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腎臓移植希望者 (レシピエント)選択基準について

1.経緯

平成 7年に制定された腎臓移植希望者 (レシピエン ト)選択基準について

は、阻血時間の短縮のため、都道府県内配分を中心とすること、及び小児患

者並びに長期待機患者の優先度を上げることなどを考慮し、平成 14年 1月

に選択基準の改正を行つた。

その後、平成 21年 7月 の「臓器の移植に関する法律の一部を改正する法

律」の成立を踏まえ、平成22年 1月 、選択基準における親族への優先提供に

関する規定を定めた。      1

(改正の議論)

平成 13年  2月  第 1回臓器移植委員会 (腎臓移植の現状について議論)
5月  腎臓移植に関する作業班において議論 (第 1ん 5回 )
12月  第 5回臓器移植委員会 (改正案について了承)

平成 14年  1月  選択基準の変更
～新たな基準で運用

平成 21年  11月  第 1回腎臓移植の基準等に関する作業班において議論
平成 22年  1月  `選択基準の変更

～新たな基準で運用

2.検討のポイント                      i
(1) 第 2回作業班 (平成 22年 8月 26日 開催)で出された主な論′点は以下
|の とおり。             ｀

1) 待機日数の長期化
平均待機日数 :旧基準では 2:467日 、現行基準では 5,208日

2) 16歳以上の若年者への配分が少ない:
現行基準の運用開始以降提供された 1,327例の腎移植の内、16歳未満は

約 6.63%(88例 )、 16歳から20歳未満はゼロ、20歳代は 0。9%(12例 )



(2)1第 3回作業班 (平成 22年 10月 25日 開催)で出された主な論点は以下
のとおり
016歳 になると急に加点がゼロになる1のは問題ではないか。登録時 16   .
歳未満でも移植を受けずに 16歳以上になる患者もいる。

・ 小児については最優先に移植するよtう にすべき       、

・ 待機患者の年齢構成も考慮すべき。あまり大きな変更は長期待機患

者の期待に反することになる。

・ 提供数が限られている現状では、とりあえずマイナーチェンジにと

どめ、例えば3年後に見直してはどうか。

・ Flow cytottetry等 の「等」について明示すべき。

・ 英国などではPRA検査陽性患者についてはHLA適合度が高い場合   ,
には優先させるという取り扱いもある、陽性の場合にはネグレクトと

いう基準は良くない。



|

腎臓移植希望者 (レシピエント)選択基準改訂に係る再シミュレーションの状況

前回(10月 25日 開催)の班会議における議論をPBkまえ、次の観点からシミュレーションを行つた。

*16歳～20歳未満の加点により、この年齢層の候補者がどのように変化するか。
*各年齢層への加点を加減することにより、長期待機患者等へのどのような影響が認められるか。

シミュレーションの前提条件

* ドナー条件 :現行基準で行われた脳死下での提供事例 33例 (関東甲信越プロック発生症例 )
* 待機患者条件 :平成 22年 10月 13日現在の待機患者 4567名 (関東甲信越地方のみ)

2シミュレーションの方法
下記の条件ごとに、レシピエント候補者を選択し第 1位及び第 2位につき、検討した。(N=66)

若年者への加点は 20歳を上限とした。

A:現行基準

B:待機期間の配点は現行基準 :HLA Xl.15※
116歳
未満 :14点、16歳～20歳未満 :12点

C:待機日数の配点を概ね半減し※
2、
年齢加点を、

「16歳未満 :10点 、16歳～20歳未満 :6点」とする。

※1現行基準で行われた脳死下での腎提供事例 80例について、レシピエント選択リストを作成し、そのリストの第

1位のレシピエント80名 の所在地、HLA、 待機日数の平均換算点数の比は概ね 1.15:1:1.15である。

※2待機期間が 10年までは 0.5点 /年、11年～20年までは 025点 /年、20年以上は 0.125点 /年となるような

近似値をlog式とする。(別紙参照)

3シミュレーション結果

A(現行基準 ) B C

レシピエント候補者

の平均待機日数

全体 5289.4日 5281.45日 4274.7日

16歳未満 997.25日 937.08日 1041:38日

16歳γ20歳未満 983日 983日

20歳以上 6663日 6496.04日 6006.86日

レシピエント候補者

の人数 (%)

16歳未満 16人 (24.2) 13人 (19.7) 21人 (31.8)

16歳～20歳未満 0人 (0) 2人(3) 2人 (3)

20歳以上待機期間

10年未満

1人 (1.5)
2人(3) 4人 (6.1)

その他
49人 (74.3) 49人 (74:2) 39人 (59.1)

%はレシピエント候補者 66名に対するもの
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亡･二]
腎臓移植希望者 (レシピエント)選択基準 (秦)

1.前提条件

(1)ABO式血液型

ABO式血液型の一致 (1dentlcal)及び適合 (compatlble)の待機者を候補者とす

る｡

(2)リンパ球直接交叉試験 (全リンパ球又はTリンパ球)陰性

なお､リンパ球交叉試験はFlowcytometry又はこれに準ずる高感度方法を用いて行

うことが望ましい｡

2.優先順位

(1)搬送時間 (阻血時間)

地 域 点 数

同一都道府県内 (注) 12点

*移植希望者の登録地域は移植希望施設の所在地 (都道府県)とする｡

(2)HLAの適合度

DR座の適合 A座及びB座の適合 点 数
(ミスマッチ数) (ミスマッチ数)

0 0 14

0 1 13120 2

0 3 ll10987 三上｣_主_旦基

0 4

1 0

1 1

1 2

1 3 6

1 4 5

2 0 4

2 1 .3

2 2 2

2 3 1

2 4 0点



(3)待機目数

待機目数 (N)≦4014日:待機日数ポイント-N/365点

待機目数 (N)>4014日･待機日数ポイント-10+log174(N/365-9)点

(4)小児行渡患者 垂垂重量
16歳未満については14点を加算する｡

16歳～20歳未満については12点加点する｡

3.具体的選択法

適合条件に合致する移植希望者 (レシピェント)が複数存在する場合には､優先順位は､

以下の順に勘案して決定する｡

(1)臓器の移植に関する法律第6条の2の規定に基づき､親族に対し臓器を優先的に提供

する意思が表示されていた場合には､当該親族を優先する｡

(2)ABO式血液型が一致 (1dentlCal)する者を適合 (compatlble)する者より優先す

る｡

(3)2 の (1)～ (4)の合計点数が高い順とする｡ただし､これらの条件が同一の移

植希望者 (レシピェント)が複数存在した場合には､臓器搬送に要する時間､医学的条

件に配慮する｡

また､PRA検査が可能な場合､pRA検査陰性を満たすことと車るが望ましい｡

(注1)地域は､原則として､都道府県､ブロック内他都道府県とするoただし､地域の

実情を踏まえ､(杜)日本臓器移植ネットワークにおいて複数の都道府県を統合し

たサブブロックを設置することも可能とするO

(注2)1年以内に移植希望者 (レシピェント)の登録情報が更新されていることを必要条

件とする｡

(注3)C型肝炎抗体陽性ドナーからの移植は､C型肝炎抗体陽性レシピェントのみを対象

とするが､リスクについては十分に説明し承諾を得られた場合にのみ移植可能とす

る｡

(注4)薪ノ.,-/T,/CT下での状況に･?1.･､て､実藍蟹1年のデータが誉碧された轄点でE ,･lr-′,I,J

-を 漠 射 す 己 が ､ L'更 が たれ ば 追 加 ナ -.き 亨 頂につ い て 無 軒 す き｡

新ルール実施後1年を目途に新ル→ルの状況について検討を行うとともに､今後

新たな医学的知見を踏まえ､PRA検査の取り扱い等について適宜検討を行い､必要
があれば､基準の見直しを行うこととする｡



参考資料 1

第 3回腎臓移植の基準等に

関する作業班 (H22.10.25)

資料 1‐ 2

腎臓移植希望者 (レシピエント)選択基準改訂

に係るシミユレーションの結果

1 シミュレーションの前提条件      ,
* ドナニ条件 :現行基準で行われた月肖死下での提供事例 30例
* 待機患者条件 :平成 22年 10月 13日 現在の待機患者 11,708名

2 シミュレーションの方法
下記の条件ごとにtレシピエント候補者を選択し第 1位及び第 2位につきて検討した。
結果については別紙参照。.1

現行基準 :

現行基準から、HLAの′点数を1.15倍挙1と した。
待機日数の配′気を概ね半減しド

2、 ガ、児の年齢加点を0とする。

待機日数の配′点を概ね半減し※2(年齢加′点を、
「16歳未満 :8点、16歳～20歳未満 :4点、20歳代 :2点」とする。
待機日数の配′点を概ね半減し※2、 年齢加′点を、
「16歳未満 :12′点、16歳ん20歳未満 :6′点、20歳代 :3′点」とする。

※1 現行基準で行われた脳死下での腎提供事例 80例について、レシピエント選択リストを作成
し、そのリストの第 1位のレシピエント80名 の所在地、HLA、 待機日数の平均換算点数の比

|  は概ね 1.1511:1.15で ある。
※2 待機期間が10年までは0.5点/年、11年～20年までは0.25点/年、20年以上は0.125点
/年となるような近似値を10g式とする。

