TO A COMPLICATED TREATMENT REGIMEN

(Barrier — 40) PEOPLE ARE NOT CONCERNED ABOUT AN ASYMPTOMATIC DISEASE

(Barrier — 49) INADEQUATE EMPHASIS ON PATIENT-CENTERED ACTION PLANS

(Barrier — 54) POOR PATIENT ADHERENCE WITH PRESCRIBED THERAPIES FOR CKD

(Barrier - 55) LACK OF PATIENT STABILITY

(Barrier —69) LACK OF EFFECTIVE MULTI-DISCIPLINARY TEAM APPROACH TO CKD AND THAT INCLUDES THE PATIENT

( )

Barrier —81) OUR FALSE IMPRESSION THAT OUR EDUCATIONAL MATERIALS ARE AT THE LEVEL OF LITERACY THAT
ADDRESS A LARGE MAJORITY OF THE POPULATION

(Barrier — 85) ACKNOWLEDGE THE ROLE OF BEHAVIORAL HEALTH CARE IN CKD

CLUSTER #21: Implementation: Prioritization of CKD in the Clinical Setting

(Barrier - 6) COMPETITION OF TIME COMMITMENTS BETWEEN CKD DIAGNOSIS AND MANAGEMENT AND OTHER HIGH
PRIORITY HEALTH DELIVERY TASKS

(Barrier — 22) COMPETING PRIORITIES WHEN CKD OCCURS IN THE CONTEXT OF OTHER DISEASES

(Barrier —32) CONFLICT BETWEEN A FOCUS ON DETERIORATION OF THE KIDNEY VS MANAGEMENT OF CKD
CONSEQUENCES

(Barrier - 66) LACK OF A PATIENT DIRECTED APPROACH TO CKD PREVENTION
(Barrier — 68) HEALTH INFORMATION OVERLOAD AND CONFUSION IN THE GENERAL PUBLIC

CLUSTER #22: Implementation: Socioeconomic Disparities

(Barrier — 38) DIVERSITY OF CKD PATIENTS DEMOGRAPHICALLY INCLUDING LARGE NUMBERS OF UNDERSERVED
INDIVIDUALS
(Barrier — 43) INTRACTABILITY OF UNDERLYING DEMOGRAPHIC SUSCEPTIBILITY TO CKD

(Barrier - 56) REFUSAL TO ADDRESS OUR SOCIETY'S ECONOMIC AND SOCIAL UNDERPINNING THAT CONTRIBUTE TO
CKD RISK FACTORS

(Barrier - 60) DILEMMA OF RECOGNITION FAILURE OF A RELATIVE SMALL POPULATION OF A SOCIOECONOMIC ALLY
DEPRIVED POPULATION

CLUSTER #23: Leadership of Future Efforts
(Barrier —48) RISK OF NO ENTITY WITH A BROAD MANDATE SUSTAINING THESE EFFORT LONG TERM
(Barrier — 72) NEED FOR NEPHROLOGY LEADERSHIP TO UNITE AND SPEAK WITH A SINGLE VOICES

(Barrier — 78) NEED FOR NEPHROLOGY LEADERSHIP TO LEAD NONNEPHROLOGY HEALTH CARE PROVIDERS IN CKD
CARE
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Table 6: Clarification of Action Options for Improving CKD Patient Outcomes

Triggering Question:

"What are action options which, if adopted and implemented by the community of stakeholders, will helpin
addressing the system of barriers?”

(1- Set B) CONVENE A STAKEHOLDER GROUP TO DEVISE THE NEEDED RESEARCH AGENDA

The background here isthat the barrier being lack of prospective evidence of effective tests and
therapiesto prevent complications of CKD. There are research studies that need to be done. If one
starts with recent model of KDOQI guidelines of classification, then one will have a research agenda
to start with but that’ s probably not broad enough. Take the constituency of this stakeholder group,
have them represented and a group convened to devise an agenda with KDOQI evidence model as
starting point.

Q. Convene to me means just once. Do you mean once or ongoing?

A. We then suggested a workgroup be formed. Seemed to me that this particular group can decide
that.

(2-Set B) BUILD ON AND COORDINATE THE ACTIVITIESOF THE MANY GROUPSAT THIS
MEETING WHO HAVE BEEN AND WHO ARE WORKING ON THISPROBLEM

The barrier identified for this option was one of the two deepest drivers (Barrier 48). We have
started this with this group already. We are promoting to continue this effort, join efforts with
ongoing groups (such as NIES), for the long term sustaining of the CKD efforts.

Q. What would be the relation with this group and the education group, the high blood pressure
education, for example. They convene meetings of the various groups who are linked to high blood
pressure issues?

A. | think the differences are on interests, that the educational programs cannot be self-serving. Itis
about devel oping, sharing, and advocating with cost/benefit to get people payments. While we would
be willing to put that out there, we can’t advocate, lobby, go to CMS think there are some goalsin
the financial area particularly that would be outside of this, but much of the central part could be
facilitated by NKDEP.

Q. Thisisnot a group that is exclusively charged with moving CKD forward. There's lots to do for
many groups and many organizations. Our idea has been to identify the lead group that would help
coordinate efforts not only of individuals and societies.

Good things can happen with multiple voices.

A. Thisisnot the group that will solely be charged with moving CKD forward. Many groups are
doing this type of work already. The notion hereisthat this would not be a monolithic organization.
But coordination would make it better.

(3-Set B) IDENTIFY AND CLASSIFY THE SUBGROUPS OF CKD IN WHICH INTERVENTION
HAVE ALREADY BEEN PROVEN, ARE PROMISING BUT QUESTIONABLE VS.
UNKNOWN AND SIMULTANEOUSLY DEVELOPING AND MEASURING PATIENT
OUTCOMESOF THESE INTERVENTIONS

We felt that it would be necessary to horizontally define groups such as age groups, ethnic groupsin
which there may be various degrees of evidence that implementation of CKD programs would have
an obvious, less obvious and unknown benefit, and that measuring patient outcomes of these
interventions would be better. At the same time there are vertical heterogeneity in terms of stages of
CKD, depth of GFR, in which we don’t have good data. That needs to be investigated further.

(4- Set B) DEVELOP AND PROMULGATE SIMPLE GUIDELINESTARGETED TO PATIENTS
AROUND SCREENING CKD AND THE IMPLICATIONS OF CKD

The barrier for which we generated this option is Barrier 1 (Lack of public and patient awareness...).

The information that goes out to patients has to be simple and to the point in its message but use
many and alternate forms of communication vehicles to carry this message.

CWA Ltd. (*DELETE?*) = idea was deleted or merged
Generated by the participants at the Chronic Kidney Disease — Strategies for Success — February 26, 2003

Appendix E —Page 1



Table 6: Clarification of Action Options for Improving CKD Patient Outcomes

(5-Set B) SSIMPLIFY THE DEFINITION OF CHRONIC KIDNEY DISEASE

One of the barriers that we perceive isthat albeit there are multiple classifications and stratification
schemes, you cannot dumb this down to much. We' re reminded of example of hypertension. We're
suggesting the same sort of approach be taken to defining chronic kidney disease in the early stages.

Q. Doesn't the current set of stages address that?

A. It does attempt to do that but we think one of the cofoundersisthat it has not simplified it
adequately.

Q. We should be sure to distinguish the staging of CKD from the definition of CKD, which isvery
simple. It has two criteria, so please don’'t confuse the definition with the stages.

Q. By implication you were looking at the hypertension definition. Is your suggestion that we should
aim for a definition that would intentionally capture just a small population and then keep changing
it?

A. Yes. It would evolve.

(6 - Set B) PROMOTE TARGETED CLINICAL, BASIC AND EPIDEMIOLOGICAL RESEARCH ON
RELATIONSHIP BETWEEN CKD AND CVD

This table expressed some disappointment, frustration about the deliberations in the last 24 hours we
had discussed professional links, but not enough discussion about outreach to communities at risk. |
wanted to introduce my experience with organ donation where tremendous gains have been made by
ethnically and language targeted and sensitive outreach to potential donor communities. We have
talked a lot about PCPs and cardiologists, but we wanted to emphasize the necessity for outreach to
these communities.

(7 - Set B) SUPPORT THE EFFORTS OF THE NATIONAL KIDNEY DISEASE EDUCATION
PROGRAM TO ESTABLISH A LABORATORY GROUP TO COORDINATE THE
ACTIVITIESIN LABORATORY STANDARDIZATION FOR GFR REPORTING

Thisis a place where NKDEP has already taken the lead and we want to support the efforts of the
KEEP in doing this, to establish a laboratory group. Thisincludes the following three tasks: 1)
creatinine measurement standardization 2) a GFR estimating equation development and validation
and 3) under standing the modifications that need to be made to laboratory information systems for
GFR reporting. Thiswill require work on part of clinical laboratories and machine manufacturers
and I’'msure there are additional expenses for this. One way to do thisis through provider education
that would motivate physicians to want to know what the GFR is and including this as a quality
measure.

