L Summary of Public Comment Items

March 2, 2007 — April 30, 2007 Distribution

1. Proposed Modifications to Data Elements for Pediatric Candidates and Recipients on
UNet™ Transplant Candidate Registration (TCR), Transplant Recipient Registration
(TRR) and Transplant Recipient Follow-up (TRF) Forms (Pediatric Transplantation
Committee)

The proposed changes to the UNet™ data collection forms are intended to complement the recently
approved deletions to the adult OPTN data collection forms. These deletions to the pediatric forms will
help streamline data collection and reduce the data collection burden on the transplant centers. The
Pediatric Transplantation Committee reviewed all the deletions for adult patients. The committee elected to
remove many of the same elements on the pediatric forms, while recommending the addition of several
elements specific to the pediatric transplant population. The decision to retain an item already designated
for removal for adults or to add a new field was based upon the OPTN Principles of Data Collection,
primarily the development of future allocation policies for pediatric transplant population. In response to
the initiative to limit data collection beyond 5 years post-transplant, the Committee also recommended that
the OPTN follow pediatric recipients using the pediatric TRF forms for five years after transplant. Beyond
five years after transplant and until the pediatric recipients reach 25 years of age, these recipients should be
followed using TRF forms with limited data elements similar to those recommended by the OPTN/UNOS
organ specific committees for adults, but also including specific data elements pertinent to pediatric issues,
especially growth and development, for all organs. Upon reaching age 26, pediatric recipients will be
followed using the adult TRF forms with limited data elements.

2. Proposed Modifications to OPTN/UNOS Policy 7.1.5 “Reporting Definitions” and
OPTN/UNOS Policy 7.3.2 “Submission of Organ Specific Transplant Recipient Registration
Forms and Submission of Living Donor Registration Forms.”

This policy modification will fulfill an OPTN contractual obligation to collect information on all living
donors at the time of donation and for at least two years after the donation. The Living Donor Committee
is recommending that the two-year Living Donor Follow-up (LDF) form include the same data elements
that are currently being collected at one-year post donation. The longer follow-up period will provide
valuable information on the experience, safety, and health implications for living donors. Transplant center
compliance with living donor follow-up is especially important since no alternative source of data exists.

3. Proposed Modification to OPTN/UNOS Policy 7.3.3 “Submission of Living Donor Death and
Organ Failure Data” (Living Donor Committee)

Under current policy, transplant programs must report all instances of live donor death and failure of the
live donor’s native organ function within 72 hours after the center becomes aware of these events. This
proposed policy modification defines living donor “native organ failure” as (1) placing living liver donors
on the National Liver Transplant Waitlist and (2) living kidney donors requiring dialysis. This proposal
limits the reporting period to five years, which will provide valuable information on the short-term health
and safety implications for living donors.

4. Proposed Modifications to the UNet™™ Living Donor Registration (LDR) and Living Donor
Follow-up (LDF) Forms (Living Donor Committee)

The Living Donor Committee is proposing to add one new data element to the Living Donor Follow-Up
(LDF) form and three new data elements to the Living Donor Registration (LDR) form. The additional

data elements would document important information, including:

e attempts to contact a donor classified as “lost to follow-up”;



e the date and the living donor’s status during the most recent contact between the donor and the
recipient transplant center; and
e whether living donor organ recovery and transplant of that organ occurred at the same center.

5. Proposed Modifications to Data Elements on UNet™™ Deceased Donor Registration (DDR)
Form. (Organ Availability Committee)

This policy proposal would add new data elements to the OPTN Deceased Donor Registration (DDR) form.
Collecting more specific details on the recovery process for individual DCD donors will help the transplant
community develop transplant, donation and allocation policies, one of the OPTN guiding principles for
future data management. In addition, the majority of these proposed data elements were recommended as a
result of the 2005 National Conference on Donation after Cardiac Death.

6. Proposed Imminent Neurological and Eligible Death Definition Data Elements (OPO
Committee)

This proposal outlines the development of data requirements aimed at generating a greater understanding
about all imminent neurological and eligible deaths, as defined by the OPTN.

By providing these data, OPOs can:

e help the OPTN increase its knowledge about donor potential;

o identify the prevalence of cases in which clinical brain death parameters are met but brain death is
not declared;

e improve the validity of reported donor data; and

e collect data that may also possibly help to develop future reporting definitions for DCD potential
and DCD eligible donors.

Since both definitions and the collection of data are mandated under the OPTN contract and are approved
by the OPTN/UNOS Board of Directors, UNOS seeks input from the transplant community and public on
the implementation of the data collection.

7. Proposed Modifications to OPTN and UNOS Bylaws, Appendix A2-1, Section 2.06A, (b), (3)
“Probation,” (4) “Member Not in Good Standing,” (5) “Suspension of Member Privileges,”
(6) “Termination of Membership or Designated Transplant Program Status,” (7) “Action
Specified in OPTN Final Rule.” (Patient Affairs Committee)

These proposed Bylaw changes would require Members to provide written notification to patients who are
being evaluated for transplant, candidates on the waiting list, and transplant recipients within 30 days after
the following adverse actions occur:

Probation

Member Not in Good Standing

Suspension of Member Privileges

Termination of Membership or Designated Transplant Program Status and
Action Specified in OPTN Final Rule

Both patients being evaluated and candidates listed during the duration of the adverse action must also be
informed. The objective is to provide prompt notification of Member violations that might impact
treatment services and patient safety.



11. Policy Proposals

In the following proposals, new policy language is underlined. Language to be deleted will show a line

through the text. For example, this is how proposed new language will appear and-this-is- hew-proposed
deleted-text-will-appears

1. Proposed Modifications to Data Elements for Pediatric Candidates and Recipients on UNet™™
Transplant Candidate Registration (TCR), Transplant Recipient Registration (TRR) and Transplant
Recipient Follow-up (TRF) Forms (Pediatric Transplantation Committee)

Summary/Performance Objective — Aim

The proposed changes to the UNet™ data collection forms are intended to complement the recently approved
deletions to the adult OPTN data collection forms. These deletions to the pediatric forms will help streamline data
collection and reduce the data collection burden on the transplant centers. The Pediatric Transplantation Committee
reviewed all the deletions for adult patients. The committee elected to remove many of the same elements on the
pediatric forms, while recommending the addition of several elements specific to the pediatric transplant population.
The decision to retain an item already designated for removal for adults or to add a new field was based upon the
OPTN Principles of Data Collection, primarily the development of future allocation policies for pediatric transplant
population. In response to the initiative to limit data collection beyond 5 years post-transplant, the Committee also
recommended that the OPTN follow pediatric recipients using the pediatric TRF forms for five years after
transplant. Beyond five years after transplant and until the pediatric recipients reach 25 years of age, they should be
followed using TRF forms with limited data elements similar to those recommended by the OPTN/UNOS organ
specific committees for adults, but also including specific data elements pertinent to pediatric issues, especially
growth and development, for all organs. Upon reaching age 26, pediatric recipients will be followed using the adult
TRF forms with limited data elements.

Background and Significance

The National Organ Transplant Act of 1984 requires that the OPTN "Collect, analyze, and publish data concerning
organ donation and transplants." This activity is carried out through a series of data collection forms that OPTN
members are required to complete and submit to the OPTN. Currently, forms are submitted via UNet™™, a secure
web-based data collection system. Since its inception in 1987, the OPTN has made major modifications to the data
collection instruments in 1994, 1999, and 2004, with minor modifications made periodically as well. Each set of
forms changes went through a thorough review process, with most changes taking several months to review and
implement, depending on the extent of the modifications. The changes to the forms implemented in 2004 were
intended to streamline data collection and to increase the utility of data elements. During 2005, the OPTN began to
focus on further reducing the data burden on the transplant programs. The result of this process was the Policy
Oversight Committee's (POC's) successful proposal to reduce the number of required data fields for adult candidates
and recipients registered in UNet*™.

Subsequently, the Pediatric Transplantation Committee was asked to develop changes to the data collection process
for children and adolescents. This initiative originated in November 2004, as a Joint Subcommittee with the now
defunct Data Working Group (DWG) and Data Advisory Committee (DAC), to discuss possible modifications to
co-morbidity data collected in UNet™ during candidate registration, transplantation and follow-up in an effort to
benefit data collection for the pediatric population. Joint Subcommittee members agreed that growth and mental
development are crucial for children and may be more pertinent indicators of patients’ progress, both on the wait list
and post-transplant. The current forms were designed predominantly with the adult population in mind. They
suggested that information on other outcomes related to pediatrics should be considered to provide a broader picture
for this population pre- and post-transplant. After the DWG and DAC were discontinued, the Pediatric Committee
created the Data Revision Subcommittee, with representatives from each organ specialty, to develop a proposal.

As the POC process focused on streamlining the data collection process by reducing the data collection burden on
the transplant centers, the Committee realized the importance of complementing this proposal for children without



sacrificing data integrity and long term follow-up essential in providing care to children as they transition into
adulthood. Members concentrated on review of the adult deletions to determine what would also be appropriate for
children and adolescents, while drafting several new data fields to capture information regarding growth and
development that are critical indicators of a child's progress both pre- and post-transplant. For each form, data
elements that are common to all organ types were reviewed, followed by data elements specific to individual forms
by organ type. All recommendations to retain or add data were supported with one or more of the Principles of Data
Collection:

e Develop transplant, donation and allocation policies;
Determine if Institutional Members are complying with policy;
Determine Member-specific performance
Ensure patient safety when no alternative sources of data exist; and
Fulfill the requirements of the OPTN Final Rule

The Committee members considered the Board of Director's December 2006 operational statement for data
collection, asserting that data collected and submitted by Institutional Members to the OPTN may differ in nature
and character for specific populations, forming exceptions to Guiding Principles above (e.g. Pediatrics, Living
Donors). For these exceptions to the foregoing principles, alternative sources of information must be explored and
supported, duplication of existing efforts (e.g. registries) avoided, and sample data collection considered. The need
and purpose of any such exceptions must be clearly articulated and subject to Policy Oversight Committee and
Board approval, and public comment. Members are hopeful that alternate sources of data collection may be of use
in capturing data to allow for additional form revisions in the future, noting that these alternate sources could
potentially be shared with the OPTN's UNet*™.

Upon considering the POC's proposed modifications to adult transplant recipient follow-up, members stressed the
importance of following children for as long as possible to better understand the physical and development effects of
transplant on children as they continue to grow, transitioning into adulthood. Committee members agreed that
following the growth and development of these children is vital. It was acknowledged that children are not fully
formed at five years post-transplant, and some consequences related to transplant may not even occur within the first
five years after transplant. Members noted that although they agreed to eliminate many of the same fields to be
deleted for adults, it was not done with the understanding that collection time would be dramatically truncated.
Additionally, aspects of the interrelation of graft and recipient as related to growth and development were discussed
as important for potential collection. This type of information could be useful in modifying allocation policy to
promote successful graft and recipient pairing, and will be critical if the transplant community continues to consider
net benefit as a driving factor in allocation. It was also suggested that closer follow-up of pediatric recipients during
transition to adult care might help us understand medical and psychosocial factors contributing to graft loss. While
the Committee believes that these young recipients should be followed well into adulthood, it recognizes the added
burden that will be placed on adult transplant programs as many of these children leave freestanding pediatric
hospitals, transitioning to adult care. The Committee feels strongly that the responsibility of this long-term data
collection should ultimately be moved away from the OPTN and to the various organ specific pediatric registries for
organ transplantation as long as the registries can accurately represent a subset of the pediatric transplant
community.

Proposal

The Pediatric Transplantation Committee's recommended revisions to the TCR, TRR and TRF data collection forms
appear below in summary. Further details on these revisions are also available in Appendices A through D.

Summary of Proposed Data Revisions:

e Across all organs, a total of 41 data elements were recommended for deletion on TCR, 106 data elements
were recommended for deletion on TRR, and 91 data elements were recommended for deletion on TRF
(See Appendix A).

e 3 fields to be added for date of height and weight measurement, cognitive development and motor
development on TCR, TRR and TREF for all organs (See Appendix B).

e  Organ specific (See Appendix B)



Kidney and Kidney-Pancreas: 6 fields to be added for growth hormone therapy as a marker for

growth delay and questions regarding bone disease on TCR, TRR and TRF;

Liver — 3 fields to be added when vascular thrombosis graft loss is selected as a cause of graft loss

on TRR and TRF;

Intestine - 5 fields to be added for medical factors on TCR; 1 field for total bilirubin to be added

on TCR, TRR and TRF;

Thoracic — 6 fields to be added for pulmonary insufficiency and prior thoracic surgery on Heart,

Lung and Heart-Lung TCR; and 1 field to be added on type of life support on Lung and Heart-Lung

TCR and TRR.

e Modifications involving pop-up definitions and modifications on some fields for user clarity and
convenience; and additional options listed under current questions (See Appendix B).

vV V V VYV

Note: With the deletions of certain data elements on viral detection section as proposed for adults, questions on
viral detection at time of transplant have been simplified to the following: HIV serostatus, CMV IgG, CMV
IgM, HBV Core Antibody, HBV Surface Antigen, HCV Serostatus and EBV Serostatus with Positive,
Negative, Not Done, and Unknown/Cannot Disclose as options; and viral detection collection has been limited
to CMV IgG and CMV IgM on Kidney and Kidney-Pancreas TRF forms at one and two years post-transplant
(See Appendix C).

Long-Term Follow-up:
The Pediatric Committee proposes that pediatric recipients be followed using pediatric TRF forms for five
years after transplant. Beyond five years after transplant and until the pediatric recipients reach 25 years of
age, they should be followed using TRF forms with limited data elements similar to those recommended by
the OPTN/UNOS organ specific committees for adults (see Appendix D), but also including for all organs
the following data elements that are specific to pediatrics:
» Recipient height and weight, and the date of measurement
» Cognitive and Motor Development (as specifically proposed in Appendix B).
» Functional outcome (with recipients transitioning from the Lansky Scale to the Karnofsky
index at age 18)
Serum Creatinine
Diabetes (Yes/No) and whether Insulin Dependent Diabetes
Presence and Type of Post-Transplant Malignancy Since Last Follow up
Coronary Artery Disease (CAD) Since Last Follow-up (Yes/No)

>
>
>
>

Upon reaching age 26, pediatric recipients will be followed using the adult TRF forms with limited data
elements as outlined in Appendix D.

