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April 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

RE: CMS-3064-P
“Recertification and competition” §486.316

To Whom It May Concern:

As President/CEO of Jennie Edmundson Hospital, I am writing to comment on the Medicare and
Medicaid Programs; Conditions for Coverage for Organ Procurement Organizations (OPQOs)
proposed rule CMS-3064-P. The proposed rule may severely undermine a critical Department of
Health and Human Services (HHS) initiative. The recently proposed regulatory actions by the
Centers for Medicare and Medicaid Services (CMS) may harm rather than help the almost 90,000
Americans and over 370 people waiting for organ transplants in Iowa.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the number of
organs available for transplant. Jennie Edmundson, is represented on the Board of Directors by

l the service of its Senior Vice President, Karen Stein. This link allows Jennie Edmundson to have
a birdseye view into this exciting initiative that relies on joint accountability and an integrated
partnership between OPOs and participating hospitals. The model aims at implementing best
practices for increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the past
12-18 months. Nationally, the number of deceased organ donors has increased by nearly 11%. In
fact, this collaborative model has been widely studied and cited by the greater healthcare quality
improvement community for its effectiveness.

CMS is proposing an untested, theoretical, competitive model in which every OPO would be
competing every four years to continue to serve its area. This competitive model has the potential
of stifling the sharing of best practices between OPOs that have been developed and fostered
through the Organ Donation Breakthrough Collaborative.

Qur hospital is working with lowa Donor Network (IDN) OPO as a team, implementing what has
been learned in the Collaborative hospitals. We know that state-wide, neurosurgeons, intensivists

" {both pediatric and adult) social workers, nurses, hospital administrators and OPO personnel are
working together and achieving a 97% referral rate!
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As a hospital contributing to this referral increase and the important work of increasing the
number of organs available for transplant, we strongly support the Collaborative model in place
of the untested competitive model that CMS proposes in the rule.

David M. Holcomb
President and Chief Executive Officer

DMH/sh
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Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

HARDCOPIES SENT VIA U.S. MAIL

Response Comments Regarding CMS Proposed Regulations On:
“Outcome Measures”  (non-contiguous states) £§486.318

| am moved to write on behalf of LifeLink of Puerto Rico, to register my support of your proposed
regulation regarding OPO performance measures when the OPO is located in non-contigucus
States or commonwealths.

42CFR §486.318 states “With the exception of OPOs operating exclusively in non-contiguous
U.S. States, lemitories, possessions, or commonwealths, we propose an OPQO certification
threshold of 75 percent of the national mean for four out of five of the following oufcome
measures....”

*An  OPO operating exclusively in non-contiguous States, territories, pOSSesSions, of
commonwealths would be required to meet the following outcome measures at 50 percent of
more of the national mean, averaged over the 4 calendar years before the year of recertification:
1) Number of kidneys procured as a percentage of the potential donor denominator, and 2)
number of kidneys transplanted, as a percentage of the potential donor denominator.”

As the Dean of the University of Puerto Rico School of Medicine, | work closely with LifeLink of
Puerto Rico and have great respect for the work they do here in Puerto Rico. Since LifeLink of
Puerto Rico began operations in 1994, they have overcome many difficulties, both cultural and
physical so many of Puerto Ricans have received transplants and this is increasing every year. |
understand they work against great difficulties due to a shortage of physical and professional
resources in our hospitals. To measure an OPQ in this type of environment in the same way a
mainiand OPO is measured would not be appropriate.

Again, | respect your decision to measure LifeLink of Puerto Rico at a reduced percentage of the
national mean and | believe they will continue to meet and even surpass your standards as they
continue to increase donation and transpiantation in Puerto Rico.

Respectfully,

zcisco M. Joglar,ZD
Dean

fcta
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Sheila Dixon
President,
Baltimore City Council

100 N. Holliday Street, Room 400 e Baltimore, Maryland 21202
410-396-4804 * Fax 410-539-0647

April 4, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Re: Recertification and Competition 486.316

Dear Sir/Madam:

As Board Member of The Transplant Resource Center of Maryland, I am writing to
update you about recent regulatory developments that may severely undermine a critical
Department of Health and Human Services (HHS) initiative. Recently proposed
regulatory actions by the Centers for Medicare and Medicare Services (CMS) may harm
rather than help the almost 90, 000 Americans and over 2400 citizens waiting for organ
transplants in Maryland.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization ( OPO } community and the nations’ largest hospitals to increase the
number of organs available for transplant. The Transplant Resource Center of Maryland
is apart of ihis exciiing iniiiaiive that relies oit joint accountability and an integrated
partnership between OPO’s and participating hospitals. The model aims at implementing
best practices for increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in
the past 12 -18 months. Nationally, the number of deceased organ donors has increased
by nearly 11%, and contributed to increases of more than 20% in Maryland. In fact, this
collaborative model has been widely studied and cited by the greater healthcare quality
improvement community for its effectiveness.




As our hospitals and the Transplant Resource Center of Maryland have worked together
as a team over the past year and a half, we have accomplished phenomenal things.

We have some of the busiest trauma centers in the country and have successful transplant
programs that rely on the relationships forged by the OPO and the hospital staff.

CMS is proposing an untested, theoretical, competitive model in which every OPO would
be completing every four years to continue its service area. This competitive model has
the potential of stifling the sharing of best practices between OPQ’s that have been
developed and fostered through the Organ Donation Breakthrough Collaborative.

We are proud to say that our team has increased the conversion rates at our OPO to 62%.
This success which has saved an addition 100 lives through the provision of addition
organs available for transplantation from 2003 to 2004. Some of these gains can be
attributed to the exceptional sharing of information across OPQO’s and hospitals to
understand what is working to increase conversion rates in difterent parts of the country.
Sharing best practices is the hallmark of this program. The Transplant Resource Center
of Maryland staff has built relationships with hospital, legislative, and regulatory leaders
that bridge the gaps that had existed in the past.

The Collaborative Team has used strategies and change concepts to create opportunities
in the donation process.

1. Developed clinical trigger criteria — making referrals more timely and
consistent.

2. Increase timely death record reviews so that missed opportunities could be
addressed.

3. Identified high level hospital “champions” to put organ donation on the

priority list for our hospital.
4. Further developed our DCD protocols
5. Continued to model one of the most effective consent processes in the country

As a Board member of the OPO who has been involved with the important work of
increasing the number of organs available for transplant, we strongly support the
Coliaborative modei in piace of the untested competitive model that CvIS pruposes 1 ihc
rule. '

Singerel

heila Dixon
Transplant Resource Center of Maryland
Board Member
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April 21, 2005

Centers for Medicare & Medicaid Services
Depariment of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baitimore, MD 21244-8015

RE: CMS-3064-P - “Recertification and competition” §486.316

As President and CEO of lowa Methodist Medical Center and Blank Children’s Hospital,
| am writing to comment on the Medicare and Medicaid Programs; Conditions for
Coverage for Organ Procurement Organizations (OPOs) proposed rule CMS-3064-P.
The proposed rule may severely undermine a critical Department of Heaith and Human
Services (HHS) initiative. The recently proposed regulatory actions by the Centers for
Medicare and Medicaid Services (CMS) may harm rather than help the almost 90,000
Americans and over 370 people waiting for organ transplants in lowa.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the
number of organs available for transplant. lowa Methodist is part of this exciting initiative
that relies on joint accountability and an integrated partnership between OPOs and
participating hospitals. The model aims at implementing best practices for increasing
the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary resuits in
the past 12-18 months. Nationally, the number of deceased organ donors has increased
by nearly 11%. In fact, this collaborative model has been widely studied and cited by the
greater healthcare quality improvement community for its effectiveness.

CMS is proposing an untested, theoretical, competitive model in which every OPO would
be competing every four years to continue to serve its area. This competitive model has
the potential of stifling the sharing of best practices between OPOs that have been
developed and fostered through the Organ Donation Breakthrough Collaborative.

- next page -
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As our hospital and lowa Donor Network have worked together as a team over the past
year and a half, we have seen some phenomenal things. lowa Methodist is a 600 bed
"hospital located in Des Moines, lowa. It is the busiest trauma center in the city and has
a successful kidney transplant program. Even though we are a transplant center we
were not excelling at referring potential donors to our OPO nor were we a leader in
translating consent to an actual donation. Our conversion rate prior to joining the Organ
Donation Breakthrough Collaborative was 47%.

We are proud to say that our team has increased the conversion rate at our hospital to
75%, and has met the goal set for the Collaborative participants. This success has been
due to the hard work of hospital and OPO staff. It can also be attributed to the
exceptional sharing of information across OPOs and hospitals to understand what is
working to increase conversion rates in different parts of the country. Sharing best
practices is the hallmark of this program. lowa Methodist Medical Center/Blank
Children’s Hospital has built relationships with OPO staff that bridge the gaps that had
existed in the past.

The Collaborative Team has used strategies and change concepts to create
opportunities in the donation process:

1. Developed clinical trigger criteria - making referrals more timely and
consistent

2. Increase timely death record reviews so that missed opportunities could be
addresses

3. Identified high level hospital “champions” to put organ donation on the priority
list for our hospital

4, Implemented a DCD protocol

As a hospital who has been involved with the important work of increasing the number of
organs available for transplant, we strongly support the Collaborative model in place of
the untested competitive model that CMS proposes in the rule.

Sincerely,

A QL

Eric Crowell
President and CEO
lowa Methodist Medical Center

Cc:  Suzanne Conrad, CEO
lowa Donor Network
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April 5, 2005
The Honorable Mike Leavitt Official Copy submitted
Department of Health and Human Services to DHHS Website on
Attention: CMS-3064-P April 5, 2005
P.O. Box 8015

Baltimore, MD 21244-8015
Dear Secretary Leavitt,

The University of Wisconsin Hospitals and Clinics Authority Organ Procurement Organization
(UWHCA OPOj is pleased to have the opportunity to comment on the Secretary’s proposed
modifications to the “Conditions for Coverage for Organ Procurement Organizations; Proposed
Rule”. UWHCA OPO is one of the few hospital-based Organ Procurement Organizations {OPO)
in the country having the highest conversion rate in the nation in 2003. The UWHCA OPO was
recognized as a best practice site by Health Resources Services Administration (HRSA).

Further, UWHCA OPO has participated in the HRSA Breakthrough Collaborative on Organ
Donation and appreciates DHHS’s efforts to memorialize some of the evidence-based practices
into the Conditions for Coverage for Organ Procurement Organizations. The UWHCA OPO
respectfully submits the following comments on the proposed rule for your consideration.

§486.316 Recertification and Competition Process

UWHCA OPO appreciates the Secretary’s desire to rectify differences in OPO performance and
create competitive pressure to achieve higher donation rates. However, UWHCA OPO does not
agree with the proposed standard to open competition to any OPO that meets re-certifying
criteria to all OPO services areas for the following reasons: donation rates will not necessarily
increase because a higher performing OPO assumes a service area, open competition will
eliminate the collaborative environment created by the Breakthrough Collaborative, and open
competition will divert resources and attention from the core mission of OPOs.

First, the open competition model is based upon a premise that does not consider regional
variation in donation service area cultures. UWHCA OPO is known for having a model of
partnering with donor hospitals that has been recognized as a best practice within the
collaborative, and is unique in the country. Many other hospitals and OPO teams disagree that
the UWCHA OPO model would work within the culture of their donation service area.
Consequently, because an OPO performs well in their home donation service area, and perhaps

www.uwhealth.org




March 30, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services Estado Libre Asaciado de Puarto Rico

g

Attention: CMS-3064-P Departamento de Salud

P.O. Box 8015
Baltimore, MD 21244-8015

HARDCOPIES SENT VIA U.S. MAIL

RE: Response comments regarding CMS proposed regulations on outcome measures for non-
contiguous states

On behalf of the designated Health Secretary for the Commonwealth of Puerto Rico | would like to strongly
endorse the proposed measure for OPO performance applicable to OPQOs operating exclusively in non-contiguous
States or commonwealths.

42CFR §486.318 states “With the exception of OPQOs operating exclusively in non-contiguous U.S. States,
ferritories, possessions, or commonwealths, we propose an OPQO certification threshold of 75 percent of the
national mean for four ouf of five of the following outcome measures....”

“An OPOQO operating exclusively in non-contiguous States, terrifories, possessions, or commonwealths would be
required fo meet the following outcome measures at 50 percent or more of the national mean, averaged over the
past four calendar years before the year of recertification: 1) Number of kidneys procured as a percentage of the
potential donor denominator, and 2) number of kidneys transplanted, as a percentage of the potential donor
denominator.”

LifeLink of Puerto Rico has achieved commendable success since its inception back in 1994. During this time,
and despite the difficulties encountered because of our unique cultural barriers among both the general public and
health care professionals, our limited resources, and medical infrastructure, an increasing number of organs and
tissues have been recovered and benefit hundreds of Puerto Ricans through transplantation therapy.

The Health Department has been very supportive of the struggles of LifeLink and their efforts. LifeLink of Puerto
Rico should not be subject to the same performance measures as OPQ operating in mainland. Limiting the
proposed performance measure to 50% of the national mean for kidneys recovered and transplanted, both as a
percentage of the potential donor denominator, is an appropriate outcome measure for LifeLink of Puerto Rico.

If any other outcome performance measure should be selected during the course of the comment period, | would
strongly suggest that LifeLink of Puerto Rico be measured at a reduced percentage of the national mean (50%).

Respectfully,

-

Francisco Alvarado-Ramy, MD
State Epidemiclogist
Puerto Rico Department of Health

P.O. Box 70184 San Juan, PR 00936-8184 « T 787.274.7676 + www.salud.gov.pr




The Honorable Mike Leavitt
April 5, 2005
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better than an OPO serving in a different donation service area, it does not necessarily follow
that the more successful OPO will be able to improve donation rates in a new service area with a
different culture. Further, there is a risk in allowing OPOs to assume new service areas under
this assumption because we have learned in the collaborative that relationships with donor
hospitals are key to the successful functioning of OPQs. If an OPO assumes a new donation
service area, begins new relationships with every donor hospital, and is implementing new ways
of approaching organ donation, given the amount of change and lack of established relationship,
it is more likely donation rates could decrease rather than increase.

Second, UWHCA OPO is concerned that the open competition proposal would stifle the recent
increased collaborative nature between OPOs as a result of the HRSA Breakthrough
Collaborative on Organ. This collaboration within the OPO community has resulted in increased
donation rates nationally. Allowing open competition would stifle, if not eliminate, sharing of
best practices and thus negate the progress achieved by the national collaborative on organ
donation. Given the enormity of investment made by DHHS, OPOs and donor hospitals in the
past two years to carry out the national collaborative on organ donation, open competition would
diminish the value of the resources committed by eliminating the foundation of the collaborative,
which is an environment that strives to increase donation rates of all OPOs through open sharing
of best practices.

Third, UWCHA is concerned with the time and resources necessary to meet this standard. Open
competition will shift the OPQs’ resources from its core mission of organ recovery to obtaining
additional sources of organs. As written, the proposal estimates that preparing for such a process
would only require 16 hours of labor on the part of the OPO bidding for a new donation service
area. Based on the preparation time required for re-certification in the current state, 16 hours is
not an adequate estimate of labor hours. Open competition would involve data gathering about
foreign donation service areas and the creation of a formal proposal for how the OPO would
assume the service area and increase the success. This would likely take a minimum of 80 labor
hours.

UWHC does not recommend that CMS adopt the limited competition model as suggested in the
alternatives for the same concerns expressed above related to open competition. Instead,
UWHCA OPO recommends that CMS adopt the alternative proposal that would allow for highly
restricted competition. This option will reduce distraction from an OPO’s core mission, will
allow the OPO community to continue the collaborative culture that has evolved as a result of
National Organ Donation Collaborative (which has proven to increase donation rates), and will
minimize unnecessary resource utilization involved in the bidding for new areas. Additionally,
we suggest that only OPOs with contiguous service areas be allowed to participate in the
competition to reduce inefficiencies created by operating multiple service areas that are not
geographically proximal. Permitting only contingent OPOs to compete for donation service
areas would also increase the chance that competing OPOs would have greater knowledge of the
donation service area, thus supporting smoother transitions and a greater likelihood of increasing
the donation rate.
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486.322 Condition: Relationships with Hospitals, Critical Access Hospitals and Tissue
Banks

“Relationships with Tissue Banks”

UWHCA OPO understands that many OPOs also provide tissue services and agrees that
informed consent regarding tissue donation is important to maintain a positive image of donation
in the public domain. There are several OPOs including UWHCA OPQ, that do not provide
tissue services. However, such OPOs do work collaboratively with the tissue banks on combined
organ and tissue donors. In those cases, when a donor family has specific questions about tissue
donation, the tissue bank is contacted and works directly with the donor family. Since we are
one of several OPOs that do not provide tissue services, UWHCA OPO does not support CMS’s
proposal to hold OPOs responsible for providing information to donor families about tissue
donation or obtaining informed consent related to tissue donation.

UWIHCA OPO believes that tissue banks should be held accountable for this process as an
integral part of their business practice and service to donor families. If CMS is concerned about
patients receiving appropriate informed consent because tissue banks are not currently regulated
by CMS, then perhaps adding this requirement to the Conditions of Participation for Hospitals.
By requiring hospitals to provide the information proposed, all tissue donors would receive this
information. The current proposal would only address combined tissue and organ donors for
OPOs without tissue banks, which represent a small fraction of the total tissue donors nationally.

However, UWHCA believes that OPO’s should continue to work collaboratively with tissue
banks in the informed consent process.

§486.326 Condition: Human Resources

Verification of Physician Credentials

UWHCA OPO agrees with the intention of the proposal to verify a physician’s credentials to
ensure that organs are not jeopardized in the recovery process. Additionally, UWHCA OPO is
supportive of the requirement of OPOs to maintain credentialing records for surgeons who
routinely perform recoveries in their service area. However, for visiting teams, the proposal
states that the OPO would call the transplant hospital to verify credentials of the recovery
surgeon. UWHCA has a practical concern about this requirement. Credentialing offices that
usually provide this information do not operate 24 hours a day, seven days a week. As aresult,
the OPO would have to request verification from the surgeon directly, who may or may not have
their credentials available at the time requested. UWHCA OPO requests clarification regarding
its responsibilities in the recovery process if a surgeon’s credentials cannot be verified at the time
of organ recovery.

As an alternative, UWHCA OPO proposes that transplants centers be held responsible for
verifying a physician’s credentials prior to recovering organs as a “Conditions of Participation:
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Requirements for Approval and Re-Approval of Transplant Centers to Perform Organ
Transplants.” Adding this requirement would hold transplant hospitals accountable for sending
qualified staff. This alternative would appear to be the most practical way to ensure that
qualified staff are sent to recover organs.

Duration of Orientation

As one of the Best Practice Sites identified by HRSA’s Breakthrough Collaborative on Organ
Donation, we agree that well trained dedicated staff is essential to achieving above average
donation rates. While we agree that the rules should contain recommendations regarding the need
to have an appropriate orientation for each staff member, UWHCA is opposed to requiring a
specific number of cases or a specific duration within the final rule. Staff orientation should be a
formalized program with specific learning objectives. Progress within orientation, however, is
highly individualized and dependent upon the person being trained and the manager or
supervisor providing the orientation. Also, providing such a specific number of cases or duration
of orientation may motivate some OPOs to perform only at that level without consideration for
how the individual may perform.

§486.328 Condition: Reporting of Data

The estimated impact of the data requirement is one (1) hour per week. While UWHCA
supports the outcome measures required by the proposal, this estimate is not reflective of the
burden of labor hours that will be required. UWHCA suggests that twenty (20) hours per week
reflects a more accurate estimate of effort required to be in compliance with this Condition.

§486.330 Condition: Information Management

The proposal requires that the OPO not only retain donor records related to the organ donation,
but also tissues and eyes recovered from the donor. As stated above, UWHCA is not a tissue or
eye recovery agency, and as such, is opposed to being held responsible for maintaining records
for such agencies.

486.348 Condition: Quality Assessment and Performance Improvement (AQPI

UWHCA agrees, in general with the requirements proposed under this section. However,
UWHCA OPO disagrees that the preparation time required to create and send an adverse event
report to CMS would require only thirty (30) minutes of labor time. As a hospital based OPO,
UWHCA has had experience preparing adverse event reports for internal and external reporting.
These adverse event reports typically a minimum of six to eight hours of staff time to prepare,
exclusive of the time it takes to investigate the actual event. Such a report is typically prepared
by a member of the quality team and then reviewed by the parties involved it the adverse event
for accuracy and the leadership team of the OPO.

Request for Comments on Related Issues
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OPQ’s Role in Living Donation

UWHCA OPO is strongly opposed to OPOs becoming involved in living donation. Though
UWHCA OPO is a hospital based OPO within a transplant hospital, the OPO’s core mission is to
increase deceased organ donation. Requiring or allowing OPQOs to expand their operations to
encompass elements of living donation only serves to distract the OPO from its core mission.
Working with living donors and deceased donor families are two distinct and disparate
processes. OPQs currently lack the skills and staffing to address the unique needs and processes
related to living organ donation. Furthermore, allowing OPOs to become involved in living
donation creates a duplication of expertise and resources within transplant overall, as these
resources already exist within a hospital’s transplant program. Finally, relationships between
OPOs and transplant hospitals have become strained when OPOs have been involved in living
donation because transplant centers perceive that OPOs are not devoting adequate attention to
deceased organ donation rates.

