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EXECUTIVE SUMMARY

PURPOSE

To assess the vaue of donor regidiries as a srategy for increasing organ donation

BACKGROUND

Almost 80,000 Americans are waiting for organ trangplants, yet fewer than 23,000 received a
trangplant in the year 2000. About 5,600 people died while awaiting an organ trangplant. An
estimated 12,000 to 15,000 deaths ayear could yield suitable donor organs, but fewer than half
of those deaths resulted in organ donation.

The Department of Health and Human Services has taken actions to increase donation. These
steps include grants and technica assistance to organ procurement organizations (OPOs) and
other transplant entities. Medicare requires hospitals to notify their OPO about al individuals
whaose death isimminent or who die in the hospitd, thus ensuring that virtualy al potentid donors
are referred for congderation.

In many States a person who obtains or renews a driver’ s license may indicate an intent to be a
donor. In some—but not al—States, thisintent is recorded in a“donor registry,” acentra
repository of information on that intent. When an OPO identifies a potential donor, it can contact
the registry to determine whether the person indicated awish to donate.

Despite these efforts, the gap between the need for organs and their availability continues to
grow. In April 2001, Secretary Thompson announced an initiative to encourage donation.
Among other actions, the Secretary asked the Office of Ingpector General to examine lessons
that could be learned from existing donor registries. This report responds to that request.

We base this report on asurvey of al OPOs, review of State legidation, andysis of OPO and
State web-gtes, and interviews with more than 50 knowledgeable individuas from OPOs, State
agencies, and other organizations.

FINDINGS

Organ donor registries are emerging as a useful tool. But the
contribution that registries can make to increasing the number of
organ donors is limited.

Organ procurement organizations and States are turning to donor registries as a
strategy for increasing organ donation.
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» Fourteen States operate registries; 22 of the nation’s 59 OPOs operate in these States.
These States contain 39 percent of the nation’s population and 42 percent of donors.

» OPOsintwo additional States operate their own registries. These OPOs operate in States
with 5 percent of the country’ s population and 5 percent of donors.

o Six other States, with 13 OPOs, have recently passed laws establishing regidtries. These
States contain 21 percent of the country’ s population and 19 percent of donors. In two of
these States, however, the regidtries have not received start-up funding.

Donor registries have assisted OPOs’ organ procurement activities.

» Regidries have led to increased effectiveness and efficiency in OPO operations. In both our
survey and in interviews, OPO directors told us the registry improves their ability to identify a
decedent’ s wishes about donation. They also told us the regisiry information is convincing for
the decedent’ s next-of-kin and for hospital staff.

»  OPOs have used data from the registry to focus public education and outreach about
donation. OPO gaff told us they analyze data on enrollment as atool to help develop
educationa programs and to monitor the impact of these efforts geographicaly and on

specific population groups.

However, there are limits to the contribution registries can make to increasing the
number of donors.

* Regidries messurable impact on increasing the number of organ donors has been marginal.
Our andysis of datafound that families of registry enrollees give consent for donation at a
much higher rate than do families of non-enrollees, however, enrollees are ardatively smal
portion of al donors at those OPOs.

o At present, enrollment in regidriesis limited. Even though the number of regisrantsis
growing, only one-quarter of the adult population has enrolled.

» Whileregigries can fodter interstate sharing of information about potentia donors from other
States, the number of such donorsissmall. Nationaly, fewer than 20 percent of al donors--
an average of three donors per day--are from out-of-State.

We identified a number of practices that could enable OPOs to take fuller
advantage of the opportunities that registries offer.

Our interviews with knowledgegble individuas, both in the OPO community and elsewhere,

identified innovations that can help maximize regidtries contributions.

» Regidration. In addition to the usud drivers licensing process, some OPOs use prepaid
mailings, Internet sign-up, and free-standing kiosks.

o Storage. Some motor vehicle agencies download relevant data to the OPOs, which maintain
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the registry database. This permits faster access, while protecting other sengitive information
in the drivers’ license records.

» Raerieval. Some OPOs referra systems conduct automated queries of the registry whenever
apotentia donor is identified.

» Usinginformation. Some OPOs use the regigtry indication as primary evidence of consent
and do not require additiona consent from next-of-kin.

RECOMMENDATIONS

We conclude from our review that caution should be exercised to avoid over-promising on the
contributions that donor regidtries, by themsalves, can make to increasing donation. We believe

that the most appropriate use of Department resources with respect to donor registriesisto foster
ways of enhancing thair effectiveness.

HRSA should establish a mechanism to provide for dissemination of information
on donor registries.

A dearinghouse could enhance the effectiveness of donor registries. The clearinghouse could
support information sharing and provide technica assstance. We would urge that it pay
particular attention to three aress.

» Automation to take advantage of technology to overcome technicd difficulties, particularly
those rdated to retrieva of information;

» Innovation in identifying and developing new avenues for enralling people, for example,
through websites or using the Internet at community events; and

»  Education on effective ways of informing the public about the regidry, its benefits, and the
need for organs.

To the extent that funding is available, HRSA could support research projects that
seek to maximize the impact that donor registries can have.

Two areas merit particular consideration:

e What more can be doneto tap registries potentia? Even those registriesin place for many
years contain aminority of the Stat€' s population. Are there better ways to educate people
about donation and joining the registry? What are dternatives to the driver’ s licenang

process for registering people? If people are reluctant to be listed in alarge database, what
can be done to alay those fears?

» How widespread are concerns about using the registry as primary consent for donation?
More OPOs are using information from the registry as evidence of consent, rather than
relying on the family. How informed are people when they join aregisiry? Do they view
enrollment as providing consent for donation? What are family expectations and
understandings?
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COMMENTS ON THE DRAFT REPORT

We received comments on the draft report from the Hedlth Services and Research Administration
(HRSA). HRSA concurs with our report and recommendation.

The Association of Organ Procurement Organizations aso provided comments. The association
is concerned that we may underdtate the potentia future value of registries, particularly if more
OPOs begin to view enrollment in aregisiry as consent for donation. We base our report on the
experiences of those who have worked with donor registries, and on a review of available
data about registries. Thisreview leads usto conclude that registries can be a useful tool
in organ procurement. But we urge caution in assuming that establishing a registry will
lead directly to a dramatic increase in the number of donors. At the same time, however,
given the critical need for donors, even a moderate increase in their number can be
beneficial. We certainly would encourage ongoing evaluation of new registries and other
initiatives intended to increase donation.

We present the full text of the written commentsin Appendix C.
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INTRODUCTION

PURPOSE

To assessthe value of donor registries as a strategy for increasing organ donation.

BACKGROUND

Almost 80,000 Americans are waiting for organ transplants, yet fewer than 23,000 received a
trangplant in the year 2000. In that same year, about 5,600 people died while awaiting an organ
transplant.r An estimated 12,000 to 15,000 deaths occurring in the United States every year could
yield suitable donor organs.? However, only 6,000 of those desths resulted in organ donation in the
year 2000. Between 1995 and 2000, the number of patients awaiting a transplant grew by 80
percent, while the number of donors grew by only 12 percent.?