The Pediatric Committee feels that the responsibility of this long term data collection can ultimately be
moved away from the OPTN and to the various organ specific pediatric registries for organ transplantation
and linked directly to the UNet™™ system.

The current pediatric OPTN data collection forms can be accessed at the following website:
http://www.optn.org/data/about/collection.asp.

Please review the Appendices, submitting comments and concerns about the Pediatric Committee's proposed
recommendations through the on-line public comment response form. Final recommendations will be
submitted to the POC in May and the Board of Directors on June 26, 2007.

Implementation Plans

According to procedure approved by the Board in June 2005, each proposal that is submitted to the Board must be
accompanied by the following:

1. A Resource Analysis
2. A Communications and Education Plan
3. Technical and Functional Specification Documents



4. A Monitoring and Evaluation Plan

These plans are described in general below. When possible, the public comment document will include draft plans.
UNOS will develop final plans using information obtained through public comment.

Resource Analysis

OPTN policy development and implementation focuses on cost and resource efficiency. To give the Board of
Directors reasonable expectations regarding the resources that will be required by policy proposals, we need to
assess the resources associated with the implementation, compliance, and maintenance of a policy.

Your input will help determine how the proposed policy will affect the following groups:

» OPTN/UNOS Committee(s)
» Transplant Hospitals, OPOs, and Histocompatibility Laboratories
» Candidates, Recipients, and Donors

You also need to consider how the policy will affect the staff involved in policy development and implementation.

Such effects might include changes in data submission obligations and changes in operational and/or staffing needs
that will occur as a result of the policy. The change could be either an increase or decrease in these obligations or
needs, depending upon the particular proposal and its objective. Understanding expected change in both directions is
important. We will use this information to prepare the resource assessment that we present to the Committee(s)
originating the proposal, Policy Oversight Committee, and Board of Directors.

Communications and Education Plan

Communication and education efforts required for the pediatric data reduction proposal are fairly straightforward.
The plan to greatly reduce required data will reduce the workload for transplant center professionals, so we will
focus on communicating the benefits of this change. UNOS will communicate this change through articles in the
UNOS Update, blast member emails, postings on the UNOS and OPTN Web sites, and announcements at regional
meetings.

Technical and Functional Specification Documents

The functional and technical specification documents contain detailed programming changes necessary for UNetsm
and any other OPTN applications/websites. These will be completed once the Committee, Regional, and public
comments have been evaluated and the Board has approved any final modifications. This document will include
process and systems changes, as well as any testing and training considerations. These modifications will be
incorporated into the 2007 cycle for submission to the Office of Management and Budget (OMB).

Monitoring and Evaluation Plan

The OPTN will monitor compliance with Policy 7.0 (Data Submission Requirements) as the OPTN Evaluation Plan
specifically outlines:

“UNOS programs the UNetsm system and notifies transplant centers of system modifications through the use of
system notices and documentation updates. UNOS staff monitors and evaluates transplant centers’ data submission
compliance on a routine basis and assists them with submitting forms by consistent contact regarding overdue online
forms. Staff could refer noncompliant transplant centers to the Membership and Professional Standards Committee
for further review and action. UNOS staff also reviews data submission standards with transplant centers during on-
site reviews.”

The OPTN Evaluation Plan can be viewed at:

(www.optn.org/SharedContentDocuments/050829.Evaluation _Plan_-_FINAL.pdf)




Appendix A

List of Deletions on Transplant Candidate Registration (TCR) for Pediatrics
Pediatric Data Revision Subcommittee

February 9, 2007

Comments

TCR - Data Elements Common to all Organs (N=13)

Angina:

Drug Treated COPD:

Drug Treated Systemic Hypertension:

Dialysis:

Delete for all but Heart (HR)

Is Patient waiting in permanent ZIP code:

Medical Condition://Medical Condition at time of listing:

Most Recent Serum Creatinine:

Delete for all but HR

Peptic Ulcer:

Physical Capacity:

Replace with cognitive and motor
development

Previous pancreas islet infusion

Not common in pediatrics

Source of Payment//Secondary:

Symptomatic Cerebrovascular Disease:

Delete for all but HR

Symptomatic Peripheral Vascular Disease:

TCR - Kidney, Pancreas, Kidney-Pancreas (N=0)

TCR - Liver (N=3)

Drug Treated COPD:

Pulmonary Embolism:

Variceal Bleeding within Last Two Weeks:

TCR — Intestine (N=7)

Drug Treated COPD:

History of TIPSS:

Intestine Neoplasm:

Liver Dysfunction

Replace with total bilirubin

Pulmonary Embolism:

Secondary Diagnosis:

Total Serum Albumin:




Appendix A

List of Deletions on Transplant Candidate Registration (TCR) for Pediatrics
Pediatric Data Revision Subcommittee

February 9, 2007

Comment

TCR - Thoracic (HR=Heart; LU=Lung; HL=Heart-Lung) (N=18)

Amiodarone:

Apply to HR, HL

Antiarrhythmics:

Apply to HR, HL

Any Previous Transfusions:

Apply to HR

Corticosteroid Dependency >= 5mg/day:

Apply to LU, HL

Drug Treated COPD:

Apply to HR, HL

Apply to LU, HL; already collected

FeV1(L)FVC(L): on waiting list

Apply to LU, HL; already collected
FeV1: on waiting list

Apply to LU, HL; already collected
FVC: on waiting list

History of Cigarette Use//If Yes, Check # pack years:

Infection Requiring IV Drug Therapy within 2 wks prior to listing:

IV Treated Pulmonary Sepsis Episode >= 2 in last 12 months:

Apply to LU, HL

02 Requirement at Rest:

Apply to LU, HL already collected
on waiting list

Other Tobacco Use:

pCO2:

Apply to LU, HL already collected
on waiting list

Prior Cardiac Surgery (non-transplant): Y/N/U question and type

Replace with prior thoracic surgery

Prior Lung Surgery (non-transplant): Y/N/U question and type

Replace with prior thoracic surgery

Pulmonary Embolism:

Apply to HR, HL

Six minute walk distance:

Apply to LU, HL already collected
on waiting list

Total number of TCR deletions: 41




Appendix A

List of Deletions on Transplant Recipient Registration (TRR) for Pediatrics

Pediatric Data Revision Subcommittee
February 9, 2007

Comment

TRR - Data Elements Common to all Organs (N=27)

Biological or Anti-viral Therapy:

CMV: Culture//Culture:

CMV: Nucleic Acid Testing//Nucleic Acid Testing:

CMV: Was there clinical disease//Was there clinical disease:

Did the patient participate in any clinical research protocol for immunosuppressive
medications:

EBV: EBV DNA//EBV DNA:

EBV: IgG//IgG:

EBV: IgM//IgM:

EBV: Was there clinical disease//Was there clinical disease:

HBV: HBV DNA//HBV DNA:

HBV: Liver Histology//Liver Histology:

HBV: Was there clinical disease//\Was there clinical disease:

HCV: Antibody//Antibody:

HCV: HCV RNA//HCV RNA:

HCV: Liver Histology//Liver Histology:

HCV: RIBA//RIBA:

HCV: Was there clinical disease//Was there clinical disease:

HIV: Antibody//Antibody:

HIV: RNA//RNA:

HIV: Was there clinical disease//Was there clinical disease (ARC, AIDS):

If Anti-viral, check all that apply//If Yes, check all that apply:

If other therapies, check all that apply//If Yes, check all that apply:

Other therapies:

Physical Capacity:

Replace with cognitive and
motor development

Secondary Source of Payment//Secondary:

Was biopsy done to confirm acute rejection:

Was patient hospitalized during the last 90 days prior to the transplant admission:

TRR - Kidney (N=19)

Any tolerance induction technique used:

Contributory Cause of Graft Failure// Acute Rejection:

Contributory Cause of Graft Failure// Graft Thrombosis:

Contributory Cause of Graft Failure// Infection:

Contributory Cause of Graft Failure// Recurrent Disease:

Contributory Cause of Graft Failure// Surgical Complications:

Contributory Cause of Graft Failure// Urological Complications:

Creatinine decline by 25% or more in first 24 hours on 2 separate samples:

Dialysis Center Name://Provider Name:

Dialysis Provider Number//Provider #:

Final flow rate at transplant:

If yes, specify tumor type:




Appendix A
List of Deletions on Transplant Recipient Registration (TRR) for Pediatrics
Pediatric Data Revision Subcommittee
February 9, 2007

Comment

Incidental Tumor found at time of Transplant:

Kidney Produced > 40ml of Urine in First 24 Hours:

Previous Pregnancies

Tumor type other//Specify:

TWI Left KI//Warm ischemia Time: (include Anastomotic time)

TWI Right KI//Warm ischemia Time Right KI (OR EN-BLOC): (include Anastomotic
time)

Was preimplantation kidney biopsy performed at the transplant center:

TRR - Pancreas (N=4)

Date Pancreas Graft Removed:

If a simultaneous Tx with another organ, was the Pancreas revascularized before or
after other organs:

Pancreas Graft Removed:

Surgical Incision:

TRR - Kidney-Pancreas (N=23)

Any tolerance induction technique used:

Contributory Cause of Graft Failure// Kidney Acute Rejection:

Contributory Cause of Graft Failure// Kidney Graft Thrombosis:

Contributory Cause of Graft Failure// Kidney Infection:

Contributory Cause of Graft Failure// Recurrent Disease:

Contributory Cause of Graft Failure// Surgical Complications:

Contributory Cause of Graft Failure// Urological Complications:

Creatinine Decline by 25% or More in First 24 Hours on 2 separate samples:

Dialysis Center Name://Provider Name:

Dialysis Provider Number//Provider #:

Pancreas Graft Removed:

If Yes, Date Pancreas Graft Removed:

Incidental Tumor found at time of Transplant:

If yes, specify tumor type:

Tumor type other//Specify:

Kidney Produced > 40ml of Urine in First 24 Hours:

Pancreas Secondary Source of Payment//Secondary: *

Previous Pregnancies

Surgical Incision:

TCI Right Kl//Total Warm Ischemia Time Right KI (OR EN-BLOC): (Include
Anastomotic time):

Total Warm ischemia Time Left Kl (Include Anastomotic time):

Was preimplantation kidney biopsy performed at the transplant center:

Was the Pancreas revascularized before or after other organs:

Note: * Kidney Secondary Source of Payment//Secondary deletion is included in deletions for elements
common to all organs.

10



Appendix A

List of Deletions on Transplant Recipient Registration (TRR) for Pediatrics

Pediatric Data Revision Subcommittee

February 9, 2007

Comment

TRR - Liver (N=18)

Any tolerance induction technique used:

Did Patient receive 5 or more units of packed red blood cells within 48 hours prior
to transplantation due to spontaneous portal hypertensive bleeding:

Discharge Lab Date:

HBV: E Antigen//E Antigen:

HBV: HDV (Delta Virus)//HDV (Delta Virus):

HBV: Surface Antibody//Surface Antibody:

If yes, specify tumor type//If yes, specify tumor type:

Incidental Tumor found at time of Transplant:

INR:

Pretransplant Lab Date:

Serum Albumin:

Serum Creatinine:

SGPT/ALT:

SGPT/ALT:

Spontaneous Bacterial Peritonitis:

Surgical Procedure:

Total Bilirubin:

Warm Ischemia Time (include anastomotic time):

TRR — Intestine (N=2)

Liver Dysfunction:

Number Previous Abdominal Surgeries:

TRR — Thoracic (HR=Heart; HL=Heart-Lung; LU=Lung) (N=13)

Any Drug Treated Infection:

Cardiac Re-Operation:

Cerebrovascular Event:

Chest drain >2 weeks:

If yes, specify tumor type//If yes, specify tumor type:

Apply to HL, LU

Implantable Defibrillator:

Incidental Tumor found at time of Transplant:

Apply to HL, LU

Other Surgical Procedures:

Oxygen Requirement at Rest:

Apply to HL, LU

Previous Pregnancies:

Pulmonary Embolism:

Apply to HR, HL

Time on inotropes other than Isoproterenol (Isuprel):

Apply to HR, HL

Was this a retransplant due to failure of a previous thoracic graft:

Total number of TRR deletions: 106

11




Appendix A

List of Deletions on Transplant Recipient Follow-up (TRF) for Pediatrics

Pediatric Data Revision Subcommittee

February 9, 2007

Comment

TRF - Data Elements Common to All Forms (N=35)

Antibody:

Biological or Anti-viral therapy:

CMV//Culture:

CMV/Was there clinical disease:

CMV: Nucleic Acid Testing:

Did the patient participate in any clinical research protocol for immunosuppressive
medications:

Did the physician discontinue all maintenance immunosuppressive medications:

EBV

EBV DNA:

EBV: Was there clinical disease:

HBV

HBV DNA:

HBV Surface Antigen:

HBV//Liver Histology:

HBV/Was there clinical disease:

HBV: Core Antibody:

HCV

HCV Antibody:

HCV Liver Histology:

HCV RIBA:

HCV RNA:

HCV: Was there clinical disease:

HIV

If Anti-viral, check all that apply//If Yes, check all that apply:

If No, Not Working Due To:

If Yes (Working):

Number of Hospitalizations:

Other therapies//If Yes, check all that apply:

Other therapies:

Physical Capacity:

Replace with cognitive and motor
development

RNA:

Was biopsy done to confirm acute rejection:

Was there clinical disease (ARC,AIDS):

Was there evidence of noncompliance with immunosuppression medication during
this follow-up period that compromised the patient’s recovery:

Were any of the following viruses diagnosed for onset or recurrence during this
follow-up period:(HIV, CMV, HBV, HCV, EBV)

12




Appendix A
List of Deletions on Transplant Recipient Follow-up (TRF) for Pediatrics
Pediatric Data Revision Subcommittee
February 9, 2007

Comment
TRF — Kidney (N=18)
BK
BK/DNA(PCR) Testing:

BK/Kidney Histology:

BK/Treatment for BK (polyoma) virus:

BK/Urine Cytology:

BK/Was there clinical disease:

