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1.1 Rules of Construction

The rules and definitions set forth in this Policy apply to all OPTN Policies.

1.1.A Time
A day ends at midnight Eastern Standard Time (EST).

1.1B Headings, Notes, and History

Allheadingsnotes, andhistory sections othese Policies, are intended only as guidance and to
supplement the OPTN Policies and are not part of the Policies. These sections and headings are
nonbinding to members and should not be treated as policy or used to infer the intent of the
Policies.

1.1.C Reporting of Information to the OPTN Contractor

Members must reportequestedinformation to the OPTN Contractor to fulfill membership
requirements and to ensure compliance with OPTN Policies and Bylaws. The OPTN Contractor
will determine the requirednethod and format for reporting any information required by OPTN
Policies and Bylaws, including the requirement to submit specific forms at defined times.

1.2 Definitions

The definitions that follow are used to define terms speddithe OPTN Policies.

A

Active candidate

A candidate on the waiting list who is currently suitable for transplantation and eligible to receive organ
offers.

Agent
A person legally authorized to act on behalf of another person.

Allocation MELD or PELSxore

The highest exception or calculated MELD or PELD score available to the candidate according to Policy.
Allocation MELD or PELD score includes-iitestine points.
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Alternative allocation system
A type of variance that allows members who ge¥mitted to join the variance to allocate organs
differently than the OPTN Policies.

Alternative local wit (ALU)
Atype of variance that creates a distinct geographic area for organ procurement and distribution.

Alternative point assignment system

Atype of variance that allows members who are permitted to join the variance to assign points for
organ allocation differently than required by the OPTN Policies.

Antigen mismatch

An antigen mismatch occurs when an identified deceased or living donor atgigehrecognized as

SlidA @It Syld G2 GKS NBOALASYy(iQa 2¢6y FyiAa3aSyad Ly OF
identified at a human leukocyte antigen (HLA) locus (A, B, or DR), the antigens are considered to be

identical at that locus.

Authorization

The act of granting permission for a specific act. This is sometimes called consent, which is not to be
confused with informed consent.

B

Backup offer

An organ offer made to a lower ranked candidate on a deceased donor match run aftespldran
hospital accepts an organ on behalf of a higher ranked candidate, but before the organ is transplanted.

Bridge donor

A Kidney Paired Donation (KPD) donor who does not have a match identified during the same match run
Fa GKS R2Yy 2 NDandtdhtihuedSaRhaid in ¥ Rtlr&haicl$ run.

Business days
Calendar days excluding Saturdays, Sundays, and federal holidays.

C

Calculated MELD or PELD Score
The highest nofexception MELD or PELD score available to the candidate according to Policy.
Calculated MELD or PELD score excludesifitestine points.

Calculated Panel Reactive Antibody (CPRA)

The percentage of deceased donors expected to have one or more of the unacceptable antigens
indicated on the waiting list for the candidate. The CiRR#erived from HLA antigen/allele group and
haplotype frequencies for the different ethnic groups in proportion to their representation in the
national deceased donor population.
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Candidate

A person registered on the organ transplant waiting list. Whearalidate appears on the match run,
the canddate is then referred to as a potential transplaetipient (PTR).

Chain
A set of KPD matches that begins with a donation from aR&NNBE OG SR f AGAy 3 R2y 2 NJ
matched candidate. This candid&& LJ ANBR f AQ@Ay 3 R2y2NJ GKSYy R2yl i

candidate. A chain continues until a living donor donatesnteghan candidate, waiting list
candidate or is a bridge donor.

Classification

A collection of potential transplant recipiengsouped by similar characteristics and within a given
geographical area. Classifications are used to rank potential recipients of deceased or living donor
organs. A collection of ranked classifications of potential transplant recipients is also knowargam@mn
allocation algorithm.

Closed variance
A variance that is not open for other members to join it.

D

Day
Calendar day.

Deceased donor

An individual from whom at least one organ is recoveredterpurpose otransplanation after
declaration of death.

Directed donation

The allocation of a@eceased or living donargan to a specific candidate named by the person who
authorized the donation.

Domino donor

An individual who has an orgaemoved as a component of medical treatment and who receives a
replacement organ. The organ that was removed is transplanted into another person.

Donation after Circulatory Death (DCD)

Donation after Circulatory Death (DCD) describes the organ recovergg® that may occur following
death by irreversible cessation of circulatory and respiratory functions. A DCD donor may also be called
a nonheartbeating, asystolic, or donation after cardiac death donor.

Donation Service Area (DSA)

The geographic area designated by the Centers for Medicare and Medicaid Services (CMS) that is served
by one organ procurement organization (OPO), one or more transplant hospitals, and one or more
donor hospitals.
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Donor hospital
The hospital where the deceased or living donor is admitted.

Donor ID
A unique identification assigned to each deceased and living donor by the OPTN Contractor.

Donor record
The record maintained by the OPO regarding an individual deceaswxt.d

E

Eligible death

For reporting purposes of DSA performance assessments, an eligible death for deceased organ donation
is defined as the death of a patient who meatkthe following characteristics:

Is 75 years old or less
Is legally declared dedn/ neurologic criteria according to state or local law
Has body weight of 5 kg or greater
Has a body mass index (BMI) of 50 kipmless
Has at least one kidney, liver, heart or lung that is deemed to meet the eligible datdidefas
defined below:
o The kidney would initially meet the eligible data definition unless the donor nesgtsf the
following criteria:
Greater than 70 years old
Age 5069 years with history of type 1 diabetes for more than 20 years
Polycystic kidney dimse
Glomerulosclerosis greater than or equal to 20% by kidney biopsy
Terminal serum creatinine greater than 4.0 mg/dL
Chronic renal failure
No urine output for 24 hours or longer
o The liver would initially meet the eligible data definition unless the donor maey®f the
following criteria:
Cirrhosis
Terminal total bilirubin greater than or equal to 4 mg/dL
Portal hypertension
Macrosteatosis greater than or equal to 50% or filsageater than or equal to stage I
Fulminant hepatic failure
Terminal AST/ALT greater than 700 U/L
0 The heart would initially meet the eligible data definition unless the donor maey®f the
following criteria:
1 Greater than 60 years old
1 45 years old polder with a history of 10 or more years of HTN or 10 or more years of type 1
diabetes
9 History of coronary artery bypass graft (CABG)
9 History of coronary stent/intervention
1 Current or past medical history of myocardial infarction (MI)

=A =4 =4 =4 =4
=A =4 =4 =8 -8 -8 -9

=A =4 =8 =8 -8 =9
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1 Severe vessel diagsis as supported by cardiac catheterization (that is more than 50
percent occlusion or 2+ vessel disease)
Acute myocarditis or endocarditis, or both
Heart failure due to cardiomyopathy
Internal defibrillator or pacemaker
Moderate to severe single valve 2walve disease documented by echo or cardiac
catheterization, or previous valve repair
9 Serial echo results showing severe global hypokinesis
1 Myxoma
9 Congenital defects (surgically corrected or not)
0 The lung would initially meet the eligible data definition unless the donor negtef the
following criteria:
Greater than 65 years old
Diagnosed with COPD
Terminal Pa@FiO; less than 250 mmHg
Asthma (with daily prescription)
Asthma is the cause okdth
Pulmonary fibrosis
Previous lobectomy
Multiple blebs documented on computed axial tomography (CAT) scan
Pneumonia as indicated on computed tomography (GfayXbronchoscopy, or cultures
Bilateral severe pulmonary contusions as per CT

=4 =4 =4 =8 -8 -8 - -8 -89

If a decease patient meets the above criteria they would be classified as an eligible death unless the
donor meetsany of the following criteria:

1 The donor goes to the operating room with intent to recover organs for transplant and all organs are
deemed not medical suitable for transplant
1 The donor exhibitany of the following ative infections (with a specific diagnosis):
0 Bacterial: tuberculosis, gangrenous bowel or perforated bowel or4ati@dominal sepsis
o Viral: HIV infection by serologic or molecular detection, rabies, reactive hepatitis B surface
antigen, retroviral infections including viral encephalitis or meningitis, active herpes simplex,
varicella zoster, or cytomegalovirus viremia or pneumonia,@epstein barr virus
(mononucleosis), West Nile virus infection, or SARS. However, an HIV positive organ procured
for transplantation into an HIV positive recipient at a transplant hospital that meets the
requirements inPolicy 15.7: Open Variance for tRecovery and Transplantation of Organs from
HIV Positive Donorsgould still meet the requirements of an eligible death, according to the
OPTN Final Rule.
o Fungal: active infection with cryptococcus, aspergillus, histoplasma, coccidioides, active
candidemigor invasive yeast infection
o Parasites: active infection with trypanosoma cruzi (Chagas'), Leishmania, strongyloides, or
malaria plasmodium sp
o Prion: Creutzfeldacob disease

The following are general exclusions:

1 Aplastic anemia, agranulocytosis
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1 Curent malignant neoplasms, except nomelanoma skin cancers such as basal cell and squamous
cell cancer and primary CNS tumors without evident metastatic disease

Previous malignant neoplasms with current evident metastatic disease

A history of melanoma

Hemablogic malignancies: leukemia, Hodgkin's disease, lymphoma, multiple myeloma

Active fungal, parasitic, viral, or bacterial meningitis or encephalitis

No discernible cause of death

=A =4 =4 =8 =4

Emergency

Any situation that compromises telecommunications, transportation, functioor @ccess tahe OPTN
computer matchsystem

Exchange
A set of KPD matches that form a chain, a-may exchange, or a thre@ay exchange.

Extra vessels

Vessels taken duringcovery of deceased or living donor organs with the intent to be used in organ
transplantation onlyExtra vessels are not connected to the organ. Extra vessels are subject to the same
member requirements applying to the organ unless otherwise specified.

F

Final Rule
42 CFR 124t seq

G

Geographical Area
A physical area used to group potential transplant recipients in a classification.

Gratft failure
For all organs except pancreas, graft failure occurs vamgrof the following occurs:

T !' NBOALASY(iQa G(GNIryaLXlyiSR 2NHIY Aa NBY2OSR
1 Arrecipient dies
1 Arrecipient is placed on a chronic allogratipport system

Pancreas graft failure occurs whanyof the following occurs:

f !' NBOALASY(iQa d(dNIryaLXlIyidSR LI yONBlFa A& NBY2O0SR

1 A recipient reregisters for a pancreas

1 A-recipient registers for an islet transplant after receiving a pancreas transplant

1 ANBOALIASYy(G1Qa (G201t AyadzZ Ay dzaS Aa 3INBFGSNI GKIy 2
1 Arecipientdies
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H

Histocompatibility Laboratory

A histocompatibility laboratory is a member of the OPTN. A histocompatibility laboratory member is any
hissocompatibility laboratory that performs histocompatibility testing, including but not limited to,

Human Leukocyte Antigen (HLA) typing, antibody screening, compatibility testing, or crossmatching, and
serves at least one transplant hospital member or ORi€tocompatibility laboratory members are

either independent or hospitdbased. See also Independent Histocompatibility Laboratory and Haspital
based Histocompatibility Laboratory definitions in tB® TN Bylaws

Host Organ Procurement Organization (H@&PO)
The OPO responding to a deceased organ donor referral from a hospital.

Imminent neurological death

Imminent Neurological Death is defined as the death of a patient who niextbsof the following
criteria:

1 Meets the eligible death definition witthe exception that the patient has not been declared legally
dead by neurologic criteria according to current standards of accepted medical practice and state or
local law.

1 Has a severe neurological injury requiring ventilator support who, upon cliniaklagion
documented in the OPO record or donor hospital chart, has no observed spontaneous breathing and
is lacking at leagtvo of the additional brain stem reflexes that follow:

Pupillary reaction
Response to iced caloric
Gag Reflex

Cough Reflex
CorneaReflex

Doll's eyes reflex
Response to painful stimuli

O O O0OO0OO0OO0Oo

A patient who is unable to be assessed neurologically due to administration of sedation or
hypothermia protocol does not meet the definition of an imminent neurological death.

Inactive candidate
Acandidate that is temporarily unavailable or unsuitable for transplantation, and appears as inactive on
the waiting list.

Independentliving donor advocate (ILDA)
A person available to assist potential living donors in the lidomation process.

Intended incompatible

Donor and candidate primary blood types that are biologically incompatible, but transplantation is
permissible according to OPTN policy.
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Intestine

Stomach, small intestine, large intestine, or any portion ofghstrointestinal tract as determined by
the medical needs of individual candidates.

Islet infusion
An infusion of isletfrom asingle deceased dondlf.a recipient receives islets from multiple donors

AAYdA G yS2dzates (KSy cobriedss atepayaeMidsion. A 3t Sia Ydad o8

K

Kidney Paired Donation (KPD)
The donation and receipt of human kidneys under the following circumstances:

1 Anindividual (the first living donor) desires to make a living donation of a kidney specifically to a
particularpatient (the first patient), but the first living donor is biologically incompatible as a donor
for the first patient.

1 A second individual (the second living donor) desires to make a living donation of a kidney
specifically to a second particular pati€ttie second patient), but the second living donor is
biologically incompatible as a donor for the second patient.

1 The first living donor is biologically compatible as a donor of a kidney for the second patient, and the
second living donor is biologicallgrapatible as a donor of a kidney for the first patient. If there is
any additional donopatient pair as described above, each living donor in the group of donor
patient pairs is biologically compatible as a living donor of a kidney for a patient indhp. gr

9 All donors and patients in the group of doAeatient pairs enter into a single agreement to donate
and receive the kidneys, respectively, according to biological compatibility within the group.

Other than described as above, no valuatiesideration is knowingly acquired, received, or otherwise
transferred for the donation of the kidneys.

L
Living dnor
A living individual from whom at least one organ is recovered for transplantation.

Living donor recipient
A transplant recipient thiareceives a living donor organ.

Living donor organ
An organ from a living donor.

Lung allocation sore (LAS)

The scoring system used to measure illness severity in the allocation of lungs to candidates 12 years and
older.
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M

Match MELD or PELD Score
The MELD or PELD score available to the candidate at the time of the match for a deceased donor liver
or liverintestine.

Match
! R2Yy2NJ |y

¢
c:
P
w»
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Match run

Aprocesghat filters and ranks waiting list candidates based on deceaseubndirected livingdonor
and candidate medical compatibility and orggpecific allocation criteria. A match run is also used to
generate a set of potential exchanges for a KPD donor and candidate.

Match system
The computerized algorithm used to prioritize patients waiting for organs.

Matched candidate
¢tKS OFYyRARFIGS GKFG I Yt5 YFGOK Ndzy ARSYGATASEA | a
kidney.

Matched donor
A living donor identieéd by a KPD match run as a potential donor for a candidate.

Matched recipient
A matched KPD candidate that has received a transplant.

Medical record

A chronological account of a patient's examination and treatment that includes the patient's medical
history and complaints, the physician's physical findings, the results of diagnostic tests and procedures,
and medications and therapeutic procedures.

Model for End Stage Liver Disease (MELD)
The scoring system used to measure illness severity in theatitbn of livers to adults.

Member

The OPTN membership categories are transplant hospital members, OPO members, histocompatibility
laboratory members, medical/scientific members, public organization members, business members, and
individual members.

Month
Calendar month.

Multi -organ candidate
A candidate registered on the waiting lists for more than one otgpa.
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N

National Organ Transplantation Act (NOTA)
42 U.S.C. § 2@ seq

Native Organ Failure

For living liver donors, native organ failure is defined as registering on the waiting list for a liver. For
living kidney donors, native organ failure is defimstlegistering on the waiting list for a kidney, or
requiring dialysis.

Non-Directed Donor NDD)

A KPD donor that enters KPD without a paired candidate or a living donor who donates an organ and
does not specify an intended recipient.

Non-domino therapeutic donor

An individual who has an organ removed as a component of medical treatment and whose organ is
transplanted into another person. The donor does not receive a replacement organ.

Non-US citizen/NorUS resident
A noncitizen of the United States for whom the United States is not the primary place of residence.

NonUS citizen/US resident
A noncitizen of the United States for whom the United States is the primary place of residence.

o

Open variance
A variarce that allows members other than the members that applied for the variance to join it.

OPTN computer match program

A set of computebased instructions that compares data on a deceased organ donor with data on
transplant candidates on the waiting leshd ranks the candidates according to OPTN Policies to
determine the priority for allocating the deceased donor organs.

OPTN Contractor

The corporation currently operating the Organ Procurement and Transplantation Network (OPTN) under
contract with HHSnl1984 NOTA directed the Secretary of HHS to establish by contract the OPTN which
shall be a private, neprofit entity that has an expertise in organ procurement and transplantation. The
United Network for Organ Sharing (UNOS) is the current OPTN Contract

OPTN obligations

Members agree to comply with all OPTN obligations. OPTN obligations include all the applicable
provisions of NOTA, OPTN Final Rule, OPTN Charter, OPTN Bylaws, and OPTN Policies.
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OPTN organ tracking system

A software application deveped and distributed by the OPTN Contractor that uses barcode technology
to generate printed labels for organ packaging and tracking.

Organ

A human kidney, liver, heart, lung, pancreas, intestine (including the esophagus, stomach, small or large
intesting, or any portion of the gastrointestinal tract), or vascularized composite allograft. Blood vessels,
including extra vessels, recovered from an organ donor during the recovery of such organ(s) are

considered part of an organ with which they are procureddorposes of these Policies if the vessels

FNE AYGSYRSR FT2NJ dzaS Ay 2NBFY GNIvyaLXtyidldArzy | yR

Organ allocation policies

OPTN Policie®olicy 6Allocation of Heartand HeartLungs Policy 7: Allocation of IntestinedRolicy 8:
Allocation of Kidney#olicy 9Allocation of Livers and Livkrtestines Policy 10Allocation of Lungsand
Policy 11Allocation of Pan@as, KidneyPancreas, and Isletand Policy 12: Allocation of Vasaularized
Composite Allografts.

Organ Center

The Organ Center is responsible for facilitating organ sharing among transplant centers, organ
procurement organizations and histocompatibility laboratories across the U.S. The primary funétions

the Organ Center are to: assist in placing donated organs for transplantation, assist organ procurement
organizations with running the donor/recipient computer matching process, assist with transportation

of organs and associated tissues for the pugsosf transplantation, act as a resource to the transplant
community regarding organ sharing policies. The Organ Center operates 24 hours a day, 365 days a year.

Organ offer acceptance

When the transplant hospital notifies the host OPO that they accept the organ offer for an intended
recipient, pending review of organ anatomy. For kidney, acceptance is also pending final crossmatch.