The Department’s Role in Organ Donation

Health Resour ces and Services Administration (HRSA). HRSA’s Division of Transplantation
provides Federa oversight and support for the organ procurement, alocation, and transplantation
system. HRSA isrespongble for nationa coordination of organ donation activities, the funding of
grants and specid initiatives to learn more about what works to increase donation, and technical
assistance to organ procurement organizations (OPOs) and other transplant-related entities. For
example, HRSA recently funded 12 projects that examine strategies to increase organ and tissue
donation, including one to asss with the development of a donor regidry.

HRSA aso funds the Organ Procurement and Transplantation Network (OPTN) and the Scientific
Regigiry of Transplant Recipients (SRTR). The OPTN is charged with operating and monitoring an
equitable system for dlocating organs, maintaining awaiting list of potentid recipients, matching
potentia recipients with donors, and increasing organ donation. The SRTR supports the ongoing
evauation of the scientific and clinica status of solid organ transplantation in the United States

Centersfor Medicare & Medicaid Services (CMS). CMS specifies organ procurement
service aress and certifies OPOs for participation in Medicare. Medicare provides coverage for
End Stage Rend Disease. This coverageis unique, inthat it isthe only disease-specific condition
that qualifies someone for Medicare, regardless of age. That coverage includes kidney
transplantation.

Since 1998, CM S has required that every hospital contact its OPO in atimely manner about
individuals whose degth isimminent or who die in the hospitd. The OPO then determines
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the individud’s medica suitability for organ donation. Because the hospital notifies the OPO of
each death or imminent degth, the rule is intended to ensure that the family of every potential donor
isinformed of the option to donate organs, tissues, or eyes.

Organ Procurement Organizations

OPOs provide the services necessary to coordinate the identification of potentia organ donors,
requests for donation, and recovery and transport of organs. OPOs work with medical
professionas and the public to encourage organ donation. Every hospital has an agreement with
one OPO.

There are 59 OPOs in operation. Each OPO serves a defined geographic area. OPOS' service
areas contain populations ranging from just over 1 million people to more than 11 million people.
CMS certifies OPOs for participation in Medicare and provides funding through the Medicare

program.
Secretary’s Organ Donor Initiative

Despite ongoing efforts, the gap between the need for organs and their availability continuesto
grow. In April 2001, Secretary Thompson announced an initiative to encourage donation. This
initidive indudes the following:

» Workplace partnerships,

» Development of amode donor card,

» Support of andaiond “Gift of Life’ medd,

» Deveopment of amode curriculum for driver’s education classes, and
+ A naiond forum on organ donor regigtries.

As part of thisinitiative, the Secretary asked the Office of Ingpector Generd to examine existing
organ donor regigtries throughout the country. This report responds to that request.

Congressional Proposals

Two bills have been introduced in the U.S. Senate to address the issue of donor registries. S,
788 would establish anationa donor registry that would work in conjunction with State registries®
S. 1062 would encourage development of and improve linkage among State donor registries.®

Donor Registries

Donor regigtry isacach-dl term that describes a centralized repository of information indicating a
person’ s intent to donate organs and tissues. 1n many States people obtaining or renewing a
driver'slicense are ddle to indicate if they wish to be an organ donor. 1n some--but not al--of
these States, thisintention is recorded in a centralized data base--the registry.
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When an OPO identifies a potentia donor, it can contact the registry to determine whether the
person indicated intent to donate. Regidtries can offer numerous advantages compared to
traditional methods for increasing donations including:

o Gredter efficiency: Regidriesdlow OPOsto more eedlly identify interested donors. The
information in registries can be accessed 24 hours aday. It does not rely on the physica
presence of adriver’slicense or donor card.

» Moreexplicit expresson of intent: Regigtries give the opportunity for donors to specify which
organs they want to donate, and for what purposes (e.g., transplantation, research).

» More persuasive evidence of intent: Regidtry listings provide immediate documentation of an
individual’ s wish to donate. They aso dlow OPO daff to prepare themsaves with information
about the potential donor’ sintent before contacting donor families.

» Larger pool of donors. Increased publicity and expanded avenues for enrollment (e.g.,
I nternet-based enrollment, as well asthe traditiond driver’s license) alow more people to
learn about donation and record their intent to donate.

 Better informed donor pool: Regidtries dlow OPOs to contact enrollees with continuing
education about donation. Contact could lead to more committed donors and raise awareness
about donation among the public at large.

* More up-to-date records. Information in the registry can be revised easly for enrollees who
change their name or address, or who change their mind about donation.

METHODOLOGY

We surveyed the executive directors of the nation’s 59 OPOs in August, 2001. We distributed
the survey as an atachment to an e-mail, asking the OPO directors to return their responses by
fax. We received responses from 55 of them (93 percent); 27 of these individuals reported that
they had experience working with a donor registry.

Our andysis of the role that registries play is based upon the responses of 22 OPO directors.
We excluded from our review five of the 27 respondents based on our analysis and discussions
with them. In one case, an individua who was serving as director of two OPOs responded
separately for each of them, so we used only one response. In other cases, two respondents
indicated that they had not redlly worked with aregistry in recent years. Two other respondents
were from States that are in the process of establishing a new regidtry, rather than operating an
exiging one.

Appendix B provides the distribution of these 22 responses to the survey.
We interviewed more than 50 knowledgesble individuas from OPOs, State agencies, and other

organizations with involvement in organ procurement. We visited OPOs in five States where we
interviewed key staff, procurement coordinators, and State officids. We
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focused these discussions on OPOs and States that had experience with operating aregistry, as
well as on those that were in the process of establishing aregistry.

We reviewed the Internet websites of the OPOs and States to determine what materials were
available about donor registries and whether it was possible to enroll on-line. We dso reviewed
State laws governing donor regigtries.

Throughout this report, we use the term Department of Motor Vehicles (DMV) to describe the
State agency responsible for issuing driver’slicenses.” Likewise, we use the term Department of
Hedth to refer to the State agency responsible for health services.

We conducted this ingpection in accordance with the Quality Standards for Inspections issued
by the Presdent’s Council on Integrity and Efficiency.
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FINDINGS

Organ procurement organizations and States are turning to donor
registries as a strategy for increasing organ donation.

Fourteen States operate registries; 22 of the nation’s 59 OPOs operate in these
States.

These 14 States contain 39 percent of the nation’s population and 42 percent of the total number
of organ donors recovered in the Year 2000.2 Figure 1 shows the distribution of donor registries.

Figurel

Organ Donor Registries as of October, 2001

BN

2%,
20
®

|:| State-run registries
l OPO-run registries

|:| States with new registries

. States without registries

Indl of these States, the driver’ s licensing and renewa process is the primary entrance point to
theregistry. In seven States, the Department of Motor Vehicles (DMV) maintains the data base
of enrollees. In four States, the DMV transfers that data to the OPO, which managesthe
registry. Inthree States, the DMV trandfers the data to the State Department of Health, which
manages the regidtry. In addition to the driver’ s license, many DMV s issue identification cards to
people who do not drive. Obtaining an identification card dso
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provides the opportunity for someone to enroll in the registry.

Appendix A contains State-gpecific information on these regidtries.

OPOs in two other States operate their own registries.