Contributory Cause of Graft Failure//Acute Rejection

Contributory Cause of Graft Failure//BK (Polyoma) Virus

Contributory Cause of Graft Failure//Chronic Rejection

Contributory Cause of Graft Failure//Graft Thrombosis

Contributory Cause of Graft Failure//Infection

Contributory Cause of Graft Failure//Patient Noncompliance

Contributory Cause of Graft Failure//Recurrent Disease

Contributory Cause of Graft Failure//Urological Complications

Provider #:

Provider Name:

Treatment for BK (polyoma) virus//If Yes, check all that apply:

Urine Protein Found By Any Method:

TRF — Pancreas (N=3)

Date Pancreas Removed:

Pancreas Graft Removed:

Serum Amylase:

TRF - Kidney-Pancreas (N=21)

BK

BK/DNA(PCR) Testing:

BK/Kidney Histology:

BK/Treatment for BK (polyoma) virus:

BK/Urine Cytology:

BK/Was there clinical disease:

Kl Contributory Cause of Graft Failure//BK (Polyoma) Virus

Kl Contributory Cause of Graft Failure//Kidney Acute Rejection

Kl Contributory Cause of Graft Failure//Kidney Chronic Rejection

Kl Contributory Cause of Graft Failure//Kidney Graft Thrombosis

Kl Contributory Cause of Graft Failure//Kidney Infection

Kl Contributory Cause of Graft Failure//Patient Noncompliance

Kl Contributory Cause of Graft Failure//Recurrent Disease:

Kl Contributory Cause of Graft Failure//Urological Complications

Date Pancreas Removed:

Pancreas Graft Removed:

13




Appendix A
List of Deletions on Transplant Recipient Follow-up (TRF) for Pediatrics
Pediatric Data Revision Subcommittee
February 9, 2007

Comment

Provider #:

Provider Name:

Serum Amylase:

Treatment for BK (polyoma) virus//If Yes, check all that apply:

Urine Protein Found By Any Method:

TRF — Liver (N=5)

HDV:

INR:

Patient Noncompliance:

Serum Albumin:

SGPT/ALT:

TRF — Intestine (N=2)

Serum Albumin:

Total Bilirubin:

TRF — Thoracic (N=7)

Bone Disease (Symptomatic):

Cataracts:

Chronic Liver Disease:

Clinically Significant Events: (Under Coronary Artery Disease)

Drug Treated Hyperlipidemia:

Drug Treated Hypertension:

Stroke:

Total number of TRF deletions: 91
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Page 1 All Organs
Appendix B

Pediatric Data Revision Subcommittee
Suggested Modifications and Additions to the OPTN Data Collection Forms

Data Collection Principles: A) Develop transplant, donation and allocation policies; B) Determine if Institutional Members are complying with policy;

C) Determine Member-specific performance; D) Ensure patient safety when no alternative sources of data exist; E) Fulfill the requirements of the OPTN Final Rule.
TCR = Transplant Candidate Registration; TRR = Transplant Recipient Registration; TRF = Transplant Recipient Follow-up
KI=Kidney; PA=Pancreas; KP=Kidney-Pancreas; LI=Liver; IN=Intestine; TH=Thoracic; HR=Heart

ALL ORGANS

Principle to
support data
Form Type Section Proposed Changes for Pediatrics collection

Comments

IMODIFICATIONS TO LOOK-UP/DROP DOWN OR ADDING POP-UP BOX

TCR, TRR, TRF | Physical Capacity Add a pop-up box for Failure to Thrive defined as less than 5% for height or weight N/A
Note: This information is already captured when height and weight are entered, No data field needs to be added.
as compared to the CDC growth charts based on month of age currently used within Only needs pop-up.

UNet system. If the patient falls below 5% on the CDC chart for either height or weight,
a pop-up could be created to notify the user that this patient qualifies as

exhibiting a failure to thrive by the definitions built into the system. If the user
disagrees, the candidate's height and weight could be re-checked and

changed in the system if necessary.

Investigational
Immunosuppressive Other text field is already there;
TRR, TRF Medications Add "other" field revise lay-out

ADDITIONS: 3 (TCR, TRR, TRF)

TCR, TRR, TRF |Clinical Information Add a question for the date of height and weight measurements A

TCR, TRR, TRF |Physical Capacity Replace with a question to assess Cognitive Development: A
1.Definite Cognitive delay/impairment (verified by 1Q score <70 or unambiguous behavioral
observation)

2-Probable Cognitive delay/impairment (not verified or unambiguous but more likely than not,
based on behavioral observation or other evidence)

3- Questionable Cognitive delay/impairment (not judged to be more likely than not, but with
some indication of cognitive delay/impairment such as expressive/receptive language and/or
learning difficulties)

4- No Cognitive delay/impairment (no obvious indicators of cognitive delay/impairment)

5- Not Assessed
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Page 2 All Organs

Appendix B
Pediatric Data Revision Subcommittee
Suggested Modifications and Additions to the OPTN Data Collection Forms

Data Collection Principles: A) Develop transplant, donation and allocation policies; B) Determine if Institutional Members are complying with policy;

C) Determine Member-specific performance; D) Ensure patient safety when no alternative sources of data exist; E) Fulfill the requirements of the OPTN Final Rule.
TCR = Transplant Candidate Registration; TRR = Transplant Recipient Registration; TRF = Transplant Recipient Follow-up

KI=Kidney; PA=Pancreas; KP=Kidney-Pancreas; LI=Liver; IN=Intestine; TH=Thoracic; HR=Heart

ALL ORGANS
Principle to Comments
support data
Form Type Section Proposed Changes for Pediatrics collection
TCR, TRR, TRF |Physical Capacity Replace with a question to assess Motor Development A
1- Definite Motor delay/impairment (verified by physical exam or unambiguous behavioral
observation)

2-Probable Motor delay/impairment (not verified or unambiguous but more likely than not,
based on behavioral observation or other evidence)

3-Questionable Motor delay/impairment (not judged to be more likely than not, but with some
indications of motor delay/impairment)

4- No Motor delay/impairment (no obvious indicators of motor delay/impairment)

5-Not Assessed
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Page 3 Kl, PA

Appendix B
Pediatric Data Revision Subcommittee
Suggested Modifications and Additions to the OPTN Data Collection Forms

Data Collection Principles: A) Develop transplant, donation and allocation policies; B) Determine if Institutional Members are complying with policy;
C) Determine Member-specific performance; D) Ensure patient safety when no alternative sources of data exist; E) Fulfill the requirements of the OPTN Final Rule.
TCR = Transplant Candidate Registration; TRR = Transplant Recipient Registration; TRF = Transplant Recipient Follow-up; KI=Kidney; PA=Pancreas; KP=Kidney-Pancreas

Principle to Comments
support data
ORGAN|Form Type Section Proposed Changes collection
1
IMODIFICATIONS TO LOOK-UP OR EXISTING FIELD
Kl, KP |TCR, TRR Academic Activity Level /Add "unable to participate regularly in academics due to dialysis"
Kl & KP ADDITIONS: 6 (TCR, TRR, TRF)
Kl, KP |TCR, TRR, TRF |Clinical Information Add a question for growth hormone therapy as a marker for growth delay: Yes/ No A
Kl, KP |TCR, TRR, TRF |General Medical Factor Bone Disease (check all that apply)
- Fracture in the past year (or since last follow-up): Yes/No/Unknown A
Specify Location and number of fractures:
1) spine-compression fracture # A
2) extremity # A
3) other # A
- AVN (avascular necrosis): Yes/No/Unknown A
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Page 4

Appendix B
Pediatric Data Revision Subcommittee

Suggested Modifications and Additions to the OPTN Data Collection Forms

LI, IN

Data Collection Principles: A) Develop transplant, donation and allocation policies; B) Determine if Institutional Members are complying with policy;
C) Determine Member-specific performance; D) Ensure patient safety when no alternative sources of data exist; E) Fulfill the requirements of the OPTN Final Rule.
TCR = Transplant Candidate Registration; TRR = Transplant Recipient Registration; TRF = Transplant Recipient Follow-up; LI=Liver; IN=Intestine

ORGAN|Form Type
1

Section

Proposed Changes for Pediatrics

Principle to
support data
collection

Comments

LI, IN

TCR, TRR

Any previous malignancies

IMODIFICATIONS TO LOOK-UP/DROP DOWN OR EXISTING FIELD

IAdd hepatoblastoma and hepatocellular cancer to the list

N/A

LI

TRR

Split Type

Left lobe in situ (segments 2, 3 and 4)

Left lobe on the bench (segments 2, 3 and 4)

Left lobe with caudate in situ (segments 1, 2, 3 and 4)

Left lobe with caudate on the bench (segments 1, 2, 3 and 4)

Left lateral segment in situ (segments 2 and 3)

Left lateral segment on the bench (segments 2 and 3)

Right lobe without middle hepatic vein in situ (segments 5, 6, 7 and 8)

Right lobe without middle hepatic vein on the bench (segments 5, 6, 7 and 8)
Right lobe with middle hepatic vein in situ (segments 4, 5, 6, 7 and 8)

Right lobe with middle hepatic vein on the bench (segments 4, 5, 6, 7 and 8)

N/A

LI

TRR

Partial Type

Right lobe without middle hepatic vein (segments 5, 6, 7 and 8)
Right lobe with middle hepatic vein (segments 4, 5, 6, 7 and 8)
Left lobe (segments 2, 3 and 4)

Left lateral segment (segments 2 and 3)

N/A

IN

TCR

Intestine Medical Factors

Exhausted Vascular Access: Yes, No, Unknown

N/A

Add a definition as loss of two
or more vascular access sites.

IIN

TCR

Intestine Medical Factors

ltalics fonts indicate modification to the current label
History of Pertal Portomesenteric Vein Thrombosis: Yes, No, Unknown

N/A

In

TRR, TRF

Primary Cause of graft failure

Add GVHD and ischemia/NEC (Necrotizing Enterocolitis) like Syndrome as an

option
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Data Collection Principles: A) Develop transplant, donation and allocation policies; B) Determine if Institutional Members are complying with policy;
C) Determine Member-specific performance; D) Ensure patient safety when no alternative sources of data exist; E) Fulfill the requirements of the OPTN Final Rule.

Page 5

Appendix B
Pediatric Data Revision Subcommittee

Suggested Modifications and Additions to the OPTN Data Collection Forms

TCR = Transplant Candidate Registration; TRR = Transplant Recipient Registration; TRF = Transplant Recipient Follow-up; LI=Liver; IN=Intestine

LI, IN

Principle to

C t
support data omments
ORGAN|Form Type Section Proposed Changes for Pediatrics collection
LI ADDITIONS: 3 (TRR, TRF)
LI TRR, TRF Graft Status Add the following if vascular thrombosis is selected as a graft loss cause:
- Hepatic arterial thrombosis :Yes/No/Unknown A
- Hepatic outflow obstruction: Yes/No/Unknown A
- Portal vein thrombosis :Yes/No/Unknown A
IIN ADDITIONS: 5 (TCR); 1 (TCR, TRR, TRF)
IIN TCR Intestine Medical Factors Variceal Bleeding in the Last 2 Weeks: Yes, No, Unknown A
Recurrent Sepsis: Yes, No, Unknown A
Fungal Sepsis: Yes, No, Unknown A
Unmanageable Fluid-Electrolyte Losses: Yes, No, Unknown A
"Non-Reconstructible" Gl Tract: Yes, No, Unknown A
General Medical Factors; labs
IN TCR, TRR, TRF |section Total Bilirubin A
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Page 6

Appendix B
Pediatric Data Revision Subcommittee

Thoracic

Suggested Modifications and Additions to the OPTN Data Collection Forms

Data Collection Principles: A) Develop transplant, donation and allocation policies; B) Determine if Institutional Members are complying with policy;
C) Determine Member-specific performance; D) Ensure patient safety when no alternative sources of data exist; E) Fulfill the requirements of the OPTN Final Rule.
TCR = Transplant Candidate Registration; TRR = Transplant Recipient Registration; TRF = Transplant Recipient Follow-up; TH=Thoracic; HR=Heart; HL=Heart-Lung; LU=Lung

Principle to
support Comments
data
ORGAN Form Type |Section Proposed Changes collection
MODIFICATIONS TO LOOK-UP OR EXISTING FIELD; ADDING DEFINITIONS
Subcommittee recommended to
HR, LU, HL |TCR Heart Medical Factors Add a pop-up definitions within this category (sudden death) N/A keep this field on Ped and Adult
Modify lookup to add "other" under primary cause of graft failure, and
HR TRR, TRF |Clinical Information: Post Transplant add other specify text field N/A
Can be computed from cardiac
HR, LU, HL |TRR Most Recent Hemodynamic Add Cardiac Index for peds N/A output and BSA and displayed.
Recommended a definition pop-up for Chronic Liver Disease and

HR, LU, HL |TRF Post-Transplant Events Renal Dysfunction.
TH ADDITIONS: 6 (TCR - HR, LU, HL); 1 (TCR & TRR - LU, HL)
HR, LU, HL |TCR General Medical Factors Add "Pulmonary Insufficiency" A Need definition
HR, LU, HL |TCR Prior Cardiac Surgery (non-transplant) |Any prior thoracic surgery other than previous transplant: Yes/No/Unkn A&C This is in agreement with Thoracic

- If yes, number of prior sternotomies: A&C Committee recommendation.