Organ offer refusal

When the transplant hospital nidites the OPTN Contractor or the host OPO that they are declining the
organ offer.

Organ procurement gyanization (OPO)

An organization authorized by the Centers for Medicare and Medicaid Services,Seutem 1138 (l)f
the Social Security Act, to prare organs for transplantation.

Organ Procurement and Transplantation Network (OPTN)
The network established according$ection 372f the Social Security Act.

Organ transplant

Organ transplants include solid organ transplants and islet infusionstgan ¢ransplant begins at the
start of organ anastomaosis or the start of an islet infusion.

An organ transplant procedure is complete wleaety of the following occurs:
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The chest or abdominal cavity is closed and the final skin stitch or stagplisd.

The transplant recipient leaves the operating room, even if the chest or abdominal cavity cannot be
closed.

9 The islet infusion is complete.

1
T

Orphan candidate
A KPD candidate who does not receive a kidney transplant from the matched donor f@asoy after

0KS OF yRARFGSQ& LI ANBR R2y2NJ KIa R2ylIGSR®
Other antibody specificities

Antigens specified for a KPD candidate that may result in a positive or negative crossmatch. The rate of
positive crossmatches would be expected to be higher against ERiysiwho express these antigens.

P
Pair
! Yt 5 I?Z)/ZNJ |-yfe GKS Yt 5 ﬁzyszé LI ANBR Yt 5 C“)I-y?}\lv?

Paired candidate
The KPD candidate to whom a KPD donor intended to donate his organ before entering into KPD.

Paired donor
A living donor who intended to donate his organ to his paired candidate before entering into KPD.

t I ANSBR R2Yy2NRa OGNIXyaLXlyd K2aLAdGlt
The transplant hospital that enters the donor in a KPD program.

Paired recipient
A paired KPD candidate that has reeeia transplant.

Patient
Includesall of the following:

1. t20SYyGAlLf RSOSIFaSR R2y2NAR dzy RSNH2AYy3 |y hthQa LX
and procurement processes

2. Potential candidates and potential living donors undergoing a transpld®® I N> YQa S @I f dzF 4 A
process

3. Candidates
Living donors being followed by a transplant program

5. Recipients being followed by a transplant program

Pediatric End Stage Liver Disease (PELD)
The scoring system used to measure illness severity in the allocdtimers to pediatric candidates.

PHS Guidelinesee United States Public Health Service (PHS) Guideline.
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Potential transplantrecipient (PTR)
A candidate who appears on a match run.

Primary potential transplant recipient
The first candidate accordinig match run sequence for whom an organ has been accepted.

Primary waiting time

The longest time period a candidate registered on the waiting list has been waiting for a specific organ
transplant procedure, after having met qualifying criteria to acemagting time for that organPrimary
grAGAY3 GAYS A& oF&ASR 2y GKS OFyYyRARFGSQa ljdzZ f AFT&A

Provisional yes

When the transplant hospital notifies the OPTN Contractor or the host OPO that they have evaluated
the offer and are interested in accepting the organ or receiving more information about the organ.

Q

Quialified health care professional

A person who is qualified to perform blood type reporting or verification requirements as defined in the
OPO, transplat hospital, or recovery hospital written protocol.

Qualified specimen
A blood specimen without evidence of hemadilution.

Quialifying date
The date that a candidate began accruing waiting time.

R

Receiving transplant program

The transplant program that receives a deceasetivingdonor organ from an OP@ansplant hospital,
or recovery hospital

Recipient
A candidate that has received an organ transplant.

Recoveryhospital
A healthcare facility that recovers living donor organs.

Region
Foradministrative purposes, OPTN membersBigivided into 11 geographic regions. Members belong
to the Region in which they are locatedhelRegions are as follows:

Region 1. Connecticut, Maine, Massachusetts, New Hampshire, Rhode Island, and Eastern Vermont
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Region 2: Delaware, District of Columbia, Maryland, New Jersey, Pennsylvania, West Virginia, and the
part of Northern Virginia in th Donation Service Area served by the Washington Regional
Transplant Community (DCTC) OPO.

Region 3: Alabama, Arkansas, Florida, Georgia, Louisiana, Mississippi, and Puerto Rico

Region 4: Oklahoma and Texas

Region 5: Arizona, California, Nevada, New Mmxiand Utah

Region 6: Alaska, Hawaii, Idaho, Montana, Oregon, and Washington

Region 7: lllinois, Minnesota, North Dakota, South Dakota, and Wisconsin

Region 8: Colorado, lowa, Kansas, Missouri, Nebraska, and Wyoming

Region 9: New York and Western Vermont

Region 10:Indiana, Michigan, and Ohio

Region 11:Kentucky, North Carolina, South Carolina, Tennessee, and Virginia

Registration date
The date that the candidate registers on the waiting list.

S

Sharing arrangements
A type of variance that permits twar more OPOs to share organs.

Source document
An original record of results, or a photocopy or digital copy of the original record.

T

Therapeutic donor

An individual who has an organ removed as a componentagfical treatment and who receives a
replacement organ. The organ that was removed is transplanted into another person.

Threeway exchange

A set of KPD matches that includes three living daraordidate pairs where each living donor donates a
kidney to acandidate in one of the other pairs.

Time-out
A period of time when action stops until some information is verified or action is completed.

Transplant date
Determined by the start of the organ anastomosis during transplant or the start of the isleibimfus

Transplant hospital
A health care facility in which transplants of organs are performed.

Transplant program
A component within a transplant hospital that provides transplantation of a particular type of organ.
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Two-way exchange

A set of matchethat includes two living donecandidate pairs where each living donor donates a
kidney to the candidate in the other pair.

U

Unacceptable antigens

Antigens to which the patient is sensitized and would preclude transplantation with a deceased or living
donor having any one of those antigens.

United States Public Health Service (PHS) Guideline

ThePHS Guideline for Reducing Human Immunodeficiency Virus (HIV), Hepatitis B Virus (HBV), and
Hepatitis C Virus (HCV) through Organ Transplant§20h3).

Vv

Variance
An experimental policy that tests methods of improving allocation.

Vascularized Composite Allograft (VCA)
A transplant involving any body parts that meetl nine of the following criteria:

1. That is vascularized and requires blood flow by surgical connection of blood vessels to function after
transplantation.

2. Containing multiple tissue types.

3. Recovered from a human donor as an anatomical/structural unit.

4. Tranglanted into a human recipient as an anatomical/structural unit.

5. Minimally manipulated (i.e., processing that does not alter the original relevant characteristics of
the organ relating to the organ's utility for reconstruction, repair, or replacement).

6. Forhomologous use (the replacement or supplementation of a recipient's organ with an organ that
performs the same basic function or functions in the recipient as in the donor).

7. Not combined with another article such as a device.

8. Susceptible to ischemia anitherefore, only stored temporarily and not cryopreserved.

9. Susceptible to allograft rejection, generally requiring immunosuppression that may increase
infectious disease risk to the recipient.

W

Waiting list

Acomputerized list of candidates who are waititogbe matched with specific deceased donor organs
for transplant.

Y

Year
Calendar year.
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z

Zero antigen mismatch

A candidate is considered a zero antigen mismatch with a deceased or living dalhof e following

conditions are met:

1. Atleast one donor antigen is identified for each of the A, B, and DR loci

2. At least one candidate antigen is identified for each of the A, B, and DR loci

3. Thedonorhaszerone@lj dzA @I f Syd 'z . X 2NJ 5w ydA3aSya sAlK
4. The donor and ta candidate have compatible or permissible blood types

In cases where a candidate or donor has only one antigen identified at an HLA locus (A, B, or DR), the
antigens are considered to be identical at that locus. A-amtigen mismatch may also be refedto as
a zero mismatch or-3BDR mismatch.

Zone
A geographical area used in the allocation of certain organs.

The allocation of hearts uses the following five concentric bands:

Zone A Includes all transplant hospitals within 500 nautical milethefdonor hospital but outside of
6KS R2y2N) K2aLIAdlIftQa 5{! o

Zone B All transplant hospitals within 1,000 nautical miles of the donor hospital but outside of Zone A
YR GKS R2y2NJ K2alLlhAdltQa 5{! o

Zone C All transplant hospitals within 1,500 nautical mitdghe donor hospital but outside of Zone B
YR GKS R2Yy2NJ K2alLIhAdltQa 5{! o

Zone D All transplant hospitals within 2,500 nautical miles of the donor hospital but outside of Zone C.

Zone E All transplant hospitals more than 2,500 nautical miles from theotldmospital.

The allocation of lungs uses the following six concentric bands:

Zone A Includes all transplant hospitals within 250 nautical miles of the donor hospital.
Zone B All transplant hospitals within 500 nautical miles of the donor hospitablotside of Zone A.
Zone C All transplant hospitals within 1,000 nautical miles of the donor hospital but outside of Zone B.
Zone D All transplant hospitals within 1,500 nautical miles of the donor hospital but outside of Zone C.
Zone E All transplant hgpitals within 2,500 nautical miles of the donor hospital but outside of Zone

D.
Zone F All transplant hospitals more than 2,500 nautical miles from the donor hospital.

1.3 Variances

1.3.A Acceptable Variances

Permissiblevariances include, but are not limited to:

Alternative allocation systems
Alternative local units

Sharing arrangements

Alternative point assignment systems

=A =4 =4 =4
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The following principles apply @l variances:

=

Variances must comply with the NOTA and the FRudé.

2. Members patrticipating in a variance must follow all rules and requirements of the OPTN
Policies and Bylaws.

3. If the Board later amends an OPTN Policy to contradict with a variance, the Policy
amendment will not affect the existing variance.

4. Ifamemd SNRA& | LILX AOFGA2Yy G2 ONBIFGSZI | YSYRI 2N 22
join the variance, the applicant must solicit their support.

5. The Board of Directors may extend, amend, or terminate a variance at any time.

1.3.B Application for a Variace

Members wishing to create or amend a variance must submit an application to the OPTN
Contractor. Completed applications will be considered through the policy development process
described imArticle XI: Adoption of Polisof the OPTN Bylaws

The application must addresdl of the following:

1. The purpose for the proposed variance and how the variance will further this purpose.

22LF I YSYOSNRa | LIWX AOlLGAzYy (G2 ONBIGST | YSYREZ
join the variance, the applicant must solicit their support. Committees will not review a
YSYOSNRa O NAIFYyOS FLIWX AOF(GA2Yy umpbfifdmat G KS | LILI
least 75% of the members required to join the proposed variance.

3. A defined expiration date or period of time when the variance will end, the participating
members will report results, and the sponsoring Committee will evaluate the impalae of
variance.

4. 'y S@Grtdz GA2y LY 6AGK 202SO0GA0S ONRGSNALF
G NAFyOSQa adlr SR LildzN1l2aSo

5. Any anticipated difficulties in demonstrating whether the variance is achieving its stated
purpose.

6. Whether this is an opewariance or closed variance and, if this is an open variance, any
additional conditions for members to join this variance.

1.3.C Joining an Open Variance

Members wishing to join an existing open variance must submit an application as dictated by
the speific variance. When an open variance is created, it may set conditions for the OPTN
Contractor to approve certain applications. However, if the application to join an existing open
variance does not receive affirmative support from all of the membersireduo join by the
application, the OPTN Contractor may not approve the application and only the sponsoring
Committee may approve the application.

1.3.D Reporting Requirements for Variances

Members participating in a variance must submit data and stagports to the sponsoring
Committee at least annually that doed of the following:
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=

Evaluate whether the variance is achieving its stated purpose
Provide data for the performance measures in the variance application
3. Address any organ allocation probis caused by the variance

n

Participating members must also provide a final report to the sponsoring Committee at least six
Y2yiKa 0STF2NB (GKS QI NRAIFIyOSQa SELANI GAZ2Y RFEGSO
and evaluate these reports to determiifethe variance achieved of its stated purpose.

1.3.E Final Evaluation of Variances

t NA2N) G2 GKS G NAIFIyOSQa SELANIGAZ2Y RFEFGSSE (GKS a
variance achieved its stated purpose and make a final recommendation to tre Bb
Directors. The Board of Directors may takey of the following actions:

1. Direct the sponsoring Committee to develop a policy proposal based on the results of the
variance

2. Amend the variance

3. Extend the variance for a set period of time

4. Terminate thevariance

1.3.F Terminating Variances

Members participating in a variance may apply to the sponsoring Committee to withdraw from
or terminate a variance. The applicant must solicit feedback from all other members
participating in the variance. The sponisigg Committee must recommend to the Board of
Directors whether to approve or deny the request. The Board of Directors may approve, modify,
or deny the request.

1.3.G Appeals of Variance Decisions

Members patrticipating in a variance or seeking to joiropan variance may appeal a

/I 2YYAGGSS 2NJ.2FNR 2F 5ANBOG2NAQ RSOAaAZ2Y 2y |
Committee, the member must submit a written appeal to the sponsoring Committee within

thirty days of notice of the decision and subraity new evidence not previously provided. The

sponsoring Committee may request additional information from the member. The sponsoring
Committee will then meet to consider the appeal. The member submitting the appeal may

participate in this meeting. Aftehts meeting, the sponsoring Committee will recommend

action on the appeal to the Board of Directors.

Once the sponsoring Committee recommends action to the Board of Directors, a member
cannot appeal again until the Policy Oversight Committee (POC) and &dairectors decide

on the variance. While evaluating the appeal, the POC may request additional information from
the member. The sponsoring Committee must submit any information received from the
member to the POC. The POC will recommend action omghance to the Board of Directors.

The Board of Directors will consider the variance including the recommendations of the

sponsoring Committee and the POC. The member may participate in this meeting of the Board
of Directors.
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1.4 Allocation of Organs dung Emergencies

1.4.A Regional and National Emergencies

During a regional or national emergency, the OPTN Contractor will attempt to distribute
instructions to all transplant hospitals and OPOs that describe the impact and howdeeplro
with organ allocation, distribution, and transplantation.

2 KSy GKS hte¢b /2yGNFOG2NI NBIA&AGSNER | OFyRARFGS
an emergency, the transplant hospital must submit to the OPTN Contractor a statement
explaining thesvent.

1.4.B Transportation Disruptions

If the transportation of organs is either not possible or severely impaired, affected members
must contact the OPTN Contractor to determine proper operating procedures.

1.4.C Internet Outages

If the OPTNContractor and members cannot communicate through the internet, affected
members must contact the OPTN Contractor to determine the proper operating procedures.
1.4.D Telecommunications Outage

If the OPTN Contractor and members cannot communicate throeigiplione, affected
members:

1. Mustcontact the OPTN Contractor byngil to determine operating procedures and to
obtain assistance.

2. Mustcontinue to use the OPTN computer match program for organ allocation and
distribution.

3. Must document and report to th©PTN Contractor any variations in allocation or
distribution during the telecommunications problems.

14.E OPTN Computer Match Program Outages

If the OPTN Contractor and members cannot communicate by any method and the OPTN
computer match program is eiéin not accessible or not operational, affected OPOs:

1. Mustrefer to recent matches of similar bloodpg and body size for rankingansplant

candidates.

2. Mustusetransplant program waiting lists to match the best organ with waiting transplant
candidates.

3. Must document and report to the OPTN Contractor their process for allocation during the
outage.
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1.5 Department of Defense Directive

Members may cooperate with U.S. military facilities that are bound by United States
Department of Defense (DOD) organ allocation directives that conflict@®hN Policies

History

Policy 3.1Definitions 6/25/2007; 2/21/2008; 3/3/2009; 11/15/2011; 6/26/2012
Policy 3.4: Organ Procurement, Distribution, and Allocafidfit7/2009; 6/22/2010 6/26/2012

Notes

1 For patient notification requirements for inactive programs due to natural disasters, see OPTN
Bylaws K.1: Transplant Program Inactivity

For the policy development process, SeETN Bylaws Article. XI

For Department of Defense rules regarding organ and tissue donatiol@BeDirective 6463.

For terms defined in th Final Rule, se®2 CFR 122.

For terms defined in NOTA, sé2 USC 8§ 274b(d), 274e@)d 274f(e).

For terms defined bPTN BylawseeOPTN Bylaws, Appendix M

=A =4 =4 =8 =4
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Organ Procurement and Transplantation Network (OPTN) Policies

Policy 2: Deceased Donor Organ Procurement

2.1 OPO Organ Acceptance Criteria 21
2.2 OPO Responsibilities 21
2.3 Evaluating and Screening Potential Deceased Donors 22
2.4 Deceased Donor Medical and Behavioral History 22
2.5 Hemodilution Assessment 23
2.6 Deceased Donor Blood Type Determination and Reporting 23
2.7 HIV Screening of Potential Deceased Donors 25
2.8 Required Deceased Donor General Risk Agsest 26
2.9 Required Deceased Donor Infectious Disease Testing 26
2.10 Additional Deceased Donor Testing 27
2.11 Required Deceased Donor Information 27
2.12 Post Procurement Follow Up and Reporting 29
2.13 Deceased Donor Management 29
2.14 Organ Procurement 30
2.15 Requirements for Controlled Donation after Circulatory Death (DCD) Protocols 32

2.1 OPO Organ Acceptance Criteria

Each organ procurement organization (OPO) must establish criteria for an acceptable deceased donor or
deceased donor organ for the transplant programs iDiimation Service Area (DSA). If a host OPO

rejects a deceased donor, the OPO must offer the organs to OPOs that have more liberal acceptance
criteria.

2.2 OPO Responsibilities

The host OPO is responsible &tlrof the following:

Identifying potential deceased donors.

Providing evidence of authorization for donation.

Evaluating deceased donors.

Maintainingdocumentation used to exclude any patient from the imminent néogacaldeath data

definition or the eligible data definition

Verifying that death is pronounced according to applicable laws.

6. Establishing and then implementing a plan to address organ donation for diverse cultures and ethnic
populations.

7. Ensuring the lmicalmanagement ofhe deceased donor.

8. Ensuringhat the necessary tissdigyping material is procured, divided, and packaged.

b

o

Effective Date: 12/4/2019 Page 21



OPTN Policies Policy 2: Deceased Donor Organ Procurement

9. Assessing deceased donor organ quality.

10. Preserving, labeling, packaging, and transporting the organs. Labeling and packaging must be
completed using the OPTN organ tracking system accordiRglioy 16: Organ and Vessel
Packaging, Labeling, Shipping, and Storage

11. Executing the match run and usithe resulting match for each deceased donor organ allocation.
The previous sentence does not apply to VCA transplants; instead, members must allocate VCAs
according tdPolicyl2.2: VCA Allocation

12. Documenting and maintaining complete deceased donor information for seven years for all organs
procured.

13. Ensuring thagall deceased donor information, accordingRolicy 2.11: Required Deceased Donor
Information, is reported to the OPTN Contractor upon receipt to enable complete and accurate
evaluation of donor suitability by transplant programs.