Sincerely,

Donna Sollenberger é
President and CEO
University of Wisconsin

Hospitals & Clinics Authority
608/263-8025
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

“Recertification and Competition” 486.316

As Board Member of The Transplant Resource Center of Maryland, I am writing to
update you about recent regulatory developments that may severely undermine a critical
Department of Health and Human Services (HHS) initiative. Recently proposed regulatory
actions by the Centers for Medicare and Medicare Services (CMS) may harm rather than help the
almost 90, 000 Americans and over 2400 citizens waiting for organ transplants in Maryland.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization ( OPO ) community and the nations’ largest hospitals to increase the number of
organs available for transplant. The Transplant Resource Center of Maryland is apart of this
exciting initiative that relies on joint accountability and an integrated partnership between OPO’s
and participating hospitals. The model aims at implementing best practices for increasing the
raies of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the
past 12 -18 months. Nationally, the number of deceased organ donors has increased by nearly
11%, and contributed to increases of more than 20% in Maryland. In fact, this collaborative
model has been widely studied and cited by the greater healthcare quality improvement
community for its effectiveness.

As our hospitals and the Transplant Resource Center of Maryland have worked together
as a team over the past year and a half, we have accomplished phenomenal things.




We have some of the busiest trauma centers in the country and have successful transplant
programs that rely on the relationships forged by the OPO and the hospital staff.

CMS is proposing an untested, theoretical, competitive model in which every OPO would
be completing every four years to continue its service area. This competitive model has the
potential of stifling the sharing of best practices between OPO’s that have been developed and
fostered through the Organ Donation Breakthrough Collaborative.

We are proud to say that our team has increased the conversion rates at our OPO to 62%.
This success which has saved an addition 100 lives through the provision of addition organs
available for transplantation from 2003 to 2004. Some of these gains can be attributed to the
exceptional sharing of information across OPO’s and hospitals to understand what is working to
increase conversion rates in different parts of the country. Sharing best practices is the hallmark
of this program. The Transplant Resource Center of Maryland staff has built relationships with
hospital, legislative, and regulatory leaders that bridge the gaps that had existed in the past.

The Collaborative Team has used strategies and change concepts to create opportunities
in the donation process.

1. Developed clinical trigger criteria — making referrals more timely and
consistent.

2. Increase timely death record reviews so that missed opportunities could be
addressed.

3. Identified high level hospital “champions” to put organ donation on the

priority list for our hospital.

4. Further developed our DCD protocols

5. Continued to model one of the most effective consent processes in the
country

As a Board member of the OPO who has been involved with the important work of
increasing the number of organs available for transplant, we strongly support the Collaborative
model in place of the untested competitive model that CMS proposes in the rule.

Sincerely,

(Rl -

Transplant Resource Center of M d
Board Member



March 28, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

HARDCOPIES SENT VIA U.S. MAIL

Response Commaents Regarding CMS Proposed Regulations On:
“Relationships with Tissue Banks”  §486.322

| am writing to comment on the proposed CMS regulation regarding relationships with other tissue
banks. As a donor family, tissue recipient and Chairperson of LifeLink's Advisory Board, |
strongty oppose this rule because | believe that it could have serious implications for the organ
procurement organization (OPO) as well as create ethical and legal issues between the OPO and
the donor famities.

42CFR §486.322 states “We propose requining OPOs to have arrangements with tissue banks
that have agreements with hospitals and critical access hospitals with which the OPO has
agreements to cooperate in the following activities, as may be appropriate, to assure that all
usable tissues are oblained from potential donors...(2) Obtaining informed consent from families
of potential tissue donors in the absence of a donor document; and...”

| feel strongly that the OPO should only be required to work with those tissue banks with which
they have a mutual understanding regarding practices. Since each organization operates under
different standards, it raises great concern if the OPO is forced to work with another organization
whose practices are not to the highest standards as those practiced by the OPO.

As a family member who has consented to donation, | would not feel comfortable granting
consent to one organization knowing there are several other recovery agencies involved in the
donation. | would hold the OPQ accountable for everything that took place by those other
organizations. In addition, since the OPO would not be the only one caring for my loved one,
they would have no control over what | could expect from the process such as the appearance of
my loved one after the recovery.

| strongly believe that the OPO should only be required to obtain consent or be involved in
obtaining a medical/social donor history for a tissue bank with which the OPO has a formal
working relationship.

Sincerely,

Ann Sechrist
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March 25, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

As Medical Examiner for Dekalb County, Georgia, an appointed member of the Georgia
Governor’s Advisory Board for Anatomical Gifts and long time member of the LifeLink
of Georgia’s Advisory Board, I am writing to you to voice my concern regarding the
proposed CMS regulation that may interfere with Medical Examiner investigations as
well as hamper organ procurement operations.

42CFR §486.322 states “We propose requiring OPOS to have arrangements with tissue
banks that have agreements with hospitals and critical access hospitals with which the
OPO has agreements to cooperate in the following activities, as may be appropriate, to
assure that all usable tissues are obtained from potential donors...(2) obtaining informed
consent from families of potential tissue donors in the absence of a donor document;
and...”

The Office of the DeKalb County Medical Examiner has honored the wishes of donors
and their families for many years and has without reservation, allowed the trained
professionals from LifeLink of Georgia to secure informed consent and coordinate the
donation process. In calendar year 2004, there were 34 tissue donors that fell under the
jurisdiction of the Dekalb ME.

It is very rare when we are unable to give clearance for tissue donation and we take
extraordinary steps to assure every suitable organ is made available for transplant.
We are able to do this because of a long-standing and trusting relationship with LifeLink.
When a request is made for any tissue or organ, we understand their process, know that
the family has been counseled and consent secured from the appropriate individual(s)
and of utmost importance, we are confident donation will not interfere with the integrity
of our investigation or the responsibility of this Office. To date, we only have such
a relationship with LifeLink, despite requests by other tissue recovery agencies over
the years.
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My concern with the notion of requiring the OPO to request on behalf of tissue banks
other than their own or those they have working relationships with, is twofold. It is my
responsibility as medical examiner to ensure integrity of process on behalf of the
deceased as described above, also, as an advisor to LifeLink of Georgia, I believe that
OPOs should not be forced to work with a tissue bank because the practices of the tissue
bank may not be consistent with those of the OPO, particularly as it relates to consent. If
the intention of this regulation is to require an OPO to request and obtain an informed
consent on behalf of a tissue bank that does not share the same policies/practice, this
could place the OPO in a difficult legal and ethical position with the donor family.

To that end, I support the requirement that the OPO function in the role as “gate-keeper”
and pass referrals on to the entity the hospital has selected as their tissue provider;
however, the OPO should not be required to work with a tissue bank with whom it does
not want to work.

Respectfully,

St 7K

Gerald T. Gowitt, MD
Dekalb County Medical Examiner
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OFFICE OF THE MEDICAL EXAMINER
GWINNETT COUNTY

175 Langley Drive

Steven F. Dunton, M.D. Suite E-1
Chief Medical Examiner Lawrenceville, Georgia 30045
Office: 770-995-5558

Fax: 770-995-6746

March 28, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

HARDCOPIES SENT VIA U.S. MAIL

Response Comments Regarding CMS Regulations On:
“Relationships with Tissue Banks™ §486.322

As Medical Examiner for Gwinnett County of Georgia, I must voice my concern
regarding the proposed CMS regulation that may interfere with Medical Examiner
investigations as well as potentially adversely effect organ procurement operations.

42CFR §486.322 states “We propose requiring OPOS to have arrangements with tissue
banks that have agreements with hospitals and critical access hospitals with which the
OPO has agreements to cooperate in the following activities, as may be appropriate, to
assure that all usable tissues are obtained from potential donors...(2) obtaining informed
consent from families of potential tissue donors in the absence of a donor document;
and...”

It has been brought to my attention that new regulations proposed by CMS will mandate
that OPOs obtain consent from potential donor families and “share” this consent with
other agencies, including those they may not have previously signed agreements with. In
my opinion, the role in which the OPO is placed, specifically the OPQ that [ work with,
LifeLink of Georgia, will prove detrimental to donation as a whole.

Relationships with medical examiners are built over time fostering integrity and trust, the
relationship between Gwinnett County Medical Examiner Office and LifeLink of Georgia
is no exception to this rule. This proposed regulation would place the medical examiner
in a difficult rote as well, we would be asked to “clear” tissue donation to a tissue
recovery agency in which no prior relationship has been established. This action could
potentially affect the integrity of our investigation where forensic evidence is being
gathered. The OPO is placed in a very difficult and litigious position; asking them to
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obtain an informed consent for an agency they may not be familiar with or may
fundamentally disagree with their procedures/practices. Over the years, other tissue
banks have approached us regarding clearance on tissue donation. We have chosen not to
collaborate as we do with LifeLink of Georgia, because of the uncertainty of practice and
the lack of established relationships. '

I would support a requirement where OPOs forward referrals to a tissue bank designated
by the hospital however, 1 would not support any requirement where an OPO is mandated
to obtain consent for an agency in which they have no formal or at a minimum “willing”
agreement.

Respectfully,

I e
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Office of the President
April 19, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

CMS-3064-P
“Recertification and competition” §486.316

As President and CEO of Mercy Medical Center — Sioux City, [ am writing to comment on the
Medicare and Medicaid Programs; Conditions for Coverage for Organ Procurement
Organizations (OPOs) proposed rule CMS-3064-P. The proposed rule may severely undermine
a critical Department of Health and Human Services (HHS) initiative. The recently proposed
regulatory actions by the Centers for Medicare and Medicaid Services (CMS) may harm rather
than help the almost 90,000 Americans and over 370 people waiting for organ transplants in
lowa. ‘

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the number of
organs available for transplant. Mercy Medical Center ~ Sioux City is part of this exciting
initiative that relies on joint accountability and an integrated partnership between OPOs and
participating hospitals. The model aims at implementing best practices for increasing the rates of
organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the past
12-18 months. Nationally, the number of deceased organ donors has increased by nearly 11%.
In fact, this collaborative model has been widely studied and cited by the greater healthcare
quality improvement community for its effectiveness. :

CMS is proposing an untested, theoretical, competitive model in which every OPO would be
competing every four years to continue to serve its area. This competitive model has the
potential of stifling the sharing of best practices between OPOQs that have been developed and
fostered through the Organ Donation Breakthrough Collaborative.
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As our hospital and fowa Donor Network have worked together as a team over the past six
months we have seen some phenomenal things. Mercy is a 300-bed hospital located in Sioux
City, lowa. It is the city’s only trauma center and serves many outlying towns and areas. Mercy
is the largest non-transplant, donor hospital in ITowa. Yet, we were not satisfied with this status
because we knew we had room for improvement. We did a good job of referring potential donors
to our OPO but had difficulty translating consent to an actual donation. Our conversion rate
prior to joining the Organ Donation Breakthrough Collaborative was 44%.

We are proud to say that our team has increased the conversion rate at our hospital to 61%, and
are steadfastly working toward the 75% goal set for the Collaborative participants. This success
has been due to the hard work of hospital and OPO staff. It can also be attributed to the
exceptional sharing of information across OPOs and hospitals to understand what is working to
increase conversion rates in different parts of the country. Sharing best practices is the hallmark
of this program. Mercy Medical Center — Sioux City has built relationships with OPO staff that
bridge the gaps that had existed in the past.

The Collaborative Team has used strategies and change concepts to create opportunities in the
donation process:

I. Developed clinical trigger criteria - making referrals more timely and consistent
2. Increase timely death record reviews so that missed opportunities could be addresses
3. Identified high level hospital “champions™ to put organ donation on the priority list

for our hospital
4, Implemented a DCD protocol
5. Created an In-House Coordinator position

As a hospital that has been involved with the important work of increasing the number of organs
available for transplant, we strongly support the Collaborative model in place of the untested.
competitive model that CMS proposes in the rule.

TR E Wil

Peter E. Makowski
President/CEQ
Mercy Medical Center — Sioux City ) TA

Sloz
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March 30, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltmore, MD 21244-8015

To Whom It May Concern:

RE: Response Comments Regarding CMS Proposed Regulations On:
“Outcome Measures” (DCD) §486.318

As the Chief of Renal Transplantaton at Emory Umiversity Hospital and Associate
Medical Director of LifeLink of Georgia, I would like to address the inclusion of DCD
donorts in the standardized definition of organ donor potential.

I strongly support the exclusion of donation after cardiac death (DCD) donors in
42CFR §486.318 “Standardized Definition of Organ Donor Potential”. My reason for opposition
regarding the inclusion of DCI) is multi-factorial and spans Otgan Procurement
Organization (OPO) issues as well as transplant center practice.

Specifically, limiting the definition of “donor potential” to inchude brain deaths only
is a more accurate reflection of common OPO practice. DCD donors only represent
approximately 5% of the recovered donors in 2004. Locally, LifeLink of Georgia
experienced a 21% increase in recovered vascular donors from 2003 to 2004. This increase
was achieved without any DCD donors in calendar year 2004 despite the fact they have a
DCD policy and evaluate for DCD when appropriate.

While there are transplant centers that successfully recover and transplant organs
from DCD donors, this practice is not commonplace throughout the United States and
certainly not at a local level here in Georgia. The small number of DCD donors recovered
in Georgia since 2003 have been placed outside of the state. Although I believe there will be
growth in the area of DCD both locally and nationally, it is premature to include DCD

- - Emaory University School of Medicine Tel 404.727.8465%
= 5105 Woodrutf Memorial Research Building Fax 404.727.3660
o g 1639 Plerce Drive
Nog%d S 1 s
R Atlanta, Georgia 30322

The Robert W, Woodruff Health Sciences Center

An cqn.n’ apportny, atfirnaative action wiiversiy
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donors in the standardized definition. Once every OPO has maximized growth in the
population meeting brain death criteria, then perhaps the standardized definition of organ
donor potential should be modified to include DCD. Inclusion prior to such a ime may
cause donots to be recovered as DCD rather than allowing potential brain-dead donors to
be pronounced and the recovery outcome fulfilled to its maximum potential.

Respectfully,

NN/

Thomas C. Pearson, MD, PhD

Livingston Professor of Surgery

Chief of Renal Transplantadon

Emory University Hospital/Emory University School of Medicine
Department of Surgery




Centers for Medicare & Medicaid Services
Depariment of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Dear Sir or Madame:

Please accept this letter as a recommendation to remove the language within the Centers for
Medicare and Medicaid Services proposed rulemaking (42 CFR Part 486, Section 486.342), which
states that minimum requirements for consent for tissue donation should include “information
(such as for-profit or nonprofit status) about organizations that will recover, process and distribute”
donated tissue.

Each year, donated tissue is utilized in thousands of musculoskeletal surgeries, which alleviate pain
and restore function. This would not be possibie without the generous gift of tissue donation, and
the enhancement of that gift through the complex technologies developed by the tissue banking
community.

A completely not-for-profit system that is capable of meeting the demands and needs of patients

requiring musculoskeletal tissue transplantation does not exist. The tissue banking system that -
exists is inherently a combination of for-profit and not-for-profit companies, and the ability to

transplant musculoskeletal tissue extends far beyond recovery, processing and distribution, as

defined in the proposed rule.

Inevitably, if the proposed language is adopted, consenting individuals will choose to restrict the
use of their loved ones’ tissues by for-profit companies, based on the belief that not-for-profit
companies, by not generating surplus revenues designated as “profit”, are somehow more
deserving of the gift of donation. By restricting the amount of tissue sent to for-profit companies,
patients will be deprived of the benefit of complex processing technologies that add clinical value
to those tissues.

By reducing the volume of tissue available to for-profit companies, such a restriction would reduce
the role of such companies in tissue transplantation, eventually resulting in a decrease in the
number of tissue banks, a decrease in therapeutic options for physicians, a rise in cost of tissue to
hospitals, and a decrease in technological advances that arise from research and development
conducted by for-profit companies, with the aim of improving patient outcomes.

The proposed rule, with regard to its inclusion of “such as for-profit or nonprofit” is misleading to
consenting individuals, and potentially detrimental to the effectiveness of the tissue banking
community and therefore to the medical community which it serves.

I respectfully request that the proposed CMS rule not be adopted in its current form.

Sincerely,
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Scott D. Boden, MD
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Scott_Boden@Emory.Org
May 2, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box B015

Baltimore, MD 21244-8015

Comment: “Requesting Consent” — Sec. 486.342, proposed consent item 5

Dear Sir or Madame:

Please accept this letter as a recommendation to remove the language within the Centers for Medicare and Medicaid Services
proposed rulemaking (42 CFR Part 486, Section 486.342, proposed consent item 5), which states that minimum requirements for
consent for tissue donation should include “information (such as for-profit or nonprofit status) about organizations that will recover,
process and distribute” donated tissue. As an orthopedic surgeon | am regularly involved in helping patients make decisions about
tissue transplantation and the use of medical devices to help them lead better lives. My patients and | have come to rely on many of
the products that | fear will become too expensive or otherwise unavailable if the current CMS rule goes into effect. Furthermore, the
differences in “for profit” and “not for profit” entities have become increasingly blurred and present an unnecessary decision for families
at an already difficult time when they have lost a loved one.

Each year, donated tissue is utilized in thousands of musculoskeletal surgeries to alleviate pain and restore a patient’s range of motion.
This would not be possible without the generous gift of tissue donation, and the enhancement of that gift through the complex
technologies developed by for-profit entities in the tissue banking community. This attempted rule change appears o be nothing more
than an attempt by one or more of the non-profit processors to “lock up” the already limited supply of donor tissue and shut out the “for
profit” competition. -

The U.S. does not have a completely not-for-profit system capable of meeting the demands and needs of patients requiring
musculoskeletal tissue transplantation. The tissue banking system that exists is inherently a combination of for-profit and not-for-profit
companies, and the ability to transplant musculoskeletal tissue extends far beyond recovery, processing and distribution, as defined in
the proposed rule.

Inevitably, if the proposed language is adopted, consenting individuals may be forced to restrict the use of their loved ones’ tissues to
either a for-profit or a non-profit entity. My fear is that the overwhelming majority will choose non-profit entities not knowing that there
really is no difference between non-profit and for-profit companies other than federal tax status. By reducing the amount of tissue for-
profit companies can obtain, the rule will effectively remove good companies and good products from the market — the same products |
rely on weekly during surgery.

| agree with the overall goal of the proposed CMS rule: to increase organ and tissue donation in the U.S. But | fear the rule, as drafted,
will lead to confused donors, fewer overall donations, and a vacuum in the market for the kinds of products for-profit companies make
using donated tissue. Please remave any discussion of choosing between for-profit and non-profit companies when talking to donors
and instead include a statement that “donated organs and fissue are handled by several entities before they find their way to patients,
including a mix of “for-profit’ and “non-profit” entities that each add value to make sure your donation is used in the most beneficial way
possible.” This would provide the donors with 2 good deal of information without creating confusion in the hospital or in the
marketplace.

| respectfully request that the proposed CMS rule not be adopted in its current form, but rather take the approach | am advocating in
this letter.

Scott D. Boden, MD

Professor, Orthopaedic Surgery
Director, The Emory Spine Center
Emory University School of Medicine
Atlanta, GA

The Emory Spine Center ® 59 Executive Park South, Suite 3000 e Atlanta, GA 30329
Phone 404-778-7000 e Fax 404-778-7117
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April 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Atftention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Re: CMS-3064-P
“Recertification and competition” §486.316

As Vice President_at Hartford Hospital, I am writing to comment on the Medicare and Medicaid
Programs; Conditions for Coverage for Organ Procurement Organizations (OPOs) proposed rule CMS-
3064-P. The proposed rule may severely undermine a Department of Health and Human Services (HHS)
initiative. The recently proposed regulatory actions by the Centers for Medicare and Medicaid Services
{CMS) may harm rather than help the almost 90,000 Americans, many of whom are waiting in
Connecticut for organ transplants.

The Organ Donation Breakthrough Collaborative has engaged the organ procurement organization (OPQO)
community and the nation’s largest hospitals to increase the number of organs available for transplant.
Hartford Hospital is part of this exciting initiative that relies on joint accountability and an integrated
partnership between OPOs and participating hospitals. The model aims at implementing best practices
for increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the past 12-18
months. The number of deceased organ donors has increased by nearly 11%. In fact, this collaborative
model has been widely studied and cited by the greater healthcare quality improvement community for its
effectiveness. Using this model over the past year, Hartford Hospital has seen a dramatic increase in its
conversion rate.

CMS is proposing an untested, theoretical, competitive model in which every OPO would be competing
every four years to continue to serve its area. This competitive model has the potential of stifling the
sharing of best practices between OPOs that have been developed and fostered through the Organ
Donation Breakthrough Collaborative.

As a hospital who has been involved with the important work of increasing the number of organs
available for transplant, we strongly support the Collaborative model in place of the untested competitive
model that CMS proposes igfthe rule.

Sincerely,

- insella
Vice President

cc: Debra Savana

HOSPITAL

80 Seymour Street PO. Box 5037 Hartford, CT 06102-5037 (860) 545-5000  www.harthosp.org

Judy Pepe, MD Eﬂ HARTFORD

A member of Hartford Healthcare Corporation
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April 19, 2005

Center for Medicare & Medicaid Services
Department of Health and Human Services
Attention; CMS-3064-P

P.O. Box 8015

Baltimore, MDD 21244-8015

RE: CMS-3664-P
“Recertification and Completion” 486.316

Good Morning:

As Administrator/CEQ of Buchanan County Health Center in Independence, Iowa, I am
writing to comment on the Medicare and Medicaid Program; Condition for Coverage
for Organ Procurement Organizations (OPOs) proposed rules CMS-3064-P. The
proposed rule may severely undermine a critical Department of Health and Human
Services (HHS) initiative. The recently proposed regulatory actions by the Centers for
Medicare and Medicaid Services (CMS) may harm rather than help the almost 90,000
Americans and over 370 people waiting for organ transplants in Iowa.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the
number of organs available for transplant. As a member of lowa Donor Network’s
(IDN) Board of Directors, I represent Buchanan County Health Center and the interests
of all Jowa hospitals. I am a witness to this exciting initiative that relies on joint
accountability and an integrated partnership between OPOs and participating hospitals.
The model aims at implementing best practices for increasing the rates of organ
donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in
the past 12-18 months. Nationally, the number of deceased organ donors has increased
by nearly 11%. In fact, this collaborative model has been widely studied and cited by
the greater healthcare quality improvement community for its effectiveness.