(8- Set B) PROMOTION OF RESEARCH INTO THE EFFECTIVENESS OF DI SEASE
MANAGEMENT SYSTEMSFOR CKD INMULTIPLE SETTINGSAND STAGESOF
DISEASE
This option stems from Barrier 5 (Absence of a coordinated system of care that includes a delivery
system that will reach CKD patients). It would be important for the devel opment of the system of
care, that research on what works would be important before we devel op the coordinated system of
care.

Q. How do you link several research approaches.

A. It demonstrates the importance of how much we need to learn. Further research into outcomesis
important.

Q. I'masking the organizers how convergence occurs?

A. Seering committee learnsthat there are further issues to be tackled.
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Table 6: Clarification of Action Options for Improving CKD Patient Outcomes

(9- Set B) ORGANIZE A STAKEHOLDER CKD RESEARCH BODY THAT CAN UTILIZE FUNDING
FROM A VARIETY OF SOURCESINCLUDING PUBLIC, INDUSTRY AND
FOUNDATION IN ORDER TO LIMIT THE OVERALL COSTSOF PROSPECTIVE CKD
TRIALS

We thought that one of the major issues was the expense of doing research, including prospective
research. We thought that we could achieve some economies of scale if all of the sources came
together and agreed on a research agenda that could be funded from multiple different sources.

(10 - Set B) ENCOURAGE ORGANIZATIONS, (NON-PROFIT, GOVERNMENT, INDUSTRY) TO
EMPHASIZE PARTICULAR AREAS OF EXPERTISE

This option deals with Barrier 13 (Lack of prospective evidence of effective tests and therapiesto
prevent...). Thisoption isan attempt to gain some kind of coordination to avoid redundancy across
groups, increase awareness, etc.

Q. I don't understand “ emphasizing particular areas of expertise.”

A. Thisisa corollary to our hope to having a single driving force, a steering committee or action
group. We recognize that such a group is clearly not going to be doing all of the work. The NKF and
the KDOQI work, to find those niche areasin the scheme we set out here and to have them hook onto
individual projectsthat can then be coordinated by a central steering groups.

(11 - Set B) FUND RIGOROUSMETA ANALYSISAND COST EFFECTIVENESSANALYSESIN THE
CKD POPULATION

Basis for thiswas the fact that a lot of the barriers we had had to do with not having definitive and
conclusive data. To do that, seemed we need to have large studies. An example might be Lancet’s
recent meta-analysis of a pooling process of 60 studies on hypertension and CVD.

(12 - Set B) TARGET AT RISK SOCIOECONOMI|C AND DEMOGRAPHIC POPULATION AND
REPRESENTATIVE ORGANIZATIONS FOR PUBLIC EDUCATION CAMPAIGNS

To raise public awareness and concern, we thought it was important to target at-risk socioeconomic
and demographic populations. We included demographic populations based on age that may be at
more risk.

(13- Set B) STAGE THE EFFORT TO ACHIEVE ACCEPTANCE OF A UNIFORM DEFINITION OF
CKD: 1) HEALTH PROVIDERS AND LABORATORIES, 2) PAYERS 3) PUBLIC

In order to not overwhelm the healthcare system, to stage the effort to achieve acceptance of a
uniform definition, by prioritizing healthcare and laboratories first, payers second, and public third.

(14 - Set B) WIDE DISSEMINATION OF AVAILABLE EVIDENCE LINKING CVD AND CKD TO
NON NEPHROLOGISTSAND THE LAY COMMUNITY

We want to make information available, linking CvVD and CKD to the lay community,

(15 - Set B) SUPPORT THE EFFORTS OF GUIDELINE DEVELOPMENT AND IMPLEMENTATION
IN CHRONIC KIDNEY DISEASE

This option deals with barrier 28 (Inadequate under standing of optimal context for CKD screening,
prevention, and treatment). We concluded that many recommendations and ideas that came before
usin the chart would have established through research what the facts are regarding effectiveness of
screening, prevention, and treatment and therefore there would need to be an effort to both develop
guidelines and implement guidelines to carry out those intervention.

(16 - Set B) SUPPORT NKDOQI AND RPA GUIDELINES FOR OUTREACH IN PATIENTSWITH
CKD
This option deals with Barrier 5 (Absence of a coordinated system of care that includes a delivery
system that will reach CKD patients). To support the establishment of guidelines.
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Table 6: Clarification of Action Options for Improving CKD Patient Outcomes

(17 - Set B) LEVERAGE RESEARCH RESOURCESBY STUDYING EXTANT CKD POPULATIONS
AND COORDINATING PROSPECTIVE STUDIESWITH HIGH RISK POPULATIONS
SUCH ASDIABETES AND HEART PATIENTS

Just to emphasize that we don’ have to do just de novo randomized clinical trials that would take
many many years, but to try to leverage resources, epidemiological studies of CKD populations and
coordinate with other studies of high-risk populations to make sure that they do collect information,
to work with them to get our needs taken into consideration.

(18 - Set B) OWN NKDEP: PARTICIPATE IN SHAPING/EXPANDING ITSROLE

Frombarrier 13 (Lack of prospective evidence of effective tests and therapiesto prevent
complications of CKD) and barrier 48 (Risk of no entity with a broad mandate sustaining these effort
long term) aswell. This option recognizes that many of the groupsin this room were doing things
before NKDEP was even conceived, but it also take s the position that thisis a publicly owned entity,
that groups in this room can shape according to your will. It's an encouragement to take that
opportunity.

Q. Would you amplify the verb own?

A. It'sjust jargon.

Q. Soyou don’t mean it literally?

A. | do.

(19 - Set B) FIND INCLUSIVE PARTNERSTO FINANCE PUBLIC EDUCATION INCLUDING AS
EXAMPLES CONGRESS, NKDEP, INDUSTRY, AND ADVOCACY ORGANIZATIONS
SUCH ASAARP, AAKP

We felt that there were a lot of good ideas being advanced today but if we don’t find ways to finance
what needs to be done, it won't get done. And that that approach needs to be quite inclusive, so asa
community we're going to have to aggressively solicit support, including legislation, industry, and
partner with other groups.

Q. Do you really mean AARP or AAKP?

A. Actually both.

(20 - Set B) AGGRESSIVE LOBBYING OF AND INVOLVEMENT OF PROFESSIONAL
CARDIOLOGIC COMMUNITY IN EDUCATION PROCESS

In the kidney community there is an understanding that CVD hasto be important, in transplant
community we talk about it all the time. What we need to do is reverse and get the cardiology
community to appreciate the implication for them of kidney disease. We need to get themto
understand the critical importance of kidney disease for them.

(21 - Set B) CREATION OF PATIENT CENTERED GUIDELINES AND CARE PLANSLINKED TO
COMPUTER /WEB / PDA BASED & OTHER FORM S OF COMMUNICATION FOR
DISSEMINATION

We thought it would be important to create patient-centered guidelines, directed to the patients
themselves that would be available and linked by all of the latest computer methods so that it would
be widely disseminated.

Q. May | make a friendly amendment that you add other ways of communication, because most
patients with CKD probably don’t have PDAs, though they may be web literate.

Q. Thereis a tendency for us to want to use sophisticated means to address unsophisticated
populations. We want to use churches, we want to use our PDAs but they may not be relevant.

Q. From discussion that just took place, it seems the current guidelines express in terminology that
can reach the patient. But my own interpretation of patient centered guidelinesis the guidelines have
been developed along specific lines, what we're really talking about is how all these guidelines are
implemented by physicians in regardsto a single patient. The task is meta guidelines, a set of
instructions that will really inform providers as to how the coexistence of diabetes, kidney disease
and heart disease interact in a single patient. My own inter pretation of patient centered guidelinesis
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Table 6: Clarification of Action Options for Improving CKD Patient Outcomes

(22 - Set B)

(23 - Set B)

(24 - Set B)

(25 - Set B)

(26 - Set B)

(27 - Set B)

a higher order of instruction or guidance to practitioners to think about their patients.

A. Believe that isyour interpretation, that is not what we meant. That’s more sophisticated than | had
in mind.

COLLABORATE WITH ACCREDITING ORGANIZATIONSAND REGULATORY
BODIESIN DEVELOPING CKD QUALITY MEASURESWHICH WOULD INCLUDE GFR
ESTIMATE EQUATION REPORTING

As aresponse to barrier 59 (GFR is not reported by laboratories). We felt that this might be one of
the concrete things we could try to address a bit earlier the process. There are a number of chronic
diseases, diabetes, CVD, depression, asthma, that stakeholder groups such as this have effectively
been able to get NCQA and our agency and othersto have quality measures which have led in turn to
quality improvement efforts that have been instigated, resources. If we could do this, this might drive
implementation.