14. Ensuring that documentatiofor all of the following deceased donor information is submitted to the
OPTN Contractor upon receipt:

ABO source documentation

ABO subtype source documentation

Infectious disease results source documentation

Death pronouncement source documentation

Authorizationfor donation source documentation

HLA typing source documentation

15. Mamtalnlng blood specimens appropriate for serologic and nucleic acid testing (NAT), as available,
for each deceased donor for at least 10 years after the date of organ transplant, amihgrthese
samples are available for retrospective testing. The host OPO must document the type of sample in
the deceased donor medical record and, if possible, should use qualified specimens.

o

meeeco

2.3 Evaluating and Screening Potential Deceased Donors

The host OPO must perforatil of the following and report the resulting information to all receiving
OPOs or transplant hospitals:

1. ' GdSYLXWd G2 200l Ay GKS RSOSI&aSR R2y2NRa YSRAOFf |
individuals famikr with the donor according tBolicy2.4: Deceased Donor Medical and Behavioral
History, to screen for medical conditions that may affect the decision to use the donated.organ
2. wS@ASs (GKS RSOSIFaSR R2y2NR& YSRAOFIf NBO2NRO®
Complete a physical examination of the deceased dogo®f dzRA Yy 3 (G KS R2y2NDa JAl
4. Document in the deceased donor medical record if any of this information is not available and the
reason it is not available.

w

2.4 Deceased Donor Medical and Behavioral History

The medical and behavioral history for each potential deceased duoostincludeall of the following:

1. Any testing and laboratory results used to identify the presence of transmissible diseases or
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malignancies, treated and untreated, or any other knasamdition that may be transmitted by the
deceased donor organ and may reasonably impact the recipient.

2. Whether the potential deceased donor has factors associated with an increased risk for disease
transmission, including bloedorne pathogens. If the deaesed donor meets the criteriar
increased risk foHIV, Hepatitis B, and Hepatitigr&nhsmissiorset forth in the currenU.S. Public
Health Services (PHS) Guidetinthe host OPO cannot obtain the information necessary to make
this determination the host OPO mustlentify the donor as having increased risk for transmission
of HIV, Hepatitis B, and Hepatitis C @oedhmunicate this information to all transplant programs
receiving organs from the deceased donor.

3. Whether the potential deceased donor hahistory of prior exposure dreatment with non
recombinant Human Pituitary Derived Growth Hormone (HPDGH). If so, the potential deceased
donor has an increased risk of prion disease and the host OPO must communicate this information
to all transplant pograms receiving organs from the donor.

2.5 Hemodilution Assessment

OPOsnustuse qualified (nofhemodiluted) blood samples for deceased donor serological screening
tests if available. If a qualifliesample is not available for testing, a hemodiluted sammde be used for
deceased donor screening tests.

If serological testing occurs on a hemodiluted blood sample, the host OPO must treat the deceased
donor as presenting an increased risk for disdssgsmission as specified in theS. Public Health
Services (PHS) Guideline

Prior to screening, the host OPO must assess all potential deceased donor blood samples that were
obtained for serological screening tests for hemodilution usiky% Foodrad Drug Administration

(FDA) approved hemodilution calculation. The host OPO must document in the deceased donor medical
record a complete history of all blood products and intravenous fluid transfusions the deceased donor
received since admission to thembr hospital.

Additionally, the host OPO must repatt of the following to the accepting transplant programs when a
hemodiluted specimen is used in deceased donor screening tests:

1. Any screening results from the hemodiluted specimens.
2. The testxompleted on the hemodiluted specimens.
3. The hemodilution calculation used for the hemodiluted specimens, if requested.

2.6 Deceased Donor Blood Type Determination and Reporting

Host OPOs must develop and comply with a written protocol for blood type determination and reporting
that includesall of the requirements below.

2.6.A Deceased Donor Blood Type Determination
¢tKS K2a&ld hth YdzadG Syadz2NB K isdeteBrinéiby tBséng& | & SR
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least two donor blood samples prior to the match run. The host OPO must develop and comply
with a written protocol to resolve conflicting primary blood type results.

Deceased donor blood samples must:

Be drawn on two separateccasions

Have different collection times

Be submitted as separate samples

Have results indicating the same blood type

PN PE

The host OPO must document that blood type determination was conducted according to the
ht hQa LINR(G202f IyR (KS 02@3S NBIldANBYSyldao

2.6.B Deceased Donor Blood Subtype Determination

Deceased donor blood subtyping must be completed according td e 21 and the
requirements below.

Table 21: Subtyping Requirements by Primary Blood Tygred First Subtype Result

LF¥ (GKS R2y 2 Thensubtypingis A second subtyping must be completéf

blood type is: the first subtype result is:
A Required Blood type A, no#
AB Optional Blood type AB, no#yB

Deceased donor blood samples fubtyping must:

Be tested using preed blood cell transfusion samples
Be drawn on two separate occasions

Have different collection times

Be submitted as separate samples

PoOdPE

All subtype results reported to the OPTN Contractor must be from two sept@steindicating
the same resulilf there are conflicting subtype results, the subtype results must not be
reported to the OPTN Contractor and the deceased donor must be allocated based on the
primary blood type.

For all blood type A donors, the host OPO must docureéherthat subtyping was completed
or the reason it could not be completed.

2.6.C Reporting of Deceased Donor Blood Type and Subtype

The deeased donor is not eligible for a match run until the host OPO completes verification and
reportingas follows:
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2. LT GKS R2y2NN& o6f22R &adzoGellS gAff 0SS dzaSR T2

must report the subtype to the OPTN Contractor. This report must be verified by a different

qualified health care professionelOO2 NRAY 3 (2 (GKS ht hQad LINRPG202¢
3. Both qualified health care professionals must use all blood type and subtype determination

source documents to verify they:

a. Contain blood type and subtype (if used for allocation) results for the donor

b. Indicate the same bbd type and subtype (if used for allocation) on the two test results

c. Match the result reported to the OPTN Contractor

¢KS hth Ydzad R2O0dzYSyd GKFG NBLRNIAY3A gl a O2YLX
above requirements.

If donation must be accelerated to avoid organ waste, the host OPO may instead complete these
requirements after the match run, but prior to organ release to a transplant hospital. The host
OPO must documerdll of the following:

1. The reason that both blabtype tests (and subtype tests, if used for allocation) could not be
completed, verified, and reported prior to the match run.

2. If there are conflicting primary blood type test results, the host OPO must follow its protocol
for resolving the discrepancy dmust reexecute the match run if the final ABO result is
different from the initial ABO on the original match run.

3. That all required blood type and subtype determinations, verification, and reporting were
completed prior to organ release to a transpldraspital.

2.7 HIV Screening of Potential Deceased Donors

The host OPO must accurately document HIV test results for every decgaiser. All deceased
donors must be tested for HIV accordingrolicy2.9: Required Deceased Donor Infectious Disease
Testing

The host OPO must report the results of all HIV tests it performs directly to all receiving OPOs
and transplant programs.

2.7.A Exceptions to HIV Screening Requirement

Exceptions to the HIV screening requirement may be made for ohes thankidneys, when,

in the medical judgment of the host OPO and recipient transplant hospital or OPO, an extreme
medical emergency warrants the transplantation of an organ that haveen tested for HIV.

In this case the host OPO mulst both of the following

1. Provide all available deceased donor medical and social history to the transplant program.
2. Treat the deceased donor as having an increased risk for disease transmissiontbased
currentU.S. Public Health Services (PHS) Guideline

In this case the receiving transplant hospital must:
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1 Obtain and document informedonsentfrom the potential transplant recipient

2N 0KS NBOALASY(iQa I dziK2NART SR I3Syid o6S7¥;
1 ObtainHIV screening test results prior to storing, sharing, or using the extra

vessels in another recipient, accordingRolicy 16.6: Extra Vessels Transplant

and Storage

2.7.B Informing Personnel

The host OP@ustonly inform health care personnel carifigr potential deceased donors or
deceased donors who test positive for HIV when it is necessary for making medical decisions.

2.8 Required Deceased Don@eneral Risk Assessment

The host OPO is responsible for evailugiteach potential donor in order to obtain the following
information:

1. Arterial blood gas results

Blood type determination and reporting accordingRolicy 2.6: Deceased Donor Blood Type
Determination and Reportingncluding sulyping for blood type Alonors

Chest xray

Complete blood count (CBC)

Electrolytes

Serum glucose

Urinalysis, within 24 hours before cross clamp

N o g M~ w

2.9 Required Deceased Donor Infectious Disease Testing

The host OPO igsponsible for ensuring thatl of the following infectious disease testing is completed in
CLIAcertified laboratories, or in laboratories meeting equivalent requirements as determined by the
Centers for Medicare and Medicaid Services (CMS):

1. Blood and urine cultures

2. Infectious disease testing for all potential deceased organ donors using FDA licensed, approved or
cleared tests, as listed below:

HIV antibody (antHIV) donor screening test HIV antigen/antibody (Ag/Ab) combination test

Hepattis B surface antigen (HBsAfpnor screening test

Hepatitis B core antibody (artiBc) donor screening test

Hepatitis C antibody donor screening test (2h€V)

Hepatitis C ribonucleic acid (RNA) by donor screening or diagnostic nucleic acid test (NAT)

Gytomegalovirus (CMV) antibody (a«@MV) donor screeningy diagnostic test

EpsteinBarr Virus (EBV) antibody (afiBV) donor screenirgg diagnostic test

Syphilis donor screenirg diagnostic test

Toxoplasma Immunoglobulin G (IgG) antibody test

~ST@™me o0 Ty
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3. If the donor is identified as being at increased risk for HIV, HBV, and HCV transmission according
to the U.S. Public Health Services (PHS) GuidelIReRNA by donor screening or diagnostic NAT
or HIV antigen/antibody (Ag/Ab) combinatiorailsorequiredunlesseither of the followings
true:

9 The donor has already been tested for HIV using the HIV Ag/Ab combination test according to
section 2.a above.

f ¢KS R2y2NDRa 2yfe AYyONBIFIASR NRA]l FFrOl2NJ A& KI DA
months.

2.10 Additional Deceased Donor Testing

If a host OPO completes any testing in addition to what is required for a potential donor, the results of
these tests must be reported to all recipient transplant hospitalsoas as possible, but no later than 24
hours after receiving the test result.

2.11 Required Deceased Donor Information

The host OPO mustport to the OPTN Contractor upon receigll of the following information for each
potential deceased donor:

1. Age

2. Diagnosis (or cause of brain death)

3. Donor behavioral and social history

4. Donor management information

5. Donor medical history

6. Donor evaluation information ttnclude all laboratory testing, radiologic results, and injury to the
organ

7. Ethnicity

8. Height

9. Organ anatomy and recovery information

10. Sex

11. All vital signs, including blood pressure, heart rate, and temperature

12. Weight

The potential transplant program teamust have the opportunity to speak directly with responsible
2yaAidS hth R2y2NJ LISNER2yySt (2 20GFAYy Od2NNBYyld Ay¥F2
2.11.A Required Information for Deceased Kidney Donors

The host OPO must provi@dl the following additional information for all deceased donor
kidney offers:

1. Anatomical description, including numberldbod vessels, ureters, and approximate length
of each
2. Biopsy results, if performed
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3. Human leukocyte antigen (HLA) information as follows: A, B, Bw4, Bw6, C, DR, DR51, DR52,
DR53, DQAL, DQB1, and DPB1 antigens prior to organ offers

4. Injuries to or abnormdies of blood vessels, ureters, or kidney

5. Kidney perfusion information, if performed

6. Kidney laterality

2.11.B Required Information for Deceased Liver Donors

The host OPO must proviadl the following additional information for all deceased donor liver
offers:

1. Human leukocyte antigen (HLA) typing if requested by the transplant hospital, including A,
B, Bw4, Bw6, C, DR, DR51, DR52, DR53, DQA1, DQBRBEdnantigens in the timeframe
specified by the transplant program

2. Other laboratory tests within 12 hours of the offer:

a. Alanine aminotransferase/asparate aminotransferase (ALT/AST)
b. Alkaline phosphatase
c. Total and direct bilirubin
d. International normalizedation (INR) or Prothrombin (PT) if INR is not available
e. Partial thromboplastin time (PTT)
3. Preprocurement biopsy results, if performed
4. Preprocurement CT imaging results, if performed

2.11.C Required Information for Deceased Heart Donors

The host OPO must providd the following additional information for all deceased donor heart

offers:

1. 12-ead electrocardiogram interpretation, ifzailable

2. Arterial blood gas results and ventilator settings

3. Cardiology consult, if performed

4. Echocardiogram

5. Human leukocyte antigen (HLA) typing if requested by the transplant hospital, including A,

B, Bw4, Bw6, C, DR, DR51, DR52, DR53, DQA1, DQB1, hadti@Bs prior to the final
organ acceptance

2.11.D Required Information for Deceased Lung Donors

The host OPO must provi@dl the following additimal information for all deceased lung donor
offers:

1. Arterial blood gases and ventilator settings on 5 cm/H20/PEEP including PO2/FiO2 ratio and
preferably 100% FiO2, within 2 hours prior to the offer

2. Bronchoscopy results, if performed

3. Chest xay interpreted by a radiologist or qualified physician within 3 hours prior to the
offer

4. HLA typing if requested by the transplant hospital, including A, B, Bw4, Bw6, C, DR, DR51,
DR52, DR53, DQA1, DQB1, and DPBL1 antigens prior to final organ acceptance
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5. Sputum gram stain, with description of sputum
6. Lung laterality

If the host OPO cannot perform a bronchoscopy, it must document that it is unable to provide
bronchoscopy results and the receiving transplant hospital may perform it. The lung recovery
team may perform a confirmatory bronchoscopy provided unreasonable delays are avoided and

Effective Date: 12/4/2019

deceased donor stability and the time limitationsHolicy5.6.B:Time Limit for Review and
Acceptance of Organ Offesse maintained.

2.11.E Required Information for Deceased Pancreas Donors

The host OPO must providd the following additional information for all deceased donor
pancreas offers:

Family history of diabetes (including Type 1 and Type 2)
. Hemoglobin A1C, if performed
3. HLA information as follows: A, B, Bw4, Bw6, C, DR, DR51,I#R32,DQA1, DQB1, and
DPBL1 antigens prior to organ offers
Insulin protocol
5. Serum amylase
6. Serum lipase

2.12 PostProcurementFollow Up and Reporting

The host OPO is responsible for follow up and reporting of deceased donor test resalted after
procurement.The host OPO must develop and comply with written protocols taldaf the following:

1. Obtain and report all deceased donor test resultshte OPTN Contractor

2. Report all positive test results and relevant information accordingdficy 15.4Host OPO
Requirements for Reporting Pdatocurement Test Results and Discovery of Potential Disease
Transmissions

3. Report relevant test results andtodr information to tissue banks receiving donor tissue

2.13 Deceased Donor Management

The host OPO must make reasonable efforts to manage the deceased donor by addiés$ing

the following:

Maintaining blood presure for perfusion of vital organs
Monitoring vital signs

Administering 1V therapy or drugs, as required
Administering antibiotic therapy, as required
Administering and monitoring fluid intake and output

R

The OPO must document that these efforts were madd report the results to the receiving OPOs or
transplant hospitals.
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2.14 Organ Procurement

2.14.A

Policy 2: Deceased Donor Organ Procurement

Conflicts of Interest

The organ recovery procedure and the transplantation of organs matdie performed by

eitherof the following:

1. ¢KS LRGSYGAL RSOSI aSR R?2
2. ¢KS LXKeg AOAly K2 RSOf | NB
2.14.B Pre-Recovery Verification

Host OPOs must develop and comply with a written protocol to perform agmavery
verification for each organ recovered as required below. Qualified health care
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one of the individuals performing a verification must be an OPO staff member.

The host OPO must condube verification prior to organ recovergccording tolTable 22
below.OPOs may use the OPTN organ tracking system to assist with completion of this

verification.

Table 22: PreRecovery Verification Requirements

The host OPO must veriil

Using at leasbne of the

Byboth of the following
individuals:

of the following information:
Donor ID

following:

1 Donoridentification band
containing the donotD

9 Donor identification band
andOPTN computer syster

1. Onsite recovering surged
2. Qualified health care
professional

Organ (and laterality, if
applicable)

9 Donor medical record
1 OPTN computer system

[EEN

. Onsite recovering surged
2. Qualified health care
professional

Donor blood type and
subtype (if used for
allocation)

9 Donor blood type and
subtype source documents

[EEN

. Onsite recovering surged
2. Qualified health care
professional

Effective Date: 12/4/2019

When the intended recipient is known prior to organ recovery, the host OPO must akdfy
the additional information according tdable 23 below.

Table 23: Additional PreRecovery Verification Requirements When the Intended Recipient is Known
Priorto Organ Recovery

The host OPO must verifl Usingthe: By the following individuals:

of the following information:
Intended recipient unique
identifier

Two qualified health care
professionals

1 OPTN computer system
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The host OPO must verifyl Usingthe: By the following individuals:

of the following information:
Intended recipient blood type § OPTNcomputer system Two qualified health care
professionals

Donor and intended recipient  OPTN computer system | Two qualified health care
are blood type compatible (ol professionals
intended incompatible)

z

¢KS K2ad hth Ydzald R20dzySyd GKIG GKS GSNATAOL GA
protocol and the above requirements.

2.14C Organ Procurement Procedures

To ensure organ procurement quality, the host OPO mustlidaf the following:

Ensurethat the deceased donor receives medications at appropriate times

Document in the deceased donor record any medications administered

Begin tissue typing and crossmatching as soon as possible

Use standard surgical techniques in a sterile environment

Maintain flush solutions, additives, and preservation media at appropriate temperatures
Document in the deceased donor record, flush solutions and additives with lot numbers,
along with organ anatomy, organ flush characteristics, flush solution amandfjush
solution type

7. Documentany organ abnormalities arglirgical damagéor all organs except extra vessels

o gk wnNpRE

2.14.D Required Tissue Typing and Blood Type Verification Materials

The host OPO must establish a written policy with a histocompatibility laboratory that includes
specific details of the minimum tissue typing material, type of specimen, medium, and shipping
requirements for these items. Extra vessels recovered for transaiion are excluded from
minimum tissue typing material requirementBable 24 shows the minimum tissue typing

material requirements for each organ.