OPOs operate registries in Alabama and New Jersey.® These States contain 5 percent of the
country’s population and 5 percent of donors recovered in 2000. Each of these OPOs enralls
the regigtrants and maintains the datain the registry. In Alabama, the OPO's service areaisthe
entire State; in New Jersey, the OPO (the Sharing Network) shares information with Gift of Life,
which is based in Philadelphia and covers seven counties in the southern part of the State.

Appendix A contains State-pecific information on these regidtries.

Six additional States, with 13 OPOs, have recently passed laws establishing
registries.

These States are now in the implementation process. These States contain 21 percent of the
country’ s population and 19 percent of the total number of organ donors recovered in 2000. In
each State, the driver’ s license will serve asthe primary point for enrollment. Day-to-day registry
management, however, will vary.

In Ohio, the DMV will continue to maintain the data and manage the regidtry.

In Nevada, the data will be transferred to a private donor registry, The Living Bank, based in
Houston, Texas.

In Utah, the DMV will transfer the data to the OPO.*°

In Virginia, the DMV will transfer the data to the Virginia Transplant Council, an agency in the
Department of Hedlth, which will manage the regidiry.

In lowa, the Department of Public Hedlth is authorized to contract for the establishment of a
statewide organ and tissue donor registry. Start-up funding has not yet been appropriated.

In Cdifornia, which enacted a registry law in October, 2001, the DMV will provide a
standard form when people receive a driver’ s license; the completed form would be mailed to
the Department of Hedth, which will maintain the registry. Start-up funding has not yet been
appropriated.

Appendix A contains State-pecific information on these new regigtries.

Donor registries have provided assistance to OPOs’ organ
procurement activities.

Registries have led to increased effectiveness and efficiency in OPO operations.

I dentifying donors. Nineteen of 22 respondents to our survey said the registry improved
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their ability to identify a potentia donor’s intent; 17 respondents said it improved the timeliness of
identification.

Working with next-of-kin. Evenif anindividud hasindicated willingnessto donate, it is
practice in this country for an OPO to obtain consent from the next-of-kin. Twelve of 22
regpondents said the registry helped gain consent from next-of-kin in atimely manner. Thirteen
respondents said that the registry information was more convincing than other methods for
indicating intent, such asadriver’slicense, donor card, or living will.

Most OPOs do not consider adecision to enroll in the registry equivaent to consent for donation.
Thirteen OPO directors responded they never accept that indication as primary evidence of
consent, and four said they rarely accept it. Instead, they use enrollment as supporting
information in their discussion with family members. Only one OPO director responded thet the
OPO dways accepts the regigtry indication as primary evidence of consent if the family disagrees,
and two OPOs said they occasiondly accept this indication.

Working with hospital staff. Research shows a collaborative approach between OPO staff
and hospita staff yields the highest consent rates!? It is reasonable to speculate that a registry
can help to encourage a collaborative gpproach. Typica of thisimprovement are the comments
of two procurement coordinators. Onetold us, “When a potential donor islisted in the regidtry,
hospital saff are more willing to let us have full accessto the family.” A coordinator a another
OPO sad, “If there is no regidry indication, the saff may fed that they are wasting hospital
resources since the person might not be adonor. If the indication is on the license, though, they
fed that the person will be adonor, S0 it isworth tying up those resources.”

Responses to our survey support thisview. Thirteen OPO directors responded that the
information in the registry is more convincing for hospita saff than other methods for indicating
intent. Nine OPO directors responded that information in the registry improves their interaction
with the hospita staff when a donor is identified.

Limited impact on efficiency. Only hdf of the 22 OPO directors responding to our survey said
that the registry had improved the overal efficiency of their OPO’s operations. Ten directors
said that there had been no change, and only one director reported that it had hindered
operations.

OPOs have used data from the registry to focus public education and outreach
about donation.

In our interviews and site visits, OPO and DMV daff showed us how they use data from the
registry to focus their educationa efforts. Some OPOs routingly receive data from the DMV at a
county-specific level, aswell as breakdowns by age and gender. OPOs can use these data both
to assess the impact of advertising campaigns and to identify geographic areas and populations
that need additiondl education. Staff with the lllinois registry, which
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operates an extensve educationd campaign, told us that they routindy assess the effects of ther
targeted initiatives by monitoring changesin enrollment. The staff reported that they can
determine the impact of their targeted educationd initiatives by monitoring changes in enrollment
and donation over time.

Fourteen OPO directors said the registry has led to amore informed donor pool. The mgority of
OPOs responded that the registry has led them to expand public education activities. These
activitiesinclude:

» Creating new advertisements and public service announcements,

» Devedoping materids for educating people when they enrall in the registry;

» Providing training curriculum for DMV personnd;

» Dedgning educationd programs for other agencies and organizations, and

» Enhancing the OPO’ sweb site,

Seven OPO directors regponded that the registry has led them to expand dl five of these
activities; five OPOs responded that the registry has led them to expand their work in four of
these activities.

However, only one OPO director reported that his organization maintained ongoing
communications with registry enrollees. This number may reflect the cost of ongoing
communication--postage and staff time are direct costs, and the OPOs may fed that funds could
be put to better use for other initiatives. Alternatively, this response may indicate that OPOs
believe that the critical activity is convincing peopleto join theregistry in thefirg place. They may
consder reinforcement of that decison to be less important.

There are limits to the contribution registries can make to
increasing the number of donors.

Registries’ measurable impact on increasing the number of organ donors has
been marginal.

In responses to our surveys and in our interviews, OPO directors credited the registry with only a
modest impact on the number of people willing to donate, donors recovered, and the consent rate
for donation.

Out of 21 responses to the survey, 14 OPO directors said that the number of peoplein their
States willing to donate organs had increased, while seven said that there had been no change.

Twelve OPO directors said the actua number of organ donors had increased, and 13 responded
that families' rate of consent had increased. However, only one director reported alarge
increase in donors, and only two reported a large increase in the consent rate.
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We reviewed data from two OPOs with severd years experience in using registries. These data
show that families of people who have enrolled in the registry provide consent for donation at a
higher rate than do families of those who have not enrolled. However, at both OPOs, registry
enrollees account for ardatively smal proportion of dl donors.

Table 1 shows the results of thisanalysis. When asked to join the registry for OPO-A, “Yes’ is
recorded to indicate enrollment; if the person does not wish to join, there smply is no designation.
At OPO-B, people are asked if they wish to join the registry, and the response can be“Yes, |
want to enroll,” “No, | do not want to enroll,” or “No decison.”

Both OPOs had a higher consent rate from families of people who had joined the registry. At
OPO-A 100 percent of the families of enrollees consented; at OPO-B 76 percent of families
gave consent. About 40 percent of the population in both States had enrolled in the registry.
However, only one-quarter of those who actually donated had enrolled.*?

Table 1
Comparison of Consent for Registry Enrollees and
Non-Enrollees at Two OPOs
Family Consent Percent of Al
OPO Registry Status BFIQ e Donors for the

OPO

A Enrolled 100 % 23%
No Designation 49 % 77 %

B Enrolled 76 % 25 %
Rejected Enrollment 44 % 22 %

No Decision 60 % 53 %

Data provided by two OPOs for January - August, 2001.

Registries contain only a limited number of donor indications.