Q. At first | thought it was the quality of GFR estimation, then | wondered about CKD quality
measures, process and outcome measures for CKD aswell. Is that what you' re talking about?

A. Analogous NCQA standards for CVD would be cholesterol screening, institution of ACE
inhibitors, getting echo-cardiograms. Just based on what Andy had talked about earlier, that if that
was implemented, it would drive the process forward. Our other strategy wasto get this laboratory
group to work on giving us this report. Should they say no, or say it’s going to cost money, having it
included as a quality measure would probably make it easier.

COLLABORATE WITH ACCREDITING ORGANIZATIONSAND REGULATORY
BODIESIN DEVELOPING CKD QUALITY MEASURESWHICH WOULD INCLUDE GFR
MONITORING (*DUPLICATE¥*)

DUPLICATE

ENCOURAGE CMSDEMONSTRATION PROJECTSON CREATIVE APPROACHESTO
IDENTIFYING AND TREATING PATIENTSWITH CKD

This one was just honing down and focusing a little more on how to get research done.

ESTABLISH A GROUP FOR DEVELOPING AND SHARING COST/BENEFIT DATA

This seemed like an issue, namely a development of cost/benefit data, that the non-profits,
government, aren’'t doing, that NKDEP isn’t doing it. Some type of group or mechanism for
devel oping this type of data would be useful.

BRING DIPSTICKSTO CONGRESS

Let'sbring urine cupsto our senators and dipstick their urine. This goes along with the KISS
principle, keep it simple stupid.

Q. Would alcohol and drugs interfere with the interpretation?

PROMOTE A COLLABORATIVE MODEL AND USE OF COMMUNICATION TOOLS

Smply to facilitate communication with nephrologists, to promote a collaborative model, the
devel opment of communication tools so that the primary care provider is getting very simple
information, such as how can we together help to work to help this patient with impaired kidney
function. What is the impression, what we need to do, how can we, together, help this patient.

(28 - Set B) FINANCIAL RESTRUCTURING FOR THOSE THAT ARE UNDER A CAP VSFEE FOR

SERVICE

When ASN and RPA had several committees several years ago, we found that the west coast was not
referring because of cap, the east coast was not referring because they were afraid of losing patients
to fee for service. Some kind of assessment or a financial systemwill be required.
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Table 6: Clarification of Action Options for Improving CKD Patient Outcomes

(29 - Set B) WORK HAND IN HAND WITH OTHER ASSOCIATIONSTHAT HAVE ADDRESSED

SUCCESSFULLY DISEASE STATESAND LEARN FROM THEM ASWE MOVE
FORWARD

High cost populations, learn from themto plan, fund and implement. Just reread statement.

(30- Set B) EXPLICIT AND UNIFORM GUIDANCE ABOUT INTEGRATED MANAGEMENT AND

REFERRAL
Clear.
No elaboration.

(31- Set B) PATIENT EDUCATION, ESPECIALLY ACROSSETHNIC BARRIERSISIMPERATIVE

TO MOVING THISPROCESS FORWARD

Think thisis pretty self-explanatory. The one thing | would suggest is if you look at breast cancer
screening or teaching public about self exam, that was really moved forward outside of people going
to their doctors. One of best things we can do is educate population to get educated, to ask their
doctor about chronic kidney disease.

(32-Set B) INTEGRATE RENAL CARE INTO EXISTING DIABETESCLINICS

Many health care settings include multidisciplinary diabetes clinics, integrating kidney care provides
an immediate opportunity to have models of care and experience without any new physicians
entering the picture.

(33 - Set B) BROADEN THE CONCEPT TO INCLUDE NURSE PRACTITIONERS, PHYSICIAN

CWA Ltd.

ASSISTANTS, ADVANCED PRACTICE NURSES
We just wanted to bring special attention to nurse practitioners, PAs, and APNs. We wanted to insert
those caregivers.

Q. We thought that these were different than PCP relationships, all the drivers and thingsrelated to
the three groups are actually quite different.
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MEMORANDUM

Date: March 12, 2003

To: CKD Initiative Workshop Participants

From: Diane S. Conaway and Alexander N. Christakis, Ph.D.
Subject: DELPHI Study and Additional Workshop Products

The Inquiry Design and Facilitation Team would like to thank all of the participants for
their extremely hard work, perseverance and patience during the CKD Initiative
Workshop on “Designing an Action Agenda for Improving CKD Patient Outcomes.”

The purpose of this document, (which we refer to asa DELPHI Study or questionnaire) is
to:

* Reflect on our collective and individua learning;

* Further cultivate collective leadership in thisinitiative;

» Self-identify the perceived roles, with respect to specific higher relative
importance actions, appropriate for your organization to engage;

» Offer commentary on the most important 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 by the Steering Committee of the Initiative. Thisisthe
primary vehicle in which you should articulate what you perceive to be your
organization’s role with respect to thisinitiative on improving CKD patient outcomes.

In the culminating stage of the workshop, the participants voted individually and
subjectively on 12 proposed action options of higher relative importance, out of atotal of
32 options. These twelve options received 70% of the total weighted count of votes, as
seen on Table 7 (see page 2 of DELPHI Study). Six of those 12 have a concentration of
votes equal to 46% of the total weighted sum of votes. Asaresult, akey finding of the
workshop is a call amongst the majority of the participants to focus the effort of the CKD
Initiative on the following six action options:
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* Build on and coordinate the activities of the many groups at this meeting
who have been and who are working on this problem (Action Option # 2,
weighted count of 59) which is clarified as meaning:

The barrier identified for this option was one of the two deepest drivers (Barrier 48). We
have started this with this group already. We are promoting to continue this effort, join
efforts with ongoing groups (such as NIES), for the long term sustaining of the CKD efforts.
What would be the relation with this group and the education group, the high blood pressure
education, for example. They convene meetings of the various groups who are linked to high
blood pressure issues?

| think the differences are on interests, that the educational programs cannot be self-serving.
It is about developing, sharing, and advocating with cost/benefit to get people payments.
While we would be willing to put that out there, we can’t advocate, lobby, go to CMS, think
there are some goals in the financial area particularly that would be outside of this, but
much of the central part could be facilitated by NKDEP.

Q. Thisisnot a group that is exclusively charged with moving CKD forward. There are lots
to do for many groups and many organizations. Our idea has been to identify the lead group
that would help coordinate efforts not only of individuals and societies.

Good things can happen with multiple voices.

Thisis not the group that will solely be charged with moving CKD forward. Many groups
are doing thistype of work already. The notion hereisthat this would not be a monolithic
organization. But coordination would make it better.

» Support the efforts of the national kidney disease education program to
establish a laboratory group to coordinate the activitiesin laboratory
standardization for GFR reporting (Action Option # 7, weighted count of 42)
which is clarified as meaning:

Thisis a place where NKDEP has already taken the lead and we want to support the efforts of
the KEEP in doing this, to establish a laboratory group. This includes the following three
tasks: 1) creatinine measurement standardization 2) a GFR estimating equation devel opment
and validation and 3) under standing the modifications that need to be made to laboratory
information systems for GFR reporting. Thiswill regquire work on part of clinical laboratories
and machine manufacturers and I’m sure there are additional expenses for this. One way to
do thisisthrough provider education that would motivate physicians to want to know what
the GFRis and including this as a quality measure.

» Develop and promulgate simple guidelines targeted to patients around
screening CKD and the implications of CKD (Action Option # 4, weighted
count of 39) which is clarified as meaning:

The barrier for which we generated this option is Barrier 1 (Lack of public and patient
awareness...). The information that goes out to patients has to be simple and to the point in
its message but use many and alternate forms of communication vehiclesto carry this
message.

» Stagethe effort to achieve acceptance of a uniform definition of CKD: 1)
health providers and laboratories, 2) payers 3) public (Action Option # 13,
weighted count of 37) which is clarified as meaning:

In order to not overwhelm the healthcare system, to stage the effort to achieve acceptance of a
uniform definition, by prioritizing healthcare and laboratoriesfirst, payers second, and public
third.
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* Promotion of research into the effectiveness of disease management systems
for CKD in multiple settings and stages of disease (Action Option # 8,
weighted count of 35) which is clarified as meaning:

This option stems from Barrier 5 (Absence of a coordinated system of care that includes a
delivery system that will reach CKD patients). It would be important for the development of
the system of care, that research on what works would be important before we develop the
coordinated system of care.