Table 24: Minimum Typing Materials

The host OPO must provide: \ For this organ:

One 7 to 10 mL clot retbp tube Any organ

Two acidcitrate-dextrose (ACD) yellow top Kidney or pancreas
tubes

If available, one 2 by 4 cm wedge of spleen in| Kidney or pancreas
culture medium

Three to five lymph node samples Each kidney or pancreas
Any organ, if the receivinansplant
hospital requests and they are available
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2.15

The host OPO will provide specimens for tissue typing for all other organs as requested.

2.14.E Deceased Donor Authorization Requirement

The host OPO may only recover organs that it has receivibd@zation to recover. An

authorized organ should be recovered if it is transplantable or a potential transplant recipient is
identified for the organ. If an authorized organ is not recovered, the host OPO must document
the specific reason for nerecovey.

Extra vessels may only be recovered with at least one organ. To recover and use extra vessels in
an organ transplant, the deceased donor authorization forms must include language indicating
that the extra vessels will be used for transplant.

Recovenyof vascularized composite allografts (VCAS) for transplant must be specifically
authorized from individuals authorizing donation, whether that be the donor or a surrogate
donation decisiormaker consistent with applicable state law. The specific authaoizdor VCA
must be documented by the host OPO.

2.14.F Non-renal Organ Procurement

Non-renal organ recovery teams have the option to remove the-remal organ first unless
extenuating circumstances dictate otherwise. All organ recovery teams must @iepeith
each other.

2.14.G  Start Time for Organ Procurement

After organs have been offered and accepted, recovery teams must agree on the time the
procurement will begin. If they cannot agree on the start time far fiocurement, the host

OPO has the authority to withdraw the offer from the transplant hospital that cannot agree on
the start time for procurement.

Requirements for Controlledonation after Circulatory Death
(DCD)Protocols

Donation after Circulatory Death (DCD) describes the organ recovery process that may occur

following death by irreversible cessation of circulatory and respiratory funetiBotential DCD

donors are limited to patients who have died, or whose death is imminent, whose medical

treatment no longer offers a medical benefit to the patient as determined by the patient, the

LI GASYGQa | dzi K2 NAT SR & dahdeBva if apdicable? ilNdonisit&ionLJ: G A Sy i
with the healthcare team. Any planned withdrawal of life sustaining medical treatment/support

will be carried out in accordance with hospital policy. Prior to the OPO initiating any discussion

with the legal nexof-kin about organ donation for a potential DCD donor, the OPO must

confirm that the legal nexbf-kin has elected to withdraw life sustaining medical treatment. The

timing of a potential DCD donor evaluation and donation discussitbbve coordinated withthe

hth YR KS LI dASyidQa KSFItOGKOINB G4SIFYSX Ay 002
a healthcare team member in accordance with hospital policy and applicable state and local

statues or regulation. A DCD donor may also be called éenaatbeating, asystolic, or donation

after cardiac death donor.
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These policies will help OPOs and transplargpitalsdevelop necessary DCD protocols. These

set the minimum requirements for DCD recovery but do not address local practices, cultural and
resource issues, and therefore should not be the only resource consulted when developing DCD
protocols. DCD protocols should continue to be developed through collaboration between
OPOs, transplants hospitals, and donor hospitals.

2.15.A Agreement

The OP@nust have a written agreement with all hospitals that participate in DCD recovery.

2.15.B Protocols

OPOs and donor hospitals must establish protocols that define the roles and responsibilities for
the evaluation and management of potential DCD donorganirecoveryand organ plaement
in compliance with OPTNoRy.

2.15.C Potential DCD Donor Evaluation

The primary healthcare team and the OPO must evaluate potential DCD donors to determine if
GKS LI GASYyG YSSia GKS hthQa ONARGSNAI F2NJ 5/5 R

2.15.D Consent for DCD

Conditions involving a potential DCD donor being medically treated/supported in a conscious
mental state will require that the OPO confirms that the healthcare team has assessed the
LI GASYy(Qa O2YLISGSyOe | ysfuppatahdofber imadicalidecisionts] S 6 A (i K

The OPO must confirm that consent has been obtained for any DCD related procedures or drug
administration tha& occur prior to patient death.

2.15.E Authorization for DCD

For the purpose of obtaining authorizatonNd I 5/ 5 NBO2OSNE X a&f S3Lf ySE
any of the following:

1. The patient who authorizes deceased donation.
2. Persons defined by state/local laws to authorize organ donation.

2.15.F Withdrawal of Life Sustaining Medical Treatment or Support

Prior to the donor hospital withdrawing lifgustaining medical treatment or ventilated support,
the OPO is required to conduct a timeout to confirm:

1. ¢KS LI GASYy(Qa ARSYGATAOIGAZY ®

2. The process for withdrawing |Hgustaining treatment or ventilated support

3. Roles and responsibilities of the primary patient care team, the OPO team, and the organ
recovery team.

4, ¢KS Kz2aLWAdlfQQa LI I yiftie paldnt@eey iohbgcdrieR ddnrm@i A Sy G O
appropriate communication with the next of kin
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No recovey personnel (surgeons and other recovery practitioners) may be present for the
withdrawal of lifesustaining medical treatment or ventilated support. No member of the organ
recovery team or OPO staff may guide or administer palliative care, or declate deat

2.15.G Pronouncement of Death

The donor hospital healthcare team member who is authorized to declare death must not be a
member of the OPO or the gan recovery team. Circulatorgdth is death defined as the
irreversible cessation of circulatory anespiratory functions.Death is declared in accordance
with hospital policy and applicable state and local statutes or regulation.

2.15.H Organ Recovery

Organ recovery will only proceed after circulatory death is determined, inclusive of a
predeterminedwaiting period of circulatory cessation to ensure no atgsuscitation occurs.

2.15.1 DCD Potential Donor Who Converts to Brain Death after an Organ Offer Has
Been Made

When a DCD donor converts to brain death, the host OPO mugstaeute the match stem

and allocate the organs according to the organ allocation poliBielicy 5.4: Organ Offedoes

not apply when a DCD donor converts to brain death. Additionally, OPOs should initiate
Fft20FGA2y 2F 2NHlIya GKIG YlFe KIFE@S 0SSy NMzZ SR

However, the host OPO may choose not to reallocate organs from a DCBbvaomoonverts to
brain death for anypneof the following reasons:

1. Donor instability
2. Lack of donor family approval and authorization
3. Other extraordinary circumstances

The host OPO must document the reason for not reallocating organs when a DCD donor
converts to brain death and make this documentation available to the OPTN Contractor on
request.

History

Policy 2Minimum Procurement Standards for an Organ Procurement Organizaféi/2007;
2/21/2008; 6/20/2008; 3/3/2009; 10/23/2009; 11/9/2010; 6/22011; 6/26/2012
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6/12/2018 (6/12/2018) Policies 2.7A: Exceptions to HIV Screening Requirement, 2.14.C: Organ
Procurement Procedures, 2.14.D: Required Tissue Typing and Blood Type Verificatiors Material

Notes

1 For requirement to prevent the acquisition of organs from individuals known to be infected with

HIV, seel2 C.F.R. § 121.6

For membership and personnel requirements for OPOs, se®HEN Bylaws, Appendix B

For information about the patient safety contaseePolicy 15: Identification of Transmissible

Diseases

f C2NJ 1240 hthQa NBaLRyaAoAtAdGASa O2y O&duwy Ay 3
recipients, sedolicy 15: Identification of Transmissible Diseases

f C2NJ Il 2aid hthQada NBaLRYyaAoAftAlGASa O2yOSNYyAy3
and tissue typing materials, s@mlicy 16: Organ ahVessel Packaging, Labeling, Shipping, and
Storage

9 For additional data submission requirements gadicy 18: Data Submission Requirements

T
T
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Organ Procurement and Transplantation Network (OPTN) Policies

Policy 3: Candidate Registrations, Modifications, and
Removals

3.1 Access to Computer Systems 36
3.2 Notifying Patients of Their Options 37
3.3 Candidate Blood Type Determination and Reporting before Waiting List Registration 37
3.4 Waiting List Registration 38
3.5 Patient Notification 39
3.6 Waiting Time 40
3.7 Waiting Time Modifications 42
3.8 Collective Patient Transfers 45
3.9 Removing Candidates from the Waiting List 45

3.1 Accessto Computer Systems

Only the following categories afiembers may access tmatch system

1. Transplanthospitals
2. Organprocurementorganizations (OPO)
3. Histocompatibilityaboratories

The waiting list may only be accessed by membersnagmbers may not use the match systdon
non-membersor add candidates to the waiting list on behalfrafn-member ransplant hospitals.

3.1.A Non-member Access

Members may notise thematchsystemfor non-members orallow nonmembersaccesgo the
match systenunlessall of the following requirements are met:

1. The nommember isassisting the member with facilitatirgrgantransplants, placing organs
for purposes other than transplantation, or reporting data to the OPTN.

2. The member has a datese agreement (DUA) with threon-memberwith all of the following
elements:

Data confidentiality and security requirements

Data rights

Access to patienidentified data

Data use

Proceduredor securing @ta confidentiality

Sorage or disposal of datapon completion of contracted task

Procedures to protect patienidentified data in the event of databreach, inadvertent
or otherwise

h. Remedies in the event of a violation of tiHJA

@rpoo0oTp
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The member must maintaicopiesof all DUAs with non-rmembers.

3.2 Notifying Patientsof Their Options

As part ofthe evaluation process, transplant programs must inform and progat#h patient it
evaluates with information andritten materialsexplainingall of the following options:

1. Registering at multipleransplant hospitals
2. Transferring primary waiting time
3. Transferring their care to a different transplant hospital without losing accrued waiting time

Eachtransplantprogram must document that it fulfilled these requiremerstsd maintainthis
documentation.

Transplant programsust inform thepatient before orduring the evaluation proceskeither.

1 The transplant program does not accept candidates with multiple registrations
1 The transplant program does not allow candidates to transfer waiting tintkeeir program

3.3 Candidate Blood Type Determination and Reporting before
Waiting List Registration

Transplant programs musievelop and comply with a written protocol for blood type determination
and reporting that includeall of the requirements below.

3.3.A Candidate Blood Type Determination

¢KS GNIyaLXlyd LINRPINIY Ydza G Sy adzNBdbytedting SI OK
at least two candidate blood samples prior to registration on the waitingTlis. transplant

program must develop and comply with a written protocol to resolve conflicting primary blood

type results.

Candidate blood samples must:

Be drawn on two separate occasions

Have different collection times

Be submitted as separate samples

Have results indicating the same blood type

P

The transplant program must document that blood type determination was conducted
FOO02 NRAY 3 (0 proticél Snd thiNab@egMir@rients.

3.3.B Reporting of Candidate Blood Type

The candidate is not eligible to appear on a match run until the transplant program completes
verification and reportingsfollows:
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1. ¢62 RAFFSNBY(G ljdar t ATASR KSIfGK OFNB LINRPFS&aar
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Contractor
2. Both qualified health care professionals must use albbltype determination source
documents to verify they:
a. Contain blood type results for the candidate
b. Indicate the same blood type on the two test results
c. Match the result reported to the OPTN Contractor

The transplant program must document that reportiwgs completed according to the
LINEINF YQa LINRG202f YR GKS 062@0S NBIdZANBYSyi(aaod

3.4 Waiting List Registration

3.4A Registration Fee

The registration feef $748for the registration of a transplant candidai®authorized by42
C.F.R. 8 121.5(andOPTN Bylaws Section 1.2(D): Registration. Fees

3.4B Approved Transplant Program Requirement

Membersare only permitted taegister a candidate on the waiting listr an orgarat a
transplant progranif the transplant program has curre@PTNransplant program approvdbr
that organ type.

3.4C Candidate Registrations

Transplant programs must:

1. Register all recipients as candidates on the waiting list prior to transplant at the program
that performs the organ transplant.

2. Complete all candidate registrations, modifications, and removals in the waisin

3. Register all multorgan candidates on the waiting list for each required organ.

3.4.D CandidateHuman Leukocyte Antigen (B Requirements

¢ KS O ytRaAsplantir&@m must report to the OPTN Contractmmpletehuman
leukocyte antigen (HLA)formation (at least 1A, 1B, and 1DR antiganyording tolable 31
below:

Table3-1: HLARequirements

If the candidate is registered fora Then, HLA information $

Kidney alone Required
Kidneypancreas Required
Kidney with any other norenal organ Not required
Pancreaslone Required
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If the candidate is registered ford Then, HLA information

Pancreas islet alone Required

Transplaniprograms must reporthis HLA informatiorusing current World Health Organization
(WHO) nomenclaturgvhen the candidate is registered on the waiting.list

3.4.E Inactive Status

7

If the candidate is tempordrié dzyadzZA G 6t S F2NJ ON»Y yaLt I yiz (GKSy
program may classify the candidate as inactive and the candidate will not receioegamy
offers.

3.4.F Multiple Transplant Program Registrations

Candidates mabpe registeedfor an orgarat multiple transplant programwithin the same
Donation Service Are®EA or different DSASA transplant progranmaychoosewhether or
not to accept a candidate seeking multiple registrations for an organ.

Transplant hospitals magccess report from the OPTontractor thatidentifies any
candidates that have multiple registrations for the same organ. This report will not include the
identities of the other hospitals where the candidates are registered.

3.5 Patient Notification

Transplanhospitals must notify patients in writingccording toTable 32 below:

Table3-2: Transplant Hospital Patient Notification Requirements

Thetransplanthospital must send a notificationvithin 10

business daysvith the following information:

The patient is registered on thg The date the patient was registered.
waiting list
¢CKS LI GASYy(GQa |ThatthelJ 6ASy G Qa S@FftdzZ A2y KI a
transplant is complete and the | will not be registered on the waiting list at this time.

patientis not registered on the
waiting list

The m@tient is removed from thg That thepatient has been removed from the waiting list
waitinglist for reason®ther
than transplantor death

Each written patient notification requireith Table 32 must also include and refer to tH@ePTN
/ 2y GNF OG2NR& t I ( wBighiprovidgs Thdwdgdr forkh2tgll-frée PaitiénSIedvices
Line.The transplant hospital mustocumentthese notifications.
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3.6 Waiting Time
3.6.A

Policy 3: Candidate Registrations, Modifications, and Removals

Waiting Time for Inactive Candidates

Candidates accrue waiting time while inactaezording tolrable 33 below. Inactive candidates
do not receive organ offers.

If the candidate is registered for the

Table3-3: Waiting Time for Inactive Candidates

Then the candidate accruesaiting time

following organX

while inactivel a

T2ttt 20aX

Heart No time

Intestine Up to 30 cumulative days
Kidney Unlimited time
Kidneypancreas Unlimited time

Liver No time

Lung and is at least 12 yeanisl No time

Lung and is less than 12 yeatd

Unlimited time

Pancreas

Unlimited time

Pancreas islet

Unlimited time

All other organs

Up to 30 days

3.6.B

Waiting Time Reinstatement for Nefunction of Transplanted Organ

The OPTN Contractor will reinstate waiting titoeecipientsaccording to the policies belgw
without interruption, when immediate and permanent ndanction of any transplante#idney,

pancreas, or intestineccursand the recipient is reegistered on the waiting list as a candidate

for the same organ.

3.6.B.i Non-function of a Transplanted Kidney

Immediate and permanent nefunction of a transplanted kidney is defined as

either.

1 Kidney graft removal within the first 90 days of transplant documentedrby a
operativereport of the removal of the transplanted kidney

1 Kidney graft failure within the first 90 days of transplavith documentation
that the candidate is eitheon dialysis or has measured creatinine clearance
(CrCl) ocalculated glomerular filtration rate (GHR%s than or equal to 20

mL/minwithin 90 daysafteri KS OF Y RARI 1S Qa

Kidney vaiting timewill be reinstatedvhenthe OPTNContractorreceivesa
completedRenal Waiting Time Reinstatement Fand thesupporting
documentationrequiredabove.TheEstimated Post Transplant Survival (EPTS) score

will also be calculated without interruptiomhe OPTN Contractor will send a notice

of waiting time reinstatement to the transplant hospital involved

Effective Date: 12/4/2019
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3.6.B.ii  Non-function of a Transplanted Pancreas

Immediate and permanent nefunction of atransplanted pancreas is defined as
removal of the transplanted pancreas within 14 days after transplant.

Pancreas waiting time will be reinstated when the OPTN Contractor receives a
completedPancreas Waiting Time Reinstatement Famd either of the fdlowing:

1 An operative report of the removal of the pancreas.

1 A statement of intent from the transplant hospital to remove the transplanted
pancreas, and a statement that there is documented, radiographic evidence
indicating that the transplanted pancreass failed.

The transplant hospital must maintain this documentation. The OPTN Contractor will
send a notice of waiting time reinstatement to the transplant hospital involved.

3.6.B.iii  Non-function of a Transplaned Intestine

Immediate and permanent nefunction is defined as an intestinal organ graft failure
resulting in removal of th&ransplantedorgan within the first 7 days following
transplant

Intestine waiting time will be reinstatedvhenthe OPTN Contractaeceivesa

completedintestinal Organ Waiting Time Reinstatement Famad documentation,

AYyOf dzZRAY 3 odzi y20 f AYAQGSRfrandualofitheS NBEOA LA Sy {
transplantedintestine. The OPTN Contzéor will send a notice of waiting time

reinstatement to the transplant hospital involved.

3.6.C Individual Waiting Time Transfers

A candidate may transfer primary waiting time from one transpfaeigramto another ifall of
the followingrequirementsare met

1. The candidate must be registered at the new transplant program.

2. The candidate must currently be, or have previously beegistered at the earlier
transplant program.

3. The candidate must sign a Wait Time Transfer Form, requesting transfer of primary waiting
time to the new transplant program.

4. One of the transplant programs must submit a Wait Time Transfer Form to the OPTN
Cortractor.

The OPTN Contractor will transfer the primary qualifying date and waiting time accrued from
the earlier transplant program to the new transplant program. However, time accrued
simultaneously at more than one program is only counted once.

The OPN Contractor will notify each of the transplant programs involved of the completed

transfer of waiting time. The new transplant program must notify the candidate of the waiting
time transfer status within 10 business days of receiving notification fron©ff&N Contractor
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and must document that this notification was completed.

If the candidate chooses to have multiple registrations, the OPTN Contractor will exchange the
primary qualifying date and waiting time accrued from the earlier transplant to the new
transplant program.