We estimate, based on data provided by the OPOs, that about 27 percent of the aggregate
population over the age of 18 in the 14 States with registries have actudly enrolled in the
registry.®® Thereiswide variation in these percentages. Only two States, Georgia and Colorado,
indicated that more than 50 percent of the over-18 population have enrolled.* Three other
States have enrolled between 40 and 50 percent. At the other end of the spectrum in two
States, less than five percent had enrolled. We provide our estimates of State by State
enrollment in Appendix A.

It isdifficult to obtain accurate data on the number of registrants. In some States, there are
duplicate enrollments, the exact number of which are not known. For example, DMV gaff
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in one State estimated that as many as 20 percent of those listed in the registry may be duplicates;
in another State, an OPO official told us that duplicates account for between 15 and 20 percent
of enrollees. These officidsindicated that deeting duplicate enrollments would be expensive,
while yidding little bendfit: if Someone s name gppeared twice in the regidry, it ill would result in
only one potentia donor.

Despite the uncertainty in the data, there gppears to be potentid for increasing the number of
people enrolled. Itisnot clear what is aredigtic expectation for enrollment. One OPO director
told us that enrollment had grown steedily in his State until recent months, when it has stagnated at
40 percent; he was unsure if thislevel was temporary or if enrollment had reached an upper limit
pending more aggressive educationa campaigns and interventions.

While registries can foster interstate sharing of information about potential donors
from other States, the number of such cases is small.

One purported advantage of registriesisthar useto link OPOsin different States. By contacting
the registry in the decedent’ s home State, an OPO could determineif that individua had enrolled.

As Table 2 shows, out-of-State organ donors account for amost 20 percent of al donors, an
average of 3 donors per day across the country.™ It is posshble that finding the family of a
potential donor from another State may take extrawork on behaf of the OPO. It dsoispossble
that more out-of-State donors could be identified if registries operated in more States, or even
nationdly. At present, however, the actua number of out-of-State donors does not appear to
condtitute a consstently heavy workload.

Table 2
Out-of-State Organ Donors, 1999 and 2000
Year Total In-State Donors Out-of -State Donors Average Out-of-State
Donors (% of Total) (% of Total) Donors per Day

4,922 1,062
2000 5,984 (82.3 %) (17.7 %) 2.9

4,710 1,100
1999 5,810 (81.1 %) (19.9 %) 3.0

Source: Division on Transplantation, Health Resources and Services Administration

In our interviews with OPO officids, they indicated that when a potential donor from another
State is identified, the procurement coordinator contacts the OPO in the home State to determine
how to proceed. If thereisaregistry in that State, the coordinator would ask the OPO to
contact it. The home-State OPOQ, if it were able to obtain useful information, would then provide
it to the OPO that initiated the request.
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We identified a number of practices that could enable OPOs to take
fuller advantage of the opportunities that registries offer.

In our interviews with knowledgeable individuds, both in the OPO community and elsewhere, we
identified a number of innovations that OPOs and donor regigtries are using. We have not
evauated the success of any of these innovations. We do not claim that these gpproaches are the
full range of possihilities, or are indicative of dl actions currently underway. Nevertheless, we
believe they areilludrative of the types of innovations that can maximize registries contribution to
increasing donation.

Registration

One OPO director told us, “The most critica component of aregigtry is an easy way to desgnate
intent. No matter how well informed and educated a potentia donor is, there has to be an easy
way to take action on their decison.” Here we describe four approaches that make it easy to
enroll in the donor regidry.

Preprinted postage. In Michigan, the DMV has begun to include a separate preprinted,
postage-paid form with every driver’s license renewd gpplication. On the back of theformisa
donor card, with the person’s name dready filled in. In order to register, the person smply has
to check the box on the card, Signiit, and drop it in the mail. When the DMV receivesthe card, it
scans it into acomputer in adigitized format, including the individud’ s sgnature.

Electronic kiosks. Louisiana Organ Procurement Agency (LOPA) alows people to enroll at
electronic kiosks that dso provide public service announcements. These kiosks are located at
the Superdome, at transplant centers, in hospital emergency rooms, and at colleges and
universties. LOPA cantailor theindividual kiosksto provide ardevant message. For example,
the kiosks at the Superdome provide information on NFL scores and dtatistics; according to the
OPO gaff, “Firg they have to listen to a 30 second commercia on organ donation.” The kiosks
at the universities provide students with access to their email accounts. LOPA estimates that
each kiosk costs about $5,000 to set up and operate, but the OPO is sharing the costs and ad
revenues with sponsors. For example, medical supply companies co-sponsor the kiosks in some
hospitas.*

Computerized data base of donor cards. The Center for Organ Recovery and Education
(CORE), based in western Pennsylvania and West Virginia, maintains its own separate interna
regigtry, in addition to the DMV registry. Thisregistry contains about 45,000 enrolless. The
organization enrolled these individuas prior to the start of the DMV regidtry; it continues to add
new enrollees through hedlth fairs, educationd programs, and phone-ins. CORE keeps these
names on its own computer system, and the origind signed document is kept a the CORE
offices. Thisregidry isan important source of enrollees since about one-third of the adult
population in the CORE service area do not drive and, thus, do not participate in the DMV

regidry.
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Internet enrollment. OPOs from seven States told us that they use the Internet for enrollment
into the registry. Theseinclude the OPOsin New York, Illinois, Louisana, Michigan, and
Colorado. In addition, the two OPO-run registries--the Sharing Network in New Jersey, and the
Alabama Organ Center--use Internet enrollment.

Storage

Ready accessto theregidry is critica if the OPO isto use that information as it approaches
donor families. One way of improving that access is to maintain the data at the OPO, rather than
a theDMV. Effortsto achievethisinclude:

Automatic downloads of registry data to the OPO. In Michigan, the DMV downloads the
file with the scanned cards onto a compact disc and sendsiit to the OPO weekly. The DMV then
deletes the file with those scanned cards, because it does not want to maintain persona medica
information. In essence, the DMV acts as a conduit to get the information to the OPO, which
then controls access to the registry information.

Colorado has asmilar arangement. The legidation creating the registry requiresthe DMV to
transfer the relevant information from the driver’ s license to the OPO. (In practice, the dataare
downloaded to the contractor that Donor Alliance uses to receive referrd calls about potential
donors) The DMV collectsthe basic information at driver’s license issuance/renewal and sends
this dectronically to Donor Alliance.

Health Department maintenance of registry data. AsVirginiaimplementsits regidry, the
DMV will continue to collect information as part of the licensing process. The DMV will
download the names of enrollees to the Virginia Trangplant Council, which is part of the
Department of Hedlth. The Council will then manage the registry, which is accessible to both of
the State’'s OPOs and other procurement organizations. The Council has contracted with a
vendor to buy space on the vendor’s computer system; the vendor has atoll free hotline available
to ded with any problemsthat arise.