Q. How do you link several research approaches.

A. It demonstrates the importance of how much we need to learn. Further research into
outcomes isimportant.

Q. I'masking the organizers how convergence occurs?

A. Seering committee learnsthat there are further issues to be tackled.

» Collaborate with accrediting organizations and regulatory bodiesin
developing CKD quality measures which would include GFR estimate
equation reporting (Action Option # 22, weighted count of 34) whichis
clarified as meaning:

As aresponse to barrier 59 (GFR is not reported by laboratories). We felt that this might be
one of the concrete things we could try to address a bit earlier the process. Therearea
number of chronic diseases, diabetes, CVD, depression, asthma, that stakeholder groups such
as this have effectively been able to get NCQA and our agency and others to have quality
measures which have led in turn to quality improvement efforts that have been instigated,
resources. If we could do this, this might drive implementation.

Q. At first | thought it was the quality of GFR estimation, and then | wondered about CKD
quality measures, process and outcome measures for CKD aswell. Is that what you're talking
about?

A. Analogous NCQA standards for CVD would be cholesterol screening, institution of ACE
inhibitors, getting echo-cardiograms. Just based on what Andy had talked about earlier, that
if that was implemented, it would drive the process forward. Our other strategy wasto get this
laboratory group to work on giving us this report. Should they say no, or say it’'s going to cost
money, having it included as a quality measure would probably make it easier

The Workshop of February 25 and 26 represents a highly leveraging step towards
achieving these ends. The sponsors of the workshop, namely, the American Society for
Nephrology, the National Kidney Foundation and the Renal Physicians Association,
expressed their long-term commitment as well as their desire for collaborative action in
launching and implementing the Workshop findings and recommendations.

The twelve high priority 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, barriers, opportunities and next steps, the broader set of
stakeholders, our individual and collective learning, and your role and leadership on the
CKD Initiative.
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The sponsors consider it essential to conduct every step of the processin an open and
transparent fashion and to reflect the “ bottom-up” emergence of focus and collaboration.
Werealize that this format is unusual for many of you. If you have any questions about
the tasks requested, please feel free to contact Diane Conaway at 610-651-0414. 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 March 21st to Karen Campbell at 202-659-0709.

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

(2 - ACTION OPTION): BUILD ON AND COORDINATE THE ACTIVITIES OF THE MANY GROUPS AT THIS MEETING WHO HAVE BEEN AND WHO ARE WORKING ON THIS PROBLEM
The barrier identified for this option was one of the two deepest drivers (Barrier 48). We have started this with this group already. We are promoting to continue this effort, join efforts with ongoing

groups (such as NIES), for the long term sustaining of the CKD efforts.

Q. What would be the relation with this group and the education group, the high blood pressure education, for example. They convene meetings of the various groups who are linked to high blood

pressure issues?

A. |think the differences are on interests, that the educational programs cannot be self-serving. It is about developing, sharing, and advocating with cost/benefit to get people payments. While we
would be willing to put that out there, we can’t advocate, lobby, go to CMS, think there are some goals in the financial area particularly that would be outside of this, but much of the central part could

be facilitated by NKDEP.

Q. This is not a group that is exclusively charged with moving CKD forward. There’s lots to do for many groups and many organizations. Our idea has been to identify the lead group that would help
coordinate efforts not only of individuals and societies.

Good things can happen with multiple voices.
A. This is not the group that will solely be charged with moving CKD forward. Many groups are doing this type of work already. The notion here is that this would not be a monolithic organization.

But coordination would make it better.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

Virginia Commonweath University,
Division of Nephrology

UCLA School of Medicine,
Division of Nephrology

Mayo Clinic Jacksonville

University of lowa,
Dept. of Family Medicine

R. Blantz

A. Compton

G. Danovitch

W.E. Haley

C. Johnson

Role: Influence and propagate support within the American Society of Nephrology and specifically within the CKD Advisory
Committee.

Comments: Our major effective roles in these areas are primarily in the area of education and we can certainly
generate CD's, distribute to members and leaders within ASN for voluntary talks, utilize the website to educate our
membership, have meeting with internists and primary care physicians on the topics and utilize our multiple
publications for that purpose.

Secondly, we can promote clinical trials which may further provide proof of the effectiveness and cost benefit ratio for
CKD treatment protocols. Thirdly, by a public policy we may influence the behavior of CMS and indirectly managed
care corporations to develop quality indicators for treatment guidelines in CKD that may influence and reduce
cardiovascular complications and progression of renal disease.

| believe overall that the ASN is a necessary requirement for absolute coordination with other major nephrology
groups, NKF and RPA, who have somewhat different tasks and orientation. However, it is important that we have
some influence with government agencies, hopefully we will be able to cooperate directly with the American Heart
Association, the American Diabetes Association, and ethnic societies that are at high risk for chronic kidney disease.

Role: Communicate consistent message to organizations | am affiliated with, to promote care of patients with CKD.

Comments: Communicate message to American Nephrology Nurses Association, NKDEP, American Academy of
Nurse Practitioners and LOCAL NKF Affiliate.

Role: | would see myself representing the Kidney Transplant community in this process.

Role: Chair, Implementation Project for RPA's Advanced CKD CPG.

Comments: We are engaged in a journal implementation project (Duke EBPC-contractor) to make feasible the
implementation of the recommendations contained in the “Appropriate Patient Preparation for Renal Replace
Therapies” guideline. This involves some of the same needed strategies and efforts as outlined at our meeting:
increasing awareness through use of calculated GFR, patient education/empowerment, etc. It is important that we
coordinate our efforts, to maximally leverage our collective resources and not waste time & resources.

Comments: Review outputs for similarity.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

Nephrology Associates, Inc.

Fresenius Medical Care
North America

New England Medical Center
University of British Columbia &

KDOQI Co-Chair 2000->
Georgia Medical Care Foundation
Abbott Laboratories

Indian Health Service
Kidney Disease Program

Charles Drew University

University of California (UCLA) &
RPA

University of Texas Southwestern
Medical School

American Healthways, Inc.

American Association of Kidney
Patients

Renaissance Renal Disease

Management

Penn State University College
of Medicine

D. Latos

J.M. Lazarus

A. Levey

A. Levin

W. McClellan

J. Melnick

A. Narva

K. Norris

A. Nissenson

T. Parker

P. Roberts

K. Robinson

W. Schorr

S. Wassner

Role: Instrumental & Facilitative.
Comments: Engage Program Coordinators of the ACP to include CKD and related topics in college sponsored
programs, educational initiatives.

Role: Participant
Comments: Bring all various groups together.

Role: Consultant

Role: Advocacy through National & International
Comments: Identify all interest groups: professional, patient, ancillary and other disciplines. Define current activities,
opportunities for collaboration and opportunities for common messaging.

Role: Working on ASN CKD Committee.

Role: As a nephrologist in industry who participates in diagnostic and therapeutic programs for CKD, | can help represent
commercial involvement.

Role: Collaborator, Provide a model for integration and a Liaison
Comments: Collaborator: identify and support an organizational entity like the NKDEP which can provide ongoing
coordination. Provide a model for integration: increase integration with primary care providers. Liaison: focus on
populations with highest burden of CKD.

Role: Would be interested in participating.
Comments: Needs to be a strong foundation & appropriate infrastructure to maintain & coordinate these activities.

Role: Participate on future SC or other structure.

Role: Lead
Comments: There are a finite number of organizations to coordinate. | see an “oversight” and coordinating
communities of committees, ongoing and sustained.

Role: Represent efforts outside the boundaries of other organizations, such as advocacy, and/or lobby for necessary financial
goals to support the CKD initiative.
Comments: Until the CKD Initiative has a defined “owner” organization that will drive and sustain this effort, it is
impossible to comment of implementation steps.
Role: Bring AAKPs programs to the table so that we care one of the voices representing likes to coordinate activities. We are
the patient education specialists.

Role: Participant
Comments: Renal Disease Management Organizations could be one of the principal players in addressing a large
CKD demonstration project that would incorporate and test the areas developed from this conference.

Role: 1 would be happy to represent the pediatric nephrology community in this endeavor.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(7 - ACTION OPTION): SUPPORT THE EFFORTS OF THE NATIONAL KIDNEY DISEASE EDUCATION PROGRAM TO ESTABLISH A LABORATORY GROUP TO COORDINATE THE
ACTIVITIES IN LABORATORY STANDARDIZATION FOR GFR REPORTING

This is a place where NKDEP has already taken the lead and we want to support the efforts of the KEEP in doing this, to establish a laboratory group. This includes the following three tasks: 1)

creatinine measurement standardization 2) a GFR estimating equation development and validation and 3) understanding the modifications that need to be made to laboratory information systems for

GFR reporting. This will require work on part of clinical laboratories and machine manufacturers and I'm sure there are additional expenses for this. One way to do this is through provider education
that would motivate physicians to want to know what the GFR is and including this as a quality measure.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

Virginia Commonweath University,
Division of Nephrology

National Institute of Diabetes and
Digestive and Kidney Diseases

Nephrology Associates, Inc.