CMS is proposing an untested, theoretical, competitive model in which every OPO
would be competing every four years to continue to serve its area. This competitive
model has the potential of stifling the sharing of best practices between OPOs that have
been developed and fostered through the Organ Donation Breakthrough Collaborative.

1600 First Street East — Independence, lowa 50644-3155
(319) 334-6071 FAX (319) 334-6149 www.bchealth.info



While Buchanan County Health Center is a Critical Access Hospital and not likely to
provide care for a potential organ donor, the citizens of this community do rely on the
services of hospitals in Iowa City and Des Moines for organ transplantation. Therefore
any effort to promote and increase organ donation is a benefit to this community.
Further, Buchanan County Health Center actively works with IDN personnel to promote
and facilitate tissue and eye donation. 1 am proud that by working together, lowa has
achieved a 97% referral rate of potential organ donors! And, on a very personal basis, 1
am a recipient of a kidney transplant from the University of Iowa, Iowa City in 2000.

I strongly support the Collaborative model in place of the untested competitive model
that CMA proposes in the rule.

Sincerely,

e,

Robert J. chilard
Administrator / CEQO

cc. Suzanne Conrad
C.E.O.
Towa Donor Network
550 Madison Avenue
North Liberty, Iowa 52317

1600 First Street East — Independence, lowa 50644-3155
(319) 334-6071 FAX (319) 334-6149 www.bchealth.info
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June 3, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

PO Box 8015

Baltimore MD 21244-8015

Re: CMS-3064 Medicare and Medicaid Programs; Conditions for Coverage for Organ
Procurement Organizations (OPQ’s)

Dear Dr. McClellan:

I am writing in support of the Association of Organ Procurement Organization’s (AOPO)
response to the proposed CMS regulations. Donor Alliance is the federally-designated organ
procurement organization for all of Colorado and Wyoming with the exception of three counties
in southwestern Wyoming,

[ applaud the many positive aspects of the proposed regulations. In particular, the shift from
donors per million to potential based on neurological criteria better reflects the true opportunity
for donation. Secondly, the call for continuous quality improvement programs will provide a
platform for institutionalizing the analysis of many aspects of the OPQO. In support of the recent
results of the HRSA Breakthrough Collaborative, I'm pleased that the regulations call for
comments related to joint accountability and collaboration between hospitals and organ
procurement organizations.

There are, however, several areas that warrant modification. Of most significant concem is
decertification based on competition rather than collaboration. The stunning success of the
HRSA Breakthrough Collaborative is a testimony to a synergistic process of sharing successful
techniques between OPO’s. While the performance metric has changed, the performance
measures themselves continue to have a high correlation to one another. As proposed, they do
not constitute “multiple outcome measures” as required by Congress. Finally, the appeals
process, as proposed, 1s vaguely defined and could allow for uncertainty and unfairess in its

application.
720 South Colorado Blvd., Suite 800-N 104 South Cascade Avenue, Suite 107 518 28 Road, Suite B- 106 141 South Center St., Suite 306
Denver, Colorado 80246 Colerade Springs. Colorade 80903 Grand Junction, Colorado 81501 Casper, Wyoming 82601
303-329-4747 719-636-3338 970-245-9815 307-577-1700
Fax 303-321-0366 Fax 719-636-1079 Fax 970-245-9818 Fax 307-577-1702

Tolt Free BB8-868-4747 » www.DonorAlliance.org
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Centers for Medicare and Medicaid Services
June 3, 2005
Page 2

We are supportive of the concept of program accountability and share the commitment to
increase organ donation in order to provide transplants for those who wait. From 2003 to 2004,
Donor Alliance experienced a 23% increase in donation, and we’re on target for a 20% increase
in 2005. This can be accomplished by focusing on ways to continue to increase conversion rates
rather than facing a competitive environment.

Thank you for the opportunity to comment. If you have any questions about our position, I'm
available at 303-329-4747.

Sincerely,
U Deeriz
Susan M. Dunn

President/CEQ

SMD/jcm
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June 1, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Re: CMS-3064-P
“Recertification and Competition” §486.316

Gentlemen:

The record increases in 2004 organ donation rates followed the launch by HRSA (Health
Resources and Services Administration) of the Organ Donation Breakthrough
Collaborative. This initiative brought together donation professionals and hospital
leaders to identify and share best practices to maximize organ donation rates. The aim
was to achieve organ donation rates of 75% at participating hospitals. Staff from HRSA
and the OPO’s (Organ Procurement Organization) helped participating hospitals identify,
adapt, test and implement practices known to produce high donation rates.

Organ donation increased by an unprecedented 11% in 2004, reaching a new annual
record of transplants. Results so far for the first four months of 2005 are breaking each
of the monthly records established in 2004. In the next phase, the Collaborative seeks to
increase the number of transplants by encouraging medical professionals to adopt
practices that allow them to maximize the number of transplantable organs from each
donor.

As Director of Nursing at Denver Health Medical Center (DHMC), [ am writing to you
about our concern regarding recent regulatory developments that may severely undermine
a critical Health and Human Services (HHS) initiative. CMS is proposing an untested,
competitive model in which all OPO’s would be competing every four years to continue
to serve its area. The above-mentioned progress would not have been possible in a
competitive environment.

[ am a member of the Board of Directors for Donor Alliance and, as a result, have had the
opportunity to interface with other hospitals on how to increase donation in a non-
competitive manner.

777 Bannock Strect Denver, Colotado 802044507 I'hone 303-436-6000



Centers for Medicare and Medicaid Services
June 1, 2005
Page 2

DHMC is a 398 licensed-bed Level 1 trauma center located in Denver, Colorado, the
largest trauma center in the state. Our hospital and Donor Alliance have worked
collaboratively as a team over the past few years and have experienced some phenomenal
results. Our conversion rate prior to joining the Collaborative was below 50% and for
2005 YTD, it is approaching 80%. This success, which has saved at least 30 lives, is
mostly attributable to the hard work and persistent efforts of the hospital and OPO staff.
Another key to the success of the Collaborative effort has been the genuine willingness of
other OPQO’s and hospitals nationally to share information so we can better understand
what is working to increase conversion rates in different parts of the country. Sharing of
best practices has played a major role in the success of this program. DHMC staff has
helped strengthen these relationships with Donor Alliance staff, and barriers have been
removed that existed in the past.

The Collaborative team has used strategies used from Best Practices to create
opportunities in the donation process by implementing the following:

Developed clinical trigger criteria for early referrals

¢ Developed a referral system through the Emergency Department which has made
referrals more consistent and timely

¢ Developed real-time death record reviews so that missed opportunities could be
addressed

¢ Developed a DCD protocol

The competitive model has the potential of stifling the sharing of best practices between
OPO’s that have been developed and fostered through the Organ Donation Breakthrough
Collaborative. We strongly support the Collaborative model in place of the competitive
model that CMS proposes.
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Re: CMS-3064-P
“Recertification and Competition” §486.316

Gentlemen:

As Chief Nursing Officer of The Medical Center of Aurora, and Chair of the Board of
Directors for Donor Alliance, [ am writing to comment about recent regulatory
developments that may severely undermine a critical Department of Health and Human
Services (HHS) initiative; proposed rule CMS-3064-P.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization {(OPO) community and the nation’s largest hospitals to increase the number
of organs available for transplant. While we are making record-breaking progress in
organ donation, too many opportunities to donate are missed each year.

The Medical Center of Aurora is a licensed 346-bed general, acute-care hospital located
in Aurora, Colorado, and has been one of the participating Collaborative hospital teams
in Colorado. I, personally, as well as one of our neurosurgeons, have attended the
Collaborative learning sessions. This has been an exciting initiative that relies on joint
accountability and partnership with the OPQ’s. Being a part of a large hospital system, I
have been able to network with my colleagues in Denver as well as other parts of the
country on this very important issue.

As aresult of some of the best practices generated, we were able to implement a
Donation after Cardiac Death (DCD) policy and had our first DCD donor this year
without a glitch. This was a positive experience for the family, hospital staff and
physicians. We have also implemented the Critical Care Dashboard tool that was
developed by one of the participating Collaborative hospitals and use this information to
present donation outcomes at our hospital quality committees. This dashboard tool was
presented at two of the Collaborative learning sessions and shared with over 20
hospitals/OPO’s nation-wide. We have also developed systems to ensure that expert
requestors are involved in family consent and discussions and developed a system to
ensure early donor identification and referral to the OPO.
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Drawing from the experiences of practitioners with high donation rates, teams have been
working together to learn, adapt, re-design, test, implement and track their organ
donation process to achieve donation rates of 75% or higher, This collaboration and
sharing of information occurred primarily because of a non-competitive nature.

CMS is proposing an untested competitive model whereby all OPQ’s would be
competing every four years to continue to serve its area. This competitive model has the
potential of stifling the sharing of best practices between OPO’s that have been
developed and fostered through the Organ Donation Breakthrough Collaborative. We
strongly support the Collaborative model in place of the competitive model that CMS
proposes.

Sincerely,

Carol Gregory, RN, MSN, MBA
Chief Nursing Officer

The Medical Center of Aurora
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Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, Maryland 21244-8015

RE: CMS-3064-P
“Recertification and Competition” §486.316

Dear CMS Officials:

As President and CEO of Robert Wood Johnson University Hospital (RWJUH) in New
Brunswick, New Jersey, | am writing to comment on the Medicare and Medicaid
Programs; Conditions for Coverage for Organ Procurement Organizations (OPOs)
Proposed Rule CMS-3064-P. We believe that the proposed rule may severely
undermine a critical Department of Health and Human Services (DHHS) initiative. The
recently proposed regulatory actions by the Centers for Medicare and Medicaid Services
(CMS) may harm rather than help the almost 90,000 Americans and over 3,000 New
Jerseyans waiting for organ transplants.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation's largest hospitals — including RWJUH -
to increase the number of organs available for transplant. We have been a part of this
exciting initiative since 2003 and have seen significant improvement in organ donation
rates. We believe that this success is refated to joint accountability and integrated
collaboration between RWJUH and our OPO - the New Jersey Sharing Network. The
model aims at implementing best practices for increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in
the past 12-18 months. Nationally, the number of deceased organ donors has increased
by nearly 11%. In fact, this collaborative model has been widely studied and cited by the
greater healthcare quality improvement community for its effectiveness.

CMS is proposing an untested, theoretical, competitive model in which every OPO
would be competing every four years to continue to serve its area. This
competitive model has the potential of stifling the sharing of best practices
between OPOs that have been developed and fostered through the Organ
Donation Breakthrough Collaborative.
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Our hospital and the New Jersey Sharing Network have worked together as a team over
the past year and a half with significant success. We are a Level | Trauma Center and
have three successful transplant programs. Even though we are a transplant center, we
were not excelling at referring potential donors to our OPO nor were we a leader in
translating consent to actual donation. Since participating in the Collaborative, our
referral and consent rates have improved significantly.

We are proud to say that our team has increased the conversion rate of total potential
donors at our hospital to nearly 65% and we expect to reach 75% this year. The
success of this initiative can be attributed to the exceptional sharing of information
across OPOs and hospitals to understand what strategies are working to increase
conversion rates in different parts of the country. Sharing best practices is the hallmark
of this program. Robert Wood Johnson University Hospital staff have built relationships
with OPO staff that bridge the gaps that existed in the past.

The Collaborative Team has used a number of strategies to create opportunities in the
donation process:

1. Developed clinical trigger ctiteria — making referrals more timely and consistent.

2. Increased timely death record reviews so that missed opportunities could be
effectively addressed.

3. Identified high level hospital “champions” to make organ donation a priority for
our hospital.
4, Implemented a DCD (donation after cardiac death) protocol.

As a hospital that has been involved with the important work of increasing the number of
organs available for transplant, we strongly support the Collaborative model in place of
the untested competitive model that CMS proposes in the rule.

Sincerely,

Clifton R. Lacy, MD
President and CEQ
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May 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

RE: CMS-3064-P
“Recertification and competition” §486.316

As Chief Medical Officer at the Oregon Health & Science University {OHSU), I am writing to
comment on the Medicare and Medicaid Programs; Conditions for Coverage for Organ
Procurement Organizations (OPOs) proposed rule CMS-3064-P. The proposed rule may
severely undermine a Department of Health and Human Services (HHS) initiative. The recently
proposed regulatory actions by the Centers for Medicare and Medicaid Services (CMS) may
harm rather than help almost 88,000 Americans and over 400 patients waiting for organ
transplants in Oregon.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the number of
organs available for transplant. OHSU is part of this exciting initiative that relies on joint
accountability and an integrated partnership between OPOs and participating hospitals. The
model aims at implementing best practices for increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the past
12-18 months. The number of deceased organ donors has increased by nearly 11%. In fact, this
collaborative model has been widely studied and cited by the greater healthcare quality
improvement community for its effectiveness.

As our hospital and the Pacific Northwest Transplant Bank (PNTB) work together, an exciting
team has emerged allowing us to accomplish very positive outcomes. Prior to joining the
Collaborative, our overall conversion rate for donation was 62%. Currently, as a result of our
work together, OHSU’s conversion rate exceeds the Secretary of Health and Human Services
charge of 75%. OHSU’s leadership and team members are motivated to maintain and improve
this rate.

CMS is proposing an untested, theoretical, competitive model in which every OPO would be
competing every four years to continue to serve its area. This competitive model has the
potential of stifling the sharing of best practices between OPOs that have been developed and
fostered through the Organ Donation Breakthrough Collaborative.
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As a hospital involved in the important work of increasing the number of organs available for
transplant, we strongly support the Collaborative model and discourage the implementation of
the untested competitive model that CMS proposes in the rule.

Sincerely,

,W?/Wé(gmmm, .

A. Roy Magnusson, MS, MD, FACEP
Chief Medical Officer, OHSU Hospitals & Clinics
Associate Dean, Health System Affairs
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1929 President and CEQ

May 24, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Dear Gentlemen and Gentleladies of CMS:

The purpose of this letter is to register the Arkansas Hospital Association’s concern about the
recently proposed rule CMS-3064-P (Conditions for Coverage for Organ Procurement
Organizations}). We fear this rule could have a detrimental impact on our member hospitals as
they work with the Arkansas Regional Organ Recovery Agency (ARORA) to increase organ
procurement in our state.

As you may know, our national partner, the American Hospital Association, has taken a
leadership role in the HRSA initiative known as the Organ Donation Breakthrough Collaborative.
At ARORA’s request, we have joined the HHS Workplace Partnership for Life and have
provided our board and members with updates on organ donation and the Breakthrough
Collaborative.

We are thrilled with the progress we are making in organ donation in Arkansas since ten of our
hospitals have joined the Collaborative effort. According to ARORA reports, there was a 45%
increase in organ donors from 2003 to 2004 and this trend appears to be continuing.

Since the improvement in Arkansas is obviously linked to collaboration and partnership, we are
puzzled and deeply troubled that CMS would emphasize competition between Organ
Procurement Organizations as a strategy to increase organ donation. As we understand the
proposed rule, each OPQ could be subjected to a “takeover” by another OPO at the end of each
certification cycle, providing it meets certain eligibility requirements. Such a “takeover” could
occur even if the “defending OPO” meets all the standards required by CMS.

We hope you will reconsider what we believe to be a faulty theory of competition. To us, it
appears contrary to the spirit of cooperation and partnership fostered through the Organ Donation

Breakthrough Collaborative.

Sincerely,

oo 1

James R. Teeter
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Antonia C. Novello, M.D., M.PH., Dr.PH. Dennis P. Whalen
Comrissioner Executive Deputy Commissioner

May 23, 2005

Attention: CMS-3064-P
Centers for Medicare and Medicaid Services
Department of Health and Human Services
P.O. Box 8015
Baltimore, MD 21244-8015
To Whom It May Concern:
Please find below our comments regarding the proposed rule under 42 CFR Paris
405, 482 and 488 et.al., Medicare Program; Hospital Conditions of Participation:

Requirements for Approval of Transplant Centers to Perform Organ Transplants (CMS-

3835-P).

As you may be aware, in 2002, New York State Commissioner of Health, Antonia C.
Novello, M.D., M.P.H., Dr. P.H., appointed a Committee of experts to review all aspects of
living liver donation. In December of that year, the Committee on Quality Improvement in
Living Liver Donation released its report, which provided landmark recommendations on all
aspects of living liver donation, including donor and recipient selection, informed consent,
preoperative evaiuation, intraoperative and postoperative care. These recommendations
went on to become regulations which took effect in February of 2004. We are pleased to
see that many of the provisions of New York State’s regulations regarding informed

consent and donor rights are being considered on a national level.




Regarding the proposed requirement, Conditions of Participation: Patients’ and
Living Donors’ Rights (Proposed § 482.102), that transplant centers performing I}ving
donor transplants provide the services of an independent donor advocate or advocacy
team to potential donors, the New York State Department of Health strongly supports the
use of a multi-disciplinary donor advocate team. Currently, all centers performing adult
living liver transplantation in New York State are required by regulation to establish such a

team.

The independent donor advocate team is required to consist of, at a minimum, an
internal medicine physician, a transplant coordinator/nurse clinician, a Licensed Master
Social Worker, and a psychiatrist assigned to evaluate the live donor and the participation

of an ethicist, as appropriate.

This Regulation was based on the recommendations of the Committee for Quality
Improvement of Living Liver Donation, who, in their deliberations, considered the concepts
of both a single donor advocate and a multi-disciplinary team. The Committee determined
that the interactive nature of a multi-disciplinary team and the broad range of expertise it

would provide was essential to protecting the living donor.
Thank you for this opportunity to comment.

Sincerely,

Yoa Mihetbsa

Lisa M. Wickens
Assistant Director
Office of Health Systems Management
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May 26, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD

Re:  CMS 3064-P
Recertification and Competition
Section 486.316

Dear Sir or Madam:

As the President of the Kentucky Organ Donor Affiliates (KODA),
the federally certified organ procurement organization for
Kentucky and portions of West Virginia and Indiana, I am writing
to share with you comments and concerns expressed by KODA's
Board of Directors on the Medicare and Medicaid Programs’
Accreditation for Coverage for organ procurement organizations
(OPOs) proposed by Rule CMS-3064P. It is the opinion of
KODA'’s leadership that the proposed regulatory actions by the
Centers for Medicare and Medicaid Services (CMS) may harm
rather than help the almost 90,000 Americans, especially those
600 patients in the Commonwealth of Kentucky waiting for an
organ transplant if OPOs which are performing well will become
overly vulnerable to replacement by rival OPQs.

The Organ Dcenation Breakthrough Collaborative has engaged the
OPO community and the nations largest hospitals to work together
to increase the number of organs available for transplant. KODA,
the University of Kentucky Med:cal Center in Lexington,
Kentucky, the University of Louisville Hospital in Louisville,
Kentucky, Cabell Huntington Hospital and Saint Mary Medical
Center in Huntington, West Virginia, are all part of this exciting
initiative that relies on joint accountability and an integrated
partnership between OPOs and participating hospitals. Further,
KODA has joined with other OPOs including LifeLine of Ohio in
Columbus, Ohio, The Center for Organ Recovery and Education in
Pittsburgh, Pennsylvania, and LifeNet in Virginia Beach, Virginia,
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in a collaborative effort in the state of West Virginia to enhance
organ donor awareness and increase organ donation in this state
where four OPOs operate. The West Virginia Organ Donation
Collaborative requires all four OPOs to identify best practices that
will work for all of West Virginia. Such a process does not allow
any of the four OPOs to protect individual leaders of donation or
differentiate programs that could give a competitive edge to one of
the OPQs. All four OPOs have participated in this process to
improve activity without regard to protecting proprietary programs
and personnel. Open competition would make future collaborative
much less effective or even impossible. Let me share an example
of this concern.

Cabell Huntington Hospital, located in Huntington West Virginia,
has worked with KODA since 1987 when the statewide OPQ was
established. Prior to that time, Cabell Huntington Hospital worked
with the hospital based OPO located at the University of Kentucky
Medical Center. Hoyt Burdick, MD, is the Vice President of
Medical Affairs for this busy trauma center, as well as a KODA
Board member. Cabell Huntington Hospital has performed so well
in the field of organ donation that it is one of the hospitals that will
be recognized by the Department of Health and Human Services in
May, 2005 for having a consent rate greater than 75%. In the spirit
of statewide improvement, Dr. Burdick has further agreed to
become the physician advisor to the West Virginia statewide
collaborative helping all OPOs and hospitals, by sharing with them
the programs that have worked so well at KODA and Cabell
Huntington Hospital, for the benefit all of West Virginia. KODA
is supportive of making other West Virginia hospitals as good as
Cabell Huntington in identifying organ donors. This statewide
process eliminates the potential advantage KODA could develop in
a competitive environment. Such collaboration would not be
possible if competition with neighboring OPOs becomes the
primary concemn of KODA.




Centers for Medicaid and Medicare Services
May 26, 2005
Page 3

The Organ Donation Breakthrough Collaborative has achieved
extraordinary results in the past 12-18 months. The number of
deceased organ donors has increased by nearly 11%. In fact, this
collaborative model has been widely studied and cited by the
greater healthcare quality improvement community for its
effectiveness.

As CMS gives consideration to a broad spectrum of models for
OPOQOs recertification, the KODA Board of Directors favors those
models which enhance the kinds of collaborative behavior which
are succeeding throughout the country as noted above and promote
friendly mergers or partnerships whenever appropriate.

Unfriendly takeovers and adversarial posturing among OPOs are
counterproductive and risk undermining the public trust in the
organ donation process.

The more competitive models CMS is considering may have some
questionable theoretical advantage. We believe that sufficient
accountability and motivation for improvement can be achieved in
a less competitive atmosphere. Open competition for all OPOs
every four years is not necessary or desirable. These competitive
models have the potential of stifling the sharing of best practices
among OPOs that have been developed and fostered over the past
two years through the Organ Donation Breakthrough ollaborative.
As an OPO that has been involved with the important work of
increasing the number of organs available for transplantation,
KODA and its Board of Directors strongly support a Collaborative
model instead of any untested competitive model which CMS
might put in place.