Retrieval

Traditionally, OPOs have accessed information by atelephone cdl ether to the State police or
the DMV, which then accesses its data base to determine if someone has enrolled. The
disadvantages of this approach include busy signds, no answers, alengthy period between the
initial request and response, and the use of the system for other tasks and users. Effortsto
address these problems include the following:

Automated queries of thedata. The OPOsin Colorado, Michigan, and Louisana accessthe
registry information automatically. When Colorado’s Donor Alliance recaives areferrd cdl, an
automated query of the registry is made as part of the referrd process. In Michigan cdls are
logged into the OPO computer system; before staff can close the computer screen,
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they must hit afunction key that automatically queries the Registry. The Louisiana OPO uses an
ambulance service that receives 911 cals. Thereferra software includes a query to get the
name, Socia Security Number, and date of birth of the potential donor. The computer then
automaticaly checksthe regitry.

Direct computer accessto theregistry. Asagenerd rule, DMVswant to limit accessto
registries, because the information contained in their data bases goes well beyond donor
information.!” However, in Dlaware, the OPO uses a modem to did into the registry; staff can
then see and obtain the licensing information on the screen, with the necessary information about
the organ donor. In Ohio, plans cal for the DMV to provide the OPOs with inquiry terminals,
through which the OPO gaff can retrieve information about an individua who has joined the

regidry.

Copy of registry information. In some states, the DMV provide verba acknowledgment of
the donor status. Elsewhere, the police are able to access the origind license gpplication and fax
it to the OPO. The OPO then can determine the person’s intent and share a hard copy with the
family. OPOsin Tennessee and Colorado told usthey recelve a hard copy of the information.

Using information

Responses to our survey showed that most OPOs do not use the indication in the registry as
primary evidence of consent. This practice, however, gppears to be changing.

Complete evidence of consent. OPOsin two States--CORE, based in Pittsburgh, and
Tennessee Donor Services, based in Nashville--reported they are using information from the
donor registry as primary evidence of donor consent. They believe the indication in the registry
provides a sufficient basis on which to proceed to recover organs without the need for formal
consent from the next-of-kin.

OPOsin other States are starting to use thisindication for primary consent, as changes and
clarificationsin their State Uniform Anatomicd Gift Acts have reinforced the primacy of these
wishes. OPOsin Virginia, Colorado, Ohio, and Utah told us they are moving or have moved
recently towards using the donor indication in the registry as sufficient for recovery without the
need for further consent.®®

These OPO gaff and directors told us they need physica evidence of the donor’ sintent prior to
proceeding. They will not go forward with recovery solely on the basis of a telephone message.
One director told us his OPO staff needs the original sgned donor card or driver’slicense.
Otherstold usthat afacsmile copy or dectronic copy suffices. A copy of the document is
placed in the hospital record and the OPO recovery record.

It isimportant to recognize in these cases that the OPO does not merely procure organs without
any discusson with the family. Rather, OPO gtaff gpproach the family with words
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aong the lines of, “Y our loved one made a decision to donate, and thisis what needs to be done
to carry out those wishes.”

We identified four reasons that OPO staff and directors gave for proceeding with procurement on
the basis of the driver’s document aone:

» Most people who have signed adriver’slicense or donor card assume they have signed up to
be a donor, not that they merely are having their name entered into aregistry.

» OPO procurement staff and requestors told us that using the document as evidence of
donation “makesit eader on the family. They dready are deding with atragic Stuation, and
anything we can do to meke it essier isworthwhile”

» A regigry serveslittle purposeif it is not used for consent. One OPO director summarized this
concern when shetold us, “Thisisthe only thing that makes sense with a Regidtry. If you
don't act on the individud’ s wishes stated there, then why bother to doit.” Another OPO
director told us, “The government and OPOs spend millions of dollars on donor cards, but
they never use them. Why are we spending this money if they don’t mean something?’

o Familiesrardy override the regigtry information. One director told us that, “We have
procured over 4,000 organ and tissue donors on the basis of the regisiry. In that time, we
have had only three families object to our going ahead. We ve continued to work with those
families, and two of them are now very active supportersin our organizetion.”

Other OPOs, however, have chosen to not proceed with donation on the basis of the registry
indication aone. The waysin which these OPOs use the regigtry information vary widdly. In
some OPOs, the g&ff do not share this information with the family unless a member of the family
asks specificaly if the OPO knows what the person wanted.

Elsawhere, OPO daff use the information more aggressively. Rather than smply approach the
family and request consent, the conversation takes on a different tone, so that “it is an affirmation
of hiswishes,” rather than requesting consent. While these OPOs do not proceed with
procurement if the family objects, this approach does make a basic assumption that the
decedent’ swishes will be carried out.

One director who does not use the card as primary consent typified concerns of others when he
cited “ philosophica difference with others” on the extent to which his OPO will use the
information. He cited four reasons for not using the card as primary consent:

» He has concerns about the accuracy of the registry data base. For example, the addressin the
registry may differ from the address on a decedent’ s driver’s license.

» Members of the OPO board of directors are “ nervous about the front page image of
overriding afamily decison.” Maog families go dong with the indication, but the OPO
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gaff do not want to force the issue if the family is opposed.

» Evenif the donor card islegd consent, the OPO till must get the medica-socia higtory from
the family. If the family does not cooperate in providing that information, the organs and
tissues might not be able to be used.

» Heisskeptica of cdamsthat productivity will be increased by using only the donor card. “The
registry and that information is only one part of the process of obtaining consent.” The OPO
daff fed more comfortable presenting the information about enrollment to the family during the
discussion about donation, rather than making an assumption based on what was contained in
the data base.
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RECOMMENDATIONS

We conclude from our review that caution should be exercised to avoid over-promising on the
contributions that donor registries, by themsealves, can make toward increasing donation.
Regigtries are one tool available to OPOs, and they add value to OPOs' efforts.

But we dso found that registries’ impact on increasing the number of organs available has been
margina. However, with dmost 80,000 serioudly ill Americans waiting for an organ transplant,
even margina improvements are important.

Our review dso found that the mgority of the population in this country resde in states that
currently have aregistry or are in the process of implementing legidation to establish aregidry. In
addition, most other States are consdering establishing regidtries.

In light of this, we believe the most appropriate use of Department resources with respect to
donor registriesis to foster ways to enhance their effectiveness. Toward that end, our
recommendations focus on two Strategies the Department should adopt: A clearinghouse of
information on donor regidiries and research on maximizing their potential impact.

HRSA should establish a mechanism to provide for dissemination of information
on donor registries that can be used by the organ procurement community, State
governments, and other relevant entities.

The purpose of the clearinghouse would be to enhance the effectiveness of donor regidtries.
Through the clearinghouse, HRSA could support information sharing among the States and
OPOs. This sharing might include, for example, making experts available to work on
implementation issues. The clearinghouse might serve as aforum for convening conferences, with
technical papers that focus on protocols, effective standards, and successful practices.

In this report we identified a number of innovative practices and gpproaches that appear to offer
promise for enhancing effectiveness. Undoubtedly there are other gpproaches that the
clearinghouse could share.

We would urge that the clearinghouse pay particular attention to three aress.