Fresenius Medical Care
North America
New England Medical Center
University of British Columbia &
KDOQI Co-Chair 2000->

Georgia Medical Care Foundation
Abbott Laboratories
Indian Health Service
Kidney Disease Program
University of California (UCLA) &
RPA
Charles Drew University
University of Texas Southwestern
Medical School
Penn State University College
of Medicine

R. Blantz

A. Compton

P. Eggers

D. Latos
J.M. Lazarus
A. Levey

A. Levin

W. McClellan
J. Melnick

A. Navra

A. Nissenson

K. Norris
T. Parker

S. Wassner

Role: As an officer and Chair of CKD within the American Society of Nephrology.
Comments: ASN has some of its leaders as member of NKDEP, which is headed by one of our ex-presidents,
however in this particular action option, probably more indirectly we can use the power of our professional
organization to try to influence behavior in terms of laboratory standardization of GFR measurements.

Role: Provider education
Comments: Educate nurses and nurse practitioner groups the importance of knowing GRF.

Role: Will help to coordinate reliability & validity studies e.g. with NHANES (National Health and Nutrition Examination
Survey).

Role: Facilitative.
Comments: COLA - Center and office laboratory accreditation. Needs to be in the loop of this discussion..
Role: Representative for largest ESRD lab in U.S.
Comments: Agree on GFR report for all non-ESRD patients.
Role: Consultant/Researcher
Role: In Canada (BC) have and will continue to establish core group to move this initiative forward.
Comments: Combine clinical initiatives with good clinical trials/epidemiology opportunities to ensure “scientific”
corroboration.
Role: Member of NKDEP Steering Committee.
Role: Assist in alignment of needs between diagnostic customers and suppliers.
Role: Supporter collaborator
Comments: Promote recognition of NKDEP as primary concern/ focus for these efforts.
Role: RPA has a task force on labs for Dialysis and might work on this.

Role: Supportive (passive)..
Role: Coordinate current Steering Committee to Co-Run ad-hoc committee.

Role: While | would not be able to serve in a leadership role in this myself, | am certain that other pediatric nephrologists
would be happy to serve.
Comments: The formulas for the calculation of GFR in pediatric patients have been determined but would need to
be validated once a specific method for the determination of creatinine was chosen. This is particularly important
given the lower values of serum creatinine in pediatric patients for the small changes.
Development of this option will be aided by the proliferation of hospital and office based electronic medical record
systems, which automatically accrue height, weight, and age data.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(4 - ACTION OPTION): DEVELOP AND PROMULGATE SIMPLE GUIDELINES TARGETED TO PATIENTS AROUND SCREENING CKD AND THE IMPLICATIONS OF CKD

The barrier for which we generated this option is Barrier 1 (Lack of public and patient awareness...). The information that goes out to patients has to be simple and to the point in its message but use
many and alternate forms of communication vehicles to carry this message.

Organization: Workshop Participant: Perceived Role & Comments:
University of California, San Diego R. Blantz Role: As a leader/officer within the ASN
Immediate past Pres. and Chair Comments: We can use our multiple publications, Internet website, and educational for a to enhance awareness of
of CKD Advisory Committee the screen of CKD and the implications thereof. Our CKD Advisory Group is focusing primarily on these issues that
relate primarily to education of nephrologists and other specialties.
Virginia Commonweath University, A. Compton Role: Development of simple guidelines.
Division of Nephrology Comments: Enlist the help of experts on marketing and development of material based on reading levels.
UCLA School of Medicine, G. Danovitch Role: Experience in dealing with minority communities.
Division of Nephrology
RMS Disease Management J. Dickmeyer Role: Assist with awareness via national commercial message issuers.
Comments: National Awareness Campaign: newspaper, television and magazines. Who is at risk? Identification,
basic treatment & guidelines.
Mayo Clinic Jacksonville W.E. Haley Role: We are in the process of developing tools and strategies targeted to patients as well as to practitioners.
Comments: We are engaged in a journal implementation project (Duke EBPC-contractor) to make feasible the
implementation of the recommendations contained in the “Appropriate Patient Preparation for Renal Replace
Therapies” guideline. This involves some of the same needed strategies and efforts as outlined at our meeting:
increasing awareness through use of calculated GFR, patient education/empowerment, etc. It is important that we
coordinate our efforts, to maximally leverage our collective resources and not waste time & resources.
University of lowa, C. Johnson Role: Writing articles, talking to PCPs.
Dept. of Family Medicine
Nephrology Associates, Inc. D.Latos Role: Facilitative, communication with ACP leadership already underway.
Comments: Many opportunities to collaborate with ACP in implementation and existing guidelines and to encourage
ACP to relate CKD topics with its own CEAP initiatives.
University of British Columbia & A. Levin Role: Leadership role in developing guidelines & implementating process.
KDOQI Co-Chair 2000-> Comments: Education of nephrologists is essential. Creation of good tools to aid care.
Indian Health Service A. Narva Role: Innovator
Kidney Disease Program Comments: Create model guidelines and implementation within my organization.
University of California (UCLA) & A. Nissenson Role: RPA has already developed guidelines in other related areas.
RPA
Charles Drew University K. Norris Comments: Would be willing to partner with other community resources from ongoing research grants directed toward
translation of patient materials and piloting innovative outreach strategies.
University of Texas Southwestern T. Parker Role: Work with NKDEP, NFK and other organizations to do so.
Medical School
Ortho Biotech Inc. C. Phillips Role: Provide data for guideline development. Disseminate guidelines via network of sales & marketing personnel.
RAND Institute D. Rettig Role: We are prepared to build on work done for below two purposes to develop policies relevant to the national issues of CKD.

Comments: Purpose (1) we are prepared to provide a multidisciplinary approach that uses existing data and
knowledge to predict the impact of various scenarios on reducing the national burden of CKD and (2) we are prepared
to provide objective analysis that test the effectiveness of various interventions on the prevention and treatment of
CKD in the community.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

American Healthways, Inc.
American Association of Kidney
Patients

Penn State University College
of Medicine

P. Roberts

K. Robinson

S. Wassner

Role: Resource experts for the development of health care communications and channels of delivery that provide maximum
benefit for patient, public, provider, and other stakeholders.

Role: Helping to develop and distribute such information.
Role: As a representative for pediatric nephrology and an interface with the pediatric and pediatric nephrologic community.

Comments: There are multiple organizations we could partner with — ones with specific pediatric expertise include the
NKF, the American Academy of Pediatrics as well as the American Society of Pediatric Nephrology.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(13 - ACTION OPTION): STAGE THE EFFORT TO ACHIEVE ACCEPTANCE OF A UNIFORM DEFINITION OF CKD: 1) HEALTH PROVIDERS AND LABORATORIES, 2) PAYERS AND 3)

PUBLIC

In order to not overwhelm the healthcare system, to stage the effort to achieve acceptance of a uniform definition, by prioritizing healthcare and laboratories first, payers second, and public third.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

Virginia Commonweath University,
Division of Nephrology

RMS Disease Management
University of lowa

Department of Family Medicine
Nephrology Associates, Inc.

Fresenius Medical Care
North America

New England Medical Center

University of British Columbia &
KDOQI Co-Chair 2000->

Indian Health Service
Kidney Disease Program

University of California (UCLA) &
RPA

Charles Drew University
Ortho Biotech Inc.

American Association of Kidney
Patients

Penn State University College
of Medicine

R. Blantz

A. Compton

J. Dickmeyer

C. Johnson

D. Latos

J.M. Lazarus

A. Levey

A. Levin

A. Narva

A. Nissenson

K. Norris
C. Phillips

K. Robinson

S. Wassner

Role:

Role:

Role:

Role:

Role:

Role:

Role:

Role:

Role:

Role:

Role:

Role:

Role:

Role:

As a leader within the American Society of Nephrology
Comments: Although we may not be the driver for determining the uniform definition we can certainly help
coordinate this effort with the other principal players and again, utilize our multiple educational and publicational
vehicles to promote the efforts of achieving acceptance of the definition of CKD.

Develop clear, concise definition that can easily be remembered.
Comments: Should include a small multidisciplinary group.

Healthplans need a uniform definition of CKD.
Comments: Agree on awareness objectives. Define a means for healthplans? CMS, medical to identify potential
CKD pts. From causes?. Which CKD patients will benefit most from intervention?

PCP perspective.

Minimal.

None.
Comments: NKF & ASN approach NIH & CMS for achievement of this section.

Already doing this by writing articles of NKF-K/DOQI definition and stages of CKD.

Head/Director of Provincial groups working with MOH.
Comments: Need to measure impact of changes/initiatives (referral patterns, costs, savings).