3 現行基準の分析    ‐
レシピエント選択時における患者本人の意思確認等の影響を除去するため、過去 80

例 (脳死提供事例 20～ 102例 目まで :腎澤定が行われなかったものを除く)の提供
事例においでt第 1位にリストナップされた患者の分析を行った。

提供事例 80例の実際の第一位患者 80名

平均点   :所在地 :11.4点  HLA:9.98点  待機期間 :11.49点
｀
平均待機日数 :5412.1日

16歳未満が第一位 :16名 (20%)

A
B
C‐ 1

C‐2

Cr3



シミュレTションの結果概要

A B C-1 C-2 C-3 実績 * 3の分析

平均待機日数 (日 ) 5,579.1 5,610.4 5,091 4,718.1 3,529.1 5,207.9 5,412.1

うち16歳以上 (日 ) 6,357.3 6,309 5,091 4,883.2 4,767 5,521 6,389.7

16歳未満 人 (%) 9(15) 8(13) 0 3(5) 20(33) 88(8) 16(20)

16歳から20歳未満 0 0 0 0 1(2) 0 0

20歳台 0 0 0 8(13) 8(13) 12(0.9) 1(1.3)

待機期間10年未満、16歳以
上の候補者数 人(%)

0 3(5) 7(12) 5(8) 14(15) 3(3.7)

‐  *実 績は参考資料1を参照
A,B,Cin=603の分析:n=80実績 :n=1,327



参考資料 2

腎臓移植希望者 (レシピエント)待機者の状況

1.全国の腎臓移植希望待機患者の分布
年代 待機患者数 (人 ) %

0-15 50 0.43%

16-19 32 0.27%

20イt 343 2.93%

30十七 1,539 13.14%

40+t 3,248 27.74%

50代 3,971 33.92%

60代 2,312 19.75%

70以」ヒ 213 1.82%

11,708

平成 22年 9月 30日現在

2.16歳未満で登録した患者の現在の年齢分布
現在の年齢

登録時年齢 0-15 16-19 20二

0-5 16人

6-10 15人 1人 10人

11-15 19人 14人 57人

総計 50人 15人 67人

平成 22年 11月 10日現在



腎臓移植希望者(レシピエント)選択基準の運用状況について

(社団法人日木臓器移植ネットワーク提出資料)

参考資わ[3

Japan Organ Transplant Ne価′ork

.           1

レシピエント選択基準変更前後のシッピング

旧基準  (1995.41～ 2002.19  N=1,063)

新基準  (2002.l.10～ 2009.1231 N=1.327)

同一県内
ブロック内

県外
ブロック外 小児

旧基準 290% 58.9% υ
“ 27%

新基準 815% 183% ｎ
υ 6.6%

レシピエント選択基準変更前後の

HLA不適合抗原数・ドナー年齢・阻血時間

旧基準  (199541～ 200219  N=1,063)
新基準  (2002110～ 2009!231 N■ 1.327)

HLA不適合抗原数
(1資索型 ) ドナー

年齢

温阻血

時間

(分 )

総阻血

時間

(分 )DR AB

旧基準

１

　
　
　
４

０
・
１

±

０
・
３

８

　

　

　

８

‐
・
２

±

０
・
９

45.44
十

17.11

794
+

10.85

86109
+
402.95

新基準

０
・
５

±

０
・
５

２
．
‐

士

∞

48.94
十

15.65

719
十

897

731.01
+
359.00

(Pく 001) (Pく 001)



レジピエシト選択基準変更前後の
レシピエント年齢口待機期間・透析期間
旧基準  (1195.4.1■ 2002.1.9  卜 1,063)
新基準  (2002.1.10～ 2009,12.31 N=1,o27)

レシピエント
年齢
(全体 )

レシピエント
年齢
(16歳以上 )

待機期間

(年 )

透析期間

(年 )

旧基準

44.60
+
11.22

櫛
十一９．８０

６

　

　

　

６

６
．
７

±

４
．
８

10.12

+
6.21

新基準

７
．
４４

一
・
２
．
８８

４

　

　

１

50.05
+
8.58

‐４．２７±
瑚
‐７．２４・
６．７０

(Pく 001)             (Pく 001)           (Pく 001)          (K001)
|

|

|

|

|

Japan Organ■舗叩 antNeWo泳

2

レシピエント選択基準変更前後の

.  :  レシピエント待機日数二透析日数
鹿JzF 099鋼 ^″ 20昭.9 M,000
新基準  (2002.1・ 10～ 2009.1231 町1,327)  ´

IⅢ
m

1晨Ⅲ‐

待機日数 透析日数

旧基準 2467.04± 1772.57 3694.26=L2265.90

新基準

全体 5207.99=ヒ 1958.52 6292.61± 2446■ 2

16歳以上 5521.06=L1610.10 6631.28=L2141.61

16歳未満 8(Ю .19± 72471 1489.00=L104223































参考資料 4

腎臓移植希望者 (レシピエント)選択基準

1.前■是奔ヨ牛

(1)ABO式 血液型          (
ABo式 血液型の一致 (identical)及び適合 (compatible)の 待機者を候補者とす
る。

(2)リ ンパ球直接交叉試験 (全リンパ球又はTリ ンパ球)陰性

2.優月 1頁位
(1)搬送時間 (阻血時間)

地 域 点 数

同一都道府県内 (注) 12点

同一ブロック内 6点

* 移植希望者の制 域は移植希望施設の所在地 (都道府県)とする。

(2)HLAの 適合度

DR座の適合数
(ミ スマッチ狗

A座及びB座の適合数

(ミ スマッチ狗
点 数

0 0 14点

0 1 13点

0 2 12点

0 3 11点

0 4 10点

0 9点

1 1 8点

1 2 7点

1 3 6点

1 4 5点

2 0 4点

2 1 3点

2 2 2点

2 3 1点

2 4 0点

1



(3)待機日数

待機日数 (N)≦ 4014日 :待機日数ポイント=N/365点      ‐

待機 日数 (N)>4014日 :待機日数ポイント=10+logl,74(N/365二 9)点

(4)/1ヽ児待機患者

小児待機患者 (16歳未満)については 14点を加算する。

3.具体的選択法
適合条件に合致する移植希望者 (レシピ干ント)が複数存在する場合には、優先順位はt
以下の順に勘案して決定する。

(1)臓器の移植に関する法律第 6条の2の規定に基づき、親族に対し臓器を優先的に提供
する意思が表示されていた場合には、当該親族を優先する

`

(2)ABO式血液型が一致 (identical)する者を適合 (compatible)する者より優先す
る。

(3)2rの (1)～ (4)の合計′点数が高し可順とする。ただし、これらの条件が同一の移
植希望者 (レシピエント)が複数存在した場合には、臓器搬送に要する時間t医学的条
件に酉濾 する。

また、PRA検査が可能な場合はPRハ検査陰性を満たすこととする。

(注 1)地域は、原則として、都道府県、ブロシク内他都道府県とする。ただし、地域の
実情を踏まえ、脩う 日本臓器移植ネットワークにおいて複数の都道府県を統合し

たサブブロックを設置することも可能とする。

(注 2)1年以内に移植希望者 (レシピエント)の登録情報が更新されていることを必要条
件とする。

(注 3)c型肝炎抗体陽陛ドナーからの移植は、C型肝炎抗体陽性レシピエントのみを対象
とするが、リスクについては十分に説明し承諾を得られた場合にのみ移植可能とす

る。

(注 4)新ルールの下での状況について、実施後 1年のデータが蓄積された時′点で新ルール
を検討するが、必要があれば追加すべき事項について検討する。
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日本移植学会口日本組織適合性学会 共同作業部会

HLAに関わる選択基準 (提言 )

(1)現在、腎臓移植の基準等に関する作業班にて「腎移植希望者 (レシピエント)選択

基準について」改正のため審議中であり、腎移植配分ルールの見直し作業が行われ

ている。 専門領域に携わる日本移植学会、日本組織適合性学会の共同作業部会

名にて HLAに関わる選択基準の提言を下記のように行うこととした:

1.前提条件 (2)リンパ球直接交又試験 (全リンパ球又は丁リンパ球)陰性

(修正案 )

高感度のリンパ球交叉試験陰性

(解説)最近は、高感度のリンパ球交叉試験方法が開発されている。とくに 日ow
cytometryな どを用いる方法が該当する。 直接試験とは、もともと交叉試験方法にお

けるリンパ球に二次抗体を利用しない方法であり、AHG、 日ow cytometryは、間接試

験と分類される。

3.具体的選択法 (3)一一また、PRA検査が可能な場合には、PRA検査陰性を満

たすこととする

(修正案)移植希望者の PRA検査 (HLA抗体スクリーニング)は、高感度方法を用い

て実施することが望ましい。

(解説)PRA陽性、クロスマッチ陰性は、海外では移植のよい適応となつている。海外

では、バーチャルクロスマッチの導入を試みているところもある。候補者の HLA抗体

保有データは、移植レシピエント選択に有用な情報を提供する。

(修正案 :下記を追加 )

(注5)HLA検 査施設が提供する具体的な検査内容については、関連学会 (日本組
織適合性学会および日本移植学会)委員会により作成したガイドラインに準拠する。

(2)ドナー発生時における日ow cytometryクロスマッチの緊急対応が可能な施設に

ついて話し合つた。人員、予算、設備機器不足問題を解決しなければならないが、現

在のところ、東北地方では、福島県立医大のみ 目ow oytOmetryが 設置されている。

東京では、少なくとも3施設は必要であると考えられる。

(3)HLAタイピングは、現在、2桁対応であるが、4桁は不要である。
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3.5 ALLOCAT10N OF DECEASED KIDNEYS.Deceased kidneys must be a1located according to
the following policies.The flnal decision to accept a particular organ wiu remain the prerogat市e

of the transplant surgeon and/or physician responsible for the care of the candidate. This aHows

phydcitts and surgeons to exercisc thcir medicaljudgment regarding the suitability of the organ

being offerё d for a specinc candidate;to be faithfulto their personal and programmatic phHosophy

about such controversial inattcrs as the importancc of∞ ld ischenlla tiinc and anatomic anomalics;

and to g市 e their bぃt assessment ofthe prOspeclve recipienぜ s medical condhion atthe moment.