Sincerely,

Bﬂﬂ:"—"ﬂ Lucss MD

Bruce A. Lucas, MD
President
Chairman of the Board
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May 25, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

CMS-3064-P
“Recertification and competition” §486.316

As Associate Professor of Surgery and Chief, Division of Transplantation at University of
Michigan Medical Center, I am writing to comment on the Medicare and Medicaid Programs;
Conditions for Coverage for Organ Procurement Organizations (OPOs) proposed rule CMS-
3064-P. The proposed rule may severely undermine a Department of Health and Human
Services (HHS) initiative. The recently proposed regulatory actions by the Centers for
Medicare and Medicaid Services (CMS) may harm rather than help the almost 90,000
Americans and over 2,700 Michigan patients waiting for organ transplants.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the number of
organs available for transplant. The University of Michigan Medical Center is part of this
exciting initiative that relies on joint accountability and an integrated partnership between
OPOs and participating hospitals. The model aims at implementing best practices for
increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the
past 12-18 months. The number of deceased organ donors has increased by nearly 11%. In
fact, this collaborative model has been widely studied and cited by the greater healthcare
quality improvement community for its effectiveness.

2926 Taubman Center, Box 0331, Ann Arbor, Michigan 48109-0331




As our hospital and Gift of Life - Michigan have worked together as a team over the past
months, we have seen some extraordinary things. We have been able to maintain a Conversion
rate of over 75% and we were recently awarded the Department of Health and Human
Services Medal of Honor for our work during the Collaborative. We have been instrumental
in spreading the practices of the Collaborative to other Michigan hospitals and are often called
on from other hospitals and OPQOs throughout the nation seeking guidance.

CMS is proposing an untested, theoretical, competitive model in which every OPO would be
competing every four years to continue to serve its area. This competitive model has the
potential of stifling the sharing of best practices between OPOs that have been developed and
fostered through the Organ Donation Breakthrough Collaborative.

As a hospital who has been involved with the important work of increasing the number of
organs available for transplant, we strongly support the Collaborative model in place of the
untested competitive model that CMS proposes in the rule.

Sirz%OAQ

Jeffrey D. Punch

Associate Professor of Surgery
Chief, Division of Transplantation
University of Michigan
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May 23, 2005

Centers for Medicare & Medicaid Services
Department of Healih and Hwnan Services
ATTENTION: CMS-3064-P

P. O. Box 8015

Baltimore, MD 21244-8015

“Recertification and Competition” §486.316

As President of UPMC Presbyterian Shadyside Hospital, [ am writing to
update you about recent regulatory developments that may severely
undermine a critical Department of Health and Human Services (HHS)
initiative. Recently proposed regulatory actions by the Centers for
Medicare and Medicaid Services (CMS) may harm rather than help the
almost 90,000 Americans waiting for organ transplants, including over
1,800 in the Pennsylvania/West Virginia area.

The Organ Donation Breakthrough Collaborative has engaged the Organ
Procurement Organization (OPO) community and the nation’s largest
hospitals to increase the number of organs available for transplant. UPMC
Presbyterian Shadyside is part of this exciting initiative that relies on joint
accountability and an integrated partnership between OPOs and
participating hospitals. The model aims at implementing best practices for
increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved
extraordinary results in the past 12-18 months. Nationally, the number of
deceased organ donors has increased by nearly 11%. In fact, this
collaborative model has been widely studied and cited by the greater
healthcare quality improvement community for its effectiveness.

CMS is proposing an untested, theoretical, competitive model in which
every OPO would be competing every four years to continue to serve its
area. This competitive model has the potential of stifling the sharing of best




practices between OPOs that have been developed and fostered through the
Organ Donation Breakthrough Collaborative.

As UPMC Presbyterian Shadyside Hospital and The Center for Organ
Recovery & Education (CORE) have worked together as a team over the
past year and a half; we have seen some phenomenal things. UPMC
Presbyterian, a 578-bed hospital, and UPMC Shadyside, a 467-bed hospital,
are located in Pittsburgh, Pennsylvania. We are one of the busiest trauma
centers in the country and have a successful transplant program of our own.
Our conversion rate prior to joining the Organ Donation Breakthrough
Collaborative was 63%.

We are proud to say that our team has increased the conversion rate at our
hospital to 75%, over and above the goal set for the Collaborative
participants. This success, which has saved at least 255 lives, has been due
to the hard work of hospital and OPO staffs. It can also be attributed to the
exceptional sharing of information across OPOs and hospitals to understand
what is working to increase conversion rates in different parts of the
country. Sharing best practices is the hallmark of this program. UPMC
Presbyterian’s and UPMC Shadyside’s staffs have built relationships with
the OPO staff that bridge the gaps that had existed in the past.

The Collaborative Team has used strategies and changed concepts to create
opportunities in the donation process:
1. Developed clinical trigger criteria — making referrals more timely
and consistent.
2. Increased timely death record reviews so that missed opportunities
could be addressed.
3. Identified high-level hospital “champions” to put organ donation on
the priority list for our hospital.
4. Implemented a DCD protocol.

As hospitals that have been involved with the important work of increasing
the number of organs available for transplant, we strongly support the
Collaborative model in place of the untested competitive model that CMS
proposes in the rule.

Sincerely,

gfl 6 Caed

Elizabeth B. Concordia
President
UPMC Presbyterian Shadyside
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May 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Dear Sirs:

I am writing to provide comments on the recently proposed Conditions for Coverage
for Organ Procurement Organizations (proposed rule CMS-3064-P). As the Chief
Executive Officer for the UAMS Medical Center, which is a transplant hospital, I
am very interested in the impact that this rule may have on our local Organ
Procurement Organization (OPO).

UAMS has been rated by the Scientific Registry of Transplant Recipients (SRTR)
study to be the in the top 100 hospitals in terms of organ donor potential. We are
approved to perform heart, kidney, pancreas, and liver transplants. The recent
addition of a liver transplant program this year was made possible by the nearly
50% increase in organ procurement over the past two years. This improvement has
mainly come about through collaborative partnerships between our local OPQ,
ARORA, and the three transplant centers in Little Rock. Our own hospital has
quadrupled the number of converted organ donors in CY 2004 as compared to CY
2001.

After reviewing the proposed rule, I have the following comments:

1. Encouraging open competition for OPO service areas at the end of every
certification cycle regardless of whether the OPO is recertified runs counter to the
spirit of collaboration we have worked so hard to attain. This collaboration comes
on both local and national level through the HRSA sponsored Organ Donation
Breakthrough Collaborative. We have seen a 10% increase in organ donation
nationally through collaboration, not competition. Please revise the proposed rule to
allow competition only if an OPO is failing to perform and will be decertified.



2. ARORA has developed a diverse and appropriately involved board of directors
since it combined the governing board with the advisory board in 2001. By adding
community based members who are not affiliated with the three transplant centers,
ARORA now has a balanced group of directors. I understand, and support, the
efforts of the proposed rule to thwart undue influence by transplant centers on OPO
operations. However, I feel that ARORA’s board has properly addressed conflict of
interest issues by writing and enforcing a strong conflict of interest policy. If forced
to exclude the positions currently required by the Public Health act, I fear we will
return to the days of weak board participation, poor attendance, and apathy.

3. I support the intent of the proposed rule to measure OPO performance based on
organ donor conversion. However, I do believe that there is still work to be done
before we can depend on uniform reporting of potential organ donors. I encourage
CMS to work with UNOS to develop a quality assurance program that will protect
the integrity of the data used to measure OPO performance.

Thank you for your consideration of these remarks.

Richard A. Pierson
Vice Chancellor for Clinical Programs
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May 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

OR
Electronically to http://www.cms.hhs.gov/regulations/ecomments

CMS-3064-P
“Recertification and competition” §486.316

As Chief Executive Officer/Administrator at LDS Hospital, I am writing to comment on the Medicare and
Medicaid Programs; Conditions for Coverage for Organ Procurement Organizations (OPOs) proposed rule CMS-
3064-P. The proposed rule may severely undermine a Department of Health and Human Services (HHS)
initiative. The recently proposed regulatory actions by the Centers for Medicare and Medicaid Services (CMS)
may harm rather than help the almost 90,000 Americans, including over 270 waiting for organ transplants in
Utah.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement Organization (OPO)
community and the nation’s largest hospitals to increase the number of organs available for transplant. LDS
Hospital is part of this exciting initiative that relies on joint accountability and an integrated partnership between
OPOs and participating hospitals. The model aims at implementing best practices for increasing the rates of
organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the past 12-18 months.
The number of deceased organ donors has increased by nearly 11%. In fact, this collaborative model has been
widely studied and cited by the greater healthcare quality improvement community for its effectiveness.

As our hospital and Intermountain Donor Services have worked together as a team over the past months we have
seen some extracrdinary things. We have worked together to support families and promote donation by:

1. Developing standard clinical criteria for referral, making referrals timely and encouraging early
communication among all members of the care team.

2. Making death record reviews part of the routine paperwork following a death, so the unit manager
understands the characteristics of the referral. This has led to nurse-specific, timely education that
ultimately improves the donation process.

3. Training new house staff for their role in the donation process.
4, Identifying physician and nurse champions among the critical care and administrative staff.
5. Jointly developing, testing, and implementing a Donation after Cardiac Death protocol that is the

model for DCD protocols in the region.




LDS Hospital had donation rates over 65% in September 2003, and donation rates of 71% in 2004. In May,
2004, 32 organs were transplanted, the highest number in one month in our 20 year program. In 2004, LDS
Hospital had the largest number of transplants ever (173), which qualified us for a Medal of Honor.

CMS is proposing an untested, theoretical, competitive model in which every OPO would be competing every
four years to continue to serve its area. This competitive model has the potential of stifling the sharing of best
practices between OPOs that have been developed and fostered through the Organ Donation Breakthrough
Collaborative.

As a hospital who has been involved with the important work of increasing the number of organs available
for transplant, we strongly support the Collaborative model in place of the untested competitive model that
CMS proposes in the ruie.

Sincerely,

Vlihotr e
Mikelle Moore

CEO/Administrator
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May 15, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Re:  Re-Certification and Competition Processes (Proposed 486.316)

As VP and Chief Medical Officer of New York Presbyterian Hospital, I am writing to
update you about recent regulatory developments that may severely undermine a critical
Department of Health and Human Service (HHS) initiative. Recently proposed
regulatory actions by the Centers for Medicare and Medicaid Services (CMS) may harm
rather than help the almost 90,000 Americans waiting nationally, and over 8,400 waiting
n New York State for organ transplants.

In 2003, New York-Presbyterian Hospital, in partnership with the New York Organ
Donor Network, joined the Organ Donation Breakthrough Collaborative, A HRSA
mitiative designed to engage the Organ Procurement Organization (OPO) commumty and
the nation’s largest hospitals to increase the numbers or organs available for transplant.
This e xciting initiative has relied on joint accountability and an integrated p artnership
between OPOs and participating hospitals, a model consistently and aimed at
implementing best practices for increasing the rates or organ donation.

The results achieved by the Organ Donation Breakthrough Collaborative have been
extraordinary. In the past 12-18 months, nationally, the number of deceased organ
donors has increased by nearly 11%. In fact, this collaborative model has been widely
studied and cited by the greater healthcare quality improvement community for its
_effectiveness.

CMS is proposing an untested, theoretical, competitive model in which every OPO would
be competing every four years to continue to service its area. This competitive model has
the potential of stifling the sharing of best practices between OPOs that have been
developed and fostered through the Organ Donation Breakthrough Collaborative.




As our hospital and New York Organ Donor Network have worked together as a team
over the past year and a half we have seen some phenomenal things. New York-
Presbyterian Hospital is a 2,455-bed hospital located in New York City. Even though we
are a transplant center we were not excelling at referring potential donors to our OPO nor
were we a leader in translating consent to an actual donation. Prior to the Breakthrough
Collaborative one of our campuses has missed a cumulative total of 26 potential organ
donors since the year 2000. Since October 2003, after the Collaborative began, this same
campus has had 100% referral of potential organ donors.

We are proud to say that our team has helped our hospital to improve in each if the
Collaborative measurements, resulting in improvements in the donation process and 36
lives saved in 2004. This success has been due to the hard work of the OPQ staff. It can
also be attributed to the exceptional sharing of information across OPOs and hospitals to
understand what is working to increase conversion rates in different parts of the country.
Sharing best practices is the hallmark of this program. New York-Presbyterian staff has
built relationships with OPO staff that bridge the gaps that had existed in the past.

The Collaborative Tram has used strategies and change concepts to create opportunities
-in the donation process.
1. Instituted an in-house Family Services Coordinator position that is devoted

- Specifically to the potential donor families and to work closely with the
hospital staff on potential organ donor cases.

2, Increased timely death record reviews so that missed opportunities could be
addressed.

3. Identified high level hospital “champions” to put organ donation on the
priority list for our hospital and instituted active Donor Councils are each
major campus.

4. Developed and will soon implement a DCD protocol.

As a hospital who has been involved with the important work of increasing the number of
organs available for transplant, we strongly support the Collaborative model in place of
the untested competitive model that CMS proposes in the rule.

~ Sincerely,

L udovi—

Laura L. Forese, MD.
VP & Chief Medical Officer
New York Presbyterian Hosptial
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May 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

TO WHOM IT MAY CONCERN:

RE: CMS-3064-P
“Recertification and competition” §486.316

As Chief Executive Officer at Primary Children’s Medical Center, | am writing to
comment on the Medicare and Medicaid Programs; Conditions for Coverage for Organ
Procurement Organizations (OPOs) proposed rule CMS-3064-P. The proposed rule may
severely undermine a Department of Health and Human Services (HHS) initiative. The
recently proposed regulatory actions by the Centers for Medicare and Medicaid Services
(CMS) may harm rather than help the almost 90,00%mericans, including over 270
waiting for organ transplants in Utah. o

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the number
of organs available for transplant. Primary Children’s Medical Center is part of this
exciting initiative that relies on joint accountability and an integrated partnership between
OPOs and participating hospitals. The model aims at implementing best practices for
increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in
the past 12-18 months. The number of deceased organ donors has increased by nearly
11%. In fact, this collaborative model has been widely studied and cited by the greater
healthcare quality improvement community for its effectiveness.

As our hospital and Intermountain Donor Services have worked together as a team over
the past months we have seen some extraordinary things. The Primary Children’s
Collaborative team has worked to improve communications and the processes related to
donation. Specific improvements include:
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1. Unit-tested and developed clinical triggers for referral.

2 Improved communication patterns between medical, nursing, social work, and
OPO staff that emphasize End-of-Life care.

3. OPO staff presence in M&M conference to review referrals and opportunities for
donation.

4. Expanded donation education for house staff, nursing staff, and attendings.

CMS is proposing an untested, theoretical, competitive model in which every OPO would
be competing every four years to continue to serve its area. This competitive model has
the potential of stifling the sharing of best practices between OPOs that have been
developed and fostered through the Organ Donation Breakthrough Collaborative.

As a hospital who has been involved with the important work of increasing the number of
organs available for transplant, we strongly support the Collaborative model in place of
the untested competitive model that CMS proposes in the rule.

Sincerely,

TSt 3 /74/7%\_

Joseph R. Horton
Chief Executive Officer
Primary Children’s Medical Center
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June 1, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Dea Siis:

I am writing to provide comments on the recently proposed Conditions for Coverage for Organ
Procurement Organizations (proposed rule CMS-3064-P). Since I have served as Deputy
Director of the DHS Division of Children and Family Services in Arkansas, I have some
appreciation for the difficulty inherent in drafting new regulations that are complex and therefore
necessarily lengthy. From this perspective, let me tell you that I believe your “first cut” was a
very good effort.

Because I took charge of ARORA in the aftermath of it nearly being decertified, 1 have spent a
lot of time thinking about how the standards should be written and how the
certification/decertification process should work. I think this gives me some fairly relevant
experience from which to frame these comments.

1. Measuring OPO’s based on conversion of potential donors is a vast improvement over the old
donors per million standard. You will need to put in place some process to assure that all OPQ’s
are interpreting the definition for potential donor in the same way and reporting the data in the
same way.

2. 1do not believe that the measures for organs recovered and transplanted meet the requirement
for multiple outcome measures. Those stats will be so closely linked to donor conversion rates
that it is like one measurement standard instead of five.

3. The attempt to address the conflict of interest issues within OPO boards is admirable.
However, not all OPQO’s suffer from that problem. Some, like ARORA, have healthy, thriving
boards that are appropriately engaged in governance and have policies for identifying members
with such conflicts while preventing them from asserting their agendas in board votes. I hope
that you will rethink your requirement to have only one governing board that excludes the PHS
act positions from participating by relegating them to an advisory board.

4. Ibelieve it will be a huge mistake to open any OPO service areas for competition regardless
of whether it meets CMS standards or not. Collaboration, not competition is the best way for -
organ procurement to thrive and succeed. HRSA’s Organ Donation Breakthrough Collaborative
has proved that.

501-907-9150 866-660-5433 fax: 501-372-6279



5. It is not clear whether CMS intends to decertify an OPOQ for failing to meet 75% of the mean
for organ donor conversion or if it will decertify an OPO for failing to meet any one of the
standards, including the process standards. Please clarify your intent here.

6. If an OPQ fails to meet the donor conversion standard but is effectively meeting all of the .
process standards, I believe this should be taken into account in the appeal process. In this
scenario, CMS should have a remedy less severe than outright decertification. Some form of
probation combined with a corrective action plan on a tight timetable would be more appropriate.
ARORA is a perfect example of an OPO that has turned itself around by reorganizing and
implementing multiple new approaches to organ procurement in Arkansas. We have increased

our yearly average of organ donors from thirty-four (34) to fifty four (54) during the last three
years.

7. The CMS comments call attention (and rightly so) to conflict of interest issues within OPO’s
and the need to address these. I believe it is a conflict of interest for CMS to select the hearing
officer in the appeals process, as proposed in CMS-3064-P. Fairness requires that a neutral third
party, qualified to conduct hearings, be used to protect both the integrity of the process and
preserve the appearance of impartiality.

8. After reviewing the estimated cost impact of the proposed rule, I find them to be grossly
underestimated. 1 hope CMS will revisit these numbers and include input from people in the -
OPO field who can provide more accurate figures.

I have participated in the AOPQ review of the proposed Conditions of Coverage through my
membership on the AOPQ Legislative Affairs Committee. I want to state that I am in full
agreement with all of their comments and recommendations.

Thank you for making every effort to receive and process feedback on these proposed
regulations. I also appreciate the sixty day extension on the public comment period. These are
necessarily complex regulations and deserve the extra time and attention you have allowed them.

Sincerely, %

Béyd Ward
Executive Director

CC: Bill Fiser
Board of Directors
ARORA staff
Paul Schwab
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June 3‘ 2005 OFFICE: B04-755-6048
FAX: B04-672-8318

OFFICE 24 HRs.: 1-800-847-7839
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P
P.O. Box 8015
Baltimore, MD 21244-8015

Re: CMS-3064-P Medicare and Medicaid Programs: Conditions for Coverage for
Organ Procurement Organizations (OPOs)

| am writing on behalf of LifeNet to provide brief comments regarding the proposed CMS
rule (CMS-3064-P). LifeNet is the organ procurement organization in Virginia serving
the western, central and eastern regions of the Commonwealth.

We fully support the comments included in the June 1, 2005 communication to you from
the Association of Organ Procurement Organizations (AOPOQ). As an accredited
member of AOPO, LifeNet actively participated in the consensus process leading to the
communication from AOPO, and our comments are fully represented by AOPO’s
position.

Thank you for the opportunity to add our comments.
Regards,

Kevin A. Myer, MSHA, CPTC
OPO Executive Director

cc:  Richard Hurwitz, MD, CEO
Timothy Pruett, MD, Chairman, LifeNet OPO Committee
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May 16, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
ATTENTION: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Re:  "Recertification and Competition" §486.316
To Whom It May Concermn:

As President/CEQ at Altoona Regional Health System, I am writing to update you about recent
regulatory developments that may severely undermine a Department of Health and Human Services
(HHS) initiative. Recently proposed regulatory actions by the Centers for Medicare and Medicaid
Services (CMS) may harm rather than help the almost 90,000 Americans waiting for organ transplants,
including over 1,800 in the Pennsylvania/West Virginia arca.

"The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement Organization
(OPO) community and the nation's largest hospitals to increase the number of organs available for
transplant. Altoona Regional Health System is part of this exciting initiative that relies on joint
accountability and an integrated partnership between OPOs and participating hospitals. The model aims
at implementing best practices for increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the past 12-18
months. The number of deceased organ donors has increased by nearly 11 percent. In fact, this
collaborative model has been widely studied and cited by the greater healthcare quality improvement
community for its effectiveness.

As our hospital and The Center for Organ Recovery & Education (CORE) have worked together as a
teamn over the past months, we have seen some extraordinary things. The consent rate for organ
donation at Altoona Regional Health System's Altoona Hospital Campus has increased from 54 percent
to 75 percent.

CMS is proposing an untested, theoretical, competitive model in which every OPO would be competing
- every four years to continue to serve its area. This competitive model has the potential of stifling the
sharing of best practices between OPOs that have been developed and fostered through the Organ
Donation Breakthrough Collaborative.

www.altoonaregional.org




Centers for Medicare & Medicaid Services
May 16, 2005
- Page Two

" As a hospital who has been involved with the important work of increasing the number of organs
available for transplant, we strongly support the Collaborative model in place of the untested
competitive model that CMS proposes in the rule.