Implementer
Comments: Utilize KDOQI CK classification in our health system (HIS) including clinical care, coding, performance
measures.

RPA works extensively with payors.

Passive

Role is limited to our ability to reach providers, payors and patients via sales & marketing responsibilities.

Perhaps

A representative for pediatric nephrology should be present to interface with the general pediatric and pediatric

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

(8- ACTION OPTION): PROMOTION OF RESEARCH INTO THE EFFECTIVENESS OF DISEASE MANAGEMENT SYSTEMS FOR CKD IN MULTIPLE SETTINGS AND STAGES OF DISEASE

This option stems from Barrier 5 (Absence of a coordinated system of care that includes a delivery system that will reach CKD patients). It would be important for the development of the system of
care, that research on what works would be important before we develop the coordinated system of care.

Q. How do you link several research approaches.
A. It demonstrates the importance of how much we need to learn. Further research into outcomes is important.
Q. I'm asking the organizers how convergence occurs?

A. Steering committee learns that there are further issues to be tackled.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

UCLA School of Medicine,
Division of Nephrology

RMS Disease Management

National Institute of Diabetes and
Digestive and Kidney Diseases

Mayo Clinic Jacksonville

University of lowa
Department of Family Medicine

Nephrology Associates, Inc.

Fresenius Medical Care
North America

New England Medical Center

University of British Columbia &
KDOQI Co-Chair 2000->

R. Blantz

G. Danovitch

J. Dickmeyer

P. Eggers

W.E. Haley

C. Johnson

D. Latos

J.M. Lazarus

A. Levey

A. Levin

Role: As a member and officer within the ASN and Chairman of the CKD Advisory Committee
Comments: ASN had proven to highly effective in the influence of directions of research, particularly the areas of
Clinical Trials with the National Institutes of Health. We also have increasing potential to influence the behavior of
CMS to try to implement broader disease management systems to help patients within CMS categories by age, and
possibly, by promoting carve-outs for disease management for CKD in uninsured populations and by influencing QI
programs for those already covered by CMS.

Role: Application of conclusions to the transplant community.

Role: Share our methodologies regarding DM in CKD management. Develop methodology for integrating telephonic and
“field based” disease management programs to meet the needs of a CKD patient.
Comments: Need to review CKD disease management methodologies and better understand how they can be
improved.
Role: Will work with CMS to explore options.

Role: This is one of the strategies that we think is an important one for implementation of guideline recommendations. This

includes “CKD Clinics”, also this includes the important area of collaboration with PCPs.
Comments: We are engaged in a journal implementation project (Duke EBPC-contractor) to make feasible the
implementation of the recommendations contained in the “Appropriate Patient Preparation for Renal Replace
Therapies” guideline. This involves some of the same needed strategies and efforts as outlined at our meeting:
increasing awareness through use of calculated GFR, patient education/empowerment, etc. It is important that we
coordinate our efforts, to maximally leverage our collective resources and not waste time & resources.

Role: Would like to start PCP clinics for CKD.

Role: Minimal.

Comments: Encourage and support inclusion of disease management strategies in ACP, white paper..
Role: Leader of Disease Management group.

Comments: Current CMS ESRD demo should include CKD.

Role: Researcher.
Comments: Need to motivate NIDDK and CMS to do this..

Role: Co-PI (Principle Investigator) in study to examine this. Pl on study examining current care systems & outcomes.
Comments: Need to develop health outcomes research initiatives in CKD focus. Increase number of trainees
interested in “science” of health care delivery.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

Georgia Medical Care Foundation W. McClellan Role: Using Medicare & Medicaid data to define these settings and CKD populations.
Abbott Laboratories J. Melnick Role: Employ my experiences as a nephrologist in an academic setting and in industry to develop a research agenda.
Indian Health Service A. Narva Role: Implementer

Kidney Disease Program Comments: Invent models within Indian Health. Currently an ongoing project.
Charles Drew University K. Norris Role: Active

Comments: Submitting a grant on CKD that would have a core designed to address some of these issues.
RAND Institute D. Rettig Role: RAND would develop a Markov (stochastic) model of CKD interventions and their effect on the progression of CKD to
ESRD.

Renaissance Renal Disease W. Schorr Role: Participant

Management Comments: | view this as largely clinical research. Various subgroups of CKD have been studied in a variety of

demographic setting. To generate definitive approaches to all the issues of identification, education, access,
financial implications, and treatment efficacy, it will be necessary to have a uniformly structured, broad based
project to answer their questions.

Penn State University College S. Wasser Role: There should be a pediatric nephrologist in this group with ties to both basic and clinical research, particularly the

of Medicine database and study arms of NAPRTCS.
Comments: The implication of labeling infants and children with CKD are enormous, particularly with out limited
knowledge of natural history and appropriate therapeutics. | would urge that we utilize, expand and encourage the
participation in the pediatric database, NAPRTCS, which has well over a decade of experience in data collection
and analysis and has provided important information as to disease progression.
Continue to follow the current NAPRTCS' patients through adulthood to achieve the full benefit of this database.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(22 - ACTION OPTION): COLLABORATE WITH ACCREDITING ORGANIZATIONS AND REGULATORY BODIES IN DEVELOPING CKD QUALITY MEASURES WHICH WOULD INCLUDE GFR

ESTIMATE EQUATION REPORTING

As a response to barrier 59 (GFR is not reported by laboratories). We felt that this might be one of the concrete things we could try to address a bit earlier the process. There are a number of chronic
diseases, diabetes, CVD, depression, asthma, that stakeholder groups such as this have effectively been able to get NCQA and our agency and others to have quality measures which have led in
turn to quality improvement efforts that have been instigated, resources. If we could do this, this might drive implementation.

Q. Atfirst | thought it was the quality of GFR estimation, then | wondered about CKD quality measures, process and outcome measures for CKD as well. Is that what you're talking about?

A. Analogous NCQA standards for CVD would be cholesterol screening, institution of ACE inhibitors, getting echo-cardiograms. Just based on what Andy had talked about earlier, that if that was
implemented, it would drive the process forward. Our other strategy was to get this laboratory group to work on giving us this report. Should they say no, or say it's going to cost money, having it
included as a quality measure would probably make it easier.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

National Institute of Diabetes and
Digestive and Kidney Diseases

Mayo Clinic Jacksonville

University of lowa
Department of Family Medicine

Nephrology Associates, Inc.
New England Medical Center

University of British Columbia &
KDOQI Co-Chair 2000->

R. Blantz

P. Eggers

W.E. Haley

C. Johnson

D. Latos
A. Levey

A. Levin

Role: As a member and officer of the American Society of Nephrology.
Comments: As stated previously we have an increasing influence within the CMS and through our lobbying
activities through our public policy committee, and our CKD advisory Committee will focus munch of its actions on
developing programs within CMS and influencing the behavior of managed care corporations and insurance
companies to implement CKD quality indicators and inclusion of a few of GFR estimate-reporting on laboratory data
Role: Will help to coordinate reliability & validity studies e.g. with NHAMES (National Health and Nutrition Examination
Survey).

Role: As part of our project, we have developed CPMs for our guideline recommendations. These will be used for
prioritization, tracking and CQI purposes. Chair, CPM Workgroup for KDOQI. In this role, similarly we have developed
CPMs for some of the KDOQI.
Comments: Our major effective roles in these areas are primarily in the area of education and we can certainly
generate CD's, distribute to members and leaders within ASN for voluntary talks, utilize the website to educate our
membership, have meeting with internists and primary care physicians on the topics and utilize our multiple
publications for that purpose.
Secondly, we can promote clinical trials which may further provide proof of the effectiveness and cost benefit ratio
for CKD treatment protocols. Thirdly, by a public policy we may influence the behavior of CMS and indirectly
managed care corporations to develop quality indicators for treatment guidelines in CKD that may influence and
reduce cardiovascular complications and progression of renal disease.
| believe overall that the ASN is a necessary requirement for absolute coordination with other major nephrology
groups, NKF and RPA, who have somewhat different tasks and orientation. However, it is important that we have
some influence with government agencies, hopefully we will be able to cooperate directly with the American Heart
Association, the American Diabetes Association, and ethnic societies that are at high risk for chronic kidney
disease.
Role: PCP perspective.

Role: Supportive
Comments: ACP (American College of Physicians) chapter meetings.
Role: Consultant

Role: Supportive — example organization
Comments: Federal and State/Provincial governments need to align. Consider demonstration projects for
stepwise buy in.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

Indian Health Service A. Narva Role: Lead
Kidney Disease Program Comments: We are implementing GFR (Glomerular filtration rate) evaluation iln our lab software package. It
should be available within a few months. Will encourage adaptation throughout our system (1.5 million
beneficiaries).
University of California (UCLA) & A. Nissenson Role: Experience with payors and regulators
RPA
University of Texas Southwestern T. Parker
Medical School Role: Will work with NIDDK & steering committee to get this going.
RAND Institute D. Rettig Role: RAND has extensive and deep experience in guidelines development, especially with the National Committee on

Quality Assurance (HCQA) and the development of HEDIS measures, and is quite prepared to address CKD in this context.