» Automation. We found limited use of automated approaches that take advantage of current
technology in the operation of registries. Our survey of OPO directors reveded that technical
difficulties related to retrieva of information are an important congraint on the usefulness of
registries. Certainly, one focus could be on ways of making data retrieval more efficient and
ussful.
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Innovation. The driver’slicensing process continues to be the main gateway for registry
enrollment. Innovations could be particularly useful in identifying and developing new avenues
for enralling in the registry. For example, consderation could be given to expanding the use of
technology to enroll people through Web Sites or through the Internet & community events.
Other countries also could provide lessons about approaches to enrolling people in donor
registries. From alimited review of such methods, we found that other countries use many
methods in addition to the licensing processto register enrollees. These methods include forms
at physicians offices and pharmacies, as well as credit card solicitations.'®

Education. OPOs have many tools they use to educate the public about donation. A
clearinghouse could provide other organizations with information about which tools have
proven effective in informing the public about the regidtry, its benefits, and the need for organs.

To the extent that funding is available, HRSA could support research projects that
seek to maximize the potential impact of donor registries.

HRSA dready provides grant assistance to entities in order to improve the effectiveness of the
organ donation and trangplantation system. Below, we describe two useful areas of inquiry for
additional research on donor regidtries.

What more can be doneto tap the potential of registries? Even those regidtriesin place for
many years contain aminority of the State’'s population. Questions that might be addressed
indude:

Are there ways to provide better education about donation while people are waiting in line to
get their driver’ s license or before they arrive a the DMV?

What are effective dternatives to that licensing process as away of registering people?

If people are rdluctant to list their namesin alarge database, what can be done to dlay those
fears?

How can donation, and consideration of joining aregisiry, be better incorporated into
discussions about end-of-life issues?

How widespread ar e concer ns about using theregistry as primary consent for donation?
More OPOs are using or planning to use the indication in the registry as evidence of consent,
rather than relying on consent from the family. This raises anumber of questions, including:

How informed are people when they join aregistry?

» Do they view enrollment as providing consent for donation?
» What are family expectations and understandings about joining the registry?
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COMMENTS ON THE DRAFT REPORT

We received comments on the draft report from the Department’ s Health Resources and
Sarvices Admingration (HRSA), which houses the Divison of Transplantation.

HRSA concurs with our report and recommendations, particularly our recommendation thet
HRSA establish a clearinghouse to promote information sharing and technical assistance. In
addition, the agency made a number of technical comments. We appreciate HRSA's
concurrence in our report, as well as the agency’' s ongoing work in support of increasing
donation. We have incorporated the agency’ s technical commentsin thisfinal report.

The Association of Organ Procurement Organizations (AOPO) also provided comments.
AOPO raises three broad issues. We summarize each issue and give our response initalics.

First, AOPO believes that while our report provides useful information on the current status of
regidries, it may understate their future value. We base our report on the experiences of those
who have worked with donor registries, and on a review of available data about registries.
Thisreview leads us to conclude that registries can be a useful tool in organ procurement.
But we urge caution in assuming that establishing a registry will lead directly to a dramatic
increase in the number of donors. That has not been the experience to date. At the same
time, however, given the critical need for donors, even a moderate increase in their number
can be beneficial. We certainly would encourage ongoing evaluation of new registries and
other initiatives intended to increase donation.

Second, AOPO urges that additional attention be paid to donor preference legidation. Such
legidation would consider an individud’s decision to join aregistry as documentation for consent,
rather than as a declaration of intent that would require familia consent. \Where we discuss how
OPOs use registry information as evidence of consent, we do so to present a balanced view
of this controversial issue within the context of registry operations. The discussion in our
report clearly shows that there are multiple views on thisissue, even within the organ
procurement community.

Third, AOPO cites the vaue of ongoing work with States about donation initiatives and new
legidation. We agree that Sate officials are key parties in developing programs to increase
donation. The Secretary, HRSA, and other agencies of the Department continue to work
actively with State officials on donation issues. For example, as cited in AOPO’s
comments, HRSA convened a conference on donor registries in November, 2001, which
facilitated networking among State officials and organ procurement agencies. We also
believe, however, that it isincumbent upon the local organ procurement organizations to
perform ongoing education and dissemination for their elected State and local officials.

Appendix C containsthe full text of both sets of comments.
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Description of Donor Registry Features

Enrollment
Methods

Number Primary

State Reqistries

APPENDIX A

Estimated % of Cadaveric
Enrolimen adultsin Donorsin
t* egistr 2000

Primary Method of
Access to Data

Mail-in Card

Driver's License, Internet,

Mail in Card

Driver's License

Senate Bill 00-054

OPO vialnternet, OPO, State
DMV Police, DMV

Driver’sLicense, Mail-in

Mail-in card

Driver's License, Internet,

OPO vialnternet (@FL Statutes, 8765

JJCGA 840-5-25 (Chapter
Yo0s of 1996

625 ILCS 5/6-110
Pglice

Driver's License, Internet,
Mail-in card

Mail-in card

Driver's License, Internet,

OPO via Internet (@RS Chapter 32, 8410

OdiChapter 1, Acts of 1998

OPO computer Vehicle Code 8307

Driver's License

Health Dept.

Driver's Li Int
Health Dept. river's License, nternet,

Driver's License

OPO vialnternet Senmrtimen MoRS Chapter 194.304

Telephone to DMV OPO 3,500,00 3% 36c@ACct 102, 1994
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Description of Donor Registry Features APPENDIX A

: 0 .
State Number Primary Enrollment Primary Method of Who has access IIEE:rI(r)TIii adfltosfi n g?)dr:)/gli(r:l
of OPOs Manager Methods Accessto Data to Data . .
Police

Cdifornia 4 Health Dept. 571]Senate Bill 108 (2001)
lowa 1 Health Dept. 62 |2000 Acts, Chapter 1052,
82
. Assembly Bill 497
Nevada 2 |L'V'”g Bank |(2001), Chapter 460 NRS
Ohio 4 ID MV 254]Senate Bill 188 (2000)
Utah 1 Joro s0fchapter 117 (2001)
Virginia Code, 8§32.1-
irginia 2 IHeaIth Dept. 123]292.2, Chapters 481 &
02000\

*enrolIment estimate for Summer, 2001. Exact date varies by State.
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Responses to Survey of OPO Directors

APPENDIX B

. Efficiency
Improved Improved No Hindered Hindered Missin
Greatly Somewhat Change Somewhat Greatly g
Overal, how has working with a donor
registry affected the efficiency of your 3 8 10 1 0 0
OPO'’ s operation?
More specifically, how has the registry
affected your OPO’s ability to:
Identify a potential donor’sintent? 6 13 2 0 0 1
Get information about a decedent’s
. o 7 10 4 0 0 1
intent in atimely manner?
Gain consent from next-of-kinin a
. 1 11 8 0 0 2
timely manner?
Interact with hospital staff when a
potential donor isidentified? 1 8 12 0 0 1
Il. Accepting Donor Intent
Much More Somewhat No Somewhat Much Less Missin
Convincing More Difference Less Convincing g
Convincing Convincing
Overall, how does the registry
compare with other indications of 5 7 4 2 0 4
intent in its persuasiveness?
More specifically, how persuasive
do the following parties find
intent stated in the registry:
Next-of-kin? 7 6 3 1 0 5
OPO staff? 8 3 6 0 0 5
Hospital staff? 11 2 3 1 0 5
Coroner/ medical examiner? 7 1 7 1 0 6
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Responses to Survey of OPO Directors

APPENDIX B

Always Frequently Occasionally Rarely Never Missing
Does your OPO accept the registry’s
documentation of intent as consent for 0 4 13 2
donation, even if the family disagrees?
lll. Size of Donor Pool
What effect would you say that Increased Increased No Decreased Decreased Missin
the registry has had on: Greatly Somewhat Change Somewnhat Greatly =
The number of peoplein your state
willing to donate organs? 3 11 7 0 0 1
The number of organ donors that
your OPO has recovered? 1 11 ° 0 0 1
The consent rate for organ donation? 2 11 8 0 0 1
IV. Better Informed Donor Pool
Much Somewhat More No Somewhat Much
More Informed a Less Less Missing
Informed Informed Informed
Overall, how would you assess the
effect of the registry on the public’s 3 12 6 0 0 1
knowledge about donation?