Sincerely,

sident/Chief Executive Officer
Altoona Regional Health System

_dms



May 19, 2005

Centers for Medicare and Medicaid Services (CMS)
Department of Health and Human Services (DHSS)
Attention: CMS-3064-P

P.0O. Box 8015

Baltimore, Maryland 21244-8015

Dear Sir or Madam:

The American Association of Critical Care Nurses (AACN) is the world’s largest specialty nursing
organization and represents the interests of more than 400,000 nurses who care for critically ill patients. We
are pleased to have the opportunity to comment on the proposed Rule: Medicare and Medicaid Programs:
Conditions for Coverage for Organ Procurement Organizations (CMS-3064-P) that was originally
published in the Federal Register on February 4, 2004. Our comments are directed to proposed §486-316,
Re-certification and Competition Processes.

AACN has been an active member of the Leadership Coordinating Council of the HHS National Organ
Breakthrough Collaborative. This major initiative of the Department has engaged the organ procurement
organization (OPO) community and the nation’s largest hospitals to greatly increase the number of organs
available for transplant. Critical care nurses are integral members of the collaborative OPO-hospital teams
implementing this exciting collaborative approach. Significantly, this model being pursed actoss the
country is working and is achieving unprecedented increases in deceased donation and most importantly
transplantation. This past year alone, the number of deceased donors increased 11 percent in the US, with
collaborative team participants achieving even greater increases (i.e. 16 percent).

In our view, the proposed Competitive Framework in the regulation runs a high risk of adversely affecting
the continued success of the Collaborative Model. As Improvement Leaders in the US work to spread the
best practices identified to date, the value of sustaining and strengthening working relationships between
organizations and the importance of widespread sharing of information and technologies need to be
supported not imperiled. The application of the proposed Competitive Framework, furthermore, would
likely distract OPOs from their core mission, as unproductive attention would be given to competitive
scenarios even if the OPOs expected to fully meet stated performance standards.

Thank you for this opportunity to comment. We are committed to sustaining and spreading the success of
the Collaborative Framework. For this reason, we believe that an OPQ’s service arca should be open up to
competition only if the incumbent OPO fails to meet stated performance standards.

Sincerely,

 F ey

Kathleen M. McCauley, RN, PhD, FAAN
President

AACN « 101 Columbia « Alise Viejo, CA 92656-41G9 T 949 362 2000 » BOD 899 2226 « F 949 362 2020 « woww.aacn.org
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Treasurer Deboroh B laughon, RN. BSN, DBA CCRMN » Directors Nancy T Blake, RN, MW, CCRN CNAA » Denise Buonocore, CORN, APRN BT
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.0. Box 8015

Baltimore, MD 21244-8015

Comment: “"Requesting Consent” — Sec. 486.342, proposed consent item 5
Dear Sir or Madame:

Please accent this letter As a recommendation to remove the language within the Centers for
Medicare and Medicaid Services propesed rulemaking (42 CFR Part 486, Section 486.342,
proposed consent item 5}, which states that minimum requirements for consent for tissue
donation should include “information {such as for-profit or nonprofit status) about
organizations that will recover, process and distribute” donated tissue. As a neurological
surgeon I am regularly involved in helping patients make decisions about tissue
transplantation and the use of medical devices to help them lead better lives. My patients
and I have come to rely on many of the products that I fear will become too expensive or
otherwise unavailable if the current CMS ruie goes into effect.

Each year, donated tissue is utilized in thousands of surgeries to alleviate pain and restore a
patient’s range of motion and quality of life, many times enabling them to return to the
workforce. This would not be possible without the generous gift of tissue donation, and the
enhancement of that gift through the complex technologies developed by for-profit entities in
the tissue banking community.

The U.S. does not have a completely not-for-profit system capable of meeting the demands
and needs of patients requiring tissue transplantation. The tissue banking system that exists
is inherently a combination of for-profit and not-for-profit companies, and the ability to
transplant musculoskeletal tissue extends far beyond recovery, processing and distribution, as
defined in the proposed rule,

-

Inevitably, if the proposed language is adopted, consenting individuals may be forced to
restrict the use of their loved ones’ tissues to either a for-profit or a non-profit entity. My fear
is that the overwhelming majority will choose non-profit entities not knowing that there really
is no difference between non-profit and for-profit companies other than federal tax status.

By reducing the amount of tissue for-profit companies can obtain, the rule will effectively
remove good companies and good products from the market - the same products I rely on
weekly during surgery.

My surgical colleagues and I agree with the overall goal of the proposed CMS rule: to increase
organ and tissue donation in the U.S. But I fear the rule, as drafted, will lead to confused
donors, fewer overall donations, and a vacuum in the market for the kinds of products for- -
profit companies make using donated tissue. Please remove any discussion of choosing
between for-profit and non-profit companies when tatking to donors and instead include a
statement that "donated organs and tissue are handled by severa/ entities befare they find
their way fo patients, including a mix of "for-profit” and “non-profit” entities that each add
vaiue fo make sure your donation is used in the most beneficial way possible.” This would
provide the donors with a good deal of information without creating confusion in the hospital
or in the marketplace.
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Kim J. Burchiel, M.D.. FALS.
John Raaf Professor and Chairman

Nenrosurgery I respectfully request that the proposed CMS rule not be adopted in its current form, but
Stantey L. Barnwell, M.D.. Ph.D. rather take the approach I am advocating in this letter.
Phillip . Berrvhill. ALD.
Kim J. Burchiel, M.D., FA.C.S.
Johnny B. Delashuw, Jr. M.,
Jorge L. Eller. M.D.
Fdmund H. Frank, M.D.. FACS.
Kapil Moza. M.,
Fdward A. Neuwelt, M.D.
Ahmad M.T Raslan, M.D. Johnny B. Delashaw, MD
Nathan R. Selden. \.D.. PhD. Professor, Dept. of Neurological Surgery
G. Alexander West. M.D., Ph.D. ProfessorIr Dept of Otolaryngo'ogy
Professor, Dept. of Neurology

Sincerely,
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May 10, 2095

Centers for Medicare & Medicaid Services
Department of Health and Humnan Services
ATTENTION: CMS-3064-P

P. O. Box 8015

Baltimore, MD 21244-8015

“Recertification and Competition™ §486.316

As CEO at Hamot Medical Center, I am writing to update you about recent regulatory
developments that may severeiy undermine a Department of Health and Human Services (HHS)
initiative. Recently proposed regulatory actions by the Centers for Medicare and Medicaid
Services (CMS) may harm rather than help the almost 90,000 Americans waiting for organ
transplants, including cver 1,800 in the Pennsylvania/West Virginia area.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the number of
organs available for transplant. Hamot Medical Center is part of this exciting initiative that relies
on joint accountability and an integrated partnership between OPOs and participating hospitals.
The model aims at implementing best practices for increasing the rates of organ donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the past
12-18 months. The number of deceased organ donors has increased by nearly 11%. In fact, this
collaborative model has been widely studied and cited by the greater healthcare quality
improvement community for its effectiveness.

As our hospital and The Center for Organ Recovery & Education (CORE) have worked together
as a team over the past months, we have seen some extraordinary things. The consent rate for
organ donation at Hlamot Medical Center has increased from 69% to 77%.

CMS is propesing an untested, theoretical, competitive model in which every OPO would be
competing every four years to continue to serve its area. This competitive model has the
potential of stifling the sharing of best practices between OPOs that have been developed and
fostered through the Organ Donation Breakthrough Collaborative.

An affiliate of the Cleveland Clinic and Penn State's Cellege of Medicine » Sharehelder, VHA, Inc.
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Asa hospital who has been involved with the important work of increasing the number of organs
available for transplant, we strongly support the Collaborative model in place of the untested
competitive model that CMS proposes in the rule.

Sincerely,
RN M
0
CEO

Hamot Medical Center
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To Whom It May Concern: RE: OPO Regulations

Administration and governing body

Transplant surgeons and their representatives and related parties should be restricted from
any involvement in the business affairs of an OPO. OPOs are required to be not for
profit organizations under the IRS code and are often in violation of the code due to the
dearth of interested parties from the transplant industry either dominating or dominating
influence on the OPQ boards. Some OPOs have been able to change their Board
structure, but when the transplant community already dominates and does not want to
give up power there is no vehicle to make the changes on the board.

Just because the OPO is considered not to be a provider why should the boards be exempt
from the fraud and abuse provisions other organizations must follow which are involved
in health care and have to deal with the influence of physicians or other health care
organizations on their boards? The grip of control on the business affairs, charge
structure, financial objectives, professional fees to themselves and their friends 1s
extremely tight and there are often threats and intimidation and harassment used against
those who want reform. The high level board committees such as executive committees
are often overwhelmingly controlled by transplant surgeons or their proxies. The Stark
Amendment and other self-referral rules should apply but often do not because of the
strange classification of OPOs. These individuals and organizations, some of which are
actually for profit health care organizations, are already planning to circumvent the intent
of the proposed OPO governance regulations by simply maintaining control of their
executive and finance committees and have their business associates or other colleagues
appointed to the boards as members “not representing their centers.” For example, Dr.
John Doe, a transplant surgeon and politically aligned friend can be on the board but
choose to consider his membership as “just another physician.” These transplant
dominated groups can easily create excess benefit transactions and invite intermediate
sanctions based upon the IRS rules for a 501.C.3 organization. Shouldn’t the CMS
regulations reflect some cognizance with other applicable laws and regulations and
specifically prohibit allowing a board structure which could result in these violations?

The OPOs have historically had little standing as independent organizations whether it 1s
at the OPTN level or with regard to transplant center involvement. Too much control and
emphasis has been placed on the transplant center’s and surgeon’s role in the governance
process. The aforementioned groups are understandably but overwhelmingly concerned
abut the volume of organs, and the cost of organs to their centers. This is natural since
they are committed to obtaining organs for their transplant patients. What is difficult
though is the ability of these groups to maintain a proper fiduciary responsibility to the
OPOs as board members. They are often unable to focus on the long term needs and
investment requirements of the OPO and lack the motivation and incentive to increase
costs to their own organizations for the long term well being of the OPO. Some
transplant programs are in arrears on organ acquisition fees or are willing to tolerate
dangerously low financial reserves for the OPO while being active board members. This
sets up an untenable situation for management and creates an inappropriate management-




board environment. It would be tantamount to forcing hospitals to only have their own
insurer customers on their boards, all with their own financial interests and stockholders
concemns as a priority.

While it is appropriate to include the transplant community on an advisory board in order
to coordinate clinical and operational needs and protocols and placement of organs, etc.,
it is not necessary or desirable to include them on the board of directors of an OPO.
Conflict of interest procedures may give the cosmetic perception that there are safeguards
against forcing favorable self dealing but they are not really effective in preventing the
improper influence from happening. This is about self interest and the transplant
surgeons and center administrative staff have significant financial interest in the OPO
business affairs. If things continue as they are and the huge loopholes provided by the
CMS regulations stand, it is only logical to assume that national scandals will be reported
to the mainstream media, high profile investigations will ensue, and the result on
donation could be harmful.

The position of the Association of Organ Procurement Organizations (AOPO) on this
issue will most likely be extremely muted because that group and its members are
significantly intimidated and cannot speak feely. On the contrary, they will be vocal that
there is no significant problem and only very minor changes are necessary in this part of
the regulation.

It is hoped that CMS can take advantage of this opportunity and provide regulations
which create real reform and make OPOs comply with all relevant regulations regarding
real transparency and proper board composition. OPO performance starts with the board.
The board needs to really reflect its fiduciary responsibility to the OPO.

Sincerely,

Name Withheld
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May 13, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

CMS-3064-P
“Recertification and competition” §486.316

As Chief Clinical Officer at Sioux Valley Hospital, [ am writing to comment on the Medicare
and Medicaid Programs; Conditions for Coverage for Organ Procurement Organizations (OPOs)
proposed rule CMS-3064-P. The proposed rule may severely undermine a Department of Health
and Human Services (HHS) initiative. The recently proposed regulatory actions by the Centers
for Medicare and Medicaid Services (CMS) may harm rather than help the almost 90,000
Americans and over 2500 patients in South Dakota, North Dakota and Minnesota who are
waiting for organ transplants.

The Organ Donation Breakthrough Collaborative has engaged the Organ Procurement
Organization (OPO) community and the nation’s largest hospitals to increase the number of
organs available for transplant. Sioux Valley Hospital USDMC is part of this exciting initiative
that relies on joint accountability and an integrated partnership between OPOs and participating
hospitals. The model aims at implementing best practices for increasing the rates of organ
donation.

The Organ Donation Breakthrough Collaborative has achieved extraordinary results in the past
12-18 months, nationally. The number of deceased organ donors has increased by nearly 11%.
In fact, this collaborative model has been widely studied and cited by the greater healthcare
quality improvement community for its effectiveness.

As Sioux Valley Hospital USDMC and LifeSource have worked together as a team over the past
months we have seen some extraordinary things. Prior to Sioux Valley USDMC and LifeSource
committing to each other and focusing on increasing both the number of deceased organ donors
and organ yield per donor through the Organ Donation Breakthrough Collaborative, our hospital
had an embarrassing conversion rate of 38%.

Accredited by the Jomt Commission on Accraditation of Healthcare Organizations
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Since October, 2004 when we became part of this national initiative, our conversion rate is 90%
with Jan-April of 2005 a remarkable 100%. In addition, the number of organ yield per donor has
increased from 3.0 to 5.3 organs per deceased donor. This outcome is because LifeSource and
Sioux Valley Hospital USDMC became transparent partners with this opportunity to learn and
share best practices with other OPOs and Hospitals.

The idea that this firmly established partnership would be reduced to a “supplier/purchaser”
relationship, due to the new rule requiring OPOs to compete in a manner similar to the
commodities market, flies in the face of logic. If the “desired outcome” is increased organ
donations, and we have tangible evidence that the “partnership” approach is working, then why
radically change the current model?

CMS is proposing an untested, theoretical, competitive model in which every OPO would be
competing every four years to continue to serve its area. This competitive model has the
potential of stifling the sharing of best practices between OPO's that have been developed and
fostered through the Organ Donation Breakthrough Collaborative.

As a hospital who has been involved with the important work of increasing the number of organs
available for transplant, we strongly support the Collaborative model in place of the untested
competitive model that CMS proposes in the rule.
Sincerely,

amela Shute

Chief Clinical Officer

PS/bh
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#1 Response to: Federal Register 02/04/2005
HHS, 42CFR, parts 413,441, et.al. OPO Proposed Rule Changes

From: Barbara W. Louck, RN, MEd.
1538 Wildwood Rd.
Toledo, Ohio 43614

CONDITION: Human Resources (proposed 486.326)

RE: STAFF SHORTAGES / TURNOVER-- You speak of not wanting to
mandate the number of organ procurement coordinators that an OPO
should employ:

By NOT doing that, OPQO’s work their procurement staff to the point of
physical and emotional exhaustion, and profound levels of sleep
deprivation. Read the studies regarding the effects of sleep deprivation on
performance, accuracy, safety, and communication skills. Here are 3
references— of hundreds— on sleep deprivation regarding healthcare
workers:

1. The working hours of hospital staff nurses and patient safety . Ann E
Rogers, Wei-Ting Hwang, et. al., Health Affairs. July/Aug 2004., Vol .23,

Issue 4.

2. An error by any other name. Ann Freeman Cook, Helena Hoas, et.al.,
The American Journal of Nursing. June 2004. Vol 104. No.6

3. Melatonin in Humans. Amnon Brezeinski,. The New England Journal of
Medicine. January 16, 1997., Vol. 336: No.3. P. 186-195.

There are also many studies on sleep deprived medical interns and

residents, as well, printed in the last 5 years. Have a look at the Harvard

contend is the point we've all worked toward , is compromised by



| THINK YOU SHOULD LIMIT:

1 THE AMOUNT OF CALL HOURS EACH FULL-TIME COORDINATOR
WOULD BE REQUIRED TO TAKE IN A 40-HOUR WEEK. If you want
to stop this unbelievable turnover, the first thing you need to do is
MANDATE a limit on consecutive on-call hours required for work.

2 THE AMOUNT OF CONSECUTIVE HOURS AN ORGAN
PROCUREMENT COORDINATOR MAY WORK, BEFORE BEING
RELIEVED FOR A 12 HOUR REST PERIOD.

3. Shift hours :
NO SHIFT LONGER THAN 16 HOURS, ESPECIALLY IF IT
INVOLVES BEING AWAKE DURING OR THROUGH THE NIGHT.
Check the info on melatonin .
(Melatonin in Humans. Amnon Brezeinski,. The New England Journal of
Medicine. January 16, 1997., Vol. 336: No.3. P. 186-195). and circadian
rhythms on MEDLINE to see why this is so important.

e Creative staffing can be accomplished to achieve these
recommendations. There is plenty of literature out there on that, too,

regarding how hospitals have reduced working hours of nursing staff.

ADDITIONAL COMMENTS:
o If it takes 4 years for a coordinator to get “good” at her/his job
(according to “Best Practices”), people have to stay at an OPO at

least that long.




Do you wonder why you report, later in your document, 15 packaging errors

in 6 months? -—--—---- look at sleep deprivation.
WE DON’T NEED MORE TRAINING OR EDUCATION TO REMEMBER
TO PUT ICE ON KIDNEYS—WE NEED SLEEPI! Please try some

common sense there within the beltway......

SLEEP DEPRIVATION severely affects the health of any person — it
increases heart disease, causes complications of pregnancy, complications
of chronic conditions such as diabetes and bowel disease. Sleep
deprivation also causes depression and mood alteration. It depletes the
immune system by interfering with interleukin and the production of T-cells,
providing for the development of malignancy. ...and on and on and on.
Read about melatonin ( see the citations listed at the beginning of this
letter) and get the whole story. | am NOT making this up!

The Federal Government mandates the working hours of Air Traffic
Controllers, Pilots, Nuclear Workers, and Truck Drivers.

Are LOST ORGANS not killing people too, who might have lived otherwise
if mistakes were not made in the entire organ donation process from
consent to packaging/labeling? Human beings have to have adequate
sleep to function safely and effectively. Human beings are not minimal-
maintenance machines. Considering the shortage and constant turnover of
Organ Procurement Coordinators (OPC'’s), perhaps someone could realize
that OPC's are not expendable.

Using the information from studies on sleep deprivation to guide you




e OPO's diminish the amount of available, and potential, organ
procurement coordinators they could hire or retain when
coordinators find out they won't see their families / spouse / friends
for 3 days when she/he has weekend call from Friday to Sunday. Of
course, then it takes 2 days to recover from the call. ( See circadian
rhythms ) | realize there are a myriad of reasons why people leave
positions voluntarily, but THIS is a big cause of turnover, in my

opinion.

o For many OPO’s, normal operating procedures have work-hour
requirements like those seen in a national or regional

emergency. This should be the exception, not the rule. Most

humans can’t and won't function like that, week after week, year
after year, when they have other responsibilities at home, or a “life”
other than work that they want to pursue.

Thanks for listening.

(otdsinre WS Lot 203 gyl |
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#2 Response to: Federal Register 02/04/2005 “
HHS, 42CFR, parts 413,441, et.al. OPO Proposed Rule Changes

From: Barbara W. Louck, RN, MEd.
1538 Wildwood Rd.
Toledo, Ohio 43614

CONDITION: Organ Preparation and Transport (Proposed 486.346)
ERRORS IN PACKAGING, LABELING, and SHIPPING ORGANS

1. You propose “requiring OPQO’s to develop and follow a protocol for
packaging, labeling, handling and transporting organs in a manner that
ensures their arrival without compromise to the quality of the organ or
the health of the recipient.”

2. You report "15 instances of organ packaging errors that occurred over
a period of only 6 months”, and that “no one in the OPO community

seemed surprised.”

3. You say that the OPTN already HAS packaging requirements. But, you

When are organs labeled, packaged and shipped?
AT THE END OF THE ORGAN PROCUREMENT PROCESS, RIGHT??
This is also the point where most organ procurement coordinators have

been awake for 24 to 40 hours straight, over days and nights, during “call’

hours.




YOU ALREADY HAVE GOOD POLICIES—what is lacking is organ

procurement coordinators who have had adequate sleep so

that they are physically, and mentally able to foliow the
policies and procedures already standardized.

« A person who has been up for 21 hours straight has the cognitive
capacities of someone with a blood alcohol content of 0.08. This is
legally drunk in most states.

( Citation: The New England Journal of Medicine; Jan.13,2005.
Vol.352:No.2, Sleep, Science and Policy., C. Dennis Wylie.)
« Also see the study: Shift Work and its Effects on Fire Fighters and

Nurses. By Linda Glazner. Occupational Health and Safety. July,
1992. Vol.61, Issue 7.
o Please look up “Melatonin” and “Circadian Rhythms” on the
MEDLINE database.

THE BIG ISSUE HERE IS SLEEP DEPRIVATION, NOT
LACK OF EDUCATION OR TRAINING.

The Institute of Medicine, in a 2004 study, concluded:
“there is NO evidence to suggest that any amount of training,

motivation, or grofessionalism is able to overcome the performance

deficits associated with fatiqgue, sleep loss, and the sleepiness
associated with circadian variations in alertness. ”

daouiiatcy Wikl L e e —————,——————

(quoted in American Journal of Nursing. The Perils of Shift Work. Ronda

Hughes, et.al., September 2004. Vol.104.No.9)




273

o No wonder the OPQ's weren't surprised at the numbers of packaging
errors-- 15 in 6 months listed in the Federal Register proposals. The
coordinators know why, but management does not want to hear
about the effects of sleep deprivation. It will require changes in
staffing. The funding of more staff is another issue for them and
HHS to work out. BUT, Management in OPO’s know they have a

problem; they don’t want to acknowledge it or deal with it.

MY RECOMMENDATIONS:

e If you want to lessen the amount of packaging errors—require OPO’s
to limit the hours they require Organ Procurement Coordinators to be
awake while on call, so that someone whose brain is fully functioning

can take care of these critical procedures.

e Many errors are made—organs are lost because of poor donor
management by exhausted and sleep-deprived coordinators as
well—but packaging and shipping is where the oatmeal REALLY hits
the fan.