American Healthways, Inc. P. Roberts Role: Resource experts in the development of standard measures that drive quality outcomes in chronic disease in
coordination with accreditation agencies such as NCQA.

Penn State University College S. Wassner Role: Be a voice for the Pediatric community.
of Medicine Comments: Recognize the importance of pediatric nephrology and age-related changes in GFR estimations.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(12 - ACTION OPTION): TARGET RISK SOCIOECONOMIC AND DEMOGRAPHIC POPULATIONS AND REPRESENTATIVE ORGANIZATIONS FOR PUBLIC EDUCATION CAMPAIGNS
To raise public awareness and concern, we thought it was important to target at-risk socioeconomic and demographic populations. We included demographic populations based on age that may be

at more risk.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

Genzyme General Therapeutics
Virginia Commonweath University,
Division of Nephrology

UCLA School of Medicine,
Division of Nephrology

RMS Disease Management

University of lowa
Department of Family Medicine

Nephrology Associates, Inc.
Fresenius Medical Care
North America

University of British Columbia &
KDOQI Co-Chair 2000->

Georgia Medical Care Foundation
Abbott Laboratories

Indian Health Service
Kidney Disease Program

Charles Drew University

R. Blantz

L. Brenner

A. Compton

G. Danovitch

J. Dickmeyer

C. Johnson

D. Latos

J.M. Lazarus

A. Levin

W. McClellan
J. Melnick

A. Narva

K. Norris

Role

Role
This
Role

Role

Role

Role

Role

Role

Role

Role

Role

Role

: As an officer and chair of CKD Advisory Group within the American Society of Nephrology
Comments: We are considering developing programs for targeted populations, possible via familial clustering or
through networks. We have members of our CDK Advisory Committee on the NKDEP Steering Committee and are
developing plans already for education campaigns within primary care physicians and internists groups. We have
plans for contacting socio-economic and demographic populations. We are developing relationships with the Black
and Hispanic caucuses in congress, and have considered giving lectures to ethnic medical groups.

: Patient and physician education programs need to reach high risk populations in order to improve CKD outcomes.
is an important part of the marketing of CKD.

: Hospital and community based education opportunities.
Comments: Collaborate with NKF — KEEP. Urban hospital public education forums.

. Assist in finding appropriate “language” to address target populations.

Comments: | suggest you include this in Action #4.
: As provider and clinic director.
. Collaborative
Comments: Encourage ACP to partner with NKDEP.
. Participant
: Educator
Comments: Identify leaders within high risk groups.
: Familiar at risk — active research topic.
: Help provide industry support for educational initiative.

: Model
Comments: HIS is a model for addressing chronic disease in high risk populations.

. Active
Comments: Would be willing to partner with other community resources from ongoing research grants directed
toward translation of patient materials and piloting innovative outreach strategies.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

University of Texas Southwestern T. Parker Role: Will work with existing organizations.
Medical School Comments: Will be difficult.
Ortho Biotech Inc. C. Phillips Role: Limited to our role on capabilities to reach targeted demographics via sales and marketing personnel.
RAND Institute D. Rettig Role: We are prepared to build on work done for below two purposes to develop policies relevant to the national issues of
CKD.

Comments: Purpose (1) we are prepared to provide a multidisciplinary approach that uses existing data and
knowledge to predict the impact of various scenarios on reducing the national burden of CKD and (2) we are
prepared to provide objective analysis that test the effectiveness of various interventions on the prevention and
treatment of CKD in the community.

American Association of Kidney K. Rohinson Role: AAKP has made significant advances in this area. It would be happy to assist in this area.
Patients
Renaissance Renal Disease W. Schorr Role: Participant
Management Comments: | view this as largely clinical research. Various subgroups of CKD have been studied in a variety of

demographic setting. To generate definitive approaches to all the issues of identification, education, access,
financial implications, and treatment efficacy, it will be necessary to have a uniformly structured, broad based
project to answer their questions.

Penn State University College S. Wassner Role: Pediatric nephrologists have a high percentage of Medicaid/at risk patients within their population. Pediatric

of Medicine nephrologist would serve as an important liaison to pediatricians and pediatric nephrologists.
Comments: Pediatric organizations such as the American Academy of Pediatrics have wide experience in public
education and should be encouraged through the Section on Nephrology of the American Academy of Pediatrics to
participate.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(3- ACTION OPTION): IDENTIFY AND CLASSIFY THE SUBGROUPS OF CKD IN WHICH INTERVENTION HAVE ALREADY BEEN PROVEN, ARE PROMISING BUT QUESTIONABLE VS.
UNKNOWN AND SIMULTANEOUSLY DEVELOPING AND MEASURING PATIENT OUTCOMES OF THESE INTERVENTIONS

We felt that it would be necessary to horizontally define groups such as age groups, ethnic groups in which there may be various degrees of evidence that implementation of CKD programs would
have an obvious, less obvious and unknown benefit, and that measuring patient outcomes of these interventions would be better. At the same time there are vertical heterogeneity in terms of stages
of CKD, depth of GFR, in which we don’t have good data. That needs to be investigated further.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

RMS Disease Management

Mayo Clinic Jacksonville

Fresenius Medical Care
North America

Nephrology Associates, Inc.

University of British Columbia &
KDOQI Co-Chair 2000->

Georgia Medical Care Foundation

Indian Health Service
Kidney Disease Program

Charles Drew University

University of Texas Southwestern
Medical School

RAND Institute

Penn State University College
of Medicine

R. Blantz

J. Dickmeyer

W.E. Haley

J.M Lazarus

D. Latos

A. Levin

W. McClellan

A. Narva

K. Norris

T. Parker

D. Rettig

S. Wassner

Role: As an officer of ASN and member of the CKD Steering Committee.

Role:

Role:

Role:

Role:

Role:

Role:

Role:

Role:

of various scenarios on reducing the national burden of CKD.

Role:

Comments: This is an important point and a very difficult one without actually performing the search or doing meta
analysis on previous research to determine how certain subjects have benefited to a greater or lesser degree or by
different mechanism by CKD treatment guidelines. The issues here are age, ethnicity, and the stages of the
disease. As a society, we are interested in this issue but it may require promoting specific research in these areas.
In addition to our potential political barriers, CMS is already supplying funds for programs to the elderly, but there
are no programs, except for Medicaid, that are available for funding of early CKD programs in younger age groups.
This action may be a necessary step prior to Action Option 8 and 13.
Comments: Review clinical data available. Review health plan data. Review disease management outcome data.

Comments: This data is beneficial to lend credibility to our efforts with CPGs, CPM, and implementation. This
effort needs definition and coordination to leverage resources most efficiently.

Participant
Comments: Workshops at national meetings.

Comments: ACP (general interests) and non-nephrology subspecialities have key roll in stage 1-3.

Supportive Educational

Health Services Research in Medicare & Medicaid populations.

Model
Comments: HIS is a model for addressing chronic disease in high risk populations.

Active
Comments: Would be willing to partner with other community resources from ongoing research grants directed
toward translation of patient materials and piloting innovative outreach strategies.

This is available — sub-committee will develop.

We are prepared to provide a multidisciplinary approach that uses existing data and knowledge to predict the impact

A Pediatric Nephrologist with interest and expertise, particularly in the area of multicenter clinical research.
Comments: This is another area where pediatric experience/expertise would be of assistance, since there are a
multitude of conditions that begin within the pediatric age group and carry through to adulthood.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(6 - ACTION OPTION): PROMOTE TARGETED CLINICAL, BASIC AND EPIDEMIOLOGICAL RESEARCH ON RELATIONSHIP BETWEEN CKD AND CVD

This table expressed some disappointment, frustration about the deliberations in the last 24 hours we had discussed professional links, but not enough discussion about outreach to communities at
risk. | wanted to introduce my experience with organ donation where tremendous gains have been made by ethnically and language targeted and sensitive outreach to potential donor communities.
We have talked a lot about PCPs and cardiologists, but we wanted to emphasize the necessity for outreach to these communities.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

Genzyme General Therapeutics
UCLA School of Medicine,
Division of Nephrology
National Institute of Diabetes and
Digestive and Kidney Diseases
New England Medical Center

University of British Columbia &
KDOQI Co-Chair 2000->

Georgia Medical Care Foundation
Abbott Laboratories

Indian Health Service
Kidney Disease Program

Charles Drew University

RAND Institute

Penn State University College
of Medicine

R. Blantz

L. Brenner
G. Danovitch

P. Eggers

A. Levey

A. Levin

W. McClellan
J. Melnick
A.Narva

K. Norris

D. Rettig

S. Wassner

Role: As a member of the CKD Steering Committee and office of the American Society of Nephrology.
Comments: ASN has already influenced clinical trials at NIH, and we currently have programs to try to put together
government and industry for more meaningful examination of issues such as this. | think our public policy arm, and
Clinical Science Committee as well as our CKD Advisory Committee will be focusing on trying to promote this NIH
study to verify this overall impression about CVD, however it is true that the mechanisms are still unknown..