If the candidate chooses not to have multiple registrations, then the OPTN Contractor will do
both of the following:

1. Transfer the primary qualifying date and accrued waiting time from the earlier transplant
program to the new transpit program.

2. Remove the candidate from the waiting list of the earlier transplant program.

3.

If the candidate is removed from the waiting list at the earlier transplant program before being

registered at the new transplant program, the OPTN Contractoaddlthe waiting time

accrued at the earlier transplant program to the waiting time accrued at the new program.

The OPTN Contractor will not include time between removal at the earlier transplant program
and registration at the new programinthecandid@té ¢ AGAy 3 GAYS®

3.7 Waiting Time Modifications

3.7.A Applications for Modifications of Waiting Time

To apply for a waiting time modificationktS OF YRARIF 4SQa GNJ yaLX I yi LINER
application to the OPTN Contractor wih of the following information:

1. The requested listing da@nd documentation showing an intent to register the candidate at
the requested listing date.
2. Documentatdn or a statement showinghat the candidatequalified for thewaiting time
according tahe organspecificOPTNPolicies @hrough12.
3. A corrective action plan, if the application is due to an error.
¢KS yIYS YR &A3YIl (dzNB srgeoii KS OF yYRARF GSQa LI
5. Signatures indicating agreement from all applicable transplant programs in the OPO. If a
signature cannot be obtained from a transplant program, the submitting program must
explain the efforts it made to obtain a signature and include any stegadons for
disagreement with the request.

B

Upon receipt of a complete application arebuireddocumentation the OPTN Contractor will
forward the application, without persoitentified data, according tdable 34 that follows:

Table 34: Waiting TimeModification Application Review

If the candidate Then the appltation will be reviewed by the:
requests a waiting

time modification for
the following organ:

Kidney Kidney Waitingfime Modifications Subcommittee
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time modification for
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Then the appltation will be reviewed by the:

the following organ:
Liver

A subcommittee of the Liver and Intestinal Organ Transplantatiof
Committee, appointed by the Chair of the Liver and Intest@rglan
Transplantation Committee

Thoracic

A subcommittee of the Thoracic Transplantation Committee,
appointed by the Chair of th€haracic Transplantation Committee

Pancreas

Kidney oPancreas Waitingiime Modifications Subcommittee

Intestine

A subcommittee of the Liver and Intestinal Organ Transplantatiof
Committee, appointed by the Chair of the Liver and Intestinal Ory
Transplantation Committee

Waiting list modificatiorapplicatiors will be reviewed as follows:

1. ¢KS NBOJOASGHESNI gAff

2.
3.

4.

3.

requested in the appl

ication andill notify the OPTN Contractaf the decision.

Upon notice, the OPTN Contractor will implement the waiting time modification.

The reviewer will report the modification, without persdaentified data, to the relevant
organ specific Committee.

The Committee will report the modificatip without personridentified data, to the Board of

Directors.

7.B RequiredExpedited Modificationsof Waiting Time

An application for waiting time modifications must follow the procedures for expedited
modifications of waiting time if it meewny of the followingcriteria according td able 35
below:

Table 35: Applications Requiring ExpedieModifications of Waiting Time

An error occurred in

NBY2@Ay3 i
waiting list record

And the candidate is And the transplant program
registeredfor: is requestingreinstatement
of waiting time including
The same organ Time accrued under the
KS previous registration and any

time lost by the error

An error occurred in
registering, modifying,
NBYySgAy3 i
waiting list record

Status 1 liver, pediatridatus | Any time lost by the error
or 1A heartadult status 1,2, 3,
K S | or 4 heart, or piority 1
pediatric lung

The candidate was removed| The same organ witthe Time accrued under the
from the waiting list for same diagnosis previous registration without
medical reasons, other than the time interval when the

receiving a transplant

candidate was removed fron
the waiting list

Effective Date:
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And the candidate is And the transplant program
registeredfor: is requestingreinstatement
of waiting time including
An islet recipient has re An islet infusion Any previously accrued
regidered on the islet waiting waiting timeaccording to
list Policyl1.3.C: Islet Waiting
Time Criteria
The candidate needs a Heart, liver, or lung Modified waiting time for the
second organ second organ that includes

the waiting time accrued for
the first organ.

The candidate needs a Kidney, pancreas, or intestin Modified waiting time for the
second organ, routine second organ that includes
alternative therapies are not the waiting time for the first
possible, and the other organ.

transplant programs within
the OPO and the OPO itself
agree to the modified waiting
time

Additionally, applications must meet any additional requiremeniglinedin the organspecific
allocation policies. If an application does not comply with the requiremenBobty3.7:
Waiting Time Modificationghen the OPTN Contractor wilbt implement the requested
waiting time modification®r forward the application for review.

Applications eligible for expedited modifications of waitinggimust use the following process:

1. Upon receipt of a complete applicatiphy Of dzZRAy 3 GKS yIYS FyR aAx3ayl
physician or surgeon, the OPTN Contractor will implement the waiting time modification.

2. The OPTN Contractor will report the mification, without persordentified data, to the
relevant orgamspecific Committee.

3. The Committee will report the modification, without persaientified data, to the Board of
Directors.

3.7.C Waiting Time Modifications for Heart, Lung, and Hedrting Cadidates

TheOPTN Contractor may assign heart, lung, and Heaag candidates waiting timigom one
waiting list to another waiting lisiccording toTable3-6 below.

Table3-6: Waiting Time Modifications for Heart, Lung, and Hed&ring Candidates

From this registration: To this registration:
Heart Heartlung
Heartlung Heart

Heartlung Lung
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3.8 Collective Patient Transfers

The OPTN Contractor may collectively transfer patients from transplant programs with a status of long
term inactive, withdrawal, or termination, and in other circumstances upon request to one or more
transplant programs according fsppendix K: TransplaRrogram Inactivity, Withdrawal, and
Terminationof the OPTN Bylaws. Candidates transferred as part of a collective transfer will retain
waiting time according té\ppendix K.6: Transferred Candidates Waiting Time.

3.9 Removing Candidates from the Waitingst.

If a candidate receives a transplant aeslwhile awaiting a transplatiien the registeringtransplant
hospitals mustemove the candidate froi K S K 2 gigalfiwiaiting 3#nd notify the OPTN
Contractor within 24 hours of the everif.the candidate has multipteegistrations for the same organ,
each transplant hospital where the candidate is registered must meet these requirements.

The @PTN Contractor will notify other transplant hospitals when a multiple registered candidate
receives a transplant or another transplant hospital reports the candidate as deceased. Upon
notification, all other transplant hospitals involved can investigaté @move the candidate from the
OGN yaLX Fyd K2aLAGlrItQa gl AdAy3a tAaGD

If the transplant recipient reegisters foranother organ to replacatransplanted organthen waiting

time will begin as of the date and time the candidategalifies. The waitingrne from the previous
registration may be added to the new registration accordin@tdicy3.6.B: Waiting Time Reinstatement
for NonFunction of Transplanted Organ

3.9A Removing LiveCandidates from the Waiting List

C2NJ I fAGBSNI OF yRARFI(GSE GKS RIFGFE ySOSaal NE
score is required to remove the candiddtem the waiting list.

3.9B Removing PancredsletsCandidates from the Waiting List

The transplanhospitalmust removethe candidate from the waiting list within 24 hours of the
candidate receiving each islet infusion.

History

Policy 3.2: UNOS Patient Waiting 16825/2007; 6/20/2008; 3/3/2009; 11/17/2009; 11/9/2010;
11/15/2011; 6/26/2012; 11/13/2012
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Pending Implementation

Notes

9 For acceptance and screening criteria, Bedicies 5.1: Minimum Acceptance Critenial 5.3:
Additional Accefance and Screening Criteria
For international exchange of organs, $&aicy 17international Organ Transplantation

1
9 For criteria to accrue waiting time, see the organ speBifiicies @hrough11.
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4.1 Requirements for Laboratory Review of Reports

Reports must beeviewed by the laboratory director, technical supervisor, or a staff member who meets
at least the minimum requirements of a general supervisor prior to release. All deceased donor HLA
typing and crossmatch reports must be reviewed during the next daggafiar laboratory operation.

4.2 Requirements for Waiting List Data Verification

All histocompatibility laboratories must review and verify the waiting list histocompatibility data for
every patient whose test results the laboratagmpleted. Documentation of the review must be kept
for at least three years or the period required by local, state and federal regulations, whichever is

longer. This document must be available to the OPTN Contractor on request.

4.3 Requirements for Perfoming and Reporting HLA Typing

Laboratories must ensure that all HLA typing is accurately determined and report HLA typing results to
the OPO or Transplant Program according to the turnaround time specified in the written agreement
between the laboratory ad any affiliated OPO or transplant program.

43.A Deceased Donor HLA Typing

If the laboratory performs HLA typing on a deceased donor, the laboratory must perform
molecular typng and report results at the level of serological splits to the OPO for all required
HLA types on deceased donors accordingable 41: Deceased Donor HLA Typing
Requirements

Table 41 below provides the requirements of HLA typimigHLA A, B, Bw4, Bw6, C, DR, DR51,
DR52, DR53, DQA1, DQB1, and DPB1 antigens
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Table 41: Deceased Donor HLA Typing Requirements

If a Laboratory Performs HLA Typing on a: Then the Laboratory Must Report Results

to the OPO at the Following Times:
Deceased Kidney, Kidn®ancreas, Pancreas, d Prior to organ offers
Pancreas Islet Donor
Deceased Heart, Heakung, or Lung Donors | Prior to final acceptance, if required by the
transplant program
Deceased Liver Donors Within the period specified by the
transplant program

43.B HLA Typing for Candidates

Laboratories must perform HLA typing on a kidney, kieperycreaspancreaspr pancreas islet
candidate and report results for HLA A, B, Bw4, Bw6 Dddio the transplant program prior to
registration on the waiting list.

4.4 Resolving Discrepant Donor and Recipient HLA Typing Results

Laboratories must submit donor and recipient histocompatibility forms to the OPTN Contractor after
transplant according t®olicy 18Data Submission Requiremenidter laboratories submit donor and
recipient HLA typing results to the OPTN ContractorQRI N Contractor will provide a report to the
laboratories including any discrepant HLA typing results.

The report includeall of the following donor information:

Donor id

HLA typing results

Date of tests

Test methods

Laboratory Identifiers

OPO Identifier (if applicable)

oghkwnPE

The report includesll of the following recipient information:

SSN

HLA typing results
Date of tests

Test methods
Laboratory identifier

arONMPE

Laboratories must resolve discrepancies within 30 days of notification oegesar HLA typing results.

The Laboratory Director or designated staff must contact the other Laboratory Director or designated
staff to resolve the discrepancies. Each laboratory involved in the HLA typing discrepancy must identify
and report the reason fiothe discrepancy to the OPTN Contractor.

The OPTN Contractor will remove all discrepant flags from HLA typing results that have been
resolved. Discrepancies that have not been resolved will remain flagged. The Histocompatibility
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Committee will review, tleast every three months, any outstanding discrepant typing recorded
since the last review. The committee will use the results of these reviews to determine whether
policy modifications are required.

4.5 Antibody Screening and Reporting

The laboratory must screen a patient for the presence of-Eibth antibodies if requested by a physician
or other authorized individuals.

When a laboratory performs an antibody screening, the laboratory musilad the following:
1. Reportantl [ ! I YiAO02RASE ARSYUAFASR G2 GKS OFYRARLFGSC
2. Use at least one solid phase immunoassay using purified HLA molecules

4.6 Crossmatching

46.A Crossmatching for Kidney Transplants

Laboratories performing histocompatibility testing for kidney transplants or rougian
transplants in which a kidney is to be transplanted must perform a final crossmaattheport
the results to the Transplant Program before transplant.

46.B General Crossmatching Requirements

When a laboratory performs a physical crossmatch, the laboratory muali dbthe following:

1. Perform a crossmatch according to the terms sfiediin the written agreement between
the laboratory and the OPO or transplant program if a physician or other authorized
individual requests it.

2. Perform crossmatches with potential donor T lymphocytes to identify class-Ha®ti
antibodies.

3. Performcrossmatches with potential donor B lymphocytes to identify class | and class Il anti
HLA antibodies using a method that distinguishes between reactions with T and B
lymphocytes.

4. Use a crossmatching technique with increased sensitivity.

4.7 Blood TypeDetermination

If a laboratory performs blood type testing, the laboratory must:

1. C2ft2¢6 YI ydzZFl OGdzZNENRa RANBOGAZ2Y A F2NJ YFOGSNRIE A |
2. Perform testing in compliance with federal regulations.
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4.8 Preservation of Excess Specimens

If a laboratory performs testing to determine histocompatibility between a donor and recipient,

then the laboratory must preserve enough specimen from the deceased donor to perform
subsequentesting for at least five years after the transplant.

4.9 HLA Antigen Values and Split Equivalences

HLA matching of A, B, and DR locus antigens is based on the antigens which areHislieg in
4.10: Reference Tables of HLA Antigen Values and Spilaiances The Histocompatibility

Committee must review and recommend any changes needed to the tables on or before June 1

of each year. For matching purposes, split antigens not on this list will be indicated on the
waiting list as the parent antigerad will match only with the corresponding parent antigens.

4.10 Reference Tables of HLA Antigen Values and Split Equivalences

Tables 42, 43, and4-4 show candidatedonor antigen equivalencies and whether they are mismatches.

For each candidate antigen, the donor antigens that are not mismatched are listed below. All other
combinations are considered mismatches.

9EIF YL S& 2F K2¢69hidzh 0DKSyOBSayisaaARYyay

9 If the candidate types as B70: only donors that type as B70 are considered matched. Donors typed

as B71 or B72 are considered mismatched.
1 If the candidate types as B71: only donors that type as B71, B15:10, or B15:18 are considered
matched. Donors typed as B70 are considered mismatched.

Table 42: HLA A Matching Antigen Equivalences

Candidate ALocus Antigen Equivalent Donor Antigens
1 1, 01:01, 01:02

01:01 01:01,1

01:02 01:02,1

2 2,02:01, 02:02, 02:03, 02:05, 02:06, 02:07, 02:10, 02:18
02:.01 02:01, 2

02:02 02:02, 2

02:03 02:03, 2

02:05 02:05, 2

02:06 02:06, 2

02:07 02:07, 2

02:10 02:10, 2

02:18 02:18, 2

3 3, 03:01, 03:02, 32:04
03:01 03:01, 3

03:02 03:02, 3
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Candidate ALocus Antigen Equivalent Donor Antigens
9 9

10 10

11 11, 11:01, 11:02
11:01 11:01, 11

11:02 11:02, 11

19 19

23 23

24 24, 24:02, 24:03
24:02 24:02, 24

24:03 24:03, 24

25 25

26 26, 26:01, 26:02, 26:03
26:01 26:01, 26

26:02 26:02, 26

26:03 26:03, 26

28 28

29 29, 29:01, 29:02
29:01 29:01, 29

29:02 29:02, 29

30 30, 30:01, 30:02
30:01 30:01, 30

30:02 30:02, 30

31 31

32 32

32:04 32:04, 3

33 33, 33:01, 33:03
33:01 33:01, 33

33:03 33:03, 33

34 34, 34:01, 34:02
34:01 34:01, 34

34:02 34:02, 34

36 36

43 43

66 66, 66:01, 66:02
66:01 66:01, 66

66:02 66:02, 66

68 68, 68:01, 68:02
68:01 68:01, 68
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Equivalent Donor Antigens

68:02 68:02, 68
69 69
74 74
80 80

Table 43: HLA B Matching Antigen Equivalences
Candidate BLocus Antigen

Equivalent Donor Antigens

5 5

7 7,07:02,07:03,07:14
07:02 07:02, 7
07:03 07:03,7
07:14 07:14,7
8 8, 08:01, 08:02, 08:088:04
08:01 08:01, 8
08:02 08:02, 8
08:03 08:03, 8
08:04 08:04, 8
12 12

13 13, 13:01, 13:02
13:.01 13:01, 13
13:02 13:02, 13
14 14

14:01 14:01, 64
14.02 14:02, 65
15 15

15:01 15:01, 62
15:02 15:02, 75
15:03 15:03, 72
15:04 15:04, 62
15:06 15:06, 62
15:07 15:07, 62
15:10 15:10, 71
15:11 15:11, 75
15:12 15:12,76
15:13 15:13, 77
15:16 15:16, 63
15:17 15:17, 63
15:18 15:18, 71
15:20 15:20, 62
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Candidate BLocus Antigen Equivalent Donor Antigens
15:21 15:21, 75

15:24 15:24, 62

15:27 15:27, 62

16 16

17 17

18 18

21 21

22 22

27 27, 27:03, 27:04, 27:05, 27:06, 27:08
27.03 27:03, 27

27:04 27:04, 27

27:05 27:05, 27

27:06 27:06, 27

27:08 27:08

35 35, 35:01, 35:02, 35:03 35:08, 35:12
35:01 35:01, 35

35:02 35:02, 35

35:03 35:03, 35

35:08 35:08, 35

35:12 35:12, 35

37 37

38 38, 38:01, 38:02

38:01 38:01, 38

38:02 38:02, 38

39 39, 39:01, 39:02, 39:04, 39:05, 39:06, 39:13
39:.01 39:01, 39

39:02 39:02, 39

39:04 39:04, 39

39:05 39:05, 39

39:06 39:06, 39

39:13 39:13, 39

40 40

40:01 40:01, 60

40:02 40:02, 61

40:03 40:03, 61

40:04 40:04, 61

40:05 40:05, 50

40:06 40:06, 61

41 41, 41:01, 41:02
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Equivalent Donor Antigens

41:01 41:01, 41

41:02 41:02, 41

42 42, 42:01, 42:02

42:01 42:01, 42

42:02 42:02, 42

44 44, 44:02, 44:03

44:02 44:02,44

44:03 44:03, 44

45 45, 50:02

46 46

47 47

48 48, 48:01, 48:02

48:01 48:01, 48

48:02 48:02, 48

49 49

50 50, 50:01, 50:02, 40:05
50:01 50:01, 50

50:02 50:02, 45

51 51, 51:01, 51:02

51:.01 51:01, 51

51:02 51:02, 51

52 52

53 53

54 54

55 55,55:01, 55:02, 55:04
55:01 55:01, 55

55:02 55:02, 55

55:04 55:04, 55

56 56, 56:01, 56:03

56:01 56:01, 56

56:03 56:03, 56

57 57,57:01, 57:03

57:01 57:01, 57

57:03 57:03, 57

58 58

59 59

60 60, 40:01

61 61, 40:02, 40:03, 40:04, 40:06
62 62,15:01, 15:04, 15:06, 15:07, 15:20, 15:27
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Candidate BLocus Antigen Equivalent Donor Antigens
63 63, 15:16, 15:17