During this last phase of procurement, the errors of omission and

commission are easily seen.

e [F you don't believe the extant studies already done on the effects of
sleep deprivation, perhaps you could undertake your own study
regarding errors and the amount of wakefulness present in the

perpetrator of the error when the error occurred.




9 4.

Human brains need rest periods from stress, and adequate sleep if they
are to optimally function. Please reread the above quote from the
Institute of Medicine.

e Your answer for packaging and labeling errors is probably not more
education and training for a coordinator to include blood tubes or ice
with the correct kidney in a box. Coordinators will remember when
she/he has had enough sleep to be able to follow the policy and
procedure already in effect. No pun intended, but please “wake-up”
to the realities of sleep deprivation that Organ Procurement
Coordinators live with.

Thanks for listening.

Procboro (0 el 203, mEL.
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New York-
Organ Donor
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o, A Donate Life Grganization

June 1, 2005 via Certified Mail 7003 3110 0000 5254 8607, Return Receipt

Elaine R. Berg
Presiclent & ¢ EO

BOARD OF DIRECTORS
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Dale Distant, MDD Attention: CMS-3064-P

Vice eraiquﬁmn P.O. Box 8015

Baltimore, MD 21244-8015

Roceo FoAndricla, Esg,
Chalrperson

Tim Ettenheim
Secrefory

Peter Hurchings Dear CMS OfﬁCIaIS,
Tredsioer
Roger C. Aliman Thank you for the opportunity to comment on the proposed rule under 42 CFR
il::l;j-l]:?‘ﬁﬂffﬁ{\rg)\m - Parts 413, 441, et al., Medicare and Medicaid programs; Conditions for
Robert 1. Carnevale Coverage for Organ Procurement Organizations (the “Proposed Rule”).
Dehbie Delgado-Vega
Lerraine Egan i
e En;o{nl. b First, I would like to commend all of the staff of CMS who worked on this

eVoOn JQnm. v . - . .
Tudith A Kovalak Proposed Rule. As written, it is more meaningful than the prior OPO
}“{‘:I“‘;{ N recertification standards. Of particular note is the move away from population-
At i, Princip based criteria to an acknowledgement that donor potential is a better metric.
s © s Also, the presence of an appeal mechanism is extremely important because of
Anir Dan Hubin the complexity of the donation process and measuring its success.
Stuart Saal, MDD
Todd E. Semon
William T Stubenbord. MD 1 1 1
b FACS 1 would strong]y oppose any apphcat.lon of these rule changes retfospectlvely,
Joseph White and am working with the understanding that the rule will be applied
Carolyn Yardd, ThD :

: prospectively.

ADVISORY COMMITTEE
Naney Neveloff Dubler, LU In general, I support the responses that have been submitted by AOPO,
Willium Lynch. Jr particularly in the areas of competition, performance measures, transition

Bruce C. Viadeck, Phi) e . i
period, and process measures. I am writing to provide additional comments

that are informed by my experience as President & CEO of the New York Organ
Donor Network (“NYODN”).

Comments on: OPO Service Area Size Designation and Documentation
Requirements (Proposed 486.306)

I believe that the development of the proposed rule is an opportunity to
reorganize a complex organ donation and allocation system. The area and size

f42 West 1st Street

1 itk Floor designation of OPOs has developed over the years in a manner which may not
Awi York AV yield the best results. I believe that CMS should develop a long-term vision for
100013400 a logical and productive way to divide the country among OPOQs and use the new
646201144 regulations to move toward that goal. OPOs should be designated in a way that

Fatx 6-46-261-460K) optimizes both organ recovery and allocation.
[-8C0-GIHFTH-NY
r24-honr referval lines

e
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This system may be a statewide system, where there is one OPO in each state, or it may be a
system that reflects optimal allocation units, based on research, or, it may be a combination of
both. In larger states, there could be more than one OPO. In Jess populous states, there could be
a logical consolidation of contiguous states to add up to an “optimal” allocation unit. Sucha
system would create more of a level playing field, where comparisons between OPOs in the long
run would be more meaningful than they are at the present time. The regulations as adopted
should reflect these considerations.

The continued existence of hospital-based OPOs should be considered. With hospitals under
extreme financial pressures, hospital-based OPOs may not be given the resources they need to
maximize donation. It is also difficult to imagine a governance structure in a hospital-based
OPO that can withstand the conflict of interest test discussed in regard to Section 486.324. The
elimination of the hospital-based model should be seriously considered at this time.

Comments on Appeals (Proposed 486.314)

We respectfully suggest that the Proposed Rule does not satisfy the statutory requirement for an
OPO to appeal decertification to the Secretary on substantive and procedural grounds or address
the finding by Congress that the current system lacks due process to appeal to the Secretary.

Under proposed 42 C.F.R. § 486.312(c), the “appeal” to a CMS hearing officer is the OPO’s first
and only opportunity to present any evidence in support of its position, and the first opportunity
for any measures other than the outcome measures in proposed 42 C.F.R. § 486.318 to be taken
into account by the agency. While Congress intended that an “appeal” to the Secretary be
provided, there is nothing to suggest that an agency hearing officer should be establishing or
implementing agency policy by making judgments on these critical issues in the first instance,
before — and indeed as a substitute for ~ genuine initial agency review and determination. These
complex decisions are more appropriately undertaken before decertification by someone with
specialized training and experience who is intimately involved in the agency’s approach to OPO
certification. A CMS hearing officer would not have such specialized training, is not policy-
oriented and is not in a position to make an initial review of these complex factors as to which no
objective standards exist.

OPOs should never be decertified, nor should a competing OPO be allowed to take over a
service area, before a detailed and objective death record review for both OPOs is undertaken
as a final audit of donor potential. With the small number of instances that this would occur,
CMS should be able to manage this process.
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Because the appeals process in Part 498 offers significant procedural protections that the process
described at proposed 42 C.F.R. § 486.314 does not (and cannot given the time frame), it should
be retained and available to OPOs for use afier decertification. The two processes are not
mutually exclusive.

We recommend that:

1. proposed 42 C.F.R. § 486.314 be modified to provide for agency review before
decertification by senior staff responsible for OPOs, taking into account process
measures and those factors described at 70 Fed. Reg. 6,092 (F eb. 4, 2005) (such as
those unique to service areas);

2. the appeals process in 42 C.F.R. Part 498 be retained and available for OPOs after
decertification;

3. even if (1) and (2) above are not accepted, that proposed 42 C.F.R. § 486.314 be
modified to provide explicitly for judicial review; and

4. wherever possible, quantitative information be used in the appeals process regarding
conversion rate and yield measures, and non-quantitative (such as process measure)
information considered when relevant.

Comments on Recertification and Competition {Proposed 486.316)

As discussed above, the Proposed Rule may provide an opportunity to rethink the strategy of
starting with 58 current OPOs and continuing to reduce their numbers based on a “pass/fail”
system. CMS, in conjunction with various national agencies, may consider developing a long-
range plan for systematizing recovery and allocation regions, and work toward that plan.

As one looks at the way OPOs have evolved, it is clear that there are few commonalities among
them with respect to the number of transplant programs they work with, the size and type of
population that they serve, the demographics of their populations, the geographic area that they
cover, the nature of their donor hospitals, and the level of support for donation from their States,
both administrative and legislative. This is one reason that I believe that the concept of
competition should be eliminated from the proposed regulations. OPOs at this time are t00
different to make any kind of competitive structure meaningful or fair. Comparing OPOs with
each other at this stage is tantamount to comparing hospital death rates without considering case
mix. Success in one service area is not an indication of success in another.
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CMS should review the performance of the OPO subject to recertification objectively, taking
into consideration measures based on factors in the OPOQ’s service area and, in the event of a
denial of recertification, should consider replacements based on historical performance of
competitors using the same standard as the recertification review.

The following are further comments about the competitive structure, if it were to be retained:

L

As noted in the “Background” section of the Preamble, the HRSA “Breakthrough
Collaborative” has proven that collaboration, rather than competition, is the best
methodology for improvement of outcomes.

At best, competition should be allowed only in instances where an OPOQ is decertified.
Opening up all OPOs to competition every recertification cycle is destabilizing and
unnecessary. I believe that recruitment and retention of OPO management staff
would be jeopardized if this open competition were implemented, and it is clear, as
recognized in the “best practices” outlined in the Preamble, that stable leadership is
one indicator for OPO success.

Although the concept of requiring an OPO to have significantly better outcomes in
order to compete for a failing OPO’s territory is an improvement over the current
system, even this concept is troubling. This proposal does not ensure that the
«successful” OPO has the ability to be successful in the acquired territory. For
example, in New York State, there are four OPOs. NYODN covers a diverse
population of 12 million. The other three OPOs cover less diverse populations of
approximately 2 million each. Iwould argue that even if one or more of those OPOs
were deemed “successful” enough to compete with NYODN, they do not possess the
infrastructure, the knowledge of the varied communities in New York City, or the
experience in dealing with a multitude of complex transplant centers in order to be
successful in this region. The new regulations should not set up a system whereby
failing OPOs are closed and subsumed by another OPO which may not succeed. As
noted above, the criteria for allowing an OPO to compete include outcome measures
only. 1would argue that process measures in this circumstance are extremely
important in ensuring that the competing OPO will maintain a stable region because
these measures are presumably a proxy for identification of a weli-managed
organization. If the competitive model is retained, part of the designation process
should include due diligence in determining whether an OPO competing for a
territory has the wherewithal to manage it successfully.
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Comments on Outcome Measures (Proposed 486.318)

One of the statutory requirements is for the Secretary to establish multiple outcome measures.
These measures are particularly important under the Proposed Rule because an OPO can be de-
certified based solely on these outcome measures. I do not believe that the outcome measures
proposed fulfill the requirement of “multiple outcome measures,” as they are interdependent
variables. The differentiation of kidneys from other organs is irrelevant and should not be
counted as two measures.

The criterion of organs procured has no meaning beyond those transplanted and should be
eliminated. Those two outcome measures (kidneys and extrarenals procured as two separate
measures) lend themselves to manipulation. These measures could lead to some OPOs removing
organs which cannot be transplanted with the sole objective of complying with “organs
recovered” criteria. The use of organs transplanted, in addition to donors/conversion rates,
would be more meaningful, because it is a more adequate reflection of activity and mission.

While potential is a far better denominator than population, there are still significant differences
in populations, as was pointed out in the proposed regulations. These factors will affect
conversion of potential donors as well as yield per donor. For example, it is known that there are
lower consent rates in certain groups of minorities than in the Caucasian population. In order to
compare conversion rates, the percentage of minorities, new immigrants, undocumented
immigrants, and so on should be considered, and an “expected consent rate” calculated. The
OPO should be measured against this rate rather than national averages.

Populations do not all die the same way or in the same clinical condition. For example, deaths
by trauma in New York City and in particular, motor vehicle deaths are lower than in other parts
of the country. Donors in the NYODN region are older, and even “standard criteria” donors may
be sicker than in other parts of the country. These demographics should be taken into
consideration when determining both donor potential and potential organ yield per donor. An
“expected yield” should be calculated based on the age and medical status of the donor at death,
and results should be measured against the expectation rather than national averages. The use of
quantitative measures (which can be the sole basis for decertification under the Proposed Rule) is
more accurate and reasonable if the data is adjusted for the relevant population.

Trends — Evaluating an OPO based on a point in time or an average of even a few years does not
do justice to OPOs who have turned around and are moving in the right direction. Nor does it
acknowledge OPOs which meet the averages but may not be moving forward, or which are, in
fact, losing ground. Trends are, therefore, are important factors to consider when evaluating
outcomes based on average performance over a few years.
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Comments on Process Measures (Proposed 486.320 through 486.348)

The incorporation of process measures into the recertification standards is critical, as the statute
instructs. Clearly, fundamental good practices, reflected in these measures, are key to
maintaining long-term success. It is not clear, however, how much “weight” the Proposed Rule
gives to process rather than outcome measures, given that an OPO could be decertified under
proposed 486.312(c) without consideration of any process measures. If CMS believes that good
process leads to good outcomes, one must also believe that if process measures are being
substantially met, that decertifying the OPO because of outcomes alone will not lead to better
outcomes. Substantial compliance with process measures should be an indicator for
recertification.

If an OPO’s inadequate performance based on outcome measures can be explained by factors
specific to the service area, such as donor potential, then it is more important to look to process
measures to determine whether that OPO is performing adequately and whether any other OPO
could do better. My recommendation would be that unannounced inspections by CMS be carried
out to determine compliance with process measures.

If an OPQ is well-managed as determined by compliance with process measures, it is likely that
no other OPO will be able to improve on the outcome measures given the characteristics of the
service area, and decertification will not lead to more donors.

Comments on Administration and Governing Body (486.324)

I strongly concur with the spirit of this section. In 2001, NYODN restructured its governance
and bylaws in a very similar manner to the one proposed in this section. The separation of a
community-driven governing body from the more provincial focus of a medical board or
advisory board is critical in moving OPOs forward.

NYODN chose to incorporate a requirement for each transplant hospital to be represented on its
governing body. We feel that this is a very critical factor, in that the entire concept of a DSA is
that transplant centers and OPOs are an interdependent unit. In addition to classic governance
issues, we would recommend a stronger emphasis on the transplant hospital’s responsibility to
the OPO, which would be reflected by a designated seat on the governing body.
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The OPO governing body must deal with issues such as:
1. The aggressiveness of transplant centers in accepting organs (which increases yield)

2. The financial viability of the OPO, which is, to a great extent, dependent on the
transplant hospital paying their SAC rates

The conflicts of interest can be overcome by policy and by limiting the percentage of transplant
center affiliates and/or physicians who can sit on the Board of Directors.

I disagree with the complete separation of the Medical or Advisory Board from the Governing
Body. In our structure, the Chair and Vice Chair of the Medical Board serve ex officio as voting
members of the Board of Directors. We feel that this is an essential link between the matters
considered by the Medical or Advisory Board and the Board of Directors, and a convenient way
to bring policy issues recommended by the advisory board to the attention of the governing body.

Comments on Human Resources (Proposed 486.326)

Credentialing - The requirements for OPOs to “maintain credentialing records” for recovery
surgeons requires further detail. We suggest that OPOs be allowed to rely on the transplant
hospital’s extensive credentialing system to determine that recovery physicians are qualified. In
this way, the OPOs can maintain records without duplicating complex credentialing systems.
The credentialing function should be outlined in the Memorandum of Agreement between the
transplant hospital and the OPO.

However, having OPOs responsible for maintaining credentialing records would be very helpful
in verifying that recovery surgeons from outside of the region are credentialed. Frequently,
organ placements are done in the middle of the night and on weekends, and it would be
impossible to get credentialing information from a transplant center in another DSA. Requiring
OPOs to maintain credentialing records and therefore being able to rely on other OPOs for
verification of credentialing will be helpful, and will make donor hospitals feel more comfortable
in their compliance with JCAHO credentialing standards.

Medical Director — NYODN hired a full time medical director one year ago, and as a result of
our experience, we strongly support the requirement for a medical director in every OPO,
whether full time or part time.
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Comments on “OPO role in Living Donation”:

OPOs can play a role in living donation when unrelated parties are involved, and by including
living donation in public education efforts, OPOs can also increase deceased donation.
However, OPOs should not be required to play a role in living donation.

The role of the OPO should not be a medical one; it should, rather be one of placement of organs
and referral of donors to the appropriate transplant center (overseen by policies developed in the
region). Medical tests and psychiatric workups should be done by the transplant hospitals in a
system developed by the DSA,

For example, if there are living donor exchanges (with two willing donors who are not matched
with their intended recipients and wish to exchange recipients), the OPO is the ideal organization
to identify such potential matches among all of the transplant centers in their regions. Without
the OPO’s involvement, one transplant hospital may not know of another ideal unmatched pair in
another hospital.

Further, OPOs should be responsible for allocating all good Samaritan donor organs in
accordance with the UNOS list. These donors should be directed to the OPO rather than going
directly to a transplant center.

Thank you for the opportunity to comment on this Proposed Rule.

T R Foes,

Elaine R. Berg
President & CEO

EB:DB

cc: Rocco F. Andriola, Esq., Chairperson, Board of Directors, New York Organ Donor Network
Paul Schwab, Executive Director, Association of Organ Procurement Organizations
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June 3, 2005
Re: File Code: CMS-3064-P
To Whom It May Concern,

I would like to take this time, as the Marketing/Public Relations
Director of the Donate Life Coalition of Michigan to support the
importance of public education for the proposed CMS Performance
Regulations re: coverage for Organ Procurement Organizations.

As a representative of the Donate Life Coalition of M, I speak for
more than 40 organizations, hospitals, non-profits and individuals
dedicated to organ donation. Public Education is extremely important
in the field of organ donation. It enables Gift of Life Michigan, as well
as the Coalition to educate, raise awareness and familiarize people of
all ages and backgrounds of the importance of being a registered organ
donor. It’s critical that individuals know and understand how they feel
about organ donation as well as how their loved ones feel before a
tragedy occurs and they are expected to make quick decisions.
Education is the key. With only 8 percent of our state’s population
registered, it is more important than ever to educate and therefore
increase the number registered in Michigan as well as nationally.

Public Education makes a difference and it must be recognized for the
incredible task it accomplishes in April, National Donate Life Month
as well as throughout the entire year.

Sd"ncerely,

26,0 P
Peggy/Burkhard
Marketing and Public Relations Director

Donate Life Coalition of Michigan
(248) 366-6661
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May 25, 2005 Texas Organ Sharing Alliance

Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

To Whom It May Concern:

The Texas Organ Sharing Alliance respectfully submits comments related to the proposed CMS
regulations for organ procurement organizations (OPOs) published on February 4, 2005.

486.316 Re-certification and Competition Processes:

We believe that it is inappropriate to initiate takeover action by an OPO against another OPO which has
met all of the standards, is not the subject of substantiated complaints by associated agencies, and has not
acted inappropriately.

486.324 Administration and Governing Body:

It is recommended that cross representation between the advisory board and governing board be allowed.
Transplant physicians and surgeons should be limited to less than 50% of the membership of the
governing board.

486.318 Outcome Measures:

The proposed outcome measures are based upon referrals which are self reported by the OPOs. There is
no provision for independent verification of this self-reported data. This is especially concerning since
this self-reported data, under the proposed regulations, could be used to attempt a takeover of another
OPO presumably meeting the standards.

In addition, the self-reported SRTR referral data only reflects referrals provided by the QPO from
hospitals which the OPO has chosen to develop. Hospitals which were not developed or developed well
would be expected to have lower referral activity. As a result, an effect of the suppression of these
referrals would likely occur in hospitals which were under developed by the self-reporting OPO. The
result would be a “false high” conversion rate which would at best, be misleading as to which OPOs are
higher performers and at worst, be the basis of a takeover attempt of a well performing OPO which does a
better job of developing its donor potential hospitals. The regulations regarding this issue are in need of
revision. If there is no assurance that all of the potential referrals are included in the conversion rate, then
the credibility of any performance indicators for OPOs would be potentially compromised.

This input is provided with the aim of developing effective regulations focused on determining verifiable
performance within a framework of fairness for OPOs. In addition, it is our hope that the regulatory
process supports, guides, and allows OPO to be strengthened as we continue to focus on increasing
lifesaving organ donation for the patients we all serve.

If you have any questions or would like further clarification, please contact me at your convenience.

Yours truly, p

Patrick J. Giordano, MHA, CHE
Chief Executive

8122 Datapoint Drive. Sujie 200 San Antonio, Texas 78229 Phone (2103 614-7030 Fax (2101 614-2129
7000 North Mopuac. Suite 310 Austin, Texas 78731 Phone (5125 459-4848 Tax (512) 4539-7794
2217 Primrose Avenue, McAllen, Texas 783504 Phone (9356) 630-0884 TFax (956) 687-7185

v
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UNITED NETWORK FOR ORGAN SHARING fax: 804-782-4816

Since 1984 — sharing organs, sharing data, sharing life.
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June 3 , 2005 Walter Graham, Executive Director

VI4A FEDERAL EXPRESS

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: OSORA - CMS-3064-P

7500 Security Boulevard

Baltimore, MD 21244

RE: Comments Regarding the Centers for Medicare and Medicaid Services (CMS)
Proposed Changes to the Medicare and Medicaid Programs; Conditions for
Coverage for Organ Procurement Organizations (OPOs)

Ladies and Gentlemen:

The enclosed OPTN/UNOS comments on CMS’ proposed changes to the Medicare and
Medicaid Programs; Conditions for Coverage for Organ Procurement Organizations
(OPOs) (File Code CMS-3064-P) focus on providing clarification of certain current
OPTN/UNOS policies and activities relating to OPOs and on identifying areas in which
the national Organ Procurement and Transplantation Network (OPTN) can continue to
collaborate and cooperate with CMS to promote continuous quality improvement in
organ procurement.

UNOS is a Virginia non-profit corporation that operates the OPTN under contract with
the Health Resources and Services Administration (IIRSA), Department of Health and
Human Services (HHS), and pursuant to the National Organ Transplant Act of 1984, as
amended (NOTA), and associated regulations. Among the duties assigned to the OPTN
are responsibilities for developing and operating a national computer system for matching
candidates in need of organ transplants with available donor organs and for establishing
the medical criteria by which these donor organs are allocated among all candidates who
are registered with the national matching system. UNOS also is tasked with providing
input on proposed Federal regulations with potential impact upon the fields of organ
procurement and transplantation as deemed relevant and appropriate by the OPTN/UNOS
Board of Directors.