Role: In my role focusing on CKD at Genzyne, we are already conducting and support research into the link between CKD
and CVD.
Role: Exploit my experience with donor community.

Role: Will work on EPI studies, particularly USRDS, but others as possible.

Role: Researcher.
Comments: Need to motivate NKF & CMS to fund it.
Role: Pl on 2 grants investigating these relationships.
Comments: Collaborative multicentre research (+/- international perspective) would be critical).

Role: ASK CKD Committee.
Role: Employ my experiences as a nephrologist in an academic setting and in industry to develop a research agenda.

Role: Model
Comments: HIS is a model of community based primary care.
Role: Active
Comments: Would be willing to partner with other community resources from ongoing research grants directed
toward translation of patient materials and piloting innovative outreach strategies.
Role: Could easily be a byproduct of objective #2 (We are prepared to provide objective analyses that test the effectiveness
of various interventions on the prevention and treatment of CKD in the community) if we had access to longitudinal data from
clinical cohorts.

Role: Since many of these conditions begin in childhood, a pediatric nephrologist could serve as a resource to the general
pediatric community.
Comments: Encourage cooperation between nephrologists and cardiologists. Utilize pediatricians and pediatric
databases.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(1- ACTION OPTION): CONVENE A STAKEHOLDER GROUP TO DEVISE THE NEEDED RESEARCH AGENDA

The background here is that the barrier being lack of prospective evidence of effective tests and therapies to prevent complications of CKD. There are research studies that need to be done. If one
starts with recent model of KDOQI guidelines of classification, then one will have a research agenda to start with but that's probably not broad enough. Take the constituency of this stakeholder
group, have them represented and a group convened to devise an agenda with KDOQI evidence model as starting point.

Q. Convene to me means just once. Do you mean once or ongoing?

A. We then suggested a workgroup be formed. Seemed to me that this particular group can decide that.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

Mayo Clinic Jacksonville
University of British Columbia &
KDOQI Co-Chair 2000->
Charles Drew University

Abbott Laboratories

Penn State University College
of Medicine

R. Blantz

W.E. Haley

A. Levin

K. Norris
J. Melnick

S. Wassner

Role: Member of CKD Steering Committee and officer at the American Society of Nephrology..
Comments: This may or may not require further NIH trials to firm up the efficacy of CKD treatments, | think
however, trials are necessary to determine whether this effect is largely a placebo effect of seeing the patient more
frequently or whether the specific treatments themselves prove to be beneficial. This is not quite as simple as the
hypertension and cholesterol issue simply because it is multifaceted and at least six or seven different treatments
are utilized, some of which overlap existing treatments for cholesterol and hypertension. Implementation may have
to precede specific research evidence of benefit.
Comments: This data is beneficial to lend credibility to our efforts with CPGs, CPM, and implementation. This
effort needs definition and coordination to leverage resources most efficiently.

Role: KDOQI Co-Chair and researchers would be interested on co-leading this.
Comments: Overarching research agenda: population health outcomes research health care delivery.

Role: Participate

Role: Employ my experiences as a nephrologist in an academic setting and in industry to develop a research agenda.

Role: Since a significant number of adult CKD conditions begin in childhood, a Pediatric Nephrologist could help with the

identification of areas of research focus.

Comments: Contact pediatric organizations such as the American Society of Pediatric Nephrology and NAPRTCS.

Appendix G — Page 15



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

(24 - ACTION OPTION): ENCOURAGE CMS DEMONSTRATION PROJECTS ON CREATIVE APPROACHES TO IDENTIFYING AND TREATING PATIENTS WITH CKD
This one was just honing down and focusing a little more on how to get research done.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

RMS Disease Management

National Institute of Diabetes and
Digestive and Kidney Diseases

University of lowa
Department of Family Medicine
Fresenius Medical Care
North America
Nephrology Associates, Inc.
University of British Columbia &
KDOQI Co-Chair 2000->

Georgia Medical Care Foundation

Indian Health Service
Kidney Disease Program

University of California (UCLA) &
RPA

University of Texas Southwestern
Medical School

American Healthways, Inc.

Renaissance Renal Disease
Management

Penn State University College
of Medicine

R. Blantz

J. Dickmeyer

P. Eggers

C. Johnson
J.M. Lazarus
D. Latos

A. Levin

W. McClellan

A Narva

A. Nissenson

T. Parker

P. Roberts

W. Schorr

S. Wassner

Role: As Chair of CKD Advisory Committee and the American Society of Nephrology.
Comments: We have specific actions beginning in two areas, 1) to increase CMS approval via ASN pressure to
implement guidelines and quality indicators for the effects of CKD treatments on cardiovascular disease outcomes,
and 2) we would like to utilize the well-known problem of 45 million to 50 million uninsured people in the U.S. since
many of the end-stage renal disease population going on dialysis derived from uninsured population pool. We
would argue that it is only reasonable for CMS to fund carve-outs for treatments in the uninsured populations, not
just because it is the right thing to do, but rather, because it is in their best interest to reduce their downstream costs
for ESRD and kidney transplants.

Role: We (RMS) will be responding to demonstrations in CKD.
Comments: Risk adjusted programs to healthplans within CMS Or other large purchases of health care services
should be encouraged.

Role: Will work with CMS to explore options.

Role: CKD drive in patient care.

Role: Leader in CMS Demo Project.

Role: Supportative

Role: Methodology design NB(?).

Role: NKDEP Steering Committee.
Comments: Demonstrate CMS savings by funding early intervention using clinical demonstration and systems
(computer) modeling.

Role: Clinical Practice issue

Role: But outside of the purpose of this initiative.

Role: Assist the project “owner” with mapping of objectives and processes, defining actions as administrative or legislative.

Role: Participant

Comments: | view this as largely clinical research. Various subgroups of CKD have been studied in a variety of
demographic setting. To generate definitive approaches to all the issues of identification, education, access,
financial implications, and treatment efficacy, it will be necessary to have a uniformly structured, broad based
project to answer their questions.

Role: Since a significant number of adult CKD conditions begin in childhood, a Pediatric Nephrologist could help with the
identification of areas of research focus.
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DELPHI Responses to Next Steps and Follow-Up Including Leadership Roles on selected Consensus Action Options

(14 - ACTION OPTION): WIDE DISSEMINATION OF AVAILABLE EVIDENCE LINKING CVD AND CKD TO NON NEPHROLOGISTS AND THE LAY COMMUNITY
We want to make information available, linking CVD and CKD to the lay community.

Organization:

Workshop Participant:

Perceived Role & Comments:

University of California, San Diego
Immediate past Pres. and Chair
of CKD Advisory Committee

Genzyme General Therapeutics

RMS Disease Management

University of lowa
Department of Family Medicine

Georgia Medical Care Foundation

Indian Health Service
Kidney Disease Program

Charles Drew University

University of Texas Southwestern
Medical School

Ortho Biotech Inc.

Penn State University College
of Medicine

R. Blantz

L. Brenner

J. Dickmeyer

C. Johnson

W. McClellan

A. Narva

K. Norris

T. Parker

C. Phillips

S. Wassner

Role: As ASN officer and CKD Advisory Committee Chair.
Comments: The ASN will certainly be heavily involved using their website and its various publications as well as
membership, per se, and lectures about the risks of CKD upon cardiovascular disease.

Role

Role

Role

Role

Role

Role

: This is one of the most important marketing challenges for improving CKD care..
Comments: It is important that the CKD stakeholders need to spread this message through the medical and patient

communities.

: Similar to Action Option 4. (Assist with awareness via national commercial message issuers.)
Comments: Consider including in activities as with Action Option 4. (National Awareness Campaign: newspaper,
television and magazines. Who is at risk? Identification, basic treatment & guidelines.)

: To PCP community.

: Researcher.

Comments: Via NKDEP

Comments: Would be willing to partner with other community resources from ongoing research grants directed
toward translation of patient materials and piloting innovative outreach strategies.

. Part of ongoing initiative. Will be major component.

: Role limited to secondary distribution via CME.

Comments: Utilize the National Kidney Foundation and the cardiologic community for outreach. Develop a simple,

easy to understand message.
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