- If yes, number of prior thoracotomies: A&C
HR, LU, HL |TCR Prior Cardiac Surgery (non-transplant) |If received prior Congenital cardiac surgery

- Palliative surgery: Yes, No A&C

- Corrective surgery: Yes, No A&C
LU, HL TCR, TRR |Patient on Life support Add "inotropes" A
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Appendix C - Proposed Viral Detection Section
On TRRs
Options: Positive, Negative, Not Done, Unknown/Cannot Disclose

Viral Detection:

HIV Serostatus:

CMV IgG:

CMV IgM:

HBYV Surface Antigen:

HCV Serostatus:

|
|
|
HBV Core Antibody: |
|
|
EBV Serostatus: ‘

Ll Lol Lel L Lo e 1

On Kidney and Kidney-Pancreas TRFs (at One and Two Years)
Options: Positive, Negative, Not Done, Unknown/Cannot Disclose

Viral Detection:

CMV IgG: | ~|

CMV IgM: | j
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Appendix D
POC Proposal — Adult Data Elements to be Collected Beyond 5 Years

Elements Common to All Organs:
=  Demographics: Zip code; State
= Provider/Donor Information: Follow-up center
=  Patient Status: Date last seen, died or re-transplanted; primary cause of death
= QGraft status; date of graft failure
=  Serum creatinine

Follow-up Elements: Kidney
=  Primary cause of graft failure

Follow-up Elements: Kidney-Pancreas
=  Primary cause of graft failure
=  Contributory causes of graft failure (for pancreas graft)

Follow-up Elements: Pancreas
=  Primary cause of graft failure
=  Contributory causes of graft failure

Follow-up Elements: Liver
= Contributory causes of graft failure (Note: Liver has no primary cause)
= Presence and type of post-transplant malignancies

Follow-up Elements: Intestine
=  Primary cause of graft failure (Note: Intestine has no contributory causes)

Follow-up Elements: All Thoracic

=  Primary cause of graft failure

=  Bronchiolitis obliterans syndrome (lung only)

= Coronary artery disease (heart only)

= Renal dysfunction (Yes, No, Unknown) (for all thoracic organs)
If yes:
= Chronic dialysis?
= Renal tx since thoracic tx
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2. Proposed Modifications to OPTN/UNOS Policy 7.1.5 “Reporting Definitions” and
OPTN/UNOS Policy 7.3.2 “Submission of Organ Specific Transplant Recipient Registration
Forms and Submission of Living Donor Registration Forms.” (Living Donor Committee)

Summary/Performance Objectives — Aim

This policy modification will fulfill an OPTN contractual obligation to collect information on all living
donors at the time of donation and for at least two years after the donation. The Living Donor Committee
is recommending that the two-year Living Donor Follow-up (LDF) form include the same data elements
that are currently being collected at one-year post donation. The longer follow-up period will provide
valuable information on the experience, safety, and health implications for living donors. Transplant center
compliance with living donor follow-up is especially important since no alternative source of data exists.

Background and Significance

Currently, the recipient transplant centers of living donors report only six month and one-year follow up for
living donors. The OPTN is now required to obtain two-year follow up data on all living donors. This
additional data collection is in accordance with the OPTN Principle of Data Collection to “ensure patient
safety when no alternative sources of data exist.” The “operational statements for data collection”
approved by the Board in December 2006, also state that (1) the OPTN will only collect data that is
contracted by HRSA, and (2) that data for specific populations (e.g., Living Donors) may constitute
exceptions to the Principles of Data Collection. There are currently no other sources of data for living
donors that would allow the OPTN to meet this contractual requirement.

Policy Proposal

The Committee recommends the following change to Policies 7.1 (Reporting Definitions) and 7.3
(Submission of Organ-Specific Transplant Recipient Registration Forms and Submission of Living Donor
Registration Forms):

7.1 REPORTING DEFINITIONS
7.1.5  The follow-up period for living donors will be a minimum of ere two years.

7.3 SUBMISSION OF ORGAN-SPECIFIC TRANSPLANT RECIPIENT
REGISTRATION FORMS AND SUBMISSION OF LIVING DONOR
REGISTRATION FORMS

7.3.2  Living Donor Registration Forms (LDR) must be submitted to the OPTN within
60 days of the form generation date. Recipient Ftransplant Centers must complete
the LDR form when the donor is discharged from the hospital or by six weeks
following the transplant date, whichever is first. The recipient transplant center
must submit LDF forms for each living donor at six months, one year and two
years from the date of donation.
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Two-year follow up will include the same data elements currently collected at the one-year interval; this is
typically fewer than twenty data elements per donor, as shown in Table 1.

Table 1

All Organs (n=11)

Follow-up Center Code/Follow up Center
Donor Status

Donor Status/Date Last Seen or Death
Cause of Death (if applicable)
Functional Status

Physical Capacity

Working for Income

Weight

CAT Scan

MRI

Ultrasound

Liver Only (n=7)
Total Bilirubin
SGOT/AST
SGPT/ALT

Alkaline Phosphatase
Serum Albumin
Serum Creatinine
INR

Kidney Only (n=7)

Kidney/Serum Creatinine

Blood Pressure Systolic

Blood Pressure Diastolic

Donor Developed Hypertension Requiring Medication
Urinalysis

Maintenance Dialysis/If Yes, Date First Dialyzed
Diabetes/If yes, Treatment

Lung Only (n=2)
Activity Level
Chronic Incisional Pain

Complications

Has the donor been readmitted since last report/If Yes
Date of First Readmission Since Last Report
Specify Reason for First Readmission

Kidney Complications since last report

Liver Complications since last report

Complications since last report
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Resource Analysis

OPTN policy development and implementation focuses on cost and resource efficiency. To give the Board
of Directors reasonable expectations regarding the resources that will be required by policy proposal, we
need to access the resources associated with the implementation, compliance, and maintenance of a policy.

Your input will help determine how the proposed policy will affect the following groups:

e OPTN/UNOS Committee(s)
e Transplant Hospitals, OPO’s, and Histocompatibility Laboratories
e Candidates, Recipients, and Donors

You also need to consider how the policy will affect the staff involved in policy development and
implementation.

Such effects might include changes in data submission obligations and changes in operational and/or
staffing needs that will occur as a result of the policy. The change could be either an increase or decrease
in these obligations or needs, depending upon the particular proposal and its objective. Understanding
expected change in both directions is important.

We will consider this information to prepare the resource assessment that we present to the Committee(s)
originating the proposal, Policy Oversight Committee, and Board of Directors.
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3. Proposed Modification to Policy 7.3.3 “Submission of Living Donor Death and Organ Failure Data”
(Living Donor Committee)

Summary/Performance Objective - Aim

Under current policy, transplant programs must report all instances of live donor death and failure of the live donor’s
native organ function within 72 hours after the center becomes aware of these events. This proposed policy
modification defines living donor “native organ failure” as (1) placing living liver donors on the National Liver
Transplant Waitlist and (2) living kidney donors requiring dialysis. This proposal limits the reporting period to five
years, which will provide valuable information on the short-term health and safety implications for living donors.

Background and Significance

The Board of Directors resolved that transplant centers must immediately report any live donation-related deaths
and organ failure that occur within the first six months post-transplantation to the Membership and Professional
Standards Committee (MPSC). In response, the Living Donor Committee proposed a policy that would require
immediate reporting of serious adverse events in living donors prior to normal reporting on the Living Donor
Registration (LDR) and Living Donor Follow-Up (LDF) forms. The policy was effective pending appropriate
notice and simultaneous with public comment, which ended in July 2006. The Living Donor Committee further
modified the policy language to clarify that adverse events in living donors would be reported through the UNet™™
Patient Safety System. This system became operational in January 2007.

After review of this policy, the MPSC recommended that the Living Donor Committee further clarify the policy to
define organ failure and to limit reporting to five years. The Living Donor Committee defined “organ failure” as
either listing for transplant in liver donors or need for dialysis in renal donors. The Committee agreed to limit the
reporting requirement to five years.

Policy Proposal

The Committee proposed the following changes to Policy 7.3.3 (Submission of Living Donor Death and Organ
Failure Data):

7.3.3  Submission of Living Donor Death and Organ Failure Data. Transplant programs must report all
instances of live donor deaths and failure of the live donor’s native organ function within 72 hours
after of the programs—knewledge becomes aware of the live donor death or failure of the live
donors’ native organ function. Live donors’ native organ failure is defined as listing for transplant
for liver donors and the need for dialysis in renal donors. Fhese-events—will-bereported-to-the
MPSC—forfurtherreview—and—reportingto—theBeard. Transplant centers must report these

incidents through the UNet™™ Patient Safety System for a period of five years from the date of the
donation. The MPSC will review and report all adverse events to the Board.

Policy Performance Measures

The OPTN will monitor compliance with Policy 7.0 (Data Submission Requirements) as outlined in the OPTN
Evaluation Plan:

“UNOS programs the UNetsm system and notifies transplant centers of system modifications through the use of
system notices and documentation updates. UNOS staff monitors and evaluates transplant centers’ data submission
compliance on a routine basis and assists them with submitting forms by consistent contact regarding overdue online
forms. Staff could refer noncompliant transplant centers to the Membership and Professional Standards Committee
for further review and action. UNOS staff also reviews data submission standards with transplant centers during on-
site reviews.”

Resource Analysis
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OPTN policy development and implementation focuses on cost and resource efficiency. To give the Board of
Directors reasonable expectations regarding the resources that will be required by policy proposal, we need to access
the resources associated with the implementation, compliance, and maintenance of a policy.

Your input will help determine how the proposed policy will affect the following groups:

e OPTN/UNOS Committee(s)
e Transplant Hospitals, OPO’s, and Histocompatibility Laboratories
e Candidates, Recipients, and Donors

You also need to consider how the policy will affect the staff involved in policy development and implementation.

Such effects might include changes in data submission obligations and changes in operational and/or staffing needs
that will occur as a result of the policy. The change could be either an increase or decrease in these obligations or
needs, depending upon the particular proposal and its objective. Understanding expected change in both directions

is important.

We will consider this information to prepare the resource assessment that we present to the Committee(s) originating
the proposal, Policy Oversight Committee, and Board of Directors.
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4. Proposed Modifications to the UNet*" Living Donor Registration (LDR) and Living Donor Follow-up
(LDF) forms (Living Donor Committee)

Summary/Performance Objective — Aim

The Living Donor Committee is proposing to add one new data element to the Living Donor Follow-Up (LDF) form
and three new data elements to the Living Donor Registration (LDR) form. The additional data elements would
document important information, including:

e attempts to contact a donor classified as “lost to follow-up”;

e the date and the living donor’s status during the most recent contact between the donor and the recipient
transplant center; and

e whether living donor organ recovery and transplant of that organ occurred at the same center.

Background and Significance

During a review of LDF forms, the Living Donor Committee noted that many forms were incomplete, contained
suspicious data, and listed many living donors as “lost to follow up”. The Living Donor Committee discussed
methods to improve living donor data submission, and identified several potential changes to the LDR and LDF as
an important first step in improving overall living donor data collection. The Committee ultimately recommended
the changes to the LDR and LDF forms included in this policy proposal.

During the analysis of living donor follow-up, the Living Donor Committee identified transplant centers with the
best overall follow-up data for their living donor data. The Committee surveyed ten of these high performing
transplant centers. The Committee will use information obtained from the survey to determine best practices, and
will recommend those best practices to all living donor transplant centers. The Committee is focused on the safety
of living donors, and the need for improved living donor follow up, while committed to helping transplant centers
achieve superior living donor follow up with minimal disruption to their programs.

Proposal

The current LDF form limits options describing living donors to four categories: (1) Living; (2) Dead; (3) Lost; and
(4) Not seen. Proposed changed to the LDF form would increase options for reporting living donor status. Under
the proposed changes, options for living donor status would include:

(1) Living: Donor seen at transplant center;

(2) Living: Donor status updated by phone or email correspondence between transplant center and donor;
(3) Living: Donor status updated by other health care facility;

(4) Living: Donor status updated by transplant recipient

(5) Living: Donor contacted, declined follow up with transplant center;

(6) Dead;

(7) Lost: No attempt to contact donor; and

(8) Lost: Unable to contact donor (document)

If item 8 (Lost: Unable to contact donor) is selected, the transplant center will be asked to document their efforts to
contact the donor. To accommodate this, the proposal includes a recommendation to add one new data element to
the LDF form, which is a text box to document attempts to contact a donor when classifying that donor as “lost to
follow-up”.

The Living Donor Committee is also proposing to add three new data elements to the LDR form:
o the date of and the living donor’s status during the most recent contact between the donor and the recipient

transplant center; and
e whether living donor organ recovery and transplant of that organ occurred at the same center.
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Proposed changes to the LDF and LDR are in accordance with the Principles of Data Collection and operational
statements for data collection approved by the Board in December 2006. Increased and improved living donor
follow up will provide valuable information on the peri-operative experience and short-term health and safety
implications for living donors. Center compliance in submission of LDR and LDF forms is especially important
since no alternate source of data exists. A proposal to extend living donor follow-up to two years, in accordance
with the OTN contract, is being circulated separately. (Appendix A, Appendix B).

Resource Analysis

OPTN policy development and implementation focuses on cost and resource efficiency. To give the Board of
Directors reasonable expectations regarding the resources that will be required by policy proposal, we need to access
the resources associated with the implementation, compliance, and maintenance of a policy.

Your input will help determine how the proposed policy will affect the following groups:

e OPTN/UNOS Committee(s)
e Transplant Hospitals, OPO’s, and Histocompatibility Laboratories
e Candidates, Recipients, and Donors

You also need to consider how the policy will affect the staff involved in policy development and implementation.

Such effects might include changes in data submission obligations and changes in operational and/or staffing needs
that will occur as a result of the policy. The change could be either an increase or decrease in these obligations or
needs, depending upon the particular proposal and its objective. Understanding expected change in both directions

is important.

We will consider this information to prepare the resource assessment that we present to the Committee(s) originating
the proposal, Policy Oversight Committee, and Board of Directors.
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5. Proposed Modifications to Data Elements on UNet>™ Deceased Donor Registration (DDR) Form.
(Organ Availability Committee)

Summary/Performance Objective — Aim

This policy proposal would add new data elements to the OPTN Deceased Donor Registration (DDR) form.
Collecting more specific details on the recovery process for individual DCD donors will help the transplant
community develop transplant, donation and allocation policies, one of the OPTN guiding principles for future data
management. In addition, the majority of these proposed data elements were recommended as a result of the 2005
National Conference on Donation after Cardiac Death.

Background and Significance

The emerging practice of recovering organs from Donation after Cardiac Death (DCD) donors has contributed to the
substantial increase in transplants in the past few years. The increase in extra-renal transplants from these donors has
the potential to significantly decrease the number of patients waiting in years to come.

Over the past several years the Organ Availability Committee (OAC) has been investigating the utilization and
outcomes of organs from DCD donors. There have been many occasions where the Committee felt the need for
more details on the recovery of DCD donors in order to make sound conclusions from various analyses presented by
the SRTR. In addition, the published report from the April, 2005 National DCD Conference recommended that the
OPTN modify its data submission requirements to collect these same additional data elements.