If an organお declined for a candidate,a notation ofthc rcason forthat dedJon must be made on

the appropriate fonn and submitted promptly.

3.5。 l   DennitiOn Of Expanded Criteria Donor and standard Donor. For purposes Of POlicy

3.5(Allocation of Deceascd Kidneys),expandcd cnteHa donors are dcnned by an“ X"in
the dccislon matrix shown below indicrating relative risk of graft failure fOr dOnors older

than 10 years of age>1.7,based upon the following factors:age,creatinine,CVA,and

hypertension. Standard donors arc a‖  other donors.  Unlcss speciflcd as an cxpandcd

criteria donor or standard donor, the term donor(s)means an donors, cxpanded and

standard. For purposes of distinguishing expanded criteria donors from standard donors,

the rnost reccnt creatinine atthe time ofkidney placcment shaH be used.

Candidates who agrec to receive expandcd criteria donOr kidncys shaH be eligible also to

reccive standard donor kidncys according to thc poHcies describcd below liDr a‖ ocating

standard donor kidneys. The program shal obtain consent from candidatcs prior to their

bcing listed for expanded criteHa donor kidney transplantation.

X=Expanded Criteria Donor
CVA=CVA was cause ofdeath

HⅢ=hiStOry ofhypertension at any time
Creat>1.5=creatinine>1.5 mg/dl

ABO"0"Kidmevs into ABO"0"Recipients and ABO``B"Kidnevs into ABO“ B"
Recipients. Blood type O kidneys must be transplanted Only into blood type O

candidates exceptin the case of zero antigen mismatched candidates(aS denned in Policy

3.5.3.1)whO have ablooltype Other than O.Add■ ionally,bloodtype B kidneys must be

transplanted only into blood type B candidates except in the case of zcro antigen

mismatched candidates(as deflned in Policy 3.53.1)whO have a blood type other than B.

Therefore,kidneys from a blood type O donor are to be allocated only tO blood type O

candidates and kidneys from a blood type B donor are to be aHocated only to blood type

B candidates,with the exception for zero antigen mismatched candidates■ oted above.

Thお polにy,however,does not nulliヶ the phyddanis respondbility to use appropnate

medicaljudgmentin an extrme Circumstance.

Mandatorv Shanng of Zero Aitigen Mお matched Kidnevs.The folbwing polたにs
apply to a1location ofany deceased expanded criteria 6r standard donor kidney for which

thereお a pediatric candidatc or a sendlzed aduL candidate(CPRA220%)on the waling

List with a zero antigen mismatch:

3.5.2

3.5。3

Donor Condition
Donor Age Cate2orles
く10 10-39 40-49 50-59 ≧60

CVA+HTN tt Creat>
1.5

X X

CVA+HTN X X
CVA+Creat>1.5 X X

H猟 十Creat>15 X X
CVA X

HTN X

Creatininc>1.5 X
None ofthe above X
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3.5.3.l Deflnition. A zcro antigё n mismatch is deflned as occurring when a candidate

on the Waiting List has an ApO bl。 Od typc that is compatible with that of the

donor and the Candidate and donor loth havc an dx Ofthe same HLA― A,B,and
DR antigens.A zero antigen mismatch is also derlned as a match occurring

when there is phenotypic identity beい vcen the donor and recipient with regard to

HLA,A,B,and DR anlgens when at least one antigen is identifled at each

iocus. Phenotypic identity means that the donor and candidate each has the

same antigens identifled at each pair of A,B,and DR HLA loci. Candidates

with only one antigen idendfed at an HLA locus(A,B,or DR)are presumed

∵homOZygous"at that locus(i.e.hOmologous chЮ mosomes are presumed to

code for identical antigens at that locus).For example,a donor or candidate

typed as A2,A― (blank)WOuld be considered A2,A2.A zero antigen mismatch
、vould also include cases where both antigens are identifled at a locus in the

cahdidate but the donor is typcd as being homozygous for one ofthe candidatels

antigens at that locus. For example,there would be a zero antigen mismatch if

the recipient were typed as Al,A31,B8,B14,DR3,DR4 and the donor were
typed as Al.A― (blank),B8,B14.DR3,D蹂 (blank).Ifthe donor is homozygOus
at any A,B,or DR locus,the match can be said to be a zero antigen mismatch,

as long as none of the identiflcd A,B,or DR donor antigens are different from

those ofthe rccipicnt.

■,■2曲
i器躍置詳
『
lFiittTt:鳳 l雷寵庶寵路潔l

thcre is a zcro antigen mismatch be"veen thc donor and any candidate on the

Waiting List. Prc― procurement tissuc typing ls expcctcd consistent with Policy

2.7(Expedhed Organ Procurement and Placcment)in al10Calng cxpanded
criteria donor kidneys.  In the absence of pre‐ procurcment tissue typing,

alocation 6f cxpanded criteria donor kidneys shaH procced pursuant to PoHcy

3.5.12 according to candidate waiting time. If pre‐ procuremcnt tissue typing is

not initiated,thc Host OPC)shan prOvide a written explanation of the reasons to

thc OPTN contractor.

3.5.3.3 Sharin負 .Wnh the exceplon of dcceased kidneys procured for simu■ aneous

[蠍e露品ξ機胤熙慨l胤F:£鵠讐も島f盤ぶ鷺訳
a pediatric candidate or a sensitized adult candidate(CPRA>20%)on the waiting

List for whom there is a zcro antigen mismatch with a standard donor, the

kidney(s)■ Om that donor shall be offered to the appropHate OPlN Member for

the candidate with thc zero antigen mismatch subiect tO timc lm■ ations for such

organ offers set forth in Policy 3.5.3.5。 With the exception of deceascd kidneys

procured for sirnultaneous kidney and non― rcnal organ transplantation as

describcd in Policy 3.5.3.4,and deceased kidneys procured from Donation after

Cardiac Death donorsl, if thcre is a pediatric candidate or a sensitized adult

candidate(CPRA>20%)on the waling Lヽ t who has agreed to rece市 e exp"ded

criteria donor kidneys for whom there is a zero antigen mismatch with an

cxpanded critcria donor,the kidncy(s)frOm that donor shall bc offcrcd to the

appropriate OPllヾ  Mcmber for the candidate with the zero antigen mismatch

who has agreed to be transplanted wih expanded cntena donor kidneys suttect

to tiine limitations for such organ oflcrs set fbrth in Policy 3.5.3.5. Ifboth donor

kidneys are transplantable,the rccipient center that was offered the kidney for a

candidatc with a zero antigen mismatch does not havc thc implicit right to choose

beヽveen the t、 vo kidneys.

The flnal decision as to which of theヽ vo kidneys is to be shared rests with the

Host OPO. In lieu of the four additional points for a candidate with a PRA of

80%or higher and a preliminary negative crossmatch(P01iCy 3.5.11.3)four

additional points will be added to an candidates for whom there is a zero antigen

mismatch with a standard donor and whosc PRA is 80%or higher regardless of

prelinlinary crossmatch results.  For kidneys procured from Donation aner

3.5-2
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Cardiac Death donors, if there is any candidate on the Waiting List for、 vhom
there is a zeЮ antigen mism● ch With thc do,or,the kidney(s)frOm that donor

shaH be offered to the appropHate(DP躙 Member fbr the candidate listed locany

with the zero andgcn mも match,by blood group idcnucd and then compatiblq

thcn to a1l other local candidates in point SCquenCe ac∞ rding to Policy 3.5.H

(The POint system fOr Kidncy A1location)Or 3.5.12(The POint system for
Expanded Criteria Donor Kidney Allocation)depending upon whetherthe donor

is standard or deined by expanded criteria;then to regional and then national

pediatric or sensitized adult candidates(CPRA>20%)in pOint sequence

according to Policy 3.5.11(The POint System for Kidney Allocation)Or 3.5.12

(The POint systemゎ r Expanded Cnteria Donor Kidney Anocation)depending

upon whether the donor isゞ andard or deined by expanded cHteHa.When
multiple zero antigen mismatches are found for a single donor,the a1location

will be inthe fblowing sequen,e:

lFor purposes ofPolicy 3 5(Allocation of Deceased Kidneys),Donation attr Cardiac Death donors shali be deflned as follows:

(1)A controlled Donation after Cardiac Death donoris a donor whose life support wili be withdrawn and whosc hnily has given
wnien consent for organ donation in the controlled cnvironlnent of the operating room;(2)An uncontrolled Donation after

Cardiac Death donor is a candidate who expires in the emergency room or elscwherc in the hospital before consent lor organ

donation is obtained and catheters are placed in the fernoral vessels and peritoneum to cool organs until consent can be obtained

Also, an uncontrolled Donation after Cardiac Death donor is a candidate who is conscnted for organ donation but sufFers a

cardiac arrest requiring CPR duHng procurement ofthe organs_

3.5.3.3.l  First to identical b:ood type zero antigen mismatched candidates ih

descending point scquencc in the case of standard donor kidncys,

and by waiting time in thc casc of expandcd criteria donor kidncys,

as follows:

i   local candidates;thcn to

五  80%or higher PRA candidates on the list ofく )POs、 vhich are

owed a payback kidney as described in Policy 3.5.5;then to

i五  80%or higher PRA candidates on the regional waiting list;

then to

iv  80% or higher PRA candidates On the national waiting list;

thcn to

v  less than 80%PRA candidates who are less than 18 years old

on the list of OPOs which are owed a payback kidney as
described in Policy 3.5.5;then to

vi  lcss than 80%PRA candidates who are less than 18 years old

on the regional waiting list;then to

vii less than 80%PRA candidatcs who are less than 18 years old on the

national waiting list;then to

viii 21%-79%PRA candidates on thclist of OPOs which are owed

a payback kidney as described in Policy 3.5.5;then to

ix  21%-79%PRA candidates on the regional waiting list;then to

x  21%-79%PRA candidates on the national waiting list.

3.5.3.3.2  Next(1)in the Case of blood type O donor kidneys,to blood type

B zero antigen mismatched candidates, frst, in descending point

sequence in the case of standard donor kidneys, and by waiting

tirne in the case of expanded criteria donor kidneys,as set forth in

(i)¨ (XiV)be10W,and,then,to blood type A and AB zeЮ  antigOn
■lismatched candidates,also in descending point sequencc in the

case ofstandard donor ttdneys,and by waung lme in thO case of

expanded c面 teHa donor kidneys,as set fo■ hin ①‐(XiV)be10w,and

(2)in the Case of blood type A,B,and AB donor kidneys,to an
pediatric and sensitized adult candidates(CPRA>20%)whO are

blood type∞ mpatiЫ C ZeЮ antigen hismatched candidates in
descttding point sequence in the case of standard donor kidneys,

and by waiting tirne in the case ofexpanded criteria donor kidneys,

June 22,2010
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as set forth in(1)‐ (XiV)be10W:

1 local candidatesi then tO

五 80%or higher PRA candidates on the list ofoPOs WhiCh are

owed a payback kidney asldescribed i,PoliCy 3.5.5;then to

lii  80%or higher PRA candidates on the regional vヽaiting list;

then to

iv  80%or higher PRA candidates on the national 、vaiting list;

.  then to
v  less than 80%PRA candidates who are less than 18 years old

on the list of OPOs which are owed a payback kidney as

described in Policy 3.5.5;then to

宙  lesζ than 80%PRA candidates who are less than 18 ycars old

on the regiOnal waiting list;then to

v五  less than 80%PRA candidates who are lcss than 18 years old

on the natiohal waiJng list;then to

vili 210/0-79%PRA candidates on the list of()POs which are owcd

a payback kidney as describcd in Policy 3.5.5;thcn to

ix  210/0-79%PRA candidates on thc regional、 vaiting list;then to

x  210/0-79%PRA candidates on the national waiting list.   '

3.5.3.4 Kidncv/Non― Rend Exccb■ on.When kidneys are procured for the purpose of

simultaneous kidney and non‐ rcnal organ transplantation, only one of thc

kidneys procurcd must be sharcd as a zero antigen■ lismatch. In the event thc

kidncy/non‐ renal organ transplant is not perforrncd,thc kidncy rctained for that

transplant rnust bc immediately offered for zero antigen mismatched candidates:

This exception does not apply to kidney― isiet cOmbincd transplants or kidney―

pancrcas combincd transplants for zcro antigen mismatched highly scnsitized

candidates as deflned in Policy 3.5.4(Sharing of Zero An」 gen Mismatched

Kidncys to Combined Kidney― Pancreas Candidates).

3.5.3.5 0稟an Offer Lim■.Kidneys to be shared as zero anigen mお matchcs,e■her

alonc or with pancreata,must be offered to the appropriate recipient transplant

centers through tlNetSM or through the Organ Center wihin 8 hours aner organ

procurcment fbr standard donors and within 4 hours aner organ procurement for

expanded criteria donors(organ procurementis deincd as cross clamping ofthe

静I観30蹴
tm鵠
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than 10 zcro antigen mismatched potential reciplents on the match list, then

offers must bc made for an zcro antigcn■ lismatched potcntial reciplents on the

match list.For expanded criteria donor(ECD)kidneys,offers must be made for

at lcast the flrst 5 zero antigen mismatched potential recipients.If therc are less

than 5 zero antigen mismatched potential rccipients on the match list,then offers

must be made for all zero anlgcn mismatched potcntial recipients on the match

list.Ifthese offers are tumcd down(cither explicitly refuscd or the notincatiOn

time or cvaluation timc is exceeded as deined in Policy 3.4.1),the HOst OPO

must either:

a1locate the organ(s)aCCOrding to the standard geographic sequence of

kidney alocation under Policy 3.5.6 and pancreas alocation under

Policy 3.8.1(flrSt 10cally,thcn regionally,and then nationally);Or

anocate the organ(s)for the rcmaining zeЮ  anigen mismatched

pOt,ntial recipients.

l Forthe purpoSes Of Policy 3.5.3.5,zero antigen■
lismatched potential recipicnts are zero antigen nlismatched

potential recipients who appear in the zero antigen mismatch classiflcation on the match run.

3.5-4
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3.5.4

3.5.5

Ifthe Host OPO chooscs to conunue OfFenng the kidney(s)fOr zCrO anigen mismatched

poten“ al rccipicnts beyond the 10ぬ potenlal recipient for a SCD o「 5m potしntial recipiOnt

for an ECD,no obligation to pay back the kidncy pursuant tO POlicy 3.5.5(PaybaCk

Requirements)will be gcnerated,even if the kidney is acccpted for a zero antigen

ll撃震:lel』蹴 鴇 鋼 需 乱 ∬ЪttShTRuttISc鳳 ;臨 ‰ ∬ 調 li:l
Accounung Sheet within S busincss days of the organ(s)re∞ very,deined as cross
clarnping ofthe donOr aorta,to report the sharing. A payback credit will not be assigned

until:1)the Organ Centcr receives the Kidney Payback Accounting Sheet documenting

the zero antigen mヽ match share and 2)the zerO andgen mismatch share can be venned

(i.e.CrOss clamp and inal acceptance has been entered)in trNetSY.Ifthe Host OPO does
n6t report the sharing within 5 buJness days of the organ(s)reCOVery,the OPO will

forfeit the payback credit.

Sharintt of ZerO Antigen MismatchOd Kidnevs to Combined Kidnev‐ Pancreas
Candidates. An offer of a donor kidncy to a highly sensitized candid7ate for whom there

is a zcro antigen mismatch with the donor,who is also a candidate for a combined

kidney‐ pancreas transplant,must be accompanied by an offer of the pancreas from the

donor.  For purpOses of this policy, ``highly sensitized" is deflned as pancl reactive

andbody(PRA)lcvc1 0f 80%or greater regardless of preliminary crossmatch results.

3.5.4.l Shanngo Whcn kidneys are procured with the option of simunaneous kidney

and pancreas transplantation, if there is any highly sensitized candidate on the

Waiting List for 、vhom there is a zero antigen nlismatch with the donor, the

kidney and pancreas from that donor shall be oltred to the appЮ priate Member

for the candidate with the zero anlgen mismatch,■ rst locally,then reglonally,

and thcn nationaHy,based upon length oftirne waiting.

Pavback Requirements. Except as othenvise pro宙 ded in Policy 3.5.3.5(Sharing of
Zero Antigen Mismatched Kidneys― Tihe Limit),3.8.1.6.1(Sharing of Zero Antigen
MismatCh Pancreata― Time Lim■ ),3.5.5.2(Excep● on for PHor L市ing Organ Donors),
and 3.5.11.5.1(Pediatric Kidney Transplant Candidates Priority for Kidneys from Donors

Agcd Less than 35 Ycars),whCn a kidncy is shared pursuant to:(1)the ttro antigen

mismatch sharing policy,oi)a VOluntary arrangement fOr sharing the kidney with an

organ other than a kidney from the same donor fbr transplantation into the same recipient

or Oil)a vOluntary arrangement fOr sharing the kidney for a candidate with a PRA of 80%
or greater and a negativc preliminary crossmatch with the donor,the OPC)receiving the

kidney must Offer thЮ ugh the Organ Center a kidney fro■ l the next suitable standard

donor that does not meet the criteria for a DonatiOn attOr Cardiac Death donorl,six years

old and older up to and including age 59,ofthe same AB(D blood type as the donor from

whom the shared kidncy was procured at such time as the OPO has accumulated

obligations to offer● vo kidneys(ofthe same ABO blood type)thЮ ugh the Organ Center,

unless the kidney was a payback kidney.Kidneys from donors meeting the fo1lowing

exclusions:(i)dOnOr is deflned as an ECD,(il)dOnOr meets cHteria for a Donation aftё r

Cardiac Death donor,or(lil)dOnOr is less than six years Old and 60 years old or older

may be offered for payback at the discretion ofthe Host OPO in satisfaction of payback

debts purstant to standard accounting and other pЮ tocols for payback offers and

acceptance. The Organ Center shall offer payback kidneys to OPOs waiting for at least

two payback kidneys of the same blood type.in the sё quential order in which the debts

were incured with the ftrst offer“ the oPo with the longest single outstanding debt.