In accordance with these charges, OPTN/UNOS has developed organ-specific policies
for the allocation of kidneys, livers, thoracic organs, pancreata (including islets), and
intestinal organs. Also pursuant to these charges, OPTN/UNOS has established minimum
procurement standards for organs that include requirements to assure organ procurement
quality, safe packaging, and prevention of infectious disease transmission for diseases
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Centers for Medicare & Medicaid Services
June 3, 2005
Page 2

such as AIDS and hepatitis. The standards anticipate challenges that result from multiple
organ recovery from single donors, and try to maximize the number of transplantable
donor organs.

We very much appreciate the opportunity to comment on this important proposal. If you
have questions regarding our comments, or if we can provide information that would be
useful to you as you reconsider the proposal, please do not hesitate to contact us.

Very truly yours,

(@R G.W\%

Robert A. Metzger, M.D.
President



Comments to
CMS Medicare and Medicaid Programs;
Conditions for Coverage for Organ Procurement Organizations (OPOs)
Proposed Rule

42 CFR Parts 413, 441, 486 and 498
Fed. Reg. Vol. 70, No. 23, February 4, 2005

File Code: CMS-3064-P

OPTN/UNOS Comments
NOTE: The Proposed Rule text is in Bold, and the applicable comments follow in underlined,
regular type.
A Technical Comments

Donor evaluation and management, organ placement and recovery

§ 486.344 Condition: Donor evaluation and management and organ placement and
recovery.

“(d) Documentation of recipient information. Prior to recovery of an organ for
transplantation, the OPO must have written documentation from the OPTN
showing, at a minimum, the intended recipient’s position on the waiting list in
relation to other suitable candidates and the recipient’s OPTN identification
number and blood type”

o The term “waiting list” as used in this section is not consistent with the language
in the Final Rule for the OPTN. The waiting list is a pool of transplant candidates.
When a donor organ is available, a match run is generated that ranks and matches
potential transplant recipients with the donor’s specific characteristics. In the
section of the draft proposal, the term “match run” or match program is a more

appropriate and accurate term.

In order to avoid confusion, we suggest that CMS use definitions that are consistent
with 42 CFR 121.2. “Waiting list means the OPTN computer-based list of transplant
candidates.” We suggest that the term match run or match program also be defined.
42 CFR 121.2 states “OPTN computer match program means a set of computer-based
instructions which compares data on a cadaveric organ donor with data on transplant
candidates on the waiting list and ranks the candidates according to OPTN policies to
determine the priority of allocating the donor organ (s).” Additionally, we suggest
adding the words “or electronic” after written since on occasion the OPO verifies this
information electronically through the OPTN computer system.




“(b) Evaluation. The OPO must do the following:
(1) Verify that death has been pronounced according to applicable local, state, and
federal laws pertaining to organ donation.”

¢ Federal, state and local laws pertain to the pronouncement of death and not to

organ donation. We suggest that “pertaining to organ donation” be deleted and
replaced with “pertaining to death and/or declaration of death.”

§ 486.302 Definitions

“Adverse Event means an untoward, undesirable, and usually unanticipated event
that causes death or serious injury or the risk there of. As applied to OPOs, adverse
events include but are not limited to transmission of disease from a donor to a
recipient, avoidable loss of a medically suitable potential donor for whom consent
has been obtained, or delivery to a transplant center of the wrong organ or an organ
whose blood type does not match the blood type of the intended recipient.”

¢ Clarification is needed for the meaning and scope of the language: “...avoidable
loss of a medically suitable potential donor for whom consent for donation has
been obtained.” Does this require OPOs to submit justifications and written
corrective action plans for any instance in which a donor meets the definitions of
a potential organ donor for whom consent for donation is obtained but from
whom no organs are actually recovered? Examples of situations where such a

“loss” occurs, which may reasonably not be considered an adverse event include:
positive immunological tests results which are received post-consent, new

medical/social history information that becomes known following consent and

intraoperative findings that would preclude donation.
¢ Clarification is also requested regarding the timeframe for required reporting

related to transmission of disease from a donor to a recipient. When considered in
conjunction with current OPTN reporting policies (OPTN Policy 4.7 Post-
Transplant Reporting of Potential Transmission of Disease or Medical Conditions.
including Malignancies -as approved during the November 18-19. 2005 Board of
Directors meeting), it would appear that this means any time after transplant even
if it is several years.

e We suggest that the portion of the definition that states “...delivery to a transplant
center of the wrong organ or an organ whose blood type does not match the blood
type of the intended recipient...” (emphasis added) be deleted. We recommend
replacement with “...delivery to a transplant center of an incorrectly labeled
and/or shipped organ.”

We recommend this change because “wrong organ” could be understood as an organ
that is less than an optimal organ, e.g.. an older donor organ. The recommended

change would accommodate instances where non-identical ABO matches and even




incompatible transplants are permitted by OPTN policy such in the allocation of

hearts to pediatric candidates under one vear old (OPTN Policy 3.7.8).

“Organ Donor Potential means the number of patients whose age is 70 or less
meeting death by neurological criteria, based on generally accepted practice
parameters for determining brain death, who do not have any of the following

clinical indications:”

* The definition of organ donor potential in the proposed regulation is different

from the OPTN definition of eligible donor in the OPTN computer system. If

CMS expects to use data from the OPTN computer system in its calculation of

organ donor potential, both definitions should be identical.

CMS proposed definition

Current Definition in the OPTN
Computer System

Creutzfeldt-Jacob Disease or any other
prion-induced disease

Creutzfeldt-Jacob Disease

Viral septicemia

Herpetic septicemia

Active malignant neoplasms, except

primary central nervous system tumors and

basal and squamous cell carcinomas

Active malignant neoplasm, except primary

CNA tumors and skin cancers

Active viral and systemic fungal infections

Fungal and viral meningitis. viral

encephalitis
Chagas Disease Not specified
Not specified Hodgkin’s disease, multiple mveloma

leukemia

Not specified

Miscellaneous carcinomas

¢ The definition of eligible organ donor that is used in data collection by the OPTN

is different from the definition of organ donor potential listed in § 486.302. The

definition of organ donor potential is used to calculate the potential donor

denominator, also listed in § 486.302. This is problematic in that the eligible

death data that are currently submitted by the OPOs to the OPTN is in an

aggregate from by donor hospital. If the OPTN data are to be used in the

calculation of the potential donor denominator. then the two definitions would

have to be identical. Once the data are collected under the OPTN definition, it

would be impossible to determine which of these reported eligible donors meets

the organ donor potential definition as defined in the regulation. Moreover, there
is no definition in § 486.302 for the actual donor numerator.

The goal of the QPTN, under the leadership of the OPTN/UNOS Membership and

Professional Standards Committee, is to promote continuous quality improvement
in organ procurement and transplantation, with guidance from HRSA. The MPSC

is continually refining its system of analysis and feedback to OPOs and transplant




centers. We welcome and encourage CMS to review the current status of MPSC
processes before finalizing the proposed amendments to its OPO repulations,

The term “potential donor denominator” used in the five performance measures listed
above was very well defined in the proposed CMS regulations. During a conference call
of the OPTN/UNQOS Executive Committee on March 11, 2005, Virginia McBride, HRSA
Public Health Analyst, clarified the definition of donors that would be used in the
numerator of the above measures. Ms. McBride stated that all donors, not just those that
fit the definition of organ donor potential, would be included in the numerator for all five
performance measures. For example, deceased organ transplant donors over the age of 70
would not be included in the potential donor denominator but would be included in the
numerator for the percentage of potential donors who become donors. performance
measure 1. (As the numerator is no longer a subset of the denominator this measure is no
longer strictly speaking a percentage.) Likewise, DCD donors are a growing source of

transplantable organs, and recovering organs from these donors could have a significant

impact on the number of candidates who get transplants as well as on the numerator in

the performance measures.

Outcome Measures

Sec. 486.318 Condition: Qutcome measures,

(a) With the exception of OPOs operating exclusively in non-contignous U.S.
States, U.S. territories, U.S. possessions, or U.S. commonwealths, an OPO must
achieve at least 75 percent of the national mean in 4 of the 5 following performance
categories, averaged over the 4 calendar years before the year of re-certification:

(1) Donors, as a percentage of the potential donor denominator.

(2) Number of kidneys procured, as a percentage of the potential donor
denominator,

(3) Number of kidneys transplanted, as a percentage of the potential donor
denominator.

(4) Number of extra-renal organs procured, as a percentage of the potential donor
denominator.

(5) Number of extra-renal organs transplanted, as a percentage of the potential
donor denominator.

Potential Donor Denominator (from CMS proposed regulations) —
The number of individuals in an OPO's service area who meet the criteria
for organ donor potential, as defined by regulations.

Organ Donor Potential (from CMS proposed regulations) —
The number of patients whose age is 70 or less meeting death by
neurological




criteria, based on generally accepted practice parameters for
determining brain death, who do not have any of the following clinical
indications:

Tuberculosis.

Creutzfeldt-Jacob disease or any other prison-induced disease.

Viral septicemia.

Rabies.

Reactive hepatitis B surface antigen.

Any retro virus infection.

Active malignant neoplasms, except primary central nervous

system tumors and basal cell and squamous cell carcinomas.

Aplastic anemia.

Agranulocytosis.

Active viral and systemic fungal infections.

Gangrene of bowel.

Extreme prematurity.

Positive serological or viral culture findings for HIV.

Chagas Disease.

Table 1 displays a summary of the impact of the two determinations of donors on

performance measure 1: donors as a percentage of the potential donor denominator. The
following two determinations of donors were used:

1. Deceased donors meeting the definition of potential organ donor
2. Deceased donors meeting the definition of potential organ donor + any other
recovered deceased donor (i.e., age > 70 or DCD)
Table 1 includes all donors and eligible deaths reported to the OPTN for the years 2003
and 2004 combined.

Table 1. Deceased Donors and Donor Conversion Rates for Donors Recovered

between 2003 and 2004

Determination of a donor % donors/ 75% of national | # of QPOs failing
potential donors mean to meet threshold
(national mean) (threshold)

Deceased dogors with organ 52 1% 39.1% 2

donor potential == ==

Deceased donors with organ

donor potential + other 57.4% 43.1% 4

recovered deceased donors

Table 2 includes further details of these results for the DSAs with the highest and lowest
conversion rates using the standard definition (actual donors meeting potential organ
donor definition/potential organ donors)




The intent of this redefined numerator was to give credit to OPOs that recover donors
outside the standard donor potential, namely DCD donors and older donors. But by
changing what is allowed in the numerator, the new definition may also inadvertently .
affect the OPOs that recover fewer DCD and older donors, specifically with regard to the
national threshold. The modification of the definition of the numerator results in an
increase in the national mean thereby also increasing the threshold to which all OPOs are

compared.

If the number of potential DCD donors and the number of potential brain dead donors
over 70 were obtainable, then this issue could be resolved in a more straightforward
matter. But in the absence of these data, comparing OPO A that recovers 50 DCD donors
to OPO B that recovers 10 is not possible since we do not know how many potential
DCD donors were in each service area. OPO A may have had 100 potential DCD donors
in their service area (50% conversion) while OPO B may have had 15 potential DCD
donots in their service area (67% conversion).

The example below demonstrates how the CMS conversion rate could disadvantage QPO
B.

MEASURE OPO A QPO B

Eligible donors recovered 150 100

DCD donors recovered 50 10

Potential organ donors 300 200

(current definition)

Potential DCD donors

{hypothetical) 100 L

Conversion rate #1 50% =150 50%=100

: 300 200

Conversion rate #2 (CMS) 67% = (150+50) 55% ={(100+10)
300 200

Actual Com{ersmn rate (if 50% = (150+50) 51% = (100+10)

DCD potential were (300+100) (200+15)

known)

While under the CMS conversion rate, OPO A appears 12 percentage points better that
QPO B. OPO B actually did a better job (51% vs 50%) from the standpoint of

performance as compared to potential. Unfortunately, the DCD potential in each service
area is unknown, so it is not possible to compute the actual conversion rate for all donors.

This same logic would also apply when including donors >70 vears old in the numerator

but not the denominator. An unintended consequence could result from either of these
calculations: without knowing the organ donor potential in currently non-eligible donors

the use of conversion rate #2 could disadvantage some QPOs that do a superior job of

recovering expanded and DCD donors but cannot document it. through no fault of their

OWIL.




One possible compromise would be to base the 75% threshold on the conversion rate #1
method, and compare the OPOs to that threshold using conversion rate 7. The national
mean would be the total number of actual donors recovered in the US that fit the potential
organ donor definition divided by the potential organ donors for the US (12.358/23.701 =
52.1% for 2003-2004). Therefore, 75% of the mean would be 39.1% for 2003-2004.
Each individual OPQO’s conversion rate would then be calculated using conversion rate #2
(including DCD and donors > 70 years of age). This would still provide the incentive to
recover DCD donors and donor > 70 vears of age without disadvantaging OPQOs that may
not have the same DCD and or older donor potential.

Concerns have been expressed by ASTS/AST and AOPO regarding the measurement of
outcomes for ECD and DCD donor organs. We are confident that OPTN/UNOS and the
SRTR will be able to develop an outcomes measurement methodology that fairly takes
into account the type of donor.




Table 2
A B L9 D E E G
OPO %m Ml)“-o_'::l::gr:ﬁ All Donors | Eligiple | <enversion Rate#] %}%ﬂ
OPO onors (Includes Only
Recovere od (DCD or > Recovered Deaths Elizible Donors Donors - CMS
R 10) Eligible Donors) Proposal)
1 68 2 70 90 715.6% 77.8%
2 190 S8 248 254 74.8% 97.6%
3 167 5 172 232 72.0% 74.1%
4 132 1 133 196 67.3% 67.9%
5 450 37 487 685 65.7% 71.1%
6 483 19 502 756 63.9% 66.4%
7 200 19 219 315 63.5% 69.5%
8 273 57 330 436 62.6% 75.7%
9 373 158 731 923 62.1% 79.2%
19 279 17 296 450 62.0% 65.8%
*
-
m
49 215 24 239 507 42 4% 47.1%
50 268 30 318 635 42.2% 50.1%
51 414 65 479 984 42.1% 48.7%
52 175 7 182 417 42.0% 43.6%
53 72 24 96 176 40.9% 54.5%
54 84 14 98 212 39.6% 46.2%
E5] 266 12 278 672 39.6% 41.4%
56 33 2 33 135 39.3% 40.7%
57 88 9 97 245 35.9% 39.6%
58 103 2 105 305 33.8% 34.4%
us 12,358 1.253 13,611 23,701 52.1% 57.4%
75% of National Mean 39.1% 43.1%
Columns
A- OPO
B- The number of actual donors recovered that met the definition of “organ donor
potential.”
C- The number of actual donors recovered that did not meet the definition of “organ
donor potential” (DCD, age > 70).
D - Al actual donors recovered = Column B + Column C
E - The number of deaths reported by the OPO that met the definition of “organ

donor potential”
F- Conversion Rate #1 - (Column B)/{(Column E).
G- Conversion Rate #2 — (CMS Proposed) — (Column DY(Column E)
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Strategic Issues

§ 486.320 Condition: Participation in Organ Procurement and
Transplantation Network.

Pursuant to 42 U.S.C. § 273(b)(3)(H). an OPO must “participate in the OPTN.”

Those additional words should be added after “member of” in the second line of
proposed § 486.320, so that the sentence will read “After being designated, an
OPO must become a member of, participate in and abide by the rules and
requirements of the OPTN....” Members of the OPTN, pursuant to the Preamble
to the OPTN Charter and Bylaws, agree to abide by the voluntary Bylaws and
Policies of the OPTN as well as the applicable statutes and the OPTN Final Rule.
The voluntary OPTN Bylaws and Policies represent standards of medical practice

in organ transplantation, which cannot be kept up-to-date if they are locked into
federal regulations. This is the same challenge as CMS describes regarding CDC

guidelines to prevent the transmission of disease. which {at p. 6112, Columns 1
and 2) CMS is proposing to remove from its QPO regulations. It is clear that CMS

expects OPOs to abide by the standards of practice established from time-to-time
by the OPTN. This is essential to the day-to-day relationship between the OPOs
and the OPTN. The working relationship goes beyond the “rules” (i.e.. federal
regulations) approved by the Secretary and referred to in § 1138(b)}1}D) of the
Act.

Donor evaluation and management, organ placement and recovery

§486.344(f) Condition: Donor evaluation and management and organ placement
and recovery.

OPOs must “participate in the OPTN” and have a system to allocate donated organs that
is consistent with OQPTN “‘standards of practice” and rules and requirements. See

§486.320 for the reasoning behind this comment. All of the OPTN’s organ allocation

policies are voluntary standards of practice, as they must be to allow the policies to be

kept up-to-date.
Organ preparation and transport

§ 486.346 Condition: Organ preparation and transport.

We agree that organ packaging and labeling errors are unacceptable. However,

there have been recent changes in organ packaging requirements and monitoring
of compliance implemented since the apparent data was collected as referenced

by CMS.

In the preamble CMS reports that the “OPTN/UNOS OPO Committee recently

documented 15 instances of packaging errors that occurred over a period of only 6

months.” This in reference to a letter sent to the OPTN/UNQOS OPO Committee by an




OPO in which the OPO provides anecdotal information regarding instances of organ
shipped with incomplete labeling involving six different QPQOs. This was discussed at
the OPTN/UNOS Committee meeting in March 2001. Since this time, UNOS
Department of Evaluation and Quality (DEQ -- formerly Policy Compliance) has
grown significantly and currently evaluates and report to the MPSC any instances
involving incorrect packaging and shipping of labels that are reported by members. In
September 2003, DEQ sent a memo to the OPO Committee that documented six
instances of improper packaging in a two year period. DEQ’s analysis of these errors
identified the root cause of many of these errors involved the reuse of organ shipping
boxes. DEQ recommended and the OPTN/UNOS Board of Directors approved policy
revisions that now prohibit the reuse of organ shipment boxes. Similarly, the OPTN

has already implemented requirements for double checking of ABQ, organ packaging

and labeling as those requirements are proposed by CMS.

1. Things Which Cause Concern for Members

A Technical Comments
B. Strategic Issues
Reporting Data

§ 486.328 Condition: Reporting of Data

(a) The proposed regulation language calls for OPOs to provide “individually-identifiable
hospital specific organ donation and transplantation data to the OPTN and Scientific
Registry.”

There needs to be clarification about which data need to be “individually-identifiable.”
Currently OPOs provide individually-identifiable data on actual donors, that is, data in

which individual donors are identified separately. There would be no change required in
the current method of OPOs reporting these data about actual donors. However, data

about eligible donors, i.e, those constituting the “organ donor potential™ are currently
collected from the OPOs on an aggregate basis for each hospital. If it is intended that all

data reported by the OPO be “individually- identifiable” as it pertains to the potential

donors as well as actual donors, a change would be required in the data collection

process, which would result in a significant increase in the data reporting burden on
OPOs.

Donor evaluation and management, organ placement and recovery

§ 486.344 Condition: Donor evaluation and management and organ placement
and recovery.
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Donor evaluation and management, organ placement and recovery

§ 486.344 Condition: Donor evaluation and management and organ placement and
recovery,

“(d) Standard: Collaboration with transplant programs.

(1) ...The protocol for organ placement must include procedures to ensure that the
blood type of the donor is compared with the blood type of the recipient by two
OPO staff members before organ recovery takes place and that documentation of
the donor’s blood type accompanies the organ to the hospital where the transplant
will take place.”

o This may not always be logistically possible. OPOQ staff does not always know
the recipient prior to recovery (as in the case of kidneys). Additionally, the
UNOS Organ Center is sometimes used as a verification point when additional
OPO staff is not present for re-verification (late nights, remote donor hospitals,

etc). There are not always two OPO staff members in the Operating Room at

recovery. We suggest that “prior to recovery” be DELETED and replaced with
“prior to placement of the organ for transplantation”. We make this suggestion to
cover situations in which an organ is allocated for a candidate located at a
transplant center outside the recovering OPQ’s service area and may need to be
reallocated once it arrives at its destination. In such a case the QPO that recovered
the organ may distribute the organ to another OPO for a particular candidate at a
transplant center in the second OPQO’s service area. In the event the organ is not

suitable for that candidate, the second OPO may need to allocate the organ within

its service area using the OPTN match system. In this instance, it would have
been impossible for the recovering OPO to know the identity of the eventual

recipient prior to organ recovery.

“(¢) Documentation of recipient information. Prior to recovery of an organ for
transplantation, the OPO must have written documentation from the OPTN

showing, at a minimum, the intended recipient’s position on the waiting list in
relation to other suitable candidates and the recipient’s OPTN identification
number and blood type.”

o In many cases, especially related to recovery of kidneys, due to requirements for

prospective crossmatching of potential recipients’ blood with the donor’s blood,
the identity of the intended recipient in not known to the OPQ prior to recovery.

In other cases, the condition of the organ at recovery affects the final placement of
the organ, such as post recovery biopsy results. We suggest that “prior to
recovery” be DELETED and replaced with “prior to placement of the organ for
transplantation”. We make this suggestion to cover situations in which an organ is
allocated for a candidate located at a transplant center outside the recovering
OPQ’s service area and may need to be reallocated once it arrives at its

11




destination. In such a case the QPO that recovered the organ may distribute the
organ to another OPQ for a particular candidate at a transplant center in the
second OPQO’s service area. In the event the organ is not suitable for that
candidate, the second OPO may need to allocate the organ within its service area
using the OPTN match system. In this instance, it would have been impossible for
the recovering OPO to know the identity of the eventual recipient prior to organ

ICCOVETY.

I1. Issues We Want to Address on Behalf of OQur Members
A Technical Comments

B. Strategic Issues

§ 486.306 Condition: Public Education

“While we believe that systematic efforts by OPOs to identify specific barriers to
donation, along with public education programs designed to address these barriers,
may result in increased rates of consent to donation among targeted populations, the
OPO community appears to lack consensus about this issue. Therefore, we have not
included requirements for public education in this preposed rule.”