More specifically, has having a registry led you to expand public education in any of the

following ar eas:

Yes No
Advertising and public service announcements? 15 7
Development of materials for distribution at enrollment? 16 6
Training curriculum for State motor vehicle agency personnel? 13 9
Educationa programs for other agencies/ organizations? 15 7
Establishment/ expansion of your OPO’s web site? 14 8
Ongoing communication with registry enrollees? 1 21
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Responses to Survey of OPO Directors

V. Reliability of Information

APPENDIX B

Always Usually Rarely Missing
r(e);:trre:/ Ii, s\/\;:l:;cti)l)gu say the information in the 8 11 1 2
More specifically, is the information:
Up-to-date? 5 13 2 2
Accurate? 6 12 1 3
VI. Concerns
Have you encountered problems with the registry in any of the following areas:
Major Minor No Missing
Problems Problems problems
Privacy of persona information? 1 2 18 1
Start up costs? 5 4 10 3
Ongoing operational costs? 3 6 11 2
Computer problems? 5 10 6 1
Accessihility by telephone? 2 5 10 5

VII. Registry Profile

Your OPO _6
State motor vehicleagency __ 7

State department of health 3

What organization has primary responsibility for administering the registry?

Organ Donor Registries
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Responses to Survey of OPO Directors APPENDIX B

Which of these methods can people useto enroll in the registry?

Yes No
Driver's license application/ renewal process 14 2
Internet sign up 7 9
Mail-in card 11 5

How does your OPO get information from the registry about a potential donor?

Yes No
OPO staff obtain information directly from
) . 12 4
registry via Internet/ computer
OPO contacts State police, which provides
. : . 2 14
information from the registry
OPO contacts motor vehicle agency, which
N ) . 3 13
provides information from the registry

Who has direct access to the registry for information about a potential donor’s intent?

Yes No
OPO staff 14 2
State police 4 12
State motor vehicle agency 6 10
State department of health 2 14
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hf “'-'_;'y DEPARTMENT OF HEALTH & HLMAN SERVICES Haalth Removrces and Sarvicss, Adminiatrtori "
qg Roociovi|be, Pllarytund 20837
JAN 23 R

T Intpector Genaral

FROM: Acting Adrinistrator

STTRJECT . Office of the Inspactor General {O1GF) Dl Repor, “Organ Donor Reg siies”
[(OEI-D1-01-00350)

Thank you for the apportonity 1o revisw and comment on this Drafi Report. Artachad plesce find

the Health Hesources and Services Adminisiration”s comroaiis

Staff questions may be referted 10 John Oallicebio on [301) 443-3005,
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C

mmxnwwwmmmm
Inpector Geperal (Q1G) Draft Beport “Organ Donor Regiptrice” (QF1-01-01-00350)

General Comments

We believe thia report provides an excsllemt sverview of the ctabue of donor regictses in the TLE,

and apprecinte {ta cmphasis on ropistrics BS a vital ool 1o be used by organ procurament
arganizations.

NG Becommepdation

W conclude from our review that cauton should be exercised 1o avoid over-promizing on the
comtrititions that donor regicties, hy themselvea, can makes 1o increasing donation, "We belicve

that the most approprinte pee of Deportment rasources with regpeoct to donor registries is t foster
wayy of mnhameing their sffactivens=xy.

HESA should sywblish & merhanism to pravide for dissemination of information on
donor regicmies .

To the catent that funding is evalleble, HRSA could suppor research projects that seck
t maximize the impact that donor eegdatries can bave,

HESA Besponae

We concur that HRSA can ronder an fmpoftant sarvies by cetablishing a elesrdioghouse to support
infurmation sharing and provide technical assistance, HRSEA s Division of Transplantation i3
alteady fundirg three prograens {0 enhance registry effectivencss throagh its Made! Irtcrventionr
to fnereare Donation grant progmm. Omne progrim, in Louiclans, places Masks in public areas
sush a2 shopping mally thal soncovwmge reaidents to join the regisry, Ancther in Utah will
support the development and evaluation of & Turw ctatewides dopor regicky, And, a Michigan
project is ocvaluating the effectiveness of 8n Intermet program in indrescing repicory antrias.

Techoigal Comments )
" The report refera in the Exécutive Summary, on pdge 1, and an page 15 1o the cusnber of
veople ¢n the national bansplat waltng 1is1. Al the Ymes this report wae drefied, that
nurnber was over 78,000, how gver, ths pumber of patients waiting fior transplant (8 pow
auapost 80,000, The report should be revised to reflect the more accurats couwnt

- In the Excrulive Somunany and oo page 1 the roport notes that 23,000 paticots received a
trmasplant last year. Besause the flou] report will be Lisucd in the year 2002 it would b
most appropridte ta staty (hat 23, 000 patients rocoived tansplanta in the year 2000
Transplant stetiztics for the year 2001 we not yet aVailabls,

" Fape 1 af the Introduction atatss that the *SRTE ip g databeds on resiplents of solid organ
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-2

wansplants,” Ye frc] this description does not ascurately partsay the soope of the SRTR'=
activides and wauld recommernd changing this sentence ta: “The SETR supporis the

ongoing cvaluation ef the sciewtific and elinical status of solid organ transplantarien fn
the United Steter, ™ : :

Page 3 of the repon providess information abour methodology. It might bo helpfiul to
dascribo the methodology or criteria used to selest those individuale that were inlerviawed
und the PO that were vititad

There i2 an extre bullct oo pags 3.

The last sentence of the first paragraph oo page 8 should be revited. The end of this
sentence reads . __and whether the upward trends continues,”

Fagc 15 of ihe dhaft report discussca the importanse of next-of-kin esaperation in
obtaining medical-social histories on organ and tissue donors. It states tat if a hislory 1s
not obtained, organs and tissues cannot be used. While it is true that the leck of e
madical-1ocial history would Ukely prechude tesue donation, it is not certain that orgen
donation (particularly organs such e bearts, lungs, and livers intended for critically i1l
patiznma) would be prevented. It might be more appropriate for the last sentence in the
firat bullet point on page 15 to read: “If the family does nol cooperate in providing that
information, the organs and tissues may not b able (o be used.