64 64, 14:01

65 65, 14:02

67 67

70 70

71 71, 15:10, 15:18

72 72, 15:03

73 73

75 75, 15:02, 15:11, 15:21
76 76, 15:12

77 77,15:13

78 78

81 81

82 82

Table 44: HLA DRMatching Antigen Equivalences

Candidate DR_ocus Antigen Equivalent Donor Antigens
1 1, 01:01, 01:02

01:01 01:01,1

01:02 01:02, 1

01:03 01:03

2 2

3 3, 03:01, 03:02, 03:03
03:01 03:01, 17

03:02 03:02, 18

03:03 03:03, 18

4 4, 04:01, 04:02, 04:03, 04:034:05, 04:06, 04:07, 04:10, 04:11
04.01 04:01, 4

04.02 04:02, 4

04:03 04:03, 4

04:04 04:04, 4

04:05 04:05, 4

04:06 04:06, 4

04:07 04:07, 4

04:10 04:10, 4

04:11 04:11, 4

5 5

6 6

7 7

8 8, 08:01, 08:02, 08:03, 08:07
08:01 08:01, 8

08:02 08:02,8

08:03 08:03, 8
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08:07 08:07, 8

9 9, 09:01, 09:02

09:01 09:01, 9

09:02 09:02, 9

10 10

11 11,11:01,11:03, 11:04
11:01 11:01, 11

11:03 11:03, 11

11:04 11:04, 11

12 12,12:01, 12:02
12:01 12:01, 12

12:02 12:02, 12

13 13, 13:01, 13:02, 13:033:05
13:01 13:01, 13

13:02 13:02, 13

13:03 13:03, 13

13:05 13:05, 13

14 14, 14:01, 14:02, 14:03, 14:04, 14:05, 14:06, 14:54
14:01 14:01, 14, 14:54
14:02 14:02, 14

14:03 14:03, 14

14:04 14:04, 14

14:05 14:05, 14

14:06 14:06, 14

14:54 14:54,1414:01

15 15, 15:01, 15:02, 15:03
15:01 15:01, 15

15:02 15:02, 15

15:03 15.03, 15

16 16, 16:01, 16:02

16:01 16.01, 16

16:02 16:02, 16

17 17, 03:01

18 18, 03:02, 03:03

Tables 4, 46, 4-7, 48, 49, 410, 411, 412, 413, and4-14 showcandidatedonor unacceptable
antigen combinations. For each candidate antigen, the donor antigens that are unacceptable are listed

below. Table 415 shows additional unacceptable antigen equivalences to be used in the Calculated

Panel Reactive Antibody (RR) only.
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or 15:18are considered unacceptable.
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Table 45: HLA A Unacceptabkentigen Equivalences
Candidate Unacceptable-Rocus | Donor Equivalent Antigens

Antigen

1 1, 01:01, 01:02

01:01 01:01

01:02 01:02

2 2,02:01, 02:02, 02:03, 02:05, 02:06, 02:07, 02:10, 02:18

02:01 02:01

02:02 02:02

02:03 02:03

02:05 02:05

02:06 02:06

02:07 02:07

02:10 02:10

02:18 02:18

3 3, 03:01, 03:02, 32:04

03:.01 03:01

03:02 03:02

9 9, 23, 24, 24:02, 24:03

10 10, 25, 26, 26:01, 26:02, 26:03, 34, 34:01, 34.02, 66, 66:01, 6
43

11 11,11:01, 11:02

11:.01 11:01

11:02 11:02

19 19, 29, 29:0129:02, 30, 30:01, 30:02, 31, 32, 33, 33:01, 33:03

23 23

24 24, 24:02, 24:03

24.02 24:02

24.03 24:03

25 25

26 26, 26:01, 26:02, 26:03

26:01 26:01

26:02 26:02

26:03 26:03

28 28, 68, 69, 68:01, 68:02

29 29, 29:01, 29:02

29:01 29:01

29:02 29:02

30 30, 30:01, 30:02

30:01 30:01
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Candidate Unacceptable-Aocus | Donor Equivalent Antigens

Antigen

30:02 30:02

31 31

32 32

32:04 32:04

33 33, 33:01, 33:03
33:01 33:01

33:03 33:03

34 34, 34:01, 34:02
34:.01 34:01

34:02 34:02

36 36

43 43

66 66, 66:01, 66:02
66:01 66:01

66:02 66:02

68 68, 68:01, 68:02
68:01 68:01

68:02 68:02

69 69

74 74

80 80

Table 46 HLA B Unacceptable Antigen Equivalences

Candidate Unacceptable-B Donor Equivalent Antigens
Locus Antigen

5 5, 51, 51:01, 51:02, 52

7 7,07:02, 07:14

07:02 07:02

07:14 07:14

8 8, 08:01, 08:0208:03, 08:04
08:01 08:01

08:02 08:02

08:03 08:03

08:04 08:04

12 12, 44, 44:02, 44:03, 45
13 13, 13:01, 13:02

13:01 13:01

13:02 13:02
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Candidate Unacceptable-B

Locus Antigen

Policy 4: Histocompatibility

Donor Equivalent Antigens

14 14, 64, 65, 14:01, 14:02

14.01 14.01, 64

14.02 14.02, 65

15 15, 62, 63, 70, 71, 72, 75, 76, 77, 1518:02, 15:03, 15:04,
15.06, 15:07, 15:10, 15:11, 15:12, 15:13, 15:16, 15:17, 15:18
15:20, 15:21, 15:24, 15:27

15:01 15:01

15:02 15:02

15:03 15:03

15:04 15:04

15:06 15.06

15:07 15:07

15:10 15:10

15:11 15:11

15:12 15:12

15:13 15:13

15:16 15:16

15:17 15:17

15:18 15:18

15:20 15:20

15:21 15:21

15:24 15:24

15:27 15:27

16 16, 38, 38:01, 38:02, 39, 39:01, 39:02, 39:04, 39:05, 39:06, 3

17 17,57,57:01, 57:03, 58

18 18

21 21, 49, 50, 40:05

22 22,54, 55, 55:01, 55:02, 55:04, 56, 5684:03

27 27,27:04, 27:05, 27:06, 27:08

27:04 27:04

27:05 27:05

27.06 27:06

27:08 27:08

35 35, 35:01, 35:02, 35:03, 35:08, 35:12

35:01 35:01

35:02 35:02

35:03 35:03

35:08 35:08
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Candidate Unacceptable-B

Locus Antigen

Policy 4: Histocompatibility

Donor Equivalent Antigens

35:12 35:12

37 37

38 38, 38:01, 38:02
38:01 38:01

38:02 38:02

39 39, 39:01, 39:02, 39:04, 39:05, 39:06,39:13
39:01 39:01

39:02 39:02

39:04 39:04

39:05 39:05

39:06 39:06

39:13 39:13

40 40, 60, 61, 40:01, 40:02, 40:03, 40:04, 40:06
40:01 40:01, 60

40:02 40:02

40:03 40:03

40:04 40:04

40:05 40:05

40:06 40:06

41 41, 41:01, 41:02
41:01 41:01

41:02 41:02

42 42,42:01, 42:02
42:01 42:01

42:02 42:02

44 44, 44:02, 44:03
4402 44:02

44:03 44:03

45 45, 50:02

46 46

47 47

48 48, 48:01, 48:02
48:01 48:01

48:02 48:02

49 49

50 50, 40:05, 50:01, 50:02
50:01 50:01

50:02 50:02, 45
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Candidate Unacceptable-B Donor Equivalent Antigens
Locus Antigen

51 51, 51:01, 51:02

51.01 51:01

51:.02 51:02

52 52

53 53

54 54

55 55, 55:01, 55:02, 55:04
55:01 55:01

55:02 55:02

55:04 55:04

56 56, 56:01, 56:03

56:01 56:01

56:03 56:03

57 57,57:01, 57:03

57:01 57:01

57:03 57:03

58 58

59 59

60 60, 40:01

61 61, 40:02, 40:03, 40:04, 40:06
62 62, 15:01, 15:04, 15:06, 15:07, 15:20, 15:27
63 63, 15:16, 15:17

64 64, 14:01

65 65, 14:02

67 67

70 70,71, 72, 15:03, 15:10, 15:18
71 71, 15:10, 15:18

72 72, 15:03

73 73

75 75, 15:02, 15:11, 15:21

76 76, 15:12

77 77,15:13

78 78

81 81

82 82
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Candidate Unacceptable-B Donor Equivalent Antigens

Locus Antigen

Bw4 Bw4, 08:02, 08:03, 5, 13, 13:01, 13:02, 15:13, 15:16, 15:17,
15:24,17, 27, 27:04, 27:05, 27:06, 37, 38, 38:01, 38:02, 44, 4
44:03, 47, 49, 51, 51:01, 51:02, 52, 53, 57, 57:01, 57:03, 58,
63, 77

Bw6 Bwe6, 7, 07:02, 07:14, 8, 08:01, 08:04, 14:01, 14:02,15:01,
15:02, 15:03, 15:04, 15:06, 15:07, 15:10, 15:11,15:12, 15:18,
15:20, 15:21, 15:27, 18, 22, 27:08, 35, 35:01, 35:02, 35:03, 3
35:12, 39, 39:01, 39:02, 39:04, 39:05, 39:06, 39:13, 40, 40:01
40:02, 40:03, 40:04, 40:05, 40:06, 41,011:41:02, 42, 42:01,
42:02, 45, 48, 48:01 48:02, 50, 50:01, 50:02, 54, 55, 55:01, 5
55:04, 56, 56:01, 56:03, 60, 61, 62, 64, 65, 67, 70, 71, 72, 75
78, 81, 82

Table 47: HLA C Unacceptable Antigen Equivalences
Candidate Unacceptable-BCocus | Donor Equivalent Antigens

Antigen

01 01, 01:02, 01:03

01:02 01:02

01:03 01:03

02 02, 02:02, 02:10

02:02 02:02

02:10 02:10

03 03, 03:02, 03:03, 03:04, 03:06, 09, 10
03:02 03:02

03:03 03:03

03:04 03:04

03:06 03:06

04 04, 04:01, 04:03

04:01 04:01

0403 04:03

05 05

06 06

07 07, 07:01, 07:02, 07:04
07:01 07:01

07:02 07:02

07:04 07:04

08 08, 08:01, 08:02, 08:03, 08:04
08:01 08:01

08:02 08:02
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Candidate Unacceptable-Bocus | Donor Equivalent Antigens

Antigen

08:03 08:03

08:04 08:04

09 09, 03:03

10 10, 03:02, 03:04
12 12, 12:02, 12:03
12:02 12:02

12:03 12:03

14 14, 14:02, 14:03
14.02 14.02

14.03 14:03

15 15, 15:02, 15:05
15:02 15:02

15:05 15:05

16 16, 16:01, 16:02
16:01 16:01

16:02 16:02

17 17,17:01, 17:03
17:01 17:01

17:03 17:03

18 18, 18:01, 18:02
18:01 18:01

18:02 18:02

Table4-8: HLA DR Unacceptable Antigen Equivalences
Candidate Unacceptable DR Loc Donor Equivalent Antigens

Antigen

1 1, 01:01, 01:02, 01:03

01:.01 01:01

01:02 01:02

01:03 01:03

2 2,15, 15:01, 15:02, 15:03, 16, 16:01, 16:02
3 3,17, 18, 03:01, 03:0P3:03

03:01 03:01, 17

03:02 03:02, 18

03:03 03:03, 18

4 4, 04:01, 04:02, 04:03, 04:04, 04:05, 04:06, 04:07, 04:10, 04
04:01 04:01

04:02 04:02
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Candidate Unacceptable DR Loc Donor Equivalent Antigens

Antigen

04:03 04:03

04:04 04:04

04:05 04:05

04:06 04:06

0407 04:07

04:10 04:10

04:11 04:11

5 5,11,11:01, 11:04, 12, 12:01, 12:02

6 6, 13, 13:01, 13:02, 13:03, 14, 14:01, 14:02, 14:03, 14:04, 14
14:06, 14:54

7 7

8 8, 08:01, 08:02, 08:03, 08:07

08:01 08:01

08:02 08:02

08:03 08:03

08:07 08:07

9 9, 09:01, 09:02

09:01 09:01

09:02 09:02

10 10

11 11,11:01, 11:03, 11:04

11:.01 11:01

11:03 11:03

11:04 11:04

12 12, 12:01, 12:02

12:01 12:01

12:02 12:02

13 13, 13:01, 13:02,13:03, 13:05

13:.01 13:01

13:02 13:02

13:03 13:03

13:05 13:05

14 14, 14:01, 14:02, 14:03, 14:04, 14:05, 14:06, 14:54

14:01 14:01, 14:54

14:02 14:02

14:03 14.03

14:04 14:04

14:05 14:05
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Candidate Unacceptable DR Loc Donor Equivalent Antigens

Policy 4: Histocompatibility

Antigen

14.06 14.06

14:54 14:54, 14:01

15 15, 1501, 15:02, 15:03
15:01 15:01

15:02 15:02

15:03 15:03

16 16, 1601, 16:02
16:.01 16:01

16:02 16:02

17 17, 03:01

18 18, 03:02, 03:03

Candidate Unacceptable DR51

Locus Antigen

Table 49: HLA DR51 Unacceptable Antigen Equivalences
Donor Equivalent Antigens

5*01 5*01, 5*01:01, 5*01:02

5*01:01 5*01:01

5*01:02 5*01:02

5*02 5*02, 5*02:02

5*02:02 5*02:02

51 51, 5*01:01, 5*01:02, 5*02:05*01, 5*02

Candidate Unacceptable DR52

Locus Antigen

Table 410: HLA DR52 Unacceptable Antigen Equivalences
Donor Equivalent Antigens

3*01 3*01, 3*01:01

3*01:01 3*01:01

3*02 3*02, 3*02:01, 3*02:02

3*02:01 3*02:01

3*02:02 3*02:02

3*03 3*03, 3*03:01

3*03:01 3*03:01

52 52, 3*01:01, 3*02:01, 3*02:02, 3*03:01, 3*01, 3*02, 3*03
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Table 411: HLA DR53 Unacceptable Antigen Equivalences
Candidate Unacceptable B®3  Donor Equivalent Antigens

Locus Antigen

4*01 4*01, 4*01:01, 4*01:03
4*01:01 4*01:01

4*01:03 4*01:03

53 53, 4*01:01, 4*01:03, 4*01

Table 412: HLA DQAL Unacceptable Antigen Equivalences

Candidate Unacceptable DQA1 Donor Equivalent Antigens
Locus Antigen

01 01, 01:01, 01:02, 01:03, 01:04, 01:05, 01:06, 01:07, 01:08, 01,
01:10,01:11, 01:12

01:01 01:01

01:.02 01:02

01:03 01:03

01:04 01:04

01:05 01:05

01:06 01:06

01:07 01:07

01:08 01:08

01:09 01:09

01:10 01:10

01:11 01:11

01:12 01:12

02 02, 02:01

02:01 02:01

03 03, 03:01, 03:02, 03:03

03:01 03:01

03:02 03:02

03:03 03:03

04 04, 04:01, 04:02, 04:04

04.01 04:01

04.02 04:02

04:04 04:04

05 05, 05:01, 05:02, 05:03, 05:04, 05:05, 05:06, 05:07, 05:08, 05
05:10, 05:11

05:01 05:01
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Candidate Unacceptable DQA1
Locus Antigen

Policy 4: Histocompatibility

Donor Equivalent Antigens

05:02 05:02
05:03 05:03
05:04 05:04
05:05 05:05
05:06 05:06
05:07 05:07
05:08 05:08
05:09 05:09
05:10 05:10
05:11 05:11
06 06, 06:01, 06:02
06:01 06:01
06:02 06:02

Candidate Unacceptable DQB

Locus Antigen

Table 413: HLA DQB1 Unacceptable Antigen Equivalences

Donor Equivalent Antigens

1 1,5, 6,05:01, 05:02, 06:01, 06:08;03, 06:04, 06:09
2 2,02:01, 02:02

02:01 02:01

02:02 02:02

3 3,7,8,9,03:01, 03:02, 03:03, 03:19
03:.01 03:01, 7

03:02 03:02, 8

03:03 03:03,9

03:19 03:19,7

4 4,04:01, 04:02

04:01 04:01

04:02 04:02

5 5, 05:01, 05:02, 05:03

05:01 05:01

05:02 05:02

05:03 05:03

6 6, 06:01, 06:02, 06:03, 06:04, 06:09
06:01 06:01

06:02 06:02

06:03 06:03
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Candidate Unacceptable DQB] Donor Equivalent Antigens

Locus Antigen

06:04 06:04

06:09 06:09

7 7, 3, 03:01, 03:19
8 8, 3, 03:02

9 9, 3, 0303

Table 414: HLA DPB1 Unacceptable Antigen Equivalences

Candidate Unacceptable DPB1 Donor Equivalent Antigen
Locus Antigen

01.01 01:01, 162:01, 417:01, 462:01, 616:01

02:01 02:01141:01, 352:01, 414:01, 416:01, 461:01, 617:01, 640:0:!