Public education is one of the three components that have been shown to increase
donation across the country: effective requesters, in the immediate term, professional
education in the mid-term, and public education in the long term. Consequently, CMS
should continue to support and endorse public education as an investment in the
continued growth of organ donation and transplantation, even if it does not make public
education a requirement for OPOs.

National surveys report general public support for the concept of organ donation:
however, there is a significant gap between this general support and the national average
consent rate for organ donation. The role of public education is to assess and implement
strategies to move target populations from general support of organ donation to an
intention to donate their own organs or the organs of their loved ones.

The specific effect of public education campaigns is difficult to measure with scientific

precision, particularly since there may be a delay of years between the time a member of

the public hears a donation message and actually becomes a donor. However, anecdotal
evidence and the results of publicly funded initiatives repeatedly have demonstrated the

value of carefully designed and targeted communications efforts. Public education does
not replace the value of other efforts such as professional education and QPO-hospital
collaboratives; instead it enhances and supports the effectiveness of these complementary
approaches by predisposing the public to consent to donation.




§ 486.328 Condition: Reporting of Data.

“(a) The OPO must provide individually-identifiable, hospital-specific organ donation and
transplantation data to the OPTN and the Scientific Registry of Transplant Recipients
(SRTR), as directed by the Secretary.”

e Subsection (a) has been expanded to require the QPO to provide hospital specific
organ donation and transplantation data to the OPTN and Scientific Registry.
Also, there needs to be clarification on which data need to be “individually-
identifiable.” Currently OPOs provide individually-identifiable data on actual
donors. There would be no change required in the reporting of these data.
However, the eligible donor or “organ donor potential” data is collected on an
aggregate basis. [f it is intended that all data reported by the OPO be
“individuaily- identifiable” then this would require in a change in the data

collection process and a significant increase in the data reporting burden on the
QPO.

Sec. 486.330 Condition: Information Management

L.

The following modification is recommended:

An OPO must establish and use an electronic information management system to
maintain the required medical, social and identifying information for every
donor and transplant recipient and develop and follow procedures to ensure the
confidentiality and security of the information.

The following modification is recommended:

(a) Donor information. The OPO must maintain a record for every donor. The
record must include, at a minimum, information identifying the donor (for
example, name, address, date of birth, social security number or other unique
identifier, such as Medicare health insurance claim number), organs and (when
applicable) tissues recovered, date of the organ recovery, donor management
data, all test results, current hospital history, past medical and social history, the
pronouncement of death, and consent and next-of-kin information.

i.  Donor information must be maintained in an electronic format that provides

for communication of the donor data with federal agencies and contractors,
such as CMS, OPTN and SRTR, and provides for the transfer of donor

information to a successor OPQ as described in § 486.330 (d).

ii.  OPOs must include in their memorandums of understanding (MOU) with each
hospital within their assigned service area, a mutually agreed upon method for
electronic access to the Internet or virtual private networks to allow for donor
information to be communicated during the donation process to the OPTN,
their own data systems, and to any other organizations that are approved by
the OPO to receive this information.
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3. Recommend inserting the following new subsection:

(e) Data Confidentiality and Security. The OPO must adhere to federally published
data confidentiality and security standards, and follow security and confidentiality

requirements established by the OPTN. In maintaining data within its physical
control, the OPO should consider and include patient data confidentiality measures.
outlined in federally published regulations and guidelines from the National Institute
of Standards and Technology and the Health Insurance Portability and Accountability
Act of 1996 (HIPAA). to protect the identities of potential donors, donors, donor

next-of-kin, transplant candidates, and transplant recipients.

4. Recommend inserting the following new subsection:

Technology Standards. The OPO must maintain basic technology standards as

published by CMS and the OPTN, to provide for donation information access,
communication, storage, redundancy, privacy and security.

OPO Survey

The OPTN/UNOS. in conjunction with the Association of Organ Procurement
Organizations (AOPQ). developed and distributed the AOPO/UNOS OPO Technology

Assessment in late May of 2004. The survey was key in determining baseline

information related to how OPOs and their local transplant centers currently utilize
technology in their business operations. The primary goal of obtaining this information

was to determine feasible approaches to enhance donor data collection and sharing, and
improve the organ placement process using technology. Of secondary value, the
information will assist in the analysis of the value of information technology and
telecommunications to support the clinical operations of OPOs, as referenced 1n the
recently enacted Organ Recovery and Improvement Act of 2004.

The web-based survey of thirty questions was implemented on May 24, 2004 and was
available to OPOs through June 9, 2004. All 53 OPOs completed the survey. The results
of the technology assessment (Attachment A) were distributed to the OPO community,

and have subsequently been used by AOPO, UNOS. and other interested parties to
evaluate future strategies for utilizing technology for donor data collection and ergan

placement.
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' " Attachment A
June 2004

AOPO/UNOS OPO Technology Assessment Results

Demographics

1. Number of OPO office locations:
1 22
2 8
3 13
4
5
Grealer Than &
2. Total Number of OPO employees:
0-10 1
11-20 9
21-30 13
Greater Than 30 36
Procurement Coordinators:
0
1-5
8-10 24
11-15 15
Greater Than 15 A
Placernent Coordinators:
0 M
1-5 14
6-10
11-18
Greater Than 15
Procurement/Clinical Managers:
o 4
1 30
2 13
3 4
4 4
5 2
Greater Than 5 2
Hospital Development statf:
0 8
1-§ 31




6-10

11-15

Greater Than 15
Data Coordinatars:
0

1-5

6-10

11-15

Greater Than 15

Dadicated information Technology staff:
0

1

o W N

Greater Than 5
Quslity Assurance staff:

H

1

s WN

Graater Than 5§
Do you have a 24-hour organ placement or call center?
Yes
No
Take donor referral calls?
Yos
No
Enter/lcommunicate donor data for procurement coordinators at the donor center?
Yes
No
Maintain waiting (ist data {or local transpiant conters?
Yes
No
It yes:
Does the OFC manage the candidate data from adds to removals?

12

15
43

21
18

O L N O ©

18
13

Q - W @

24

24

15

22




Are your transplant centers rasponsible for certain aspects of maintaining
this data, i.e. changing staluses?

4. Do you utilize a third-party referral call center/fanswering sarvice?
Yes
No
If yes, please describe how your OPO Interacts with this third-party center:
Please Refer To Commants Section.

5. Does your OPO typically contact centers directly when making organ offers?

47
12

Local Otfers Reglonal/Nationa) Qffers
i Heart Yes 57 No 2 Yeas 52 No 7
Heart/Lung Yos 52 No 7 Yas 52 No 7
Intestine Yes 44 No 15 Yes 49 No 10
Kidney Yes 56 No 3 Yes 23 No 38
i Kidney/Pancreas Yas 55 No 4 Yes 32 No 27
{ Uiver Yeos 54 No 5 Yes 51 No 8 -
! Lung Yos 51 No 8 Yes 52 No 7
| Pancreas Yes 56 No 3 Yes 39 No 20
Pancreas Istels ~ Yes 49 No 10 Yes 41 No 18

6. Does your OPQ take organ offers on behalf of any of your local transplant centers?

Yes

No
It yas, indicate organ type below:
Heart

Hearl/Lung

Intesting

Kidney

Kidney/Pancroas

Livar

Lung

Pancreas

Pancreas Islats

7. Does your OPO recover lissues?

Yas

No

8. Does your OPO recover eyes?
Yes

51
8

35
24
18
48
42
38
27
39
19

45
i4

15



No

OPQ Technology Use

9.

10.

Do you record/store/maintain donor data in a data system?
Yes

No

How many computer sysiems other than Unet does your OPO use?
0
1

2
3
4

Provide the system's name{(s)
Plaase Refer To Commaents Saction.

Describe the type of systemi(s) (i.e. web based, Lotus Notes, MS Access...)
Pleasa Reler To Comments Sectien.

Are procurement coordinators provided with:

Cell Phones?
Yes
No
Laptop/tablet-lop PCs?
Yas
No
PDAs?
Yes
No
Fax machines at home?
Yes
No
High speed Intermst connection?
Yos
No
Portable printer?
Yes
No
Portable scanner?
Yes
No
Other?
Yes

44

57

36
12

56

26

20

39

41
18

18
41

53

f-9

13




No
Explain (Other):
2-way pager
2-way pagers
2-way pagers
2-way pagers
Digital camera to provide pholos of organs prior to shipment.
Digital Pagers
Digital Pagers
Digital pagers.

monthty allowance for cell phone; text pagers provided; allowance for PDA
if requested by coordinators and specialists

Pagers
pagers
Wireless Cards
Wiraless internet connection PCMCIA cards from Sprint.
11.  Donor information collscted in the donor hospilal Is recorded on:

Paper forms?
Yes
No
Laptap/iablet-top PC software?
Yes
No
internst application?
Yes
No
POA?
Yes
No
Other?
Yeos
No
Explain {Other):

Oonor information is back enlered in our database, but is not ytilized
realtime.

If you use an efsctronic coliection method, what Is your faliback method in the event of
aquipment faliure?

Dally backup tapes
No realtime entry of donor informalion curremly, hence, no backup system.
Peper

46

[3,]

10
49

©

59

58




12,

13.

Paper

Paper

Papet

paper and fax

Papar chart based on the AOPO standard donor form
Paper form

Paper forms

Paper Records

Paper, but never nesded in 2 years of full time operation

Paper. But again, our application {OTIS) can run on any computer, or
locally on the TRC lapiop provided to staif

The QPO will have an electronic CDF within the next couple of months. if
that falls they will revert to manuaity completing the CDF, fax, & DonorNet.

Wae use a paper system for the most pan, but we have 24/7 service support
on IT squipment with a 4 hour on-sile service response

How frequently does your OPO use a fax machine or telephone to communicate
donor-related information when contacting a center to make an organ offer?

a. Volen only
Always
Frequently
Infraquently
Never
Sometimas

b. Fax only
Always
Frequently
Infrequently
Naver
Sometimes

€, Combination voice & fax
Always
Frequently
Infrequently
Never
Somatimes

Do your coordinators communicate donor data electronically from the donor
hosgpital while on site?

Yas
No
it Yea, how if this information communicated:

15
28

17
16
14

16
20

12

20
39




14.

15.

16.

17.

18.

Other

Through a placement center?

Through an OPQ data system?

Through DonorNat? 12
Thraugh fax/phone by coordinalors? 9

What impediments has your OFO identified in communicating data/information
electronically from the donor hospital?

Please Refer To Comments Section.

What sirateglies have worked well for your OPO In communicating data/information
electronically from the donor hospital?

Please Refar To Comments Section.

Are your coordinalors able to access the Internet whila aon sie at the donor
haspltal?

Yos 31
No 28
It Yes, Picana sxplain how.

Dial-up connection 9
Hospital computar/network 25
Othar 3
Wireless connection from a laptop 11
Specity (Other):

Only sometimes available and only at some hospitals.
We only have access at certain hospitals. Not all hospitals allow us access.

Wireless internet connection via Sprint cetfular network, This is NOT an
802.11x connaction.

Are your coordinators able to use wireless technologies (cell phone, laplop
connection...) in the donor hospltal?

Yas 27
No 32

What types of problems have your coordinators exparienced whan using wirsless
technologles in the donor hospital?

Please FRefer To Comments Section.

What successtul strategies have you appiled to overcome same of thase issues?
Please Refer To Comments Section.

Arg there limitations that prevent you from using wireless technologies in the donor hospitals?
Please Refer To Commants Section.

Do your coordinators use document scanning technology in the donor hospital?

[4)]

Yes

No 54
If Yes, pleasa provide more detail,

Fax machines and copiars




Portable scanners with proprietary software to upload iab reporis, consent
forms, med/soc history

The bask: chart is entered directly. Al other documents are scanned into
MS Word documents.

We scan death notes and death cerificates.
we use a scanner with OTRS
19. What technologles are of most interest to your QPO?

Connactivity oplions 50
Laptop / tablet-top PCs 47
Other 5
PDAs ) K]
SmartPhones 24
Explain (Other}:

a direct connection to centars that are listed and ba able to page as many
as you wish all at the same time, download, and update data from one
docking station, compact and user friendly

NFA
Scanners so that photos of organs can be transmitted.

The mosl helptul thing for us would be a seamless way o upload and view
(remotely) the various imaging studies used in donor evaluation - CXRs,
echos, caths, elc. Since these primary data need to be viewed and
interpreted by clinicians, and this process is somewhat subjective. il would
be very helplui if the responsible clinicians (accepting tx surgeon) could
view these primary data themselves

We are inlerasiad in information systems that aliow integraled
communication - the spacific instrumant (e.g. PDAs) are not the issue.

20. Does your OPO use DonorNet on a frequent basis?

Yos 4§

No 13
Does your DPO post donor Information as attachments on BonorNet?

Yes 34

No 12
Does your OPO fax donor information to the Organ Center to post on DonorNet?

Yes 42

No 4
Has DonorNet besn baneficial to your organization?

Yes 44

No 2

21. Should technology play a greater role in the communication of donor information
and tha placement of organs?

No Opinion 1

Yes 57

No 1
]




22. Please provide any comments or suggestions related to utilization of technology in

23.

the organ procurement and placement process.
Please Refer To Comments Saction,

What other typas of information would you like to see shared amongst OPOs across

the US in terms of technology and methodologies used for organ allocation

operations?
Please Refer To Comments Seclion.

Local Transplant Center Technology Use

24. Who from your local iransplant centers take organ offers from your coordinators?

25.

26,

Clinical coordinators
Lab personnel

Other
Surgeons/physicians
Explain {Other):

non-clinical coord ake intial referral and info on organ offers al cne center
varies by centar; elther cinical coordinators or tx ctr procurement/perfusion

gtaff
Through what means does your QPO contact these individuala?
Cell phone
Email
Hospital operator / answering service
Pager
Telephons

Do any of your local transplant centers accept donor information electronically?

Yes
No
If yes, through what method?
afier verbal description, then faxed copy of AOPO chart for mare info
Doner Net
DONORNET
donornet
ConorNet
Donoriet attachments
Fax
Fax and UNet

For the most part the answar is no, but on rare occasion we have sent
digital photos of kidneys with unusual anatomy for example by e-mail
atlachment to accepting surgeon, We have only done this a handtul of
times.

LDT-OTAS for 75% of our offers, locally, regionally, and nationatly
Lifeguard America, donor nel

47

52

38

34
54
47

18
41



27.

28,

CPO has provided a wireless laptop to the local iransplant certers for
placemeni use.

oTIS
PDF
POAP ,DonorNet

some via internet at home and office; some are iimited to daytime only...all
with desktops and/or laptops

UNet
Waeabsites

What means of electronic commuanication do you think would work best for
transplant centers to retrieve donor Information (web based system, emaH, Instant
messaging, PDA, etc)?

Please Refer To Comments Saction,

What objections would your transplant cenlers raise 10 electronic communication of
donor information?

Please Refer To Comments Section.

Would you like for your trangplant center(s) to:
Enter their own refusal codes a3
Review doncer information elecironically 56
Taka their own argan offers direcily 21

Please provide any comments or suggestions related to transplant center adoption
and use of technology for taking organ offers and raviewing donor information,

Please Refar To Comments Section.

10




AN 77
EV=
Organ Donor Center

of Hawaii

1149 Bethel Street, Suite 801 * Henolulu, HI 96813

June 2, 2005

Re: CMS-3064-P Medicare and Medicaid Programs;
Conditions for Coverage for Organ Procurement Organizations (OPOs)

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-3064-P

P.O. Box 8015

Baltimore, MD 21244-8015

Dear CMS Officials:

The Hawaii Organ Procurement Organization, dba Organ Donor Center of Hawaii (ODCH), wishes to
provide comment and feedback on the proposed CMS Rule CMS-3064-P regarding Conditions for
Coverage for Organ Procurement Organizations (OPOs). We applaud CMS for its initiative to update
federal requirements regulating OPOs to enhance quality services and address current trends in the
industry. As a member of the Association of Organ Procurement Organizations (AOPO), we have
participated in developing a full and complete response to the entire proposed Rule and ODCH
endorses the recommendations made to CMS by ACPO. However, there are several aspects of the
proposed rule that we would like to provide additional comment:

¢« “OPO service area size designation and documentation requirements (proposed §486.306)".

ODCH recommends that the 24-donor exception be retained for Hawail. Hawaii is an island
state with a poputation of approximately 1.21 million and has only one transplant center (St.
Francis Transplant Institute) which only transplants kidneys, liver, pancreas, and heart. The
nearest alterative transplant center to St. Francis is over 2,000 miles away making crgan
placement outside Hawaii challenging, at times, frustrating. In addition to isolation issues,
Hawaii also has limited availability of transplant surgeons. There is only one liver transplant
surgeon, one pancreas transplant surgeon, and one heart transplant surgeon on the islands.
When these surgeons are out of state, pancreas and heart are not recovered for transplant,

o “Re-ceitification and comgetition processes {proposed §486.3161"

ODCH opposes the proposed competition framework that would allow the takeover of a
certified OPO's service area by another OPO during re-certification. ODCH agrees with the
option included in the proposed rule, identified as the “highly restricted competition process,”
with competition occurring among OPOs only in cases where an incumbent OPO has been
de-certified.

We believe that the competitive approach will have a negative impact on the successful work
of the national Organ Donation Breakthrough Collaborative. HHS has demonstrated and
publicized the effectiveness and success of its investment in the collaborative model approach
of the Collaborative. The successes of this Breakthrough Collaborative are largely due to the
cooperation of all 58 federally designated OPOs, the nation’s largest hospitals, and the US
govemment to achieve unprecedented organ donation results through active pursuit of best
practices established through collaboration and information sharing.

Telephone: (808) 599-7630 * Fax: (808) 599-7631 * Neighbor Islands call toll free 1 (8771 855-0603 - infogiorgandonorhawait.com * A 24 hour service

s




a

® Page 2 June 2, 2005

There is a unique willingness to share within the OPO community. Establishing a competitive
approach during the recertification cycle will result in an unwillingness to share data and
information and to assist other OPOs, resulting in lowered performance at a national level.

e “QOutcome Measures (proposed §486.318)" :
o 3. Standardized Definition of Organ Donor Potential

While a definition of Organ Donor Potential is necessary, we have concerns
about listing clinical indications for medical rule-out in the regulation, as additions
and deletions to this list would require a change through the regulatory process.
We propose that CMS refer to UNOS and designate their guidelines as the
clinical indicators for OPOs to follow.

o 6. Outcome Performance Standards and Thresholds

M N e e

ODCH agrees with CMS in replacing the former population-based model with
outcome related performance indicators. However, we request that in
establishing outcome performance thresholds, CMS continue to recognize the
isolation, distance, and transplant limitations that are particular to an OPO such
as Hawaii that operates exclusively in a non-contiguous state and that thresholds
for Hawaii be at a lower rate than OPOs in the contiguous states.

We concur with the AOPO proposal to use “overall conversion rate” and “organs
transplanted per donor ratio” as performance standards in assessing OPO
performance and that thresholds for Puerto Rico and Hawaii be for kidneys only
at 50 percent of the national mean.

* “Relationships with tissue banks {proposed §486.322)":

ODCH does not agree with the requirement for OPOs to have amrangements with tissue banks
that have formal agreements with hospitals with which the OPO as agreements. While we
agree with the concept of cooperation in retrieval, processing, preservation, storage, and
distribution of tissues, OPOs should have the option of deciding not to have an arrangement
with a tissue bank that the OPO has quality and professionalism concemns. There are also
liability concems if we have an arrangement with a tissue bank that may not have good tissue
practices and the patient's well being as a primary concem. We believe it is reasonable that
the only requirement that should be imposed upon the OPQ is that it must pass along notice of
a potential donor to the tissue bank, and only in the event the OPQ is not to be involved in the
recovery of an organ.

e “Administration and Governing Body (proposed §486.324)":
We do not agree with the requirement to have a goveming board of directors and a separate
advisory board. Organ Donor Center of Hawaii has only one board, with members that meet
required PHS positions. Conflict of interest is not an issue and review and disclosure by all
board members is performed annually. The proposed rule would unnecessarily force ODCH
to revert to multiple boards and create difficulties in recruiting adequate numbers of qualified
board members from the various proposed backgrounds and specialties.

ODCH agrees that representation from other stakeholders should be considered, but we do
not agree that such representation should be required and that we have the discretion to add
stakeholders to the advisory boards consistent with ODCH needs and priorities. Constituents
such as research facilities, donor family members, transplant recipients, coroners or medical
examiners, social workers, and chaplains can all add valuable input and bring considerable
influence, however OPOs must have the flexibility to bring those resources to bear as needed
in each community.
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ODCH also opposes the requirement 10 have one tissue bank on the Advisory Board as the
representative of all tissue bank(s) within the donation service area. We believe that the
individual would, by the very nature of the appointment, appear to have primary responsibilities
back to the tissue bank, especially if there is competition for tissue recovery or banking
services. It would be inappropriate to puta competitor on its board.

We propose that CMS allow an OPO to have one goveming board which includes positions
required by the PHS Act with the requirement that the OPO have by-laws and/or policies
addressing conflicts of interest of and among goveming and/or advisory board members. This
policy must include confiict of interest disclosure statements and shall be consistent with both
state corporate law and Internal Revenue Service (IRS) requirements and practices.

e “Human Resources (proposed §486.326)."
ODCH does not agree with the new requirement that OPOs maintain credentialing records of
their recovery personnel, particularly if the recovery personnel are transplant surgeons. If
transplant surgeons from local transplant hospitals are used to recover organs, credentialing
has already been performed by the transplant hospital and an OPO would be duplicating the
credentials verification process.

Thank you for this opportunity to comment on the proposed CMS rule on Conditions for Coverage for
Organ Procurement Organizations (OPOs) and your consideration of Organ Donor Center of Hawaii's
concemns. If you have any questions, please feel free to contact me by phone at (808)599-7630 or &-

mail at ding@oggandonomawaii.com

Sincerely

Darryl N. Ing ‘35
Executive Director

Organ Donor Center of Hawai
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