IFor purposes of Policy 3 5(A1location ofDeceased Kidneys),Donation aner cardiac Death donors shall be deined as follows:

(1)A controlled Donation aner cardiac Death donoris a donor whose life support will be withdrawn and whose family has given
wri■cn consent For organ donation in the controlled en宙 ronrnent of the Operating room;(2)An uncontrolled Donalon aner

fardiac Death donor is a candidate who expires in the emergency roo口 or elsewhere ln the hospitd before consent for orLan

donation is obtained and cathe“ s are placel h the femOra vessels and peritoncum to cod organs until consent can be obtained

Also,an uncontrolled Donation aner cardiac Death donor is a candidate who is consented for organ donation but suffers a

Cardiac arrest requi」 ng CPR duHng procuremё nt ofthe organs
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3.5。 5.l  Kidnev/Non‐ Rena1 0rgan Sharin負 .

3.5.5。 1。1  ⊇efernent of the Kidn`型 /Non― Renal Ex∝ption. OPOs that have
accu口 ulated six or inore payback obligations within the blood typc

of a locany procured donor shan not be pennitted to defer the

obligation to offer the kidneys from this donor in satisfaction of

payback debts by retaining a kidney for transplant with a non― renal

organ locally,except for kidneys a1located for a kidney― pancreas

transplant pursuant to Policy 315.4, or a kidney/non― renal organ

transplant where the non― renal organ is a heart,lung,or liver. The

kidney/non‐ renallexception shaH be deferred until the OPO has

reduced its payback obligation to less,han six.

3.5.5。 1.2 Defemlent of Voluntarv Arrangements. OPOs that have
accumulated six or more payback obligations within the same

blood type shaH not be offcred, and, if offered, shall not accept

kidneys shared with a non‐ renal organ from a donor of thc same

blood type as the accumulated payback obligations,except for

kidneys anocatcd for a kidney‐ pancreas transplant pursuant to

Policy 3.5.4,or a kidney/non― rcnal organ transplant whcre the non―

renal organ is a heart, lung, or livcr.  Thc offer/acccptancc of

kidneys voluntarily shared with non‐ rcnal organs shall be deferred

untilthe OPO has reduced its payback obligation to less than six.

3.5.5.2 Exception for Prior Living Organ Donors. Kidneys procured fronl standard
,                      criteria deceascd donors shaH bc alocated locaHy flrst for prior living organ

donors as deined in Policy 3.5.11.6(Donation Status)befOrc thcy arc offcred in

satisfaction of kidney payback obligations.

3.5.5.3 Kidnev Pavback Debt Limit. An OPO shall accumulatc no morc than nine
kidney payback debts(an b100d gЮ ups combined)at any pointin dme,effect市e

upon llnplementation of this Policy 3.5.5.3.  Dcbts accumulated prior to the

effective date of this Policy 3.5.5.3 by an OPO:(i)Shall be cOnsidcred long‐

term dcbt,(ii)Shan nOt apply toward the nine total debt limit effecuve upOn

irnplementation of this policy,and(五 1)Shan be rcduced annuany by the volume

that is detemined pursuant to ncgOtiatiOns with the Kidney and Pancrcas

Transp:antation Cominittee prior to or around the effective date of this policy.

A kidney shared in satisfaction of a payback debt by an OPO owing long― terln

dcbt may be applied to the OPO's short― tem (′ θ,inCurred on or aftcr the
effect市e date of this policy)Or 10ng― tem debt balance,as directed by the OPO.

Violation of either of thc above pro宙 sions shall result in referral to the

Membership and Professional Standards Committee as a policy violation by the

OPO and a‖  afflliated transplant centers. Additiona‖ y,priority for offers of

zero antigen,ismatched kidneys will be adiusted as detailed in Policy 315.3.3

3.5.6 CeograDhiC Sequence of Deceased Kidnev A1location.In gcncral,kidneys are to be

alocated locaHy nrst,then regionally,and then nationa‖ y.

3.5.6.l Local Allocalon.With the cxception ofkidneys that are l)shared as a result of

a zero anigen mismatch,2)offerCd as payback as deined in Policy 3.5.5 or3)

are alocated according to a voluntary organ sharing arangement as provided in

Policy 3.4.6,aH kidneys will be aHocated flrst to local candidates as deflned in

Policy 3.1.7 the locale、vhere the kidneys are procured.

3.5.6.2 Reglonal Allocation. If a standard donor kidney is not accepted by any of the

local transplant centers for local candidates,thc kidncy is to be aHocated ncxt

宙a the regional lお t consisting of all candilateS liSted on the Wai● ng LiStS Of

other Members wiJhin the samc Region as thc Member which procured the

kidney, When a starFdard donor kidney is a1located regionany,it is to be offered

3.5‐ 6                    .
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3.5.6.3

3.5.6。 4

to MembcrS fbr spC9iflc Candidates in the reglon according to the point systcm

dcscribed in Policy 3.5.1l in descending point order beginning 、vith the

candidate in thc rcgiOn whO has been assigncd the highest number of points.

With an rcgionally‐ shared standard dOnor kidneys,the Organ Center will advisc

the OP()for the transplant center for the candidate whO has the highest number

of points to scck altematc candidates within the OPO or other applicable LoCal

Unit to reccive the kidney in the evcnt that the kidney cannot be used by the

candidate.  Selection of altemate candidatcs must be according to the point

system for standard kidney a1location.If a local potential recipient(s)whO has

agreed to rcceive expanded cHteHa donor kidneys is notidcn16ed(lι ,a match
run and process for nojtting the appropH江 e transplant program(s)in■ iated)
within six hours post cross ciamping of the donor aot the kidney is to be

a1locatcd next via the regiOnal list consisting of an candidates who have agrced

to receive expanded critcria donor kidneys‐ listed on the Waiting Lists of other

Members w“hin the same Rcgion as thc Mcmber which procured the kidncy.
When an expanded criteria donor kidney is aHocated rcgionally, it is to bc

offered to Membcrs for specinc candidatcs in the region according to the point

system dcscribcd in Policy 3.5.12 in dcscending point order beginning with the

candidate who has agrced to reccivc expanded criteria donor kidneys in the

rcgion who has bccn assigned the highest number of points, With all regionany‐

shared cxpanded criteHa donor kidncys,the Organ Centcr will advise the OPO

for the transplant centcr for the candidate who has the highest number of points

to scck altemate candidatcs who have agrecd to receive expandcd critcria donor

kidncys within thc OPO or other applicablc Local I」 nit to receive thc kidney in

the eventthat thc kidney canhot be uscd by the candidate. Sclcction of altematc

candidatcs must be according to the point systcm for cxpanded critcria kidney

alocation.

National Allocation.  If a standard donor kidney is not accepted by any

transplant centcr in thc Rcgion in which the Membcr which procured the kidney

is located,the kidncy is to bc alocatcd to Members for spcciflc candidates in thc

othcr Rcgions nationaHy according to thё point system described in PoHcy
3.5.1l in dcscending point ordcr bcginning with the candidate who has the

highcst number 9fpOints.W“ h ali nationally shared standard donor kidneys,the

Organ Center will advise thc OPO for the transplant center for the candidate

、vho has thc highcst number of points to scck altematc candidates within thc

OPO or other applicable Local Unit to receive the kidncy in the event that the

kidney cannot be uscd by that candidate. Selection of altemate candidates must

be according to the point system for standard donor kidney ,Hocation.  If an

expanded criteria donor kidney is not acccptcd by any transplant center in the

Rcgion in which the Mcmber which procured the kidney is located,the kidney is

to be a1located to Members for specinc candidateξ  who have agreed to receive

expanded criteria dOnOr kidneys in the other Regions nationally according to thc

point system described in Policy 3.5. 12 in descending point Order beginning

wlh the candidate who has the highest number of poinも .W■h di nadondly
shared expanded criteria donor kidneys,the Organ Center will adviso the OPO

for the transplant centcr for the candidate who has the highest number of points

to seck altemate candidates、 vho have agreed to receive expanded criteria donor

kidneys within the OPO or other applicablc Local l」 nit to reccive the kidney in

the cventthatthe kidney cannot be used by that candidate. Selection ofaltemate

candidates must be according to the point syst9m fOr expanded criteria donor

kidney anocation.