02:02 02:02,547:01

03:01 03:01,104:01, 124:01, 351:01

04:.01 04:01,126:01, 350:01, 415:01, 459:01, 464:01, 534:01, 615:(
618:01

04:02 04:02,105:01, 463:01, 571:01, 647:01

05:01 05:01, 135:01

06:01 06:01

08:01 08:01

09:01 09:01

10:01 10:01, 650:01

11:01 11:01, 649:01, 654:01

13:01 13:01,107:01, 133:01, 518:0519:01

14:01 14:01, 498:01, 572:01, 651:01

15:01 15:01 585:01

16:01 16:01, 652:01, 653:01

17:01 17:01, 131:01, 168:01, 460:01

18:01 18:01

19:01 19:01 106:01, 533:01, 535:01

20:01 20:01

21:01 21:01

22:01 22:01

23:.01 23:01, 138:01

24:01 24:01

25:01 25:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

26:01 26:01
27:01 27:01
28:01 28:01, 296:01
29:01 29:01
30:01 30:01
31:01 31:01
32:01 32:01
33:01 33:01
34.01 34.01
35:01 35:01
36:01 36:01
37.01 37.01
38:01 38:01
39:01 39:01, 584:01
40:01 40:01
41:01 41:01
44:01 44:.01
45:01 45:01
46:01 46:01
47:01 47:01
48:01 48:01
49:01 49:01
50:01 50:01
51:01 51:01
52:01 52:01
53:01 53:01
54.01 54:01
55:01 55:01
56:01 56:01
57.01 57:01, 648:01
58:01 58:01
59:01 59:01
60:01 60:01
62:01 62:01

Effective Date: 12/4/2019 Page 69



OPTN Policies Policy 4: Histocompatibility

Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

63:01 63:01
65:01 65:01
66:01 66:01
67:01 67:01
68:01 68:01
69:01 69:01
70:01 70:01
71:.01 71:.01
72:01 72:01
73:01 73:01
74:01 74:01
75:01 75:01
76:01 76:01
77:01 77:01
78:01 78:01
79:01 79:01
80:01 80:01
81.01 81:01
82:01 82:01
83:01 83:01
84.01 84:01
85:01 85:01
86:01 86:01
87:01 87:01
88:01 88:01
89:01 89:01
90:01 90:01
91.01 91.01
92:01 92:01
93:01 93:01
94:01 94:01
95:01 95:01
96:01 96:01
97:01 97:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

98:01 98:01

99:01 99:01

100:01 100:01
101:01 101:01
102:01 102:01
103:01 103:01
104:01 104:01
105:01 105:01
106:01 106:01
107:01 107:01
108:01 108:01
109:01 109:01
110:01 110:01
111:01 111:01
112:01 112:01
113:01 113:01
114:01 114:01
115:01 115:01
116:01 116:01
117:01 117:01
118:01 118:01
119:01 119:01
121:01 121:01
122:01 122:01
123:01 123:01
124:01 124:01
125:01 125:01
126:01 126:01
127:01 127:01
128:01 128:01
129:01 129:01
130:01 130:01
131:01 131:01
132:01 132:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

133:01 133:01
134:01 134:01
135:01 135:01
136:01 136:01
137:01 137:01
138:01 138:01
139:01 139:01
140:01 140:01
141:01 141:01
142:01 142:01
143:01 143:01
144:01 144:01
145:01 145:01
146:01 146:01
147:01 147:01
148:01 148:01
149:01 149:01
150:01 150:01
151:01 151:01
152:01 152:01
153:01 153:01
155:01 155:01
156:01 156:01
157:01 157:01
158:01 158:01
160:01 160:01
162:01 162:01
163:01 163:01
164:01 164:01
165:01 165:01
166:01 166:01
167:01 167:01
168:01 168:01
169:01 169:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

170:01 170:01
171:01 171:01
172:01 172:01
173:01 173:01
174:01 174:01
175:01 175:01
176:01 176:01
177:01 177:01
178:01 178:01
179:01 179:01
180:01 180:01
181:01 181:01
182:01 182:01
183:01 183:01
184:01 184:01
185:01 185:01
186:01 186:01
187:01 187:01
188:01 188:01
189:01 189:01
190:01 190:01
191:01 191:01
192:01 192:01
193:01 193:01
194:01 194:01
195:01 195:01
196:01 196:01
197:01 197:01
198:01 198:01
199:01 199:01
200:01 200:01
201:01 201:01
202:01 202:01
203:01 203:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

204:01 204:01
205:01 205:01
206:01 206:01
207:01 207:01
208:01 208:01
209:01 209:01
210:01 210:01
211:01 211:01
212:01 212:01
213:01 213:01
214:01 214:01
215:01 215:01
217:01 217:01
219:01 219:01
220:01 220:01
221:01 221:01
222:01 222:01
223:01 223:01
224:01 224:01
225:01 225:01
226:01 226:01
227:01 227:01
228:01 228:01
229:01 229:01
230:01 230:01
231:01 231:01
232:01 232:01
233:01 233:01
234:01 234:01
235:01 235:01
236:01 236:01
237:01 237:01
238:01 238:01
239:01 239:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

240:01 240:01
241:01 241:01
242:01 242:01
243:01 243:01
244:01 244:01
245:01 245:01
246:01 246:01
247:01 247:01
248:01 248:01
249:01 249:01
250:01 250:01
251:01 251:01
252:01 252:01
253:01 253:01
254:01 254:01
255:01 255:01
256:01 256:01
257:01 257:01
258:01 258:01
259:01 259:01
260:01 260:01
261:01 261:01
262:01 262:01
263:01 263:01
264:01 264:01
265:01 265:01
266:01 266:01
267:01 267:01
268:01 268:01
269:01 269:01
270:01 270:01
271:01 271:01
272:01 272:01
273:01 273:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

274:01 274:01
275:01 275:01
276:01 276:01
277:01 277:01
278:01 278:01
279:01 279:01
280:01 280:01
281:01 281:01
282:01 282:01
283:01 283:01
284:01 284:01
285:01 285:01
286:01 286:01
287:01 287:01
288:01 288:01
289:01 289:01
290:01 290:01
291:01 291:01
292:01 292:01
293:01 293:01
294:01 294:01
295:01 295:01
296:01 296:01
297:01 297:01
298:01 298:01
299:01 299:01
300:01 300:01
301:01 301:01
302:01 302:01
303:01 303:01
304:01 304:01
305:01 305:01
306:01 306:01
307:01 307:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

308:01 308:01
309:01 309:01
310:01 310:01
311:01 311:01
312:01 312:01
313:01 313:01
314:01 31401
315:01 315:01
316:01 316:01
317:01 317:01
318:01 318:01
319:01 319:01
320:01 320:01
321:01 321:01
322:01 322:01
323:01 323:01
324:01 32401
325:01 325:01
326:01 326:01
327:01 327:01
329:01 329:01
330:01 330:01
331:01 331:01
332:01 332:01
333:01 333:01
334:01 334:01
335:01 335:01
336:01 336:01
337:01 337:01
338:01 338:01
339:01 339:01
340:01 340:01
341:01 341:01
342:01 342:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

343:01 343:01
344:01 344:01
345:01 345:01
346:01 346:01
347:01 347:01
348:01 348:01
349:01 349:01
350:01 350:01
351:01 351:01
352:01 352:01
353:01 353:01
354:01 354:01
355:01 355:01
356:01 356:01
358:01 358:01
359:01 359:01
360:01 360:01
361:01 361:01
362:01 362:01
363:01 363:01
364:01 364:01
365:01 365:01
366:01 366:01
367:01 367:01
368:01 368:01
369:01 369:01
370:01 370:01
371:01 371:01
372:01 372:01
373:01 373:01
374:01 374:01
375:01 375:01
376:01 376:01
377:01 377:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

378:01 378:01
379:01 379:01
380:01 380:01
381:01 38101
383:01 383:01
384:01 384.01
385:01 385:01
386:01 386:01
387:01 387:01
388:01 388:01
389:01 389:01
390:01 390:01
391:01 391:01
392:01 392:01
393:01 393:01
394:01 394:01
395:01 395:01
396:01 396:01
397:01 397:01
398:01 398:01
399:01 399:01
400:01 400:01
402:01 402:01
404:01 404:01
405:01 405:01
406:01 406:01
407:01 407:01
408:01 408:01
409:01 409:01
410:01 410:01
411:01 411:01
412:01 412:01
413:01 413:01
414:01 414:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

415:01 415:01
416:01 416:01
417:01 417:01
418:01 418:01
419:01 419:01
420:01 420:01
421:01 421:01
422:01 422:01
423:01 423:01
424:01 424:01
425:01 425:01
426:01 426:01
427:01 427:01
428:01 428:01
429:01 429:01
430:01 430:01
431:01 431:01
432:01 432:01
433:01 433:01
434:01 434:01
435:01 435:01
436:01 436:01
437:01 437:01
438:01 438:01
439:01 439:01
440:01 440:01
441:01 441:01
442:01 442:01
443:01 443:01
444:01 444:01
445:01 445:01
446:01 446:01
447:01 447:01
448:01 448:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

449:01 449:01
451:01 451:01
452:01 452:01
453:01 453:01
454:01 454:01
456:01 456:01
457:01 457:01
458:01 458:01
459:01 459:01
460:01 460:01
461:01 461:01
462:01 462:01
463:01 463:01
464:01 464:01
465:01 465:01
466:01 466:01
467:01 467:01
468:01 468:01
469:01 469:01
470:01 470:01
471:01 471:01
472:01 472:01
473:01 473:01
474:01 474:01
475:01 475:01
476:01 476:01
477:01 477:01
478:01 478:01
479:01 479:01
480:01 480:01
481:01 481:01
482:01 482:01
483:01 483:01
484:01 484:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

485:01 485:01
486:01 486:01
487:01 487:01
488:01 488:01
489:01 489:01
490:01 490:01
491:01 491:01
492:01 492:01
493:01 493:01
494:01 494:01
495:01 495:01
496:01 496:01
497:01 497:01
498:01 498:01
499:01 499:01
500:01 500:01
501:01 501:01
502:01 502:01
503:01 503:01
504:01 504:01
505:01 505:01
506:01 506:01
508:01 508:01
509:01 509:01
510:01 510:01
511:01 511:01
512:01 512:01
513:01 513:01
514:01 514:01
515:01 515:01
516:01 516:01
517:01 517:01
518:01 518:01
519:01 519:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

520:01 520:01
521:01 521:01
522:01 522:01
523:01 523:01
524:01 524:01
525:01 525:01
526:01 526:01
527:01 527:01
528:01 528:01
529:01 529:01
530:01 530:01
531:01 531:01
532:01 532:01
533:01 533:01
534:01 534:01
535:01 535:01
536:01 536:01
537:01 537:01
538:01 538:01
539:01 539:01
540:01 540:01
541:01 541:01
542:01 542:01
543:01 543:01
544:01 544:01
545:01 545:01
546:01 546:01
547:01 547:01
548:01 548:01
549:01 549:01
550:01 550:01
552:01 552:01
553:01 553:01
554:01 554:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

555:01 555:01
556:01 556:01
557:01 557:01
558:01 558:01
559:01 559:01
560:01 560:01
561:01 561:01
562:01 562:01
563:01 563:01
564:01 564:01
565:01 565:01
566:01 566:01
567:01 567:01
568:01 568:01
569:01 569:01
571:01 571:01
572:01 572:01
573:01 573:01
574:01 574:01
575:01 575:01
576:01 576:01
577:01 577:01
578:01 578:01
579:01 579:01
580:01 580:01
581:01 581:01
582:01 582:01
583:01 583:01
584:01 584:01
585:01 585:01
586:01 586:01
587:01 587:01
588:01 588:01
589:01 589:01

Effective Date: 12/4/2019 Page 84



OPTN Policies Policy 4: Histocompatibility

Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

590:01 590:01
591:01 591:01
592:01 592:01
593:01 593:01
594:01 594:01
595:01 595:01
596:01 596:01
597:01 597:01
599:01 599:01
600:01 600:01
601:01 601:01
602:01 602:01
603:01 603:01
604:01 604:01
605:01 605:01
606:01 606:01
607:01 607:01
608:01 608:01
609:01 609:01
610:01 610:01
611:01 611:01
612:01 612:01
613:01 613:01
614:01 614:01
615:01 615:01
616:01 616:01
617:01 617:01
618:01 618:01
619:01 619:01
620:01 620:01
621:01 621:01
622:01 622:01
623:01 623:01
624:01 624:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

625:01 625:01
626:01 626:01
627:01 627:01
628:01 628:01
629:01 629:01
630:01 630:01
631:01 631:01
632:01 632:01
633:01 633:01
634:01 634:01
635:01 635:01
636:01 636:01
637:01 637:01
638:01 638:01
639:01 639:01
640:01 640:01
641:01 641:01
642:01 642:01
643:01 643:01
644:01 644:01
645:01 645:01
646:01 646:01
647:01 647:01
648:01 648:01
649:01 649:01
650:01 650:01
651:01 651:01
652:01 652:01
653:01 653:01
654:01 654:01
655:01 655:01
656:01 656:01
658:01 658:01
659:01 659:01
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Candidate Unacceptable DPB1 Donor Equivalent Antigen

Locus Antigen

660:01 660:01
662:01 662:01
663:01 663:01
664:01 664:01

Table 415: Additional Unacceptable AntigeBquivalences to be used in the Calculated Panel Reactive
Antibody (CPRA) Only

Patient Unacceptable Antigen Unacceptable DR antigen

equivalences used for CPRA

calculation
DR51 51 2,15, 16
DR52 52 3,5,6,11, 12,13, 14, 17, 18
DR53 53 4,7,9
History

Appendix 3A: HLA Antigen Values and Split Equival8icg2007; 11/9/2010
Appendix 3D: Guidelines for the Development of Joint Written Agreements between Histocompatibility
Laboratories and Transplant Programid/17/2008; 6/26/2012

Reference Tables of HLA Antigen Values and Split EQuiva®/2dé2017 (9/122017);4.10: Reference
Tables of HLA Antigen Values and Split Equivale®&#2017 (9/12/2017)

Policy 4.10: Reference Tables of HLA Antigen Values and Split EquidiainlessTable-9: HLA DR51
Unacceptable Antigen Equivalences, Tabl®4HLA DR52nacceptable Antigen Equivalences, Table 4

of HLA Antigen Values aggblit Equivalences (Tables Table HLA DR51 Unacceptable Antigen
Equivalences, Tablel®: HLA DR52 Unacceptable Antigen Equivalences, Fabldd A DR53

Pendingimplementation

None.

Notes

9 For heart donor HLA requirements, deelicy 6: Allocation of Hearts and Hehtings
1 For candidate HLA requirements, deelicy 3: Candidate Registrations, Modifications, and
Removals
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https://optn.transplant.hrsa.gov/media/1565/policynotice_20131101.pdf
https://optn.transplant.hrsa.gov/media/1280/policynotice_20140724.pdf
https://optn.transplant.hrsa.gov/media/1565/policynotice_20131101.pdf
https://optn.transplant.hrsa.gov/media/1280/policynotice_20140724.pdf
https://optn.transplant.hrsa.gov/media/1282/policynotice_20141201.pdf
https://optn.transplant.hrsa.gov/media/1578/policynotice_20151201.pdf
https://optn.transplant.hrsa.gov/media/1578/policynotice_20151201.pdf
https://optn.transplant.hrsa.gov/media/1578/policynotice_20151201.pdf
https://optn.transplant.hrsa.gov/media/1877/histo_policynotice_201606.pdf
https://optn.transplant.hrsa.gov/governance/public-comment/review-of-hla-tables/

OPTN Policies Policy 4: Histocompatibility

For KPD histocompatibility requirements, $eaicy 13: Kidney Paired Donation (KPD)

For histocompatibility reporting requirements seelicy 18: Data Submission Requirements

For permissible crossmatching pursuant to federal regulations, see Code of Federal Regulations,
Public Healthtitle 42, sec. 493.1278

= =4 =
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Organ Procurement and Transplantation Network (OPTN) Policies

Policy 5: Organ Offers, Acceptance, and Verification

5.1 Minimum Acceptance Criteria 89
5.2 Maximum Mismatched Antigens 89
5.3 Additional Acceptance and Screening Criteria 90
5.4 Organ Offers 92
5.5 ReExecution of the Match Run Due to New Information 94
5.6 Receiving and Accepting Organ Offers 95
5.7 Organ Checkn 96
5.8 PreTransplant Verification 96
5.9 Released Organs 99
5.10 Allocation of MulttOrgan Combinations 99

5.1 Minimum Acceptance Criteria

Minimum acceptance criteria define which import deceased donor organs will be offered by the Organ
/ SYGSNI G2 GNYyaLXlyd K2aLAGFta FNRY htha 2dziaARS
Area (DSA).

5.1.A Kidney Minimum Acceptance Criteria

Kidney transplant programs must report to the OPTN Contractor annually minimum kidney
acceptance criteria. The kidney minimum acceptance criteria will not apjyported zero
antigen mismatch (ABDRYffersor offersto highly sensitized candidates accordingPalicy
8.5.F: Highly Sensitized Candidates

5.1.B Minimum Acceptance Criteria for Other Transplant Programs
All other transplant hospitals may report minimum orggecific acceptance criteria to the
OPTN Qutractor, including multorgan combinations.

5.2 Maximum Mismatched Antigens

A transplant program may also specify the maximum number of mismatched antigens it will accept and
any unacceptable antigens for any oféendidates. If a transplant program specifies these mismatched
antigens, the OPTN Contractor will only offer organs from deceased donors with mismatched antigens
equal to or less than the maximum specifi@dis policy doesnot apply to VCAtransplants.
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5.3 Additional Acceptance and Screening Criteria

53A Reporting Unacceptable Antigens for Calculated Panel Reactive Antibody
(CPRA)

In order to list an unacceptable antigen for a candidate on the waiting list, the transplant
programmust do at leasbneof the following:

1. Define the criteria for unacceptable antigens that are considered as contraindications for
transplant. This may itude clarification of unacceptable antigens based on solid phase
testing, consideration of prior donor antigens or rsalf antigens involved in pregnancies,
prior blood transfusionand unexpected positive crossmatches.

2. Base unacceptable antigens on lasmry detection of human leukocyte antigen (HLA)
specific antibodies using at least one solid phase immunoassay with purified HLA molecules.

Transplanprogramsmay establish criteria for additional unacceptable antigens including, but
not limited to, mutiple unexpected positive crossmatches. CPRA will be derived from HLA
antigen/allele group and haplotype frequencies for the different racial and ethnic groups in
proportion to their representation in the national deceased donor population. CPRA values wi
be rounded to the nearest one hundredth percentage.

5.3.B Infectious Disease Screening Criteria

A transplant hospital may specify whether a candidate is willing to accept an organ from a donor
known to have certain infectious diseases, accordingable 51 below:

Table 51: Donor Infectious Disease Screening Options

If the donor tests positive for Then candidates may choose not to receive
offers on the following match runs:

Cytomegalovirus (CMV) Intestine

Hepatitis B core antibody (HBcAD) Heart, Intestine, Kidney, Liver, Lung, Pancre
HeartLung, KidneyPancreas

Hepatitis B Nucleic Acid TEBIAT) Heart, Intestine, Kidney, Liver, Lung, Pancre
HeartLung, KidneyPancreas

Hepatitis C (HCV) Antibody Heart, Intestine, Kidney, Liver, Lung, Pancre

HeartLung, KidneyPancreas
Hepatitis C Nucleic Acid Test (NAT) Heart, Intestine, Kidneyiver, Lung, Pancreag
HeartLung, KidneyPancreas
Human Immunodeficiency Virus (HIV); | Kidney, LivertJse of HIV positive donor orgar
Organs from HIV positive donors may | is only permissible for kidney and liver
only be recovered and transplanted transplantation at this time

according tahe requirements in the
Final Rule
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5.3.C Informed Consent for KidneyBased on KDPI Greater than 85%

Prior to receiving an offer for a kidney with a Kidney Domnofile Index (KDPI) score greater
than 85%, transplant programs must obtain written, informed consent from each kidney
candidate willing to receive offers for kidneys in this categdhys requirement also applies to
multi-organ offers that include a kigy; however, this informed consent may be obtained any
time prior to transplant.