Currently the OPTN collects only a few basic data points specific to DCD donors. These data elements include
whether the donor was controlled, if core cooling was used, and the estimated warm ischemic time of the organ.
Unfortunately, the determination of the warm ischemic time is not calculated the same across all Donation Service
Areas (DSA). For this reason, it is not possible to use the data currently collected to develop best practices in the
recovery of both renal and extra-renal DCD donor organs. In order to do this, it is necessary to be able to
differentiate between three distinct phases during the recovery of DCD donors. The withdrawal phase, which is the
time interval from the withdrawal phase of ventilatory support to cardiopulmonary cessation and the agonal phase
which is the time from decreased blood pressure and or oxygen saturation to the diagnosis of death. The final phase
is the time from incision(s) to insitu preservation liquid infusion to back table placement of each organ. The
Committee recommends that systolic, diastolic and mean arterial pressure; O, saturation and urine output are
collected minute-by-minute during these two phases. The Committee believes that most DSAs already collect this
information at a minimum of five minute intervals. Collection of data in this fashion will allow analyses to delineate
the duration and effect of hypoperfusion during the phases of DCD donation.

The importance of this additional data collection is two-fold. It is hoped that by analyzing this additional data the
OPTN will be able to determine best practices for DCD organ recovery to maximize the post-transplant outcomes
from these organs. In addition, Committee members stated repeatedly that unless the procurement team is “one of
their own”, they will often refuse DCD donor organs due to inconsistencies in the reporting of warm ischemic time
and other time periods relevant to DCD recovery. One reason to collect this additional data is to allow for
standardized reporting of these elements to facilitate the transplantation of the organs, both renal and extra-renal,
and reduce the number of such organs discarded.

These additional DDR elements would ONLY be requested in cases of DCD donors and therefore would only be
additional data burden on the Organ Procurement Organizations (OPOs) for a small minority of donor recoveries
(about 10%).

In addition to the above data regarding DCD donors, for non-DCD donors the Committee is also requesting to add a
question to ascertain the number of instances where a consented DCD donor deteriorates to brain death. The
Transplant Coordinators Committee (TCC) identified inconsistencies in the way allocation was being managed
when a DCD donor deteriorates to brain death. Some OPOs reported that they reallocate the organs while others do
not. The TCC is currently working on developing policies for how these occurrences will be handled in the future.
For this reason, the OAC, with the support of the TCC, feels it is important for the OPTN to determine how often
this situation occurs.

30



Proposal

Based on many discussions regarding the issue of DCD recovery, the Organ Availability Committee voted
electronically to submit the collection of the additional data elements as outlined below for public comment by a
vote of 10 in favor, 0 against, and 0 abstaining.

Table 1 lists the OAC’s recommendations for items to be added to the DDR form in the organ recovery section in
cases where the donor is indicated to be DCD. These questions would NOT be displayed if the donor was not
indicated to be DCD.

Table 1.

Withdrawal of Support (Date/Time)
Agonal Phase Begins, SBP and/or O2 sat drops below 80 (Date/Time)
Cardiac Death (Date/Time)
Abdominal Aortic Cannulation (Date/Time)
Thoracic Aorta Cannulation (Date/Time)
Portal Vein Cannulation (Date/Time)
For each organ type recovered, the Date/Time each organ at the back table
Between Withdrawal of Support and Cardiac Death, collect available serial data on the following:
Systolic, Diastolic and Mean Arterial Pressure
O, Saturation
Urine Output

In addition, based on the OAC’s discussions with the TCC, the proposal also includes the addition of one question
for non-DCD donors: Was this a Consented DCD donor that deteriorated to brain death? Yes/No

Impact on HRSA Program Goals and OPTN Strategic Plan

The proposed changes to the forms are expected to have an impact on the HHS Program Goals, which are focused
on increasing organ donation, transplantation, and utilization. Two of the Program Goals deal specifically with the
recovery and utilization of DCD donors and organs. First, the number of DCD donors recovered each year, and
second, the number of organs transplanted per each of these donors.

The intent of this policy proposal is to collect the information necessary to develop policies and best practices
regarding DCD recovery that will allow the transplantation of organs from these donors to reach its maximum
potential.

Resource Analysis

OPTN policy development and implementation focuses on cost and resource efficiency. To give the Board of
Directors reasonable expectations regarding the resources that will be required by policy proposals, we need to
assess the resources associated with the implementation, compliance, and maintenance of a policy.

We anticipate that this proposal will require some additional data entry by the OPOs on the Deceased Donor
Registration (DDR) forms. With the exception of the question regarding the deterioration of a DCD donor to brain
death, this additional data collection is limited to DCD donors which currently represent less than 10% of all donors
recovered. While these additional data elements will increase the data burden on the OPOs, that burden would be
limited in scope.

Your input will help determine how the proposed policy will affect the following groups:

e OPTN/UNOS Committee(s)
e Transplant Hospitals, OPOs, and Histocompatibility Laboratories
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e Candidates, Recipients, and Donors

You also need to consider how the policy will affect the staff involved in policy development and implementation.
Such effects might include changes in data submission obligations and changes in operational and/or staffing needs
that will occur as a result of the policy. The change could be either an increase or decrease in these obligations or
needs, depending upon the particular proposal and its objective. Understanding expected change in both directions

is important.

We will use this information to prepare the resource assessment that we present to the Committee(s) originating the
proposal, Policy Oversight Committee, and Board of Directors.
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6. Proposed Imminent Neurological and Eligible Death Definition Data Elements (OPO
Committee)

Summary/Performance Objective — Aim

This proposal outlines the development of data requirements aimed at generating a greater understanding
about all imminent neurological and eligible deaths, as defined by the OPTN.

By providing these data, OPOs can:

e help the OPTN increase its knowledge about donor potential;

o identify the prevalence of cases in which clinical brain death parameters are met but brain death is
not declared;

e improve the validity of reported donor data; and

e collect data that may also possibly help to develop future reporting definitions for DCD potential
and DCD eligible donors.

Since both definitions and the collection of data are mandated under the OPTN contract and are approved
by the OPTN/UNOS Board of Directors, UNOS seeks input from the transplant community and public on
the implementation of the data collection.

Background and Significance

The current OPTN contract requires that, “...patient-level data shall be collected from all OPOs and
maintained on all eligible deaths and imminent deaths...” This requirement mandates that (1) a definition
of imminent death be developed and approved, and (2) that a data collection system be developed to allow
for the collection of patient-level data from all OPOs.

The intent for this project is:

e to help increase knowledge about donor potential;

e to identify the prevalence of cases in which clinical brain death parameters are met but brain death
is not declared; and

e to improve the standardization and validity of reported donor data.

In 2005, the OPO Committee completed a pilot project involving collecting patient level data on all eligible
deaths that did not lead to donation. The committee used these data to analyze possible predictive factors
for converting a potential donor into an actual donor, and to evaluate the feasibility of OPOs completing the
needed data collection elements. Eleven OPOs participated in the pilot study, one from each of the UNOS
regions. OPOs varied in size, data collection capabilities and eligible donor potential. The SRTR noted
that the data suggested that age, race/ethnicity, and cause of death were significant predictors of
conversion. During follow-up calls held by UNOS staff, participating OPOs noted that the data collection
(for eligible, patient level data) was possible and feasible with current OPO resources.

Also in 2005, an AOPO representative suggested modifying UNOS’ eligible death definition so that the
information OPOs reported to AOPO, CMS and the OPTN was consistent. The OPTN/UNOS Board of
Directors approved this modified definition in early 2006.

The Committee noted that the imminent neurological death definition should reflect the donor potential
from eligible deaths. An example would be —the number of potential donors referred by hospitals to OPOs
based on identified clinical triggers (Glasgow Coma Scale, absence of 3 or more brain stem reflexes,
laboratory evidence, etc.). The committee’s consensus was to use the AOPO death record review definition
as the foundation for the development of an OPTN imminent neurological death definition. This definition
is well established and well known within the OPO community. Some OPOs currently use this definition as
the basis for their own internal database tracking of donor potential and missed donor potential identified in
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death record reviews. While the OPTN reporting definition for eligible deaths serves as a metric of OPO
and DSA performance evaluation, the future OPTN reporting definition for imminent neurological deaths
would be used solely for the purpose of identifying potential areas for improvement.

The Committee noted that feedback and support from the OPO community in the development of a new
standardized reporting definition is critical to the success of the project. In 2006, the Committee agreed that
the proposed reporting definition of imminent neurological death and the OPTN reporting definition of
eligible death would be mutually exclusive. OPOs could not report an imminent neurological death as an
eligible death and could not report an eligible death as an imminent death. For consistency of data
reporting, the exclusion criteria in the proposed imminent neurological definition would be the same as the
exclusions to the OPTN reporting definition of eligible death.

Reporting for imminent neurological deaths would follow the same guidelines of reporting an eligible
death, “independent of family decision regarding donation or availability of next-of-kin, independent of
medical examiner or coroner involvement in the case, and independent of local acceptance criteria or
transplant center practice.” A formula is used to quantify an OPO’s performance in converting potential
donors into actual donors. The number of eligible deaths appears in the denominator of the formula. CMS
and the OPTN are now defining eligible deaths the same way for consistency.

To evaluate the data burden and estimate the possible missed potential that could be identified through the
reporting of imminent neurological deaths, the Committee work group (representing 9 OPOs) completed a
data survey. This survey identified the range of reportable imminent neurological deaths per DSA using the
draft proposed definition. This informal 2-month survey was intended helped guide the second phase of the
project by identifying:

o the total number of recovered organ donors who are CMS eligible (no DCD or over 70 donors)

e the total number of CMS eligible deaths including those referred and those identified on Death
Record Review (DRR); and

o the total number of deaths meeting the proposed definition of Imminent Neurological Death,
including those referred and those identified on the DRR

The data suggest that the estimate of donor potential identified through imminent neurological death
reporting is approximately 15-20 %. This percentage would be substantial if it was applied nationally. At
its August 2006, meeting, the Policy Oversight Committee (POC) reviewed the original draft of the
imminent neurological death definition and noted its support that the definition is based on common
guidelines approved by the American Neurological Association. The POC also noted that the imminent
neurological death definition appears to be a natural evolution from the updated eligible death definition.

Policy Change Summary

At its December 2006 meeting, the OPTN/UNOS Board of Directors approved the following imminent
neurological death definition for adoption as the UNet™ definition for reporting of imminent neurological
deaths, effective pending distribution of appropriate notice and programming on UNet™.

Imminent Neurological Death Definition: Patient who is 70 years old or younger with severe
neurological injury and requiring ventilator support who, upon clinical evaluation documented in the
OPO record or donor hospital chart, has an absence of at least three brain stem reflexes or a GCS < 5
but does not yet meet the OPTN definition of an eligible death, specifically that the patient has not yet
been legally declared brain dead according to hospital policy, and who eventually deteriorates to
cardiac death (during the referred hospitalization.) Persons with any condition which would exclude
them from being reported as an eligible death would also be excluded from consideration for reporting
as an imminent death.

Brain Stem Reflexes:
*  Pupillary reaction
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*  Response to iced caloric

*  Gag Reflex

*  Cough Reflex

*  Corneal Reflex

e Doll's eyes reflex

*  Response to painful stimuli
*  Spontaneous breathing

The committee modified Policy 7.0 in order to meet the contract requirement for patient level data
collection on all imminent neurological and eligible deaths. The OPTN/UNOS Board of Directors approved
the following proposed modifications to Policy 7.0. They will be implemented pending notice and
programming.

7.0 DATA SUBMISSION REQUIREMENTS

Members must submit data to the OPTN through use of standardized forms. Data requirements
include submission of information on all deceased and living donors, potential transplant recipients,
and actual transplant recipients. All transplant data forms must be submitted through UNet™™
beginning January 1, 2003. All OPOs are responsible for submission of patient level data for all
consented donors, consent not recovered potential donors, imminent neurological and eligible deaths in
its DSA. The OPO responsible for allocation of the donor organs will be responsible for submission of
the Deceased Donor Feedback information, Deceased Donor Registration (DDR) Forms and Potential

Transplant Recipient (PTR) Forms. Each-OPO-also-isresponsible-forsubmission-of-hospital-speeifie
death-netification—doner-eligibility-and-consentinformation- Histocompatibility laboratories will be

responsible for submission of the Donor and Recipient Histocompatibility forms for each donor and
actual transplant recipient typed by the laboratory. Recipient transplant centers are responsible for
submission of Recipient Feedback information, Living Donor Feedback information, Living Donor
Registration Forms, Living Donor Follow-up Forms, Transplant Candidate Registration Forms, organ-
specific Transplant Recipient Registration Forms, organ-specific Transplant Recipient Follow-up
Forms, and Recipient Malignancy Forms for each recipient on the waiting list, transplanted or followed
at the center.

[No proposed changes 7.1 to 7.6]

7.7 SUBMISSION OF DEATH NOTIFICATION INFORMATION
All menthly imminent neurological, non-consented eligible death-netification—information and consent
not recovered death notification information must be submitted by the OPO for-each—denorhespital

before-the-close-of the subsequent-calendarmenth within 30 days of the date of the death notification.

[No further proposed modifications to Policy 7.0]

The system is currently designed to allow OPOs to import data from their databases to UNet™. It is
intended to both reduce data entry burden on OPOs and to create standardization of data reporting and thus
increased validity of data used in analysis. The system will also allow smaller OPOs to manually enter the
information in case they do not have the electronic database capabilities.

New fields in the DonorNet application will enable the system to determine if the criteria have been met for
eligibility or imminent neurological death status.

The new DonorNet form will prompt users for additional data elements. The data elements will vary
depending on the individual’s characteristics. The Deceased Donor Registration (DDR) form, not the new
proposed form, will be generated if at least one organ was recovered for transplantation or was transplanted
on all individuals entered in the system. Otherwise, in the following scenarios, these fields will appear on
the new form:
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NOTE: Auto-populate means that information will pre-fill the field, if a response was provided on another
page in the application.

Non-consenting, Eligible Deaths

OPO (auto-populates)

Donor hospital (auto-populates)

Date and time of pronouncement of death

How did you learn of this case?