Regions.Members belong to the RegiOn in which they are located.The
Regions are as follows:

RegiOn l―

Reg10n 2-

Connecticut,Maine,Massachusetts,New Hampshire,Rhode
lsland,Verlnont

Delaware, District of Columbia, Maryland,New Jerscy,
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Pennsylvania,Northenl Virginia,West Virginia

Region 3‐       Alabama,Arkansas,Florida,(3eorgia,Louisiana,Mississippi:

Puerto Rico

Region 4‐    Oklahoma,Texas
Region 5-  ‐ AHzona9 Califomiら Nevada9 New Mexに o,Utah
Region 6-    Alaska,Hawali,Idaho,Montana,Oregon,Washington
Region 7-    Hlinois,Minnesot North Dakota,South Dakota,Wis∞nsin

RegiOn 8¨     Colorado,lowa9 Kansas,Missouri,Nebraska9 Wyoming

Region 9-   New York
Region 10‐    Indiana,Michigan,ohio
Region ll―     Kentucky, North Carolinap SOuth Carolina, Tennessee,

Virginia

3.5。7   Double R6dnev Allocation. Kidneys fro■ l adult donors rnust be offercd singly unless the

donor meets at least● vo of the follo、 ving conditions and thc OPO would not otherwise

use thc kidneys singly:

(1)   Donor age greater than 60 years;

(li)  Esumatcd dOnor creatinine clearance less than 65 mν min based upon serum
cre7atinine ulon admission;

(111)  Rigng scrum creadnine(greater than 2.5 mg/dl)at ime Ofretneval;

(市)  HiStOry of mcdical diseasc in donor(deined as e■ her longstanding hypertension

or diabetes mellitus);

(v)  Adverse donor kidney histology (dcrlncd as modcratc to scvcrC
glomerulosclcrosis(greater than 1 5%and less than 50%)

Kidneys offercd for double kidney a‖ ocation will be anocated, first loca‖ y, then

regionany,and then nationa‖ y,according to the sequence and point system described in

Policies 3.5.6 and 3.5.11.

3.5.8 Expanded Criteria Donor Кudney Allocatlon.KilneyS frOm expanded critcria donors
must be offercd for candidates who have agreed to receive these organs in accordance

with the geographic sequence of deceased kidney aHocation set forth in Policy 3.5 6 and

pursuantto the point systcm dcscribed in Policy 3.5.12.

3.5。 9   4ヽinimum lnformation′rissue fOr Kidnev Offer.

3.5.9。 l Essential lnformatlon for Iく idnev Offers. The Host OPO must providc the

foHowing infonnation to the potential recipient center with each kidncy offer:

(1)   Donor name and DonorI.D.number,age,sex,and race;

(li)  Date ofadmission for the curent hosp■ alization;

(liり   Diagnog%
(iV)  B100d type;

(v)  HLAA,B,Bw4,Bw6,and DR antigens;
(宙)  Current history ofabdominal iniurieS and Operations;.           (Viり
  Peninent past mcdical or social history;

(宙 1) Curent history of average blood pressure,hypotensive epヽ odes,

average urine output,and oliguria;

(ix)    Final urinalysls;
.  (x)    Final BIJN and creatinine;

(Xi)  Indications of sepsis;

(x‖) Assurance that ind blood and uHne cultures are pending;

(XiⅡ ) Pre_Or posttranshJon serologies as indicated in 2.2.7.1(prC―
transfusion prefered);

(X市) Current medication and transfusion history;

(xv)  Recovery blood pressure and urine output inforlnation;

(xvD Recovery medicalons;
(XVil) Type Of recovery procedure(e.g。 ,en bloc);nush s。 lution and me● od

3.5-8
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(e.gt in situ);and flush stOrage solution;

(XViil)DescHplon of typing mateHal available,including,as a minimum for
each kidney:

0 0ne 7 to 10ml.clot(red tOpped)tube fOr ABO Ve」 ncation,plus
0 2 ACD(yelloW tOp)tubes

0  3 to 5 1ymph nodes

0 0ne 2 X 4 cm wedge Ofspleen in culture medium,ifavailable

Wam ischemia time and organ nush characteristics;and

Anatomical description,including number ofblood vessels,ureters,and

approximtte length ofeach,11uHeS b Or abnomdities ofホ e Ыood

(XiX)

(XX)

3.5.9。 2 Desirable lnformation for Kidnev Orers. with eaoh kidney offer,the

Host OPO or donor center is encouraged to provide the recipient center、 vith the

following biopsy inforrnation for aH ECD kidneys and for ali non‐ ECD kidncys
at thO request ofthe accepting surgeon. To ensure an optimal kidney biopsy,it

is″εο″″θndeグ that

(1)

(il)

(面 )

(iV)

_ the wedge technique bc used;

thc sample measures appro対 matcly 10mm(length)x5mm(width)X
5mm(dcpth);
a minimunl of25 g10meruli arc captured in the sample;and

a frozen section slide or the biopsy mateHal ac∞ mpanies tle kidney for

revlew.

3.5.10 1RESERVED〕

3.5。 1l The Point Svstem for Kidnev Allocationo When inforrnation about a standard donor is

entered into the Match System,ali candidatcs who have an ABO blood type that is

compatible with that ofthe donor and、 vho arc listed as activc on the Waiting List wiH be

assigned points and priOHty as follows:

3.5,11.lTime of Waiung.Exccpt for candidatё s who are less than 18 yearS old,the"Ime

ofwaiting"begins as ofthe time an activc candidatc listed for an isolated kidncy

or combincd kidney/pancreas trans,lant mCets the minimum cHteria set forth

bclow and this infomation(a10ng with the date the critena are met)is reCOrded

on tINetSM;provided,however,that`tim9 ofwaiting"under this policy sha‖ not
precede the datc ofthe candidate's listing.PЮgrams must be able to veritt with

appropriate supporting documentation that the candidate met the criteria as of

the date submitted;this documentation will be subieCt tO audit by the OPⅧ

contractor either through on site audits or othenvise upon request fbr sub■ lission

l轟∬駆酬槻nm出卜質‰l躍蒻 L島蕊
'      mct the fonowing criteria.   .

O measured(aCtual urinary collection)or Calculated or creatine clearance or

GFR(CockCrOft― Gault or other rehable forrnula)lesS than or equal to 20

m1/min;or
,      ●  initiation of chronic maintenance dialysis(deined as dialysis that is

regularly fumished to an End― Stage Renal Disease(ESRD)candidate in a

hospital based,independent(non― hOSpital based),Or hOme setting).

“Time Of waiting"for Oandidates listed for an isolated kidney or cOmbined

kidney/pancreas transplant ttho are tss than 18 ycars Old begins when the

candidate is placed on the Waiting List. Whne not required for purposes Of

initiating waiting tiine,programs sha‖ report whether or not pediatric candidateζ

are on dialysis,and ifon dialysis,l dialySiS Start date. Candidates,regardless of

age,shan continue to accrue waiting time while registered on the Waiting List as

inactive.

」unc 22,2010
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3.5。 11.1.1 Time of Waiting Points. Once the minimum criteHa listed above

are met and"time of waiting"begins to accruc,one point will be

assigned to the candidate waiting for the longest period with

fractions of lointS being assigned proportionately to an other

candidates, according to their relative time of 、vaiting.  For

example,if there are 75 persons of O blood type waiting for

kidneys, the person waiting thё  longest would receive l point

(75/75 x l=1).The next person in order would rcce市 e a fraction

ofone point deflned by the fb‖ owing equation:74/75 x l=X. For

each ill year of woiting time a candidate accrues,an additional l

point、vill be assigned to that candidate. The calculation of points

is conducted separately for each geOgraphic(loCal,regiOnal and

national)leVe1 0f kidney a1location. The local points calculation

includes only candidates on the local Waiting List. The regional

points calculation includes only candidates on the regional list,

without the local candidates.  The national points calculation

includes all candidates on thc national list excluding an candidates

Hsted on the Host OPOls local and regionallists.

3.5。 H.2 0ualiv of An」 gcn Mismatch.Points will be asdgncd to a candidate bascd on

thc number of nlismatches beヽ veen the candidatcis antigcns and thc donoris

antigens at the DR locus. An antigen nlismatch occurs when a donor antigen

would be recognized by the rccipient as bcing different from the recipient:sown

antigens.Quality ofmatch points are asdgncd as follow鋭

●  2 points ifthere are no DR mismatchcs,as dcflned in thc table below or;

o  lpoints ifthere is l DR mismatch tt deflned in thc tablc below.