5.3D Liver Acceptance Criteria

The responsible transplant surgeon must determine the acceptable deceased donor weight for
each of its liver candidates, and the determined acceptable weight must be reported to the
OPTN Contractor.

Liver transplant programs may also specify additiomal lacceptance criteria, includiragny of
the following:

1. The maximum number of mismatched antigens it will accept for any of its liver candidates

2. Minimal acceptance criteria for livers

3. If a blood type O candidate will accept a liver from a deceased deitiotblood type A,
non-Aq

4. For status 1A or 1B candidates, if they will accept a liver from a deceased donor with any
blood type

5. If a candidate with a Model for Effétage Liver Disease (MELD) or Pediatric End Stage Liver
Disease (PELD) score of at ledstl accept a liver from a deceased donor with any blood
type

6. If a candidate will accept a liver for other methods of hepatic support

If a candidate is willing to accept a segmental graft

8. If a candidate is willing to accept an HIV positive liver aisqfan institutional review board
approved research protocol that meets the requirement in the OPTN Final Rule

-

5.3.E Pediatric Heart Acceptance Criteria to Recelmtended Blood Group Incompatible
Hearts

A transplant hospital may specify whethecandidate registered before two years of age is
willing to accept a heart fromraintended blood group incompatibldeceased donor.

5.3F Pancreas Candidates after Kidney Transplant Acceptance Criteria

When listing a candidate for a pancreas atdidney transplant, the transplant program may

SYiSNI G6KS OFYRARFGSQa LINA2NJ RSOSIFaSR 2Nt A@Ay3
consideredse ¥ | yGA3ISya Ay LI yONBlIA YIFIGIOK Nizyad LF |
FNBE SYyGdSNBRX G4KS LI yONBla YIFGOK Ndzy gAatf GF1S
GKS 1ARYySeé R2y2NDa YAaYlIGOKSR Iydx3aSya GKIFG N

LYydA3aSya GKFEG | NB Oz devedasgrilivingkidneydongrddBR | 0 S Q& LINR 2
subsequent deceasegmancreagonor are considered as matches and the candidate will appear

on the match run for all deceasgncreasionors who meet these mismatahmiteria. Use of

these modified mismatch criteria is optional.
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5.3.G Dual and En Bloc Kidney Acceptance Criteria

In order for a kidney candidate to receive offers of both kidneys from a single deceased donor, a
transplant hospital must specify to tHiePTN Contractor that the candidate is willing to accept
these kidneys.

5.4 Organ Offers

5.4.A Nondiscrimination in Organ Allocation

I OFlYyRARFGSQa OAGAT SyaKAL) 2NJ NBaARSyOe aidl Gdza
allocating deceased donor organs to candidates for transplantation. Allocation of deceased

donor organs must not be influenced positively or negatively by palitnfluence, national

origin, ethnicity, sex, religion, or financial status.

5.4.B Order of Allocation

The process to allocate deceased donor organs occurs with these steps:

1. The match system eliminates candidateso cannot accept the deceased donor based on
size or blood type.

2. The match system ranks candidates according to the allocation sequences in the organ
allocation policies.

3. OPOs must first offer organs to potential transplant recipig¢RERs)n the orderthat the
PTRs appear on a match run.

4. If no transplant program on the initial match run accepts the organ, the host OPO may give
OGN yALX Fyd LINRPAINFYa (KS 2LILRNIdzyAde G2 dzZLRF G
The host OPO must+execute the matchun to allocate the organ.

5. Extra vessels allocated with an organ but not required for its transplant can be shared
according tdPolicy 16.6.A: Extra Vessels Use and Sharing

6. Members may export deceased donor organs to hospitals in foreign countries only after
offering these organs to all PTRs on the match run. Members must subn@trgzen Export
Verification Formio the OPTN Contractor prior to exporting deceased donor organs

This policy does not apply to VCA transplants; instead, members must allocate VCAs according
to Policy 12.2: VCA Allocation

54C LiverOffers

The host OPO ust make the initial liver offer using only a match run that is less than eight
hours old. The host OPO may onlyeseecute the match run for use in allocation sooner than
eight hours ifoneof the followingoccurs:

1 A previously accepted liver is latefused because there is a change in specific medical
information related to the deceased liver donor

The deceased donor liver has not been allocated within two hours of procurement
New donor information is received that would screen any potential recipient from
appearing on the match run due to donor acceptance criteria accordiRglioy 5.5: Re

il
il
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Execution of the Match Run Due to New Information

5.4D Backup Organ Offers

OPOs may make backup offers for all organs. Transptagtamsmust treat backup offers the
same as actual organ offers and must respond within one hour of receiving the required
deceased donor information for an organ. If a transplamgramrefuses to consider or does
not respond to a backup offer, the offer whié considered refused.

If a transplaniprogramaccepts a backup offer, it may later refuse to accept the organ based on
medical or logistical criteria. Transplgmbgramsmustbe promptly notified of any change in
deceased donor status or organ availeil

54E Allocation to Candidates Not on the Match Run

2 KSy | OFYyRARFIGS R2Sa y20 FLWSIENI 2y G tSFad 2
least one organ type, the transplant hospital must document the reason the candidate does not

appear and asure that the organ is safe and appropriate for the candidate. Acceptable reasons

for allocation to the candidate may include, but are not limited to, directed donations or to

prevent organ waste.

In such an event, the transplant hospital must docunmahof the following:

1. The reason for transplanting an organ into a candidate who did not appear on the match run

2. The reason the candidate did not appear on the match run

3. Whether the transplant hospital is willing cept a kidney from a deceased donothva
KDPI score greater than 85% or from a donaifiar circulatory death (DCD) donor, if
applicable

4. Prior to transplant, the transplant hospital must verify the medical suitability between the
deceased donor organ and recipient in at least, but noitdéichto, all the following areas
according to organ type:

Blood type
Blood subtype, when used for allocation
52y2NJ I [! FYR OFYRARFGSQA dzyl OOSLIilI6tS FyidA

Donor height

Donor weight

Infectious disease test results

For HIV positive deceased donor kidneys and livers, the OPO and transplant hospital
must also ddooth of the following:

= =4 =4 =4 -8 -8 -9

a. Verify thatthe potential recipient is registered as a HIV positive candidate at a
transplant hospital that meets the requirementshaolicy 157.CTransplant Hospital
Requirements for Transplantation of HIV Positive Organs

b. Meet the requirements irPolicy 157: Open Variance for the Recovery and
Transplantation of Organs from HIV Positive Donors

The transplant hospital must maintain edlated documentation.
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5.5

54F Local Conflicts

If any member believes there is an inequity or has a conflict with an OPO policy regarding the
allocation of organs that cannot be resolved, the member may submit the issue to the
appropriate orgarspecific conmittee and Board of Directors for review aadinal decision

ReExecution of the Match Run Due to New Information

55.A (Reservell

5.5.B Host OPO and Transplant HospiRRequirements for Positive Hepatitis B,
Hepatitis C, or Cytomegalovirus (CMV) Infectious Disease Results

If a host OPO executes a match run with negative or pending results for any of the infectious
diseases listeth Table 51: Donor Infectious Disea8ereening Optiorend subsequently
receives a positive result for any of these tesken it mustreport the updated information to

the OPTN Contract@nd do the following:

1. When a deceased donor orghasnot been accepted for a potential transplantcipient,
then the OPO must dall of the following for each organ being allocated:

a. Stop allocation on the original match run for this donor

b. Reexecute the match run according to the infectious disease screening options as

follows:
i. A new positive Cytomegalous (CMV) result will apply to #execution of the
intestine match run

ii. A new positive hepatitis BABcAb or HBV NAT) or hepatitis C (HCV Ab or HCV NAT)

result will apply to reexecution ofall organ types
c. Allocate the organ using this updated match run

2. When a deceased donor organ has already been accepted for a potential transplant
recipient, the host OPO must ddl of the following for each organ being allocated:

a. Report this new infectious disease test result to the first transplant hospital on thelmat
run that accepted the organ as soon as possible, but within one hour, of receipt of the
new test result

b. Reexecute the match run for use as follows:

i. For reallocation of the organ if the offer to the primary potential transplant recipient
is declired after receipt of the positive infectious disease test
ii. For backup organ offers based upon the new positive test result

When the transplant hospital is notified by the host OPO of these new positive infectious
disease results, it musiotify the host OPO whether the organ will be accepted or declined,
within one hour of receipt of the new test result.
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5.6

5.5.C OPO Requirements for Positive HIV Results

If a donor is found to be positive for HIV after any match run has been executed, the host OPO
mustreport the updated information to the OPTN Contractor andatlof the following for
each organ being allocated:

1. Stop allocation on the original match run for this donor

2. Reexecute the kidney and liver match runs in order to inclodey HI\Apositive candidates
participating in an institutional review board approved research protocol that meets the
requirements in the Final Rule regarding the recovery of organs from individuals known to
be infected with HIV according folicy 15.7.A: Re@qaments for Allocating HIV Positive
Deceased Donor Organs

3. Withdraw any pending offers to candidates who are not HIV positinalso participating
in an institutional review board approved research protocol that meets the requirements in
the OPTN Fin&ule according t@olicy 15.7.C: Transplant Hospital Requirements for
Transplantation of HIV Positive Organs

4. Allocateonlykidneys and livers from HIV positive donors. Extra vessels from these donors
must only be allocated with the kidneys or liver and must only be used for transplantation of
these organs. Members must not store or share extra vessels from HIV positive .donors

Receiving and Accepting Organ Offers
5.6.A Receiving and Reviewing Organ Offers

Transplant hospitals must view organ offers and respond to these offers through the match
system.The previous sentence does not apply to VCA transplants.

The transplanting surgeon at the receiving transplant hospital is responsible for ensuring the
medical suitability of organs offered for transplant to potential recipients, including whether
deceagd donor and candidate blood types (and donor subtype, when used for allocation) are
compatible or intended incompatible.

5.6.B Time Limit forReview andAcceptanceof Organ Offers

A transplant hospital has a total of oneur after receiving the initial organ offer notification
to access the deceased donor information and submit a provisional yes or an organ offer
refusal.

Once the host OPO has provided all the required deceased donor information according to
Policy 2.11Required Deceased Donor Information, with the exception of organ anatomy
and recovery information, the transplant hospital for the initial primary potential transplant
recipient must respond to the host OPO within one hour weitiher of the following:

1 Anorgan offer acceptance
1 An organ offer refusal

All other transplant hospitals who have entered a provisional yes must respond to the host
OPO within 30 minutes of receiving notification that their offer is for the primary potential
transplant recipient wi either of the following:
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1 An organ offer acceptance
1 An organ offer refusal

The transplant hospital must respond as required by these timeframes or it is permissible
for the host OPO to offer the organ to the transplant hospital for the candidateappears
next on the match run.

This policy does not apply to VCA transplants.

5.6.C Organ Offer Acceptance Limit

For any one candidate, the transplant hospital can only have two organ offer acceptances for
each organ type. The host OPO must immediatghprt transplant hospital organ offer
acceptances to the OPTN Contractor.

5.6.D Effect of Acceptance

2 KSy | GNryaLXlyid K2aLAGEE | OO0SLIWia Iy hthQa 2N
binds the transplant hos@t and OPO unless they mutually agree on an alternative allocation of
the organ.

5.7 Organ Checln

Transplant hospitals must develop and comply with a written protocol to perform organ -ihecls
required below.

The transplanhospital must complete an organ cheickany timean organ is recovered outside the
facility where the transplant will take plac€he organ checlh must be completedipon arrival at the
ONI yaLX +Fyld K2aLAGEE LINA2N GeontginelSyAy 3 (GKS 2NAIFyQa

The transplant hospital must use the OPTN external organ label to confirm that the label contains the
expected:

1. Donor ID
2. Organ type and laterality (if applicable)

Assistance using an OR&pproved electronic method is permittetf.the transplant hospital

determines that the donor ID, organ type or laterality label information conflicts with the expected
information, then the transplant hospital must notify the host OPO as soon as possible, but within one
hour, of the determination.

Thetransplant hospital must document that the organ chegkvas completed.

5.8 PreTransplant Verification

Transplant hospitals must develop and comply with a written protocol to perforrirpresplant
verifications as required below.

Effective Date: 12/4/2019 Page 96



OPTN Policies Policy 5: Organ Offers, Acceptance, and Verification

5.8.A Pre-Transplant Verification Prior to Organ Receipt

If the recipient surgey will begin prior to organ receipt in the operating room, the transplant
hospital must conduct a prgansplant verification that meetall of the following requirements:

1. The intended recipient must be present in the operating room
2. The verification musbccureither.
a. Prior to induction of general anesthesia
b. Prior to incision if the patient has been receiving continuous sedation prior to arrival in
the operating room
3. Transplant hospitals must use at least one of the acceptable sources during the pre
transplant verification prior to organ receipt to verify all of the followinfiprmation
according toTable 52 below. Transplant hospitals may use the OPTN organ trackisgem
to assist with completion of this verification.

Table 52: PreTransplant Verification Prior to Organ Receipt Requirements

The transplant hospital must Using at leasbne of the By the followingindividuals:

verify all of the following following:
information:

Expected donor ID 1 OPTN computer system | Two licensed health care
1 Recipient medical record | Professionals

Expected organ (and lung |  OPTN computer system | Two licensed health care

laterality if applicable) 9 Recipient medical record | Professionals

Expected donor blood type | { Donor blood tpe and Two licensed health care

and subtype (if used for subtype source documents professionals

allocation) . OPTN computer system

Recipient unique identifier |  Recipient identification Two licensed health care
band professionals

Recipient blood type 1 OPTN computer system | Two licensed health care

1 Recipient blood type and | Professionals
subtype source documents

1 Recipient medical record

Expected donor and recipien 1 OPTN computer system | Two licensed health care
are blood type compatible (0| q Recipient medical record | Professionals

intended incompatible). 1 Attestation following

verification of donor and
recipient blood types

If a pretransplant verification was conducted prior to organ receipt, the transplant hospital
Ydza i R2O0dzyYSyid GKIG GKS @SNAFAOFGAZ2Y gl & O2YLX S
above requirements.
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Pre-Transplant Verification Upon OrgaReceipt

At the time of organ receipt in the operating room, the transplant hospital must conduct-a pre
transplant verification wittall the following requirements:

1. The intended recipient must be present in tbperating room

2. The verification must occur after the organ arrives in the operating room, but prior to
anastomosis of the first organ

3.

Transplant hospitals must use at least one of the acceptable sources during the pre
transplant verification upon organ receipt to verify all of the following information

according toTable 53 below. Transplant hospitals may use the OPTN organ tracking
system to assist with completion of this verification.

Table 53: PreTransplant Verification Upon Organ Receipt Requirements

The transplant hospital must  Using at leasbne of the

verify all of the following
information:

following:

Byboth of the following
individuals:

Donor ID

9 External and internal orga
package labels

9 Documentation with organ

Transplant surgeon
Licensed health care
professional

Organ (and laterality if 9 Organ received 1. Transplant surgeon
applicable) 2. Licensed health care
professional
Donor blood type and subtyp § Donor blood type and 1. Transplant surgeon
(if used for allocation) subtype source document{2. Licensed health care
professional
Recipient unique identifier | § Recipient identification |1. Transplant surgeon
band 2. Licensed health care

professional

Recipient blood type

9 Recipient blood type sourg

Transplant surgeon

documents 2. Licensed health care
1 Recipient medical record | Professional
Donor and recipient are bloo( T OPTNcomputer system |1, Transplant surgeon
type compatible (or intended| | Recipient medical record (2. Licensed health care
incompatible) 1 Attestation following professional
verification of donor and
recipient blood types
Correct donor organ has bee|  Recipient medical record |1. Transplant surgeon
identified for the correct 2. Licensed health care

recipient

9 OPTN computer system

9 Attestation following
verification of donor ID,
organ, and recipient uniqu
identifier

professional
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The transplant hospital must document that the gransplant verification upon orgareceipt
gl a O2YLX SGSR | 002 NRcblyr thé abové rédbirefiehta. LIA G f Q& LINER

5.8.C Additional PreTransplant Verification Requirements for Extra Vessels
If any of the following occurs:
1 Deceased donor extra vessels recovered with an orgambevilised in the transplantation of

a different organ
1 Extra vessels will be used in the modification of a transplanted organ

Then, prior to transplant of the extra vessels, transplant hospitals must comgletethe
following:

1. Meet the requirements according t@olicy 5.8: Pr&ransplant Verification

2. Verify the extra vessels are within 14 days of the recovery date

3. +SNATe G(KS SEGNI @0S3asSta R2y2NNa AyFSOiGA2dza
and hepatitis C (HGQV

4. Document and maintain these verifications in the recipient medical record

5.9 Released Organs

The transplant surgeon or physician responsible for the care of a candidate will make the final
decision wheher to transplant the organ.

The transplant program must transplant all accepted, decedesdr organs into the original
intendedrecipient or release the deceased donor organs back to and notify the host OPO or the
OPTN Contractor for further distriboti. If a transplant program released an organ, it must
explain to the OPTN Contractor the reason for refusing the organ for that candidate. The host
OPO must then allocate the organ to other candidates according to the sgoific policies.

The host OP@ay delegate this responsibility to the OPTN Contractor or to the OPO serving the
candh RIS GNIXyaLXlyd LINRPINIYQE 5{! ®

If extra vessels are not used for the recipient, then the transplant hospital may use, share, or store extra
vessels, according foligy 16: Organ and Extra Vessels Packaging, Labeling, Shipping, and Storage.

5.10 Allocation of Multi-Organ Combinations
5.10.A  Allocation of HeartLungs

Heartlung combinations are allocated accordingRolicy 6.6.F: Allocation of Hedrtings

5.10.B. Allocation of LiverKidneys

Liverkidney combinations are allocated accordingPlicy 9: LiverKidney Allocation
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