Date of hospital notification (appears if “How did you learn of this case?” is donor hospital
notification)

Date of retrospective review (appears if “How did you learn of this case?” is retrospective review)
Has consent been obtained for organ donation? (auto-populates)

Was consent requested? (auto-populates)

Reason consent not requested (auto-populates, appears if “Was consent requested?” is No)

Reason consent not requested: Other Specify (appears if “Reason consent not requested” is Other,
Specity)

Reason consent not obtained (auto-populates, appears if “Was consent requested?” is Yes)

Reason consent not obtained: Other Specify (appears if “Reason consent not obtained” is Other,
Specify)

Last name (auto-populates)

First name (auto-populates)

ABO (auto-populates, not required)

Date of Birth (auto-populates)

Age (auto-populates)

Gender (auto-populates)

Eligibility status (auto-populates)

Imminent neurological death (auto-populates)

Cause of death (auto-populates)

Cause of death: Other Specify (auto-populates, appears if “Cause of death” is Other, Specify)
Mechanism of death (auto-populates, none of the above is an option)

Circumstance of death (auto-populates, none of the above is an option)

Ethnicity/race (auto-populates)

Medical Examiner/Coroner accepted case?

Medical Examiner/Coroner’s decision (appears if “Medical Examiner/Coroner accepted case” is Yes)
Was intent to be a donor documented? (unknown is an option)

Mechanisms that apply (appears if “Was intent to be a donor documented?” is Yes)

Mechanisms that apply: Other Specify (appears if “Mechanisms that apply” is Other, Specify)
Consent based only on documentation? (unknown is an option)

Consented/Non-consenting, Imminent Neurological Death

OPO (auto-populates)

Donor hospital (auto-populates)

Date and time of pronouncement of death

How did you learn of this case?

Date of hospital notification (appears if “How did you learn of this case?” is donor hospital
notification)

Date of retrospective review (appears if “How did you learn of this case?” is retrospective review)

Has consent been obtained for organ donation? (auto-populates)

Was consent requested? (auto-populates, appears if “Has consent been obtained for organ donation?” is
No.)

Reason consent not requested (auto-populates, appears if “Was consent requested?” is No)

Reason consent not requested: Other Specify (appears if “Reason consent not requested” is Other,
Specify)
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Reason consent not obtained (auto-populates, appears if “Was consent requested?” is Yes)
Reason consent not obtained: Other Specify (appears if “Reason consent not obtained” is Other,
Specify)

Last name (auto-populates)

First name (auto-populates)

ABO (auto-populates, not required)

Date of Birth (auto-populates)

Age (auto-populates)

Gender (auto-populates)

Eligibility status (auto-populates)

Imminent neurological death (auto-populates)

Cause of death (auto-populates)

Cause of death: Other Specify (auto-populates, appears if “Cause of death” is Other, Specify)
Mechanism of death (auto-populates, none of the above is an option)

Circumstance of death (auto-populates, none of the above is an option)

Ethnicity/race (auto-populates)

Was intent to be a donor documented? (unknown is an option)

Mechanisms that apply (appears if “Was intent to be a donor documented?” is Yes)
Mechanisms that apply: Other Specify (appears if “Mechanisms that apply” is Other, Specify)
Tests that confirmed neurological death:

Tests that confirmed neurological death: Other Specify (appears if “Tests that confirmed neurological
death” is Other, Specify)

Consenting, Eligible Deaths that do not result in a transplant or a recovery for the purposes of
transplantation — NOTE: Currently, users are supposed to complete the Deceased Donor Registration
(DDR) form on these individuals. This form would be generated instead of the DDR for these potential
donors.

OPO (auto-populates)

Donor hospital (auto-populates)

Date and time of pronouncement of death

How did you learn of this case?

Date of hospital notification (appears if “How did you learn of this case?” is donor hospital
notification)

Date of retrospective review (appears if “How did you learn of this case?” is retrospective review)

Has consent been obtained for organ donation? (auto-populates)

Was consent requested? (auto-populates)

Reason consent not requested (auto-populates, appears if “Was consent requested?” is No)

Reason consent not requested: Other Specify (appears if “Reason consent not requested” is Other,
Specify)

Reason consent not obtained (auto-populates, appears if “Was consent requested?” is Yes)

Reason consent not obtained: Other Specify (appears if “Reason consent not obtained” is Other,
Specify)

Last name (auto-populates)

First name (auto-populates)

ABO (auto-populates, not required)

Date of Birth (auto-populates)

Age (auto-populates)

Gender (auto-populates)

Eligibility status (auto-populates)

Imminent neurological death (auto-populates)

Cause of death (auto-populates)

Cause of death: Other Specify (auto-populates, appears if “Cause of death” is Other, Specify)
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Mechanism of death (auto-populates, none of the above is an option)

Circumstance of death (auto-populates, none of the above is an option)

Ethnicity/race (auto-populates)

Medical Examiner/Coroner accepted case?

Medical Examiner/Coroner’s decision (appears if “Medical Examiner/Coroner accepted case” is Yes)
Was intent to be a donor documented? (unknown is an option)

Mechanisms that apply (appears if “Was intent to be a donor documented?” is Yes)

Mechanisms that apply: Other Specify (appears if “Mechanisms that apply” is Other, Specify)
Consent based only on documentation? (unknown is an option)

Did the patient express to family or others the intent to be a donor? (unknown is an option)

Date and time consent obtained for first organ

Serum Creatinine (mg/dl)

Serum Creatinine: ST (Missing, Unknown, N/A, Not Done)

BUN (mg/dl)

BUN: ST (Missing, Unknown, N/A, Not Done)

SGOT/AST (u/L)

SGOT/AST: ST (Missing, Unknown, N/A, Not Done)

SGPT/ALT (w/L)

SGPT/ALT: ST (Missing, Unknown, N/A, Not Done)

History of hypertension (unknown duration and unknown are options)

Diet (appears if one of the Yes options is chosen for “History of hypertension”, unknown is an option)
Diuretics (appears if one of the Yes options is chosen for “History of hypertension”, unknown is an
option)

e  Other hypertensive medication (appears if one of the Yes options is chosen for “History of
hypertension”, unknown is an option)

If the individual does not meet the criteria for either definition and an organ was not recovered for
transplant or transplanted, no additional data will be requested of the users. As the imminent and eligible
death definitions are mandated under the OPTN contract and are approved by the OPTN/UNOS Board of
Directors, UNOS seeks input regarding the approach to implementation of the policy and the data
collection efforts.

Policy Performance Measures

UNOS will monitor for compliance with this policy.

Resource Analysis

OPTN policy development and implementation focuses on cost and resource efficiency. To give the Board
of Directors reasonable expectations regarding the resources that will be required by policy proposals, we
need to assess the resources associated with the implementation, compliance, and maintenance of a policy.

Your input will help determine how the proposed policy will affect the following groups:

e OPTN/UNOS Committee(s)
e Transplant Hospitals, OPOs, and Histocompatibility Laboratories
e Candidates, Recipients, and Donors

You also need to consider how the policy will affect the staff involved in policy development and
implementation.

Such effects might include changes in data submission obligations and changes in operational and/or
staffing needs that will occur as a result of the policy. The change could be either an increase or decrease
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in these obligations or needs, depending upon the particular proposal and its objective. Understanding
expected change in both directions is important.

We will use this information to prepare the resource assessment that we present to the Committee(s)
originating the proposal, Policy Oversight Committee, and Board of Directors.
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7. Proposed Modifications to OPTN and UNOS Bylaws, Appendix A2-1, Section 2.06A, (b), (3)
“Probation,” (4) “Member Not in Good Standing,” (5) “Suspension of Member Privileges,” (6)
“Termination of Membership or Designated Transplant Program Status,” (7) “Action Specified in
OPTN Final Rule.” (Patient Affairs Committee)

Summary/Performance Objective — Aim

These proposed Bylaw changes would require Members to provide written notification to patients who are being
evaluated for transplant, candidates on the waiting list, and transplant recipients within 30 days after the following
adverse actions occur:

Probation

Member Not in Good Standing

Suspension of Member Privileges

Termination of Membership or Designated Transplant Program Status and
Action Specified in OPTN Final Rule

Both patients being evaluated and candidates listed during the duration of the adverse action must also be informed.
The objective is to provide prompt notification of Member violations that might impact treatment services and
patient safety.

Background and Significance

In November of 2006, the Patient Affairs Committee began discussing the need for increased transparency in the
current transplant center performance review system. Committee members discussed when patient notification
should occur in the center review process. Concern was expressed that some patients may initially be alerted to
center problems by receiving potentially inaccurate or incomplete information through the media. Committee
members agreed that patients need prompt notification about a broader range of adverse actions, but only after the
sanctions have been finalized. Notification of adverse actions is important for protecting patients’ safety and
assisting them in making informed decisions about their treatment.

Currently, the OPTN and UNOS bylaws requires patient notification for only the adverse action of Member Not in
Good Standing. Upon further examination of this section of the bylaws, the Committee believed that both the term
“patient” and a time frame for notification should be defined. The Committee also agreed that other adverse actions
should have the same notification requirements as Member Not in Good Standing. There was unanimous support
that patients being evaluated, current candidates, and all patients who are evaluated or listed during the duration of
the adverse action (if applicable) would benefit from such center performance information. The Committee also
supported the requirement for notification of recipients receiving ongoing services from transplant centers,
especially since some may face re-transplantation.

The UNOS Membership and Evaluation and Quality Departments and the OPTN Transplant Coordinators
Committee (TCC) were consulted during the discussion and development of this bylaws modification. The TCC
supported the proposal, but some Members relayed their concern that notification to such an extensive group of
patients, candidates, and recipients would place a considerable burden on transplant centers. In reference to
probation, some TCC Members also questioned the need to notify potential candidates, candidates, and recipients
from all organ transplant programs within a Center when the actions of only one program led to the sanction.

These modifications support candidates and recipients in making informed decisions about their treatment. The
Committee views this as a critical step forward in preserving and even enhancing the public trust in the donation and
transplantation system.

Policy Proposal:

The Committee proposes the following changes to OPTN and UNOS Bylaws, Appendix A, Section 2.06A
(b)(3) “Probation,” (4) “Member Not in Good Standing,” (5) “Suspension of Member Privileges,” (6)
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“Termination of Membership or Designated Transplant Program Status,” (7) “Action Specified in OPTN

Final Rule”
2.06A Membership and Professional Standards Committee Action

(a) [no changes to subsection a]

(b)

For Category II and III potential violations, the MPSC-PCSC shall report its action in writing to the full
MPSC. The MPSC shall report its action in writing to the Board of Directors.

Category I, II, and III potential violations are generally defined as follows. Individual cases may vary
depending upon the unique circumstances, and cases may move among the categories as circumstances
may change.

. Category I = potential violation of OPTN requirements posing substantial, time sensitive threat to
patient health or public safety,

. Category II = material breach of OPTN requirements, and

. Category III = dialogue with MPSC expected to correct any noncompliant behavior and lead to
ongoing future compliance.

Actions available for all categories of potential violations may include, without limitation (see Figures
A-2a and A2b for a general overview of these actions), the following. Sanctions listed under numbers
(1) and (2) below may be imposed directly by action of either the MPSC-PCSC or MPSC. Sanctions
listed under numbers (3) — (7) below must be recommended by the MPSC to the Board of Directors and
imposed by the Board, or may be imposed by the Executive Committee or the Board without
recommendation of the MSPC. Unless specifically noted, the sanctions listed below may be taken in
cases of : (i) noncompliance with policies or behavior posing risk to patient health or public safety
covered by Section 1138 of the Social Security Act, 42 U.S.C. § 1320-b8, by virtue of (a)
recommendation by the OPTN to be mandatory and designation by the Secretary of HHS for coverage,
(b) determination by the Secretary of HHS to be mandatory under the OPTN Final Rule, or (c)
determination of risk to the health of patients or to the public safety, which is confirmed by the Secretary
of HHS, and (ii) noncompliance with all other OPTN requirements. Policies and behavior posing risk to
patient health or public safety described under category (i) above are hereinafter referred to collectively
as “policies covered by Section 1138 of the Social Security Act,” or individually as “policy covered by
Section 1138 of the Social Security Act.”

The MPSC-PCSC or the MPSC may impose the following sanctions without referral to the Board of
Directors for approval:

(1) Reject Request for Corrective Action. The MPSC-PCSC or the MPSC may reject the request
for corrective action, notice of which shall be provided to the Board of Directors;

(2) Notice of Uncontested Violation, Letter of Warning or Letter of Reprimand. The MPSC-
PCSC or the MPSC may issue a Notice of Uncontested Violation, Letter of Warning or a
Letter of Reprimand, any of which is not an adverse action under the Bylaws but is meant
to inform the Member of the need for the Member to ensure continuing compliance with
OPTN requirements. The Board of Directors and the Secretary of HHS shall be notified of
final decisions to issue a Notice of Uncontested Violation, Letter of Warning or a Letter of
Reprimand. These categories of non-adverse actions are appropriate under the following
circumstances:

(a) Notice of Uncontested Violation — There has been a violation of OPTN
requirements with no substantial evidence of mitigating factors based on medical
judgment, and there is believed to be no likelihood of recurrence. The Member is
not entitled to an interview.

(b) Letter of Warning — There has been an apparent violation of OPTN requirements
under circumstances in which medical judgment is credibly put forth as a partial
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“)

mitigating factor and there is believed to be no likelihood of recurrence. The
Member is not entitled to an interview.

() Letter of Reprimand — There has been an apparent violation of OPTN
requirements under circumstances where medical judgment is not a credible
mitigating factor and there is believed to be no likelihood of recurrence. The
Member shall be entitled to an interview under the procedures described in
Section 3.01A prior to any issuance of a Letter of Reprimand by the MPSC/PCSC
or the MPSC.

The MPSC may make recommendations to the Board of Directors for the imposition of the
following adverse sanctions or the Board of Directors or the Executive Committee may take such
action without recommendation by the MSPC:

Probation. The MPSC may recommend that the Board of Directors or the Executive Committee, or either
the Executive Committee or the Board of Directors on its own accord may place the Member on probation,
which would be an adverse action under the Bylaws and would first entitle the Member to procedural rights
as provided in Section 3.01A — 3.03A followed, in the case of initial recommendation by the MPSC, by a
final recommendation by the MPSC to and, in any event, final action by the Board of Directors or the
Executive Committee and notice to the Secretary of HHS of the final decision to place the Member on
probation.