HLA Mismatch Deinitions*

MiSpatsh CategOけ
澤HLA L6tiS MiS壺 itthes

A BI DR

01ABDRIMM 0 0

O DR PIM 0 1 0

0 0

1 0 0

l l 0

l 2 0

0

1

2

l DR:MM 1

l 1

1

l l

1 1 l

1 l

2 l

2 l l

2 1

・  AnJgens that are considered to be equivalent for matching purposes are currendy shOwn in角

"鋼
dttGdコN♂呼
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There is a pair of antigens at each HLA locis  Donors with only one antigen

identifled at an HLA locuS(A,B,and DR)are prCSumed"homozygouダ l at that

locus c.e.,When Only one of the an● gcns in the pが r at an HLA bcusヽ
identifled,the other antigen is presumed to be identical). For example,a donor

typed as A2,A― (blank)WOuld be considered A2,A2.In the following example,

3.5-10
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the recipient would recё 市e21ointS fOr having a aro,DR mお match(no
mismatches at DR locus)becauSe thc reciplent would not recognize any DR

donor antigens as foreign.              '

Donor Phenotype

A23,A― (Ы ank)

B7,B8
DR,DR4

Recipient Phenotype

Al,A9
B7,B8
DRl,DR4

3.5.11.3 Sensitized Wait List Candidates ― Calculated PRA (CPRA). CPRA iS the
percentage of donors expected to have on,or rnore of the unacceptablc antigens

indtatcd on the WJung lヽt for the candidatc.SenJized wJlng Lヽ t
candidates with deflned unacccptablc HLA hntigens that yield a CPRA of 80%

or grcatcr win bc asttgned 4 points.Each transplant centcr may deine the

critё ria for unacceptable antigens that are considered as contraindicatiOns fOr

transplantation. Unacccptable antigcns that arc deflncd by laboratory detcction

of HLA speciflc antibodies must be detcrlnincd using at least one solid phase

immunoassay using purifled HLA moleculcs. It is the prcrogativc of the
transplant center to establish criteria for additional unacceptable antigens,such

as repeat transplant mismatchcs.The CPRA win be Calculated autё maucally
whcn the unacceptable antigcnt are listed or updatcd on thc Waiting List.The

CPRA will be dOrived from HLA antigcn/allele gЮ up and haplotypc frequcncics

for the different racia1/ethnic groups in proportion to their rcpresentation in the

national dcceased donor population.

3.5.11.4 Medical Urgencv.No points will be assigned to candidates based upon medical

urgency for regio五 al or natiOnal a1locatiOn of kidncyS.Locally,the candidatds

′  physician has the authority tO use medical judgment in assignment of medical
urgency points if there is only onc renal tranSplant ccnter. When there is lnore

than one local renal transplant cёnter,a coopcrative medical decisiOn is required

prior to assignmcnt ofmedical urgency points.               :

3.5.H.5 PediatHc Kidnev Transdant Candidttes Kidney ttansメ ant canddttcs who are
less than ll years old shan bc assigned four additional points for anocation of

kidneys from donors with whOnl the candidatc shares a zcro antigcn mismatch.

Candidates who are ll years old or older but less than 18 years 01d vrin be

assigned threc additional points for alocation of kidneys from donors with

whom the candidate shares a zero antigen mismatch. Thesc points shall be

assigned when the candidate is registered on the Waiting List and retlined until

the candidate reaches 18 years of age.

3.5。 11.5.l PediatHc Kidnev Transplant Candidates PHo面 tv for Kidncvs from

Donors Aged less than 35 Years.Kidneys from donors aged lcss

than 35 years that are not shared mandatorily for O HLA
mismatching, for renaynon― renal organ a‖ ocation, or locany for

prior living organ dOnors pursuant to Policy 3.5.11.6 (Donation

Status)shall be Offerё d arst for transplant candidates who are less

than 18 years of age at listing irrespective ofthe number of points

assigned to the candidate relative to candidates 18 ycars old and

older,with the exception of candidates assigned 4 points fOr PRA

levds of 80%or greater under Polcy 3.5.H.3(Panel Reac● ve
Anlbody)who Otherwise rank higher than a1l other listed
candidates based upon total points assigned under policy. When

multiple pediatric transplant candidates are eligible for organ Offers

under this policy,organs shan be a‖。cated for these candidates in

descending point sequence with the candidate having thc highest

number of points receiving the highest priOrity. For purposes Of

assigning a1locati9n p五 ority am6ng pediatric candidates for
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kidneys from donors aged less than 35 years under this Policy

3.5.11.5.1, one additional point shaH be assigned for candidates

who are less than ll years old;only in the case of 9andidates who

are zero an● gen mismatched wih Donation aner cardiac Death

donor kidneys a1located reglonally or nationally,four(rather than

One)additional points shall be assigned for candidatcs who are less

than ll years old and threc additional points shaH be assigned for

candidates who are ll years old or older butless than 18 years old.

The priority assigned for pediatric candidates under this policy

does not supercede obligations to share kidneys as a result of a

zero antigen mismatch pursuant to Policies 3.5.3(Sharing of Zero

Antigen Mismatched Kidneys)and 3.5.4(ShaHng of ZeЮ  Antigen

Mismatched Kidneys to Combined Kidney‐ Pancreas Candidates).

3.5.11.`Donation Status. A candidate will be assigned 4 points if he or she has donated

for transplantation within the l」 nited States his or her vital organ or a segment of

a vhal organ l.c.,kidney,1市 er segment,lung segment,partral pancreas,small

bё wel segment).  TO be assigned 4 points for donation status under Policy

3.5111.6,the candidate's physician must provide the name ofthe recipient of the

donated organ or organ scgmcnt,the recipient's transplant facility and thc date of

transplant of the donated organ or organ segment, in addition to aH other

candidate infonnation requircd to be submitted under policy. Additiona‖ y, at

the local level of organ distribution only, candidatcs assigned 4 points for

donation status shan be given irst priority for kidneys that are not shared

mandatorily for O HLA mismatching, Or for rena1/non‐ renal organ alocation

irTespcctive of the number of points assigncd tO the candidate relative to othcr

candidates. When multiple transplant candidates assigned 4 points for donation

status are eligible for organ offcrs under this policy,organs sha‖ be a‖ ocatcd for

these candidatcs according to length oftime waiting.

3.5.12  The Point Systenl for Expanded Criteria Donor Kidney Allocation.   When
infOmation about an expanded criteria donor is entered into the Match System, aH

candidatcs who have agreed to recё ive expandcd criteria donor kidneys, havc an ABO

blood type that is compatiblc with that ofthe donor,and who arc listcd as active on the

Wa■ ing List will be assigned points and p● ority as fo1lows:

3.5.12.l Time of Waiting.Exccpt for candidates who are less than 18 years old,the

"time of waiting"begins as of the tiine an active candidatc listed for an isolated

kidncy or combined kidney/pancreas transplant meets the minimum criteria set

fOnh be10w and this infomation(along with the date thc cHteria are met)iS

rccordcd on tlNetSM;provided,ho、 vever,that``time of waiting''under this policy

shal not precede the date of the candidatc's listing. Programs must bc able to

VeH取 With appropnate suppotting dOcumentation that the candidate mct the

critena as of the date submited;this documentation wil be subicct tO audit by

the OP猟 contractor either through on site audits or othcnvise upon request for

澪:1=署瀧鵠譜盤器
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mctthe fbHo、 ving criteria.

O  measured(aCtual urinary collec● on)creatinine clearancc levcl or calculated

GFR(CockCrOn_Gau■ or other reliable fomula)に SS than or equal to 20
m1/min;or

・   initiation ofdialysis.

“Tiine of waiting" for candidatcs listed for an isolated kidney or combined

kidney/pancrcas transplant who are less than 18 years old bcgins whcn the

candidate is placed on the Waiting List. Candidates,regardless of age, shan

continue to accrue waiting time while registered on the Wa■ ing List as inactive.
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3.5,12.1.l  Time of Waiting Points. Once the minimum criteHa listed above

arc met and“time of waiting"begins to accruc,onc pOint、 vill be

assigned to thO candidate waiting for the longest period with

fractions of points being assigned proportionately to aH other

candidates, according to their rclative time of waiting.  For

example,if there are 75 persons of O blood type waiting for

kidneys, the person waiting the longest 、vOuld receive l point

(75/75 x l=1).The next person in order would receive a fraction
of9ne point deflned by the following equation:74/75 x l=X. For

each illl year of、 vaiting tirne a candidate accrues,an additional l

point will bc assigned to that candidate. The calculation of points

ヽconducted separatdyゃ r each geographic oocd,regiond and
national)leVe1 0f kidney a1location. The local points calculation

includes only candidates on thc local Waiting List. The rcgional

points calculation includcs only candidates on the regional list,

without the local candidates.  Thc national points calculation

includes aH candidates on the national liSt excluding an candidatcs

IIsted on the Host()PO's local and regional lists.

3.5.13 Chote of R12ht Vrersus Let Donor Kdnev.Except h the cぉ e of donor ttdney(s)
offcrcd for zeЮ  anJgen mismatched candidates under Policy 3.5.3(ShaHng of Zero
Anlgen Mismatched Kidncys)or fOr kidney and non― renal organ transplantation,the
recipient centcr offered a kidncy for a candidate based upon priority On thc waiting list

may sclect w,ich Of thC"vo kidneys l will receive,if both kidneys from the donor are

transplantable.

3.5.14 Broad and Split Antigen Specincities. HLA matching of A,B,and DR locus antigens

is bascd on the antigens which arO listcd in Appendix 3A. Appendix 3A will be updated

annuaHy by the Histocompatibility Committce. For matching purposes,split antigens not

on thiS list will be indicated on the Wallng List as the parent antigens and will match

only with thc corespOnding parent antigens  Laboratories are encouraged to assign an

splits.

3.5。 15 Local Conflicts.Regarding a1location of kidncys,locally unrcsolvable inequities or

cOnnicts that arise from prevailing OPO pOlicies may be submittcd by any interested

local member for re宙 ew and adiudiCation to the Kidney and Pancreas Transplanね●on
Committee and Board of Directorst

3.5。 16 A‖ ocation of Deceased Kidnevs with Discrepant HLA Tvpings. Allocation of
deceased kidne,s iS based on the HLA typing idenuned by the donor histocompatibility

laboratory.Ifthe recipient HLA laboratory idenifles a different HLA type for the donor,

the kidney may be allocated in accordttce with the onginal HLA typing,or the recipient

center may rea‖ ocate the kidney locany,according to Policy 3.5.