Page 17 discusses ways 10 hetter tap the potential of donar registries and questions
whether there are beolise ways 1o ediltate panple sbout donation while waiting in line to
et a drivers license. We haeligve this question to bs tho lmitng snd should be expandcd
to say TArE there wayy Fe provids better education wbout donatton while people are
waiting in line fo get thelr driver's Hoanse or before they arrive at the DMVT™

In the endnotes the report statss that URREA, based at the University of Michigan, holda
the SRTR contract. It would be mors accurale to statc that: “The Universlny Rena!
Research ond Education Arsaciation, based In Ann Arbor, in collaboration with the

- University of Mickigan, holds tha SETR eonbract.™
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Tuo the Otffice of the Inspector _Gt;.*n.':ml:

The Association of Organ Procurement Organizations (AOPO) and our Donor ngié'tr} Task
Foree are grateful for this oppormuanity 1o comment on the draft teport on the value of donor
registries.

1. W belicve that the report overnl]l provides a reasoned presentation of the curtent status
of donor repgistries, it possibly understates the potential future value of registrics. This is
patHonlarly the case iF registries are inereasingly considered as documentation of consent rather
than simply as declaration n:ii' L'tl'[EI!I a point wh.mh was mml:: in the Hﬂ.ﬂl“rb[s of the IG aurvey of
OPOs,

e With regard to the 10 recommendation to [IRSA to establish a me_cha.nism to provide
for dissemination of Information on donor registries (e, a clesmnghonsa), this shoold be
com=idersd as part of an everall, ongolng HHS technical assistance strategy to States regarding
oppormnities and sraregies for inereasing organ and hsee donelion. The topics of aulomalion,
mnovation, and education are sppropriate.
3. A third research project mipht be to study the effectiveness of repistries in States with
aewly established donor preference legislatiom. AL the very Teast, steps might he taken to
und formly account for registey applications in these States (1.e. are they making a difference?).

<. AQPO also belisves that donor preference legislation may be useful in inereasing the
avuilobility of orguns ond tissue wonsplantation. State legistators and chief executives should be
educated on recent State legislatve developments regarding donor designation laws, maodel
legrislaticm shold be developed and disseminated, and opportunity should be taken to evaluate
the effectiveness of such lepislation for inereasing organ and tissue donation.

5. A very belpful aspect of the recent DMOT Conference on Donor Registrica was the value
achieved in networking with State officiala ne:[_-ard_mg duu:mnu matters. This should be

Shave yowr lffe. Share your decisron®

Cipe Cumbridie Court = B110 Gatehonze Road « Suite 101 West « Halls Church, VA 22042 « 7U3-5T3-A0P0 o Fax 703-373-037T8
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Deparlment of Heullh wnd Hum.a.n Services
Office of Inspector General

Page 2

continzed and strenglened J.u_.lu.dmg bk sk l_n:ml.cd in assistance 10 States regarding
donor rcg1 atry issucs.

&. Finally, AQPO believes that it is too soon in the evolution of registries in states to make
a determination that they are-not effective. We encoirage the Dleparmment to conmtinue to

suppurl the development of regisiries in states and to stady their impact on increasing organ
donation. .

e M Skind

Puoul M. Schoamb
Execurive Director

Ce: Russell Hereford
Trey Schmidt
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Endnotes

1. United Network for Organ Sharing, http://www.unos.org, January 4, 2002

2. Steven Gortmaker, Carol Beasdly, et al., “Organ Donor Potential and Performance: Size and
Nature of the Organ Donor Shortfdl,” Critical Care Medicine, 24: 432-439.

3. United Network for Organ Sharing.

4. The United Network for Organ Sharing, a nonprofit organization based in Richmond, Virginia, holds
the contract to operate the OPTN. The University Rena Research and Education Association, based
in Ann Arbor, in collaboration with the Universty of Michigan, holds the SRTR contract.

5. S. 788 was introduced by Senator Schumer. A House companion version of thishill, H.R. 2645,
was introduced by Representative Boswell.

6. S. 1062 wasintroduced by Senator Durbin and others.

7. The agency responsible for issuing driver’slicensesis aso caled the Bureau of Motor Vehicles,
Office of Motor Vehicles, Regigtry of Motor Vehidles, or the Motor Vehicle Adminigiration.

8. Arkansas, Colorado, Delaware, Florida, Georgia, Illinois, Louisana, Maryland, Michigan, Missouri,
New Y ork, Pennsylvania, Tennessee, and West Virginia

9. The Alabama Organ Center and the New Jersey Organ and Tissue Sharing Network.

10. The Hedlth Resources and Services Adminigtration (HRSA) is supporting the development of the
Utah registry through a grant that will “study the utility of a new, comprehensive, centraized statewide
organ and tissue donor regisiry system and its impact on declarations of intent, consent rates, and organ
and tissue donation. The project also will use the regigtry to evauate both interest in, and actud,
unrelated living donation rates within a multi-hospital system.” (HRSA pressrelease)

11. William Dedong et al., “Requesting Organ Donation: An Interview Study of Donor and Nondonor
Families” American Journal of Critical Care 7 (January 1998) 1: 13-23; Michael J. Evanisko et al .,
“Readiness of Critica Care Physicians and Nurses to Handle Requests for Organ Donation,”
American Journal of Critical Care 7 (January 1998) 1: 4-12; Patrick McNamara and Carol Beadey,
“Determinants of Familia Consent to Organ Donation in the Hospitdl Setting,” Clinical Transplants
1997, Ceckaand Terasakai, Eds., (UCLA Tissue Typing Laboratory, 1998), 219-229.

12. All differences are significant at p<.01, usng a Chi-square test.
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13. We use the over-18 population both because it tends to be the age of mgority, and it reflects those
likely to have applied for adriver'slicense. About 20 percent of the total population has enrolled in
those States.

14. Georgia discounts the cost of a driver’slicense renewd, down to $8 from $15, for those who
enroll intheregigry. Thetota for Colorado includes people who had signed their driver’slicense
showing an intent to be a donor prior to the establishment of the regidtry ..

15. We recognize that there is seasond and daily variation in donation rates, and that some States
encounter more out-of-State donors than others; yet the point remains that the burden is smply not that
large.

16. The development and use of these kiosks has been supported through a grant from HRSA.

17. In some States, the DMV data base may include such information as voting regigration, crimina
convictions, and child support judgements.

18. Four OPOs operate in Ohio. At thispoint, it isnot clear if al of them will use the registry
indication as primary consent.

19. We looked a available literature and conducted an Internet review of enrollment in other countries.
In British Columbia, Canada, for example, people may enroll in the regidtry at dl doctors offices,
pharmacies, automobile insurers, and credit unions, in addition to the DMV.

In the United Kingdom, people can enroll when renewing their driver's license or passport, when
registering with anew genera practitioner, or online through the National Hedlth Service website. In
addition, many credit card application forms dlow customers to sign up for the registry.

The Augraian Hedth Insurance Commission (HIC), which administers the country’ s universa hedth
insurance program, maintains the register. HIC uses aresdent's health number to organize donation
information. Residents can enrall by printing aform at the HIC webdgte and mailing it in to HIC. There
are a'so sgn-up forms at every Medicare office. In addition, many states have registries connected to
the driver'slicense renewa process and the information they collect is forwarded to the nationa
register.

Organ Donor Registries -32- OEI-01-01-00350