Within 30 days of the Member’s notification of Probation, as described herein, the Member shall provide
written notice to all patients in the evaluation process, candidates, and recipients being followed by the
Member, as prescribed by the Executive Committee and/or Board of Directors. The Member shall provide
written notice to all additional patients evaluated and candidates added to the national waitlist by the
Member for the duration of the Probation, as prescribed by the Executive Committee and/or Board of
Directors.

Probation may include one or more of the following or other actions deemed appropriate by the MPSC-
PCSC/MPSC, Executive Committee, or the Board of Directors and will include notice to all Members.

(a) Required submission of a compliance action plan or plan of correction developed to specifications
as may be defined by the MPSC-PCSC/MPSC, with demonstration to the MPSC-PCSC/MPSC of
adherence to the plan and correction of any non-compliant activity within some period of time.

b) Unscheduled on-site audit(s) throughout the period of probation, to be performed by OPTN
Contractor audit staff at the sole reasonable cost and expense of the Member. Such costs and
expenses shall include, but not be limited to, travel and lodging expenses of OPTN Contractor
staff.

(¢) Required submission of reports, data, or other evidence to the OPTN Contractor documenting
correction of the non-compliant activity throughout the period of probation

Member Not in Good Standing. The MPSC may recommend that the Board of Directors or Executive
Committee, or either the Executive Committee or the Board of Directors on its own accord, may declare the
Member a Member Not in Good Standing, which would be an adverse action under the Bylaws and would
first entitle the Member to procedural rights as provided in Section 3.01A — 3.03A followed in the case of
an initial recommendation by the MSPC by a final recommendation to, and in any event, final action by the
Board of Directors or Executive Committee and notice to the Secretary of HHS of the final decisions to
declare the Member a Member Not in Good Standing. Member Not in Good Standing includes all of the
following plus any other action deemed appropriate by the Board of Directors, unless specifically limited to
one or more of such actions by the Board of Directors or Executive Committee:

(a) Withdrawal of voting privileges in OPTN affairs.
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(b) Suspension of the ability for any personnel named in the OPTN Contractor Membership database as
associated with the Member - who are not otherwise eligible to serve by virtue of their association with a
member in Good Standing - to sit on any Committee, hold office, and sit on the Board of Directors.

(c) Formal notification, along with subsequent changes in such status, to the entire OPTN Membership as
well as to the Chief Executive Officer of Institutional Members

(d) Formal notification, along with subsequent changes in such status, to the Member’s Chief Executive
Officer or Administrator and to the state health commissioner or other appropriate state representative
with oversight of health care institutions doing business in the Member’s state.

(e) Notice within reasonable limits and means, to patients-and the general public in the area of the Member.
Such notice may include, but is not limited to, communication using the OPTN website and/or as
prescribed by the Board of Directors for distribution by the Member.

(f) Within 30 days of the Member’s notification of Member Not in Good Standing, as defined herein, the
Member shall provide written notice to all patients in the evaluation process, candidates, and recipients
being followed by the Member, as prescribed by the Board of Directors. The Member shall provide
written notice to all additional patients evaluated and candidates added to the national waitlist by the
Member for such duration as prescribed by the Board of Directors.

(g) €O The actions listed for a Member on probation.

(5) Suspension of Member Privileges. Only in the case of noncompliance with policies covered by Section 1138 of
the Social Security Act, the MPSC may recommend that the Board of Directors or the Executive Committee, or
either the Executive Committee or the Board of Directors on its own accord, may request approval from the
Secretary to suspend the Member’s ability to list patients on the waiting list, the Member’s eligibility to receive
organ offers for transplants and related services, and other membership privileges, any of which would be an adverse
action under the Bylaws which would first entitle the Member to procedural rights as provided in Section 3.01A —
3.03A followed in the case of an initial recommendation by the MSPC by a final recommendation to and, in any
event, final action by the Board of Directors or the Executive Committee and, if the decision is to move the request
forward, submission of the recommendation to the Secretary of HHS for consideration. Within 30 days of the
Member’s notification of Suspension of Member Privileges., as defined herein, the Member shall provide written
notice to all patients in the evaluation process, candidates, and recipients being followed by the Member, as
prescribed by the Board of Directors and/or the Secretary of HHS.

Suspension of membership privileges may include one or more of the following or other actions deemed appropriate
by the MPSC-PCSC/MPSC, the Executive Committee, or the Board of Directors:

(a) Suspension of the privilege to hold office and/or sit on OPTN Board of Directors or Committees.
(b) Suspension of voting privileges in OPTN affairs.

(c) Suspension of the privilege to receive all organ offers or offers of particular organ types for
transplantation and related services.

(d) Suspension of the privilege to list all patients or patients in need of particular organ types on the Patient
Waiting List.

(e) The actions listed for a Member on probation and the actions listed for a Member Not in Good Standing

(6) Termination of Membership or Designated Transplant Program Status. Only in the case of noncompliance
with policies covered by Section 1138 of the Social Security Act, the MPSC may recommend that the Board of
Directors or the Executive Committee, or either the Executive Committee or the Board of Directors on its own
accord, may request approval from the Secretary to terminate membership or designated transplant program status
for one or more organs, which are adverse actions under the Bylaws and would first entitle the Member to
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procedural rights as provided in Section 3.01A — 3.03A followed in the case of an initial recommendation by the
MPSC, by a final recommendation to and in any event, final action by the Board of Directors or the Executive
Committee and, if the decision is to move the request forward, submission of the recommendation to the Secretary
of HHS for consideration. Within 30 days of the Member’s notification of Termination of Membership or
Designated Transplant Program Status, as defined herein, the Member shall provide written notice to all patients in
the evaluation process, candidates, and recipients being followed by the Member, as prescribed by the Board of
Directors and/or the Secretary of HHS.

(7) Action Specified in OPTN Final Rule. Only in the case of noncompliance with policies covered by Section
1138 of the Social Security Act, the MPSC may recommend that the Board of Directors or the Executive
Committee, or either the Executive Committee or the Board of Directors on its own accord, may recommend to the
Secretary of HHS any action specifically identified in Section 121.10(c) of the OPTN Final Rule, 42 CFR § OPTN
Bylaws, Appendix A2-6 December 14, 2006 121.10(c), which would be an adverse action under the Bylaws and
would first entitle the Member to procedural rights as provided in Section 3.01A — 3.03A followed in the case of
initial recommendation by the MPSC, by a final recommendation to and in any event, final action by the Board of
Directors or the Executive Committee and, if the decision is to move the recommendation forward, submission of
the recommendation to the Secretary of HHS for consideration. Within 30 days of the Member’s notification of the
Action Specified in OPTN Final Rule, as defined herein, the Member shall provide written notice to all patients in
the evaluation process, candidates, and recipients being followed by the Member, as prescribed by the Board of
Directors and/or the Secretary of HHS. The Member shall provide written notice to all additional patients evaluated
and candidates added to the national waitlist by the Member for such duration as prescribed by the Board of
Directors and/or the Secretary of HHS.

Policy Performance Measures

These modifications support patients in making informed decisions about their health and treatment. Members also
viewed this as a critical step forward in protecting patient safety and preserving the public trust in the donation and
transplantation system. UNOS will monitor for Member compliance with these bylaws modifications.

Resource Analysis

These bylaws modifications will impact every OPTN Member transplant center, as well as patients being evaluated,
candidates, and recipients receiving services from transplant programs. Identified resources include staffing needs
and costs associated with written notification. Input from OPTN/UNOS Committees, transplant centers, candidates,
and recipients is needed in order to assess the impact of this proposal, including the resources associated with its
implementation, compliance, and maintenance Information gathered will be used to prepare the resource assessment
presented to the Policy Oversight Committee and the Board of Directors.
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Records @ EXHIBIT A

Living Donor Registration Worksheet
FORM APPROVED: O.M.B. NO. 0915-0157 Expiration Date: 08/31/2007

Donor ID:

l Provider Information l
Recipient Center:

l Donor Information l

Donor Name:

UNOS Donor ID #:

Address:

Home City: State: Zip Code:
Home Phone: Work Phone: Email:
SSN: Date of Birth: Gender:

 Male € Female

c Single

C Married

 Divorced
Marital Status at Time of Donation:

cC Separated

" Life Partner

" Unknown

ABO Blood Group: CoCACBCABCAT CaBC a2 C A2B

c Biological, blood related Parent
® Biological, blood related Child
c Biological, blood related Identical Twin
Donor Type: c Biological, blood related Full Sibling
c Biological, blood related Half Sibling
® Biological, blood related Other Relative: SPECIFY

c Non-Biological, Spouse
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EXHIBIT A

c Non-Biological, Life Partner

c Non-Biological, Unrelated: Paired Exchange

c Non-Biological, Unrelated: Non-Directed Donation (Anonymous)
" Non-Biological, Living/Deceased Exchange

c Non-Biological, Other Unrelated Directed Donation: Specify

Specify:

Ethnicity/Race:
(select all origins that apply)

American Indian or Alaska Native

[~ American Indian

[~ Eskimo

[~ Aleutian

[ Alaska Indian

[~ American Indian or Alaska Native: Other

[ American Indian or Alaska Native: Not
Specified/Unknown

Black or African American
[~ African American

[ African (Continental)

[ West Indian

[ Haitian

[ Black or African American: Other

[ Black or African American: Not Specified/Unknown

Native Hawaiian or Other Pacific Islander
[~ Native Hawaiian

[ Guamanian or Chamorro
[~ Samoan
[ Native Hawaiian or Other Pacific Islander: Other

[~ Native Hawaiian or Other Pacific Islander: Not
Specified/Unknown

Asian

[ Asian Indian/Indian Sub-Continent
[ Chinese

I Filipino

I Japanese

™ Korean

[ Vietnamese

[~ Asian: Other

[ Asian: Not Specified/Unknown
Hispanic/Latino

I Mexican

I Puerto Rican (Mainland)

I Puerto Rican (Island)

™ Cuban

I Hispanic/Latino: Other

- Hispanic/Latino: Not
Specified/Unknown

White

r European Descent

[ Arab or Middle Eastern

I North African (non-Black)

[ White: Other

I White: Not Specified/Unknown

(" U.S. CITIZEN

Citizenship:

" RESIDENT ALIEN

" NON-RESIDENT ALIEN, Year Entered US

Year of Entry into U.S.:

" NONE

" GRADE SCHOOL (0-8)
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Highest Education Level:

Did the donor have health insurance:

Functional Status:

Physical Capacity: (check one)

Working for Income:

If No, Not Working Due To: (check one)

If Yes:

EXHIBIT A

€ HIGH SCHOOL (9-12)

' ATTENDED COLLEGE/TECHNICAL SCHOOL
' ASSOCIATE/BACHELOR DEGREE

" POST-COLLEGE GRADUATE DEGREE

" N/A (<5 YRS OLD)

" UNKNOWN

C YES C NO € UNK

" No Limitations
 Limited Mobility
" Wheelchair bound or more limited

" Unknown

C YES C NO C UNK

" Disability

€ Insurance Conflict

€ Inability to Find Work

" Donor Choice - Homemaker

€ Donor Choice - Student Full Time/Part Time
" Donor Choice - Retired

€ Donor Choice - Other

" Unknown

" Working Full Time

c Working Part Time due to Disability

c Working Part Time due to Insurance Conflict

c Working Part Time due to Inability to Find Full Time Work
c Working Part Time due to Donor Choice

c Working Part Time Reason Unknown

c Working, Part Time vs. Full Time Unknown
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Pre-Donation Clinical Information

EXHIBIT A l

Viral Detection

Have any of the following viruses ever been
tested for: HIV, CMV, HBV, HCV, EBV

HIV

AIDS):

cMVv

Test

Was there clinical disease (ARC,

Antibody:

RNA:

Test

Was there clinical disease:

1gG:

IgM:

Nucleic Acid Testing:

C YES C NO

C YES C NO

Result

C YES € NO € UNK

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

C Positive
' Negative
" Not Done

" UNK/Cannot Disclose

C yES C NO

Result

C YES € NO € UNK

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

C Positive
" Negative
" Not Done

" UNK/Cannot Disclose
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HBV

HCV

Culture:

Test

Was there clinical disease:

Liver Histology:

Core Antibody:

Surface Antigen:

HBV DNA:

HDV (Delta Virus):

 Positive
c Negative
" Not Done

" UNK/Cannot Disclose

C YES C NO

Result

C YES C NO C UNK

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

C Positive
" Negative
" Not Done

" UNK/Cannot Disclose

 Positive
c Negative
" Not Done

" UNK/Cannot Disclose

C Positive
" Negative
" Not Done

" UNK/Cannot Disclose

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose
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EBV

Test

Was there clinical disease:

Liver Histology:

Antibody:

RIBA:

HCV RNA:

Test

Was there clinical disease:

1gG:

IgM:

C YES C NO

Result

C YES € NO € UNK

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

 Positive
" Negative
" Not Done

" UNK/Cannot Disclose

C YES C NO

Result

C YES € NO € UNK

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

 Positive
' Negative

" Not Done
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EBV DNA:

Pre-Donation Height and Weight

Height:

Weight:

History of Cancer:

EXHIBIT A

" UNK/Cannot Disclose

C Positive
c Negative
" Not Done

" UNK/Cannot Disclose

ST=

ST=

€ NO

€ SKIN - SQUAMOUS, BASAL CELL
 SKIN - MELANOMA

€ CNS TUMOR - ASTROCYTOMA

" CNS TUMOR - GLIOBLASTOMA MULTIFORME
€ CNS TUMOR - MEDULLOBLASTOMA
" CNS TUMOR - NEUROBLASTOMA

€ CNS TUMOR - ANGIOBLASTOMA

€ CNS TUMOR - MENINGIOMA

€ CNS TUMOR - OTHER

" GENITOURINARY - BLADDER

' GENITOURINARY - UTERINE CERVIX

' GENITOURINARY - UTERINE BODY
ENDOMETRIAL

" GENITOURINARY - UTERINE BODY
CHORIOCARCINOMA

' GENITOURINARY - VULVA

" GENITOURINARY - OVARIAN

" GENITOURINARY - PENIS, TESTICULAR
" GENITOURINARY - PROSTATE

" GENITOURINARY - KIDNEY

" GENITOURINARY - UNKNOWN
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Specify:

Cancer Free Interval:

Diabetes:

Treatment:

" GASTROINTESTINAL - ESOPHAGEAL

" GASTROINTESTINAL - STOMACH

" GASTROINTESTINAL - SMALL INTESTINE
" GASTROINTESTINAL - COLO-RECTAL

" GASTROINTESTINAL - LIVER & BILIARY

TRACT

" GASTROINTESTINAL - PANCREAS
' BREAST

" THYROID

" TONGUE/THROAT

" LARYNX

" LUNG (include broncial)

' LEUKEMIA/LYMPHOMA

C UNKNOWN

' OTHER, SPECIFY

ST=
years

C YES € NO € UNK

I Insulin
[~ Oral Hypoglycemic Agent

I Diet

EXHIBIT A

Pre-Donation Liver Clinical Information

Total Bilirubin:

SGOT/AST:

SGPT/ALT:

Alkaline Phosphatase:

Serum Albumin:

ST=
mg/dl

ST=
U/L

ST=
u/L

) ST=

units/L

ST=
g/dl

ST=
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EXHIBIT A

Serum Creatinine: mg/dl
ST=
INR:
Liver Biopsy: C YES € NO
. ST=
% Macro vesicular fat: %
. . ST=
% Micro vesicular fat: %
Pre-Donation Kidney Clinical Information
€ NO
C YES, 0-5 YEARS
C YES, 6-10 YEARS
History of Hypertension:
C YES, >10 YEARS
" YES, UNKNOWN DURATION
' UNKNOWN
If Yes, Method of Control:
Diet: C YES € NO € UNK
Diuretics: C YES C NO  UNK
Other Hypertensive Medication: C YES € NO € UNK
ST=
Serum Creatinine: mg/dI
- . ST=
Preoperative Blood Pressure Systolic: mm/Hg
Preoperative Blood Pressure Diastolic: mm/Hg
Urinalysis:
C Positive
c Negative
Urine Protein:
' Not Done
" Unknown

or
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Protein-Creatinine Ratio: |:| EXHIBIT A

Kidney Biopsy: C YES € NO

C o5

C 6-10
Glomerulosclerosis: C 1115

C 16-20

C 20+

Pre-Donation Lung Clinical Information

Before After
Bronchodilators Bronchodilators
ST= ST=
FVC % predicted: 1 | |
ST= ST=

FEV1 % predicted: ] | ] |

ST= ST=

FEF (25-75%) % predicted: ] | 1 |

ST= ST=
TLC % predicted: 1 | N
Diffusing lung capacity ST=
corrected for alveolar volume % |:| l
predicted:
ST=
PaO2 on room air: |:| |
mm/Hg
History of Cigarette Use: C YES C NO
C 0-10
© 11-20
If Yes, Check # pack years:
2130
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Duration of Abstinence:

Other Tobacco Used:

 31-40
C 4150
 >50

€ Unknown pack years

" 0-2 months

 3-12 months
€ 13-24 months
" 25-36 months
" 37-48 months
" 49-60 months
" >60 months

" Unknown duration

C YES C NO € UNK

EXHIBIT A

Liver Surgical Information

Type of Transplant Graft:

 Left Lateral Segment (Peds)
 Left Lobe
" Right Lobe

" Domino Whole Liver

Kidney Surgical Information

Type of Transplant Graft:

Intended Procedure Type:

Conversion from Laparoscopic to Open:

C LEFT KIDNEY

€ RIGHT KIDNEY

C EN-BLOC

C Bilateral Sequential Kidney

C HEMI-RENAL

€ Transabdominal
c Flank(retroperitoneal)
" Laparoscopic Not Hand-assisted

c Laparoscopic Hand-assisted

C YES C NO
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EXHIBIT A l

Lung Surgical Information

(" SINGLE LEFT LUNG

(" SINGLE RIGHT LUNG

" BILATERAL SEQUENTIAL LUNG
Type of Transplant Graft:

" EN-BLOC DOUBLE LUNG

' LOBE, RIGHT

' LOBE, LEFT

c Open

Procedure Type:
" Video Assisted Thoracoscopic

Conversion from Thoracoscopic to Open: C YES € NO

Intra-operative Complications: C YES C NO

[ sacrifice of Second Lobe Specify
[™ Anesthetic Complication Specify
- Arrhythmia Requiring Therapy
[ Cerebrovasular Accident

If Yes, Specify:
I Phrenic Nerve Injury
[ Brachial Plexus Injury

[~ Breast Implant Rupture

[ Other Specify

C RML

C RUL
Sacrifice of Second Lobe, Specify:

€ LuL

rLinguIar

Anesthetic Complication Specify:

" Medical therapy
Arrhythmia requiring therapy:
" Cardioversion

Other Specify:

Post-Operative Information

Date of Initial Discharge:
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Date of Death:

Cause of Death:

Other Specify:

Non-Autologous Blood Administration:

If Yes, Number of Units:

EXHIBIT A

C YES C NO

PRBC
Platelets
FFP

Liver Related Post-Operative Complications (In first 6 weeks post-donation)

Biliary Complications:

If Yes, Specify:

Vascular Complications Requiring
Intervention:

If Yes, Specify:

Specify:

Other Complications Requiring Intervention:

If Yes, Specify:

C YES C NO C UNK

[ Grade 1 - Bilious JP drainage more than 10 days

I™ Grade 2 - Interventional procedure (ERCP, PTC, percutaneous
drainage, etc.)

[~ Grade 3 - Surgical Intervention

C YES C NO € UNK

[ Portal Vein

(I Hepatic Vein

I~ Hepatic Artery

- Pulmonary Embolus
- Deep Vein Thrombosis

- Other, Specify

C YES € NO C UNK

[~ Renal insufficiency requiring dialysis
[~ Ascites

[ Line or IV complication

I Pneumothorax

I~ Pneumonia

™ Wound Complication

[ Brachial Nerve Injury
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EXHIBIT A

- Other, specify

Specify:
Reoperation: C YES C NO C UNK
If yes, specify reason for reoperation (during
first six weeks): [ Liver Failure Requiring Transplant Date:
- Bleeding Complications Date:
I Biliary Date:
™ Hernia Repair Date:
[~ Bowel Obstruction Date:
™ Vascular Complications Date:
[~ other Specify Date:
Other Specify:
Any Readmission After Initial Discharge: C YES € NO € UNK
If yes, specify reason for readmission (during
first six weeks): I Wound Infection

I~ Fever
[ Bowel Obstruction
[ Pleural Effusion
I Biliary Complications
[~ vascular Complications
I~ Other, specify

Other Specify:

If Yes, Date of First Readmission:

Other Interventional Procedures: C YES C NO € UNK

If Yes, Specify Procedure:

Date of Procedure:

Kidney Related Post-Operative Complications (In first 6 weeks post-donation)

Vascular Complications Requiring

Intervention: C YES € NO € UNK

If Yes, Specify: ™ Renal Ve
enal Vein

™ Renal Artery
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Specify:

Other Complications Requiring Intervention:

If Yes, Specify:

Other Specify:

Reoperation:

If yes, specify reason for reoperation (during
first six weeks):

Other Specify:

Any Readmission After Initial Discharge:

If yes, specify reason for readmission (during
first six weeks):

[~ Aorta

[~ Vena Cava

- Pulmonary Embolus
- Deep Vein Thrombosis

- Other, specify

C YES C NO € UNK

I~ Renal insufficiency requiring dialysis

[ Ascites

[ Line or IV complication
I Pneumothorax

I~ Pneumonia

™ Wound Complication
[ Brachial Nerve Injury

[ Other, specify

C YES C NO C UNK

(I Bleeding

™ Hernia Repair

[ Bowel Obstruction
[~ vascular

[ Other Specify

C YES C NO € UNK

I~ Wound Infection
I~ Fever

I Bowel Obstruction
[ Pleural Effusion

[~ Vascular Complications
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EXHIBIT A

- Other, specify

Other Specify:

If Yes, Date of First Readmission:

Other Interventional Procedures: C YES € NO € UNK

If Yes, Specify Procedure:

Date of Procedure:

Lung Related Post-Operative Complications (In first 6 weeks post-donation)

Post-operative complications during the initial

hospitalization: C YES € NO

If Yes, Specify:
(I Arrhythmia requiring therapy

I Bleeding requiring surgical or therapeutic bronchoscopic intervention

[ Bowel Obstruction or lleus not requiring surgical or therapeutic
bronchoscopic intervention

[~ Bowel Obstruction or lleus requiring surgical or therapeutic
bronchoscopic intervention

I Bronchial Stenosis/Stricture not requiring surgical or therapeutic
bronchoscopic intervention

[ Bronchial Stenosis/Stricture requiring surgical or therapeutic
bronchoscopic intervention

I~ Bronchopleural Fistula requiring surgical or therapeutic bronchoscopic
intervention

[ Cerebrovascular Accident

- Deep Vein Thrombosis

[ Empyema requiring therapeutic bronchoscopic intervention
- Epidural-Related Complication

[ Line or IV Complication

[ Loculated Pleural Effusion requiring surgical or therapeutic
bronchoscopic intervention

[~ Pericardial Tamponade or Pericarditis requiring surgical or therapeutic
bronchoscopic intervention

I Pericarditis not requiring surgical or therapeutic bronchoscopic
intervention

I Peripheral Nerve Injury
I Phrenic Nerve Injury
[~ Placement of Additional Thoracostomy Tube(s), Specify Indication

I~ Pneumonia/Atelectasis
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Arrhythmia requiring therapy:

Placement of Additional Thoracostomy

Tube(s), Indication:

Other Specify:

Any Readmission After Initial Discharge:

If yes, specify reason for readmission (during

first six weeks):

Specify:

If Yes, Date of First Readmission:

EXHIBIT A

- Prolonged (>14days) Thoracostomy Tube Requirement
- Pulmonary Artery Embolus or Thrombosis

- Pulmonary Vein or Left Atrial Thrombosis

I~ Wound Complication

I~ Wound Infection requiring surgical or therapeutic bronchoscopic
intervention

[~ Other Specify

' Medical therapy
" Cardioversion

c Electrophysiologic Ablation

C Pneumothorax
" Pleural effusion

c Empyema

C YES € NO € UNK

I Wound Infection

I~ Fever

[ Bowel Obstruction

[ Pleural Effusion

I~ vascular Complications

- Other, specify

Post-Operative Clinical Information (Within 6 weeks post-donation)

Most Recent Date of Tests:

Height:

Weight:

ST=

ST=
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EXHIBIT A

Kidney Post-Operative Clinical Information

. ST= |
Serum Creatinine: |:| mg/dl

ST=
Post-Op Blood Pressure Systolic: \:I mm/Hg I I

ST=
Post-Op Blood Pressure Diastolic: \:I mm/Hg | |

Urinalysis:
C Positive
C Negative
Urine Protein:
" Not Done
" Unknown

or

Protein-Creatinine Ratio: \:I

Donor Developed Hypertension Requiring

Medication: C YES € NO € UNK

Liver Post-Operative Clinical Information

_— sT=| |
Total Bilirubin: g

sT=| |
SGOTI/AST: o w

ST=| |
SGPT/ALT: o w

: . sT=| |
Alkaline Phosphatase: \:I units/L

: sT=| |
Serum Albumin: \:I g/dl

. sT=| |
Serum Creatinine: |:| mg/dl

INR: — 7| '

Organ Recovery

Organ Recovery Date: |

Organ(s) Recovered Recipient Name (Last, First) Recipient SSN#

Donor Recovery Facility: |
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EXHIBIT A

Donor Workup Facility:
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Records @

Living Donor Follow-Up Worksheet

FORM APPROVED: O.M.B. NO. 0915-0157 Expiration Date: 08/31/2007

EXHIBIT B

Donor ID:

Provider Information

Recipient Center:

Followup Center:

Donor Information

Name:
Transplant Date:
SSN:

Donor ID:

Organ:

DOB:

Gender:

Recovery Date:

Donor Status

Date of Initial Discharge:

Date: Last Seen or Death

Donor Status:

Cause of Death:

Specify:

Functional Status:

Physical Capacity:

Working for Income:

2 o o 2

2 o o 2

Living
Dead
Lost

Not Seen

No Limitations
Limited Mobility
Wheelchair bound or more limited

Unknown

YES € No € UNK

Disability

Insurance Conflict
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If No, Not Working Due To:

If Yes:

2 D 5 H 5 D

2 5 D 5 H 5 D

EXHIBIT B

Inability to Find Work

Donor Choice - Homemaker

Donor Choice - Student Full Time/Part Time
Donor Choice - Retired

Donor Choice - Other

Unknown

Working Full Time

Working Part Time due to Disability
Working Part Time due to Insurance Conflict
Working Part Time due to Inability to Find Full Time Work
Working Part Time due to Donor Choice
Working Part Time Reason Unknown

Working, Part Time vs. Full Time Unknown

Clinical Information

Height:

Weight:

Were any of the following procedures performed since |

CAT Scan:

Specify:

MRI:

Specify:

C

c
c
c

2 o o 2

ST=

ast form submitted:

Not Done
Yes, Normal Results
Yes, Specify Results

Unknown

Not Done
Yes, Normal Results
Yes, Specify Results

Unknown
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EXHIBIT B

€ Not Done
c Yes, Normal Results
Ultrasound:

c Yes, Specify Results

€ Unknown

Specify: |

Liver Clinical Information

Most Recent Values:

_— ST=| |
Total Bilirubin: |:| mg/dl

sT=| |
SGOT/AST: o

ST=| |
SGPT/ALT: o

ST=
Alkaline Phosphatase: |:| units/L | |

: sT=| |
Serum Albumin: |:| g/dl

. sT=| |
Serum Creatinine: \:I mg/dl
ST=| |

Kidney Clinical Information

Most Recent Values:

. ST=
Serum Creatinine: \:I mg/dl

ST=
Blood Pressure Systolic: \:I mm/Hg | |

ST=
Blood Pressure Diastolic: |:l mm/Hg I |

Donor Developed Hypertension Requiring

Medication: € YEs € NO € uNK

Urinalysis:
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