3.5.17 Prospect市 e Crossmatching.A prospective cЮ ssmatch is mandatory for ali candidates,
except、 vhere cliniCal circumstances support its omiss10n.The transplant program and its

l  hlsto∞ mpatibnity laboratory must have ajoint witten policy that states when the
prospective crossmatch may be Onlitted.Guidelines fbr policy development,in91uding

assigning risk and timing ofcrossmatch testing,are set outin Appendix D to Policy 3.
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Rcllal Transplantation

The Eurotransplant Kidney AⅢ ocation
System(ETKAS)

Eurotransplant,founded by Jon J.van Rood in 1967,
、vas initially only a registry of renal tl・ ansplant

candidatcs with tlle prinlary aih to optimize HLA
matching.´rhe organization has expanded continuously

since thcn,and the current nlisslon statement includes

such goals as

e the achievement ofan optinlal use ofavailable donor

organs
e the guarantee ofa transparent and o● ectiVe reclplent

sclcction system based on medical criteria

e the assessment of the importance of factors,which

have the greatest inauence on transplant results

e the scientinc research to i【 nprove the results of

transplantation
● the support or donor procurement to increas,organ

supply
o the promotion,support and coordination of organ
transplantation in the broadest sense of terms.

Ncvertheless,one ofthe mttor tasks of Eurotransplallt

has remained the a1location of donor organs,probably

the inost sensitivc and fragile issue in nledicine一 next to

triage Cllrrently, Inore than 12 000 patients、 vith end

stage rcnal disease are registered for kidney transplan―

tation and approxllnately 3300 transplantations are
pcrformcd per year.The a1location rules used currently

(Eurotransplant Kidncy Allocation System or ETKAS)
are based on a consensus among the participating
countries Austria,Belgiunl,Germany,Luxemburg,the
Netherlands and Slovenia, representing a population
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close to 118 nlilllon ETKAS wasimplemented in 1996

and has been renned continuously since then in order to

shorten the average and maxinluin waiting lmes,ad」 ust

for rarc HLA phenotypes and honlozygosity,achieve
a reasonable balanced kidney exchange r,te among
countrics and guarantee an acceptable HLA nlatch
distribution and optimal overan transplant success rate

Organ a1location in ETKAS

All kidneys(including organs from non― heart― beating

donorsin an cOuntnes with the exception of Germany)
procured in the Eurotransplant rcgion are allocated

using thc algorithms delineated below. Howevcr,
colnbincd tran,plantations of a kidney and a non―
renal organ have priority over all categories of kidney

only transplantations.
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Transplant candidates can be classifled on the waiting

list using urgency codes.These codes combine aspects

of transplantatibility,(yeS or nO,ie.not transplantable

or NT),mediCal urgency,(high urgency or HU)and the
most recent level of allosensitiza6on(<6%of panel
reactive a1lo‐ antibodies, transplantable or T, >6 but
<85°/0,inlmunizcd or T,and >850/0,highly iminullized

Or HI).In Order ror a patient to be accepted by
Eurotransplant as a candidate for HU,speciflc inclu―

sion criteria have to be met(siCh as lack of access
to either haemodialysis or peritoneal dialysis, severe

neuropathy etc.).

Furthermore, candidates can be registered 、vithin

special subprogrammes.The Acceptable MiSmatch

(AM)programmel which is run for every deceased
kidney donor, includes patients with a history of a
pcrccntage or panel reactive antibodics >850/O in t、 ″o
consecutive 3 monthly screenings.Thc patients do not
necessarily need to be highly irnmunized at the time of

organ matching.The programmeidentifles HLA― A,―B
and―E)R nlismatches not resulting in a positivc cross
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match by identifb7ing the HLA― A,‐ B and―DR antigens
against which the recipient has not yet reacted with
a1lo‐antibodies. Further miniinum requirements for
organ anocation are sharing of one HLA― B and― E)R
antigen,no unacceptable dOnor antigcns and repcated
nlismatches and a negative cross nlatch res,lt in
currently sensitized Aヽ l patients.

The Eurotrallsplant Senior programme (ESP)
」bcates kに neys lom 55-ycar― oH deceased donors
to ≧65-year― old recipients. In order to kecp the c01d
ischaemia time as short as possible,no HLA typing is
perfornled,and the organs are transplanted on a local

(Austria, Belgiumノ Luxemburg, Slovenia), regional

(Germany)or natiOnal oTetherlands)lCVel.Kidneys
are reported to ETKAs aftcr HLA typing only ifthey
cannot be a1located within ESP.

Bノοθ″grο :4ヮ ′ンノ
`s

ABO incompatible kidney transplants are not allo、 ved
Within the Aル I progralnme ABO compatibility is
mandatOry(ie.A to A and AB,B to B and AB,AB
to AB andOto A,B alld AB).B100d group 0 000 HLA
mismatch grafts and organs within the ESP programlnc
can be allocated to n and o rccipients.For patients with

>l HLA mismatch blood group O kidneys are FnatChcd

to blood group O recipients only.
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For kidneys that arc not allё cated via ESP,potential
recipicnts are searched nrst vvithin the Aヽ

`progranlme.If no suitable candidate can be idcntlned、  the search
continucs by looking for patients with a complctc HLA

nlatch lf several of these are avallable,they are ranked

with thc help of a point score system as are all others in

case io 000 HLA match can be obtained.ThO patient
、vith the highest point score is ranked on top and

receives the first oFfer. If this offer is reJected aH

folov′ing offers arc madc in descending order. The
number ofpoints awarded is based on several variables,

which iiclude the urgency status,HLA match gradё
,

mismatch probability,waiting time,a distance factor
and the national balance.Transplant candidates with
the urgency code Hl」  receive a bonus of 500 points.
Paediatric patients(く 16 years old at the time of
registl・ ation)reCeive a bonus according to their age

at the time of registration(<6 years 100 points,メ ■11
years 33.3 points and≧ 1l and <16 years 66.6p6ints).

Additionally, tlle points for HLA antigen matching
are doubled for children.In gencral,each HLA― A,―B
and― DR antigen shal・ed is rewarded 66 67 points.The

mismatch probability is a caiculation ofthe probability

ofreceiving a kidncy offer with O and l broad HLA― A,
‐B or ‐1)R mismatch based on 1000 kidneys offered
taking into account the ABO blood group rules and
thc PRA screening using data fronl the Collaborative

Transplant Study database for a Caucasian donor
population.Upon registration,the patients date of the

flrst dialysis or date of rc―institution of dialysis arter a

previous kidney transplantation is counted as the nrst

day for the calculation of the waiting tirn9.A patient,

who is registered with the immediate previous kidney

transplantation having failcd vFithin 3 months after

transplalltatiOn is eligible for the return of、 vaiting tinle.

Per year waitillg tilne in all countries,except Gernlany,

33.3 points call be acquired.The points for Germany
are different(50)to cOmpensate for the difference
in points acquired for the regional bonus(see be10W).

Pre― empt市e transplant caldidates can be registercl,
but receive no points for、 vaiting tinle as they have not

yet started dialysis. Local recipients(i.e. candidates

from the center where the dolloris from)reCeive a bonus

of 100 points in Belgiuln/Luxenlburg and Slovenia and

200 points in Austria. In Belgiumノ Luxenlburg and
Slovenia, a regional bonLis(One Or more transplant
centers in the same rcglo■ of the donor center)of 100
and in Gcrmany of 200 pointsis appointed.Patients in

Austria,Bclgium/Luxemburg and Slovenia addition‐
ally reccivc 100 national points. AH Dutch patients
receive 300 national points. Thus an patients, except

from Cermany,receive a total of 300 points for local,

regional and national points.The Gcrman patients(200

points)are therefore compensated via the waiting time

、vith 50 points per ycar_Once every、 vorking day for the
period of the inlmediatcly preceding 365 days, the

difFerence between the number Ofkidneys procured and

exchanged for transplantation in and between cach
country is calculated.A negative balance fOra country is

deaned as more kidneys being procured than trans―
planted,a positive balance is the other way around.

The national balance points are then calculated as
the highest import balance inintis the recipient country

balance tilnes 10.
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Before ETKAS wasimplemented in 1996,several goals
werc denned. The new system should shorten the
average and especially lnaxilnum waiting tilne.Indeed,

SinCe then about 360/。 of the kidneys were transplanted

into recipients with a waiting timё  ofmore than 5 years,

a number twice is high as before 1996.Furthermore,a
reasonably balanced kidney exchange rate among
participating countries is maintained. Prior to the

initiation of ETKAS in fヽarch  1996, Austria
had a negative balance of 25 kidneys, Belgium and
Luxenlburg of 57 and the Netllerlands of 42.Germany

on the contrary had a positive balance of 136.()11 11

NIlarch 2005,the corresponding numbers were only+6,
-2,+4,and+H,respect市ely.Despite this,the HLA
match distributiOn has remained Stable(e.g.,22%000

HLA mismatched patients)and the l and 3 year kidney
graft survival is good.Finally,it turned out to be very

successful for children.
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