STAM P_Iath un d_ version 1_25jan2010

Scandiatransplant Acceptable Mismatch Program (SPAM

1. General guidelines

Purpose
To increase the likelihood of offering a suitable kidney graft to highly immunized€Eipients,
thus reducing their time on the waiting list.

Success criteria
Reduced waiting time for highly immunized patients.
Acceptable frequency of when a shipped kidney is not transplanted to the indicated STAMP
patient (< 10 %7?).
Survival of grafts comparable to graft survival in PRA-negative patients.

Acceptance criteria
1 On waiting list > 1 year
2 HlI status > 80% reactivity based on CDC and/or solid phase assay
2.1Must be identified in two consecutive samples over a periode of more than 3 months
2.2 With proven reactivity against HLA class | or Il antigens OR both HLA tlasd 1|
antigens.
3 The last tested sample drawn less than 3 months before acceptance

Recipient HLA typing
Recipient HLA-antigens must be assigned at split level, by serology orutaslégping.

Recipient acceptable HLA-antigens

Definition of acceptable HLA-mismatches is performed by laboratorycatieat center.
Acceptable mismatches may be HLA-A, -B, -DR, -DQ antigens.

Acceptable mismatches may include repeated mismatches from previousatreatgpis.
Definition of acceptable mismatches may be based on CDC and/or solid phase assays

Wait listing and matching:

Recipients own antigens and the defined acceptable mismatches are tkeated li

Recipients in the program must be regularly screened at least every 3 monthegEfRA&ty must
be re-evaluated at least once a year.

Once accepted, patients will stay included even if PRA drops below 80%.

For each donor search, a special search among AM-recipients based on spiitfewgding is
performed.

Exchange obligation is marked when the donor only has HLA-A,-B,-DR, -DQ antigafiespac
the recipient as own or acceptable.

Exchange priority will follow Scandiatransplant rules and placed as priorith@umPatient with
STAMP-status when all donor HLA-A, -B, -DR, -DQ antigens are either shared witdtipient
or are among those defined as acceptaBleturn obligation as for other exchange rules.
Exchanged organ may be used for other local recipient if the indicated STAM#R @t any
reason not can be transplanted.

A STAMP patient not transplanted with a shipped kidney because of a positive ctobsshwauld
be withdrawn from STAMP, re-evaluated and eventually re-admitted.

Only the centers joining STAMP have an obligation to exchange kidneys to a Stiekigient.



Event reporting

Donor centers must notify Scandiatransplant when exchanging a kidney to a S&éipMent.
Recipient centers must notify Scandiatransplant if the kidney is transplargechébody else than
the indicated STAMP patient.

Recipient center must give detailed follow-up information on performed transipbenst

Steering committee:

A steering committee (SC) for the project must be appointed by the board of Seasgiaint.

SC shall be composed by one tissue-typer from each of the countries Denmarki, Molavay
and Sweden together with two representatives from the Nordic Kidney Group.

Proposals of STAMP candidates from individual centers must be evaluated anddhbgep@

SC must keep updated on all effects of the program, including:
- Number of exchanged organs.
Changes in waiting time for STAMP recipients and for other waiting patients.
Changed reactivity in individual waiting recipients
Positive crossmatches at donor center.
Fate of performed transplants.

SC may decide to withdraw STAMP-status if antibody reactivity changes.

SC must give yearly status reports to Scandiatransplant.

2. Finding the menu for entering STAMP-data
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3. STAMP pre transplantation
3.1 Query

Any patient with a treatment record, meaning that they are actively on a wistiwgh an
urgency,

T = Transplantable

NT = Temporarily not transplantable

WU = Temporarily withdrawn until specified date

can be looked up.

If you are unable to query the patients, it means;

That the individual has not been Notified to the waiting list yet — OR-
the person has newer been entered into the system — OR —

you are using a wrong Scandia-/Person-number.

STAMP — ACCEPTABLE MISMATCHES PROGEAMME 9201
Scandia Humber Per= Hum 111111 11111 Se=x R ABO

Surname First name

T Center _ Country _
Curr wait li=t _ Wl =tatu= _ Wait for tx numnber
Date of wl entrvy DialsTr cn ___
Harr eqg ==r HLA
Repea mi=matches
Most recent PRA 1
Most recent PRA 2
Identif antib

-
Py
—
—
N

Date of accept Sign up _ Statuz _
Method=s of determ _
Aco. mismatches
Commnents

Ewvent log _
DatesTT=zer of First Reg<La=zt Change

A= X i Fd to cancel.
Count: [ ENTEE QUERY <Heplace:

3.2 Checking for Acceptance criteria

Acceptance criteria
1. On waiting list > 1 year
2. Hl status ( > 80% reactivity) in two consecutive samples over a periode of moi@ tha
months
3. The last tested sample drawn less than 3 months before acceptance



STAMP - ACCEPTABLE MISMATCHES PROGRAMME 9201

Scandia Humber 126645 Per= Hum 210563 1111 Sex M Male ABOD AR
Surnamns tes=t person Fir=t name te=t person

Tz Center AR Aarhus Countrv DE Denmarl

Curr wait li=st ET Kidney Wl =tatus H Wait for tx number _1
Date of wl entrvy 01-JAH-?00& Dial Tr cn AC Aarhus

Harr =g ser HLA A1, 2B L VDR 1.2
Fepsa mis=matches

Moo=t recent PRA 1 01-JAN-2008 IXx _55 AUTO II% _ 89 BLOCKE
Most recent PRA 2 26-JAN-Z2007 Ik 100 CDC I

Identif antib AZ +¥:Cwd 5:D01 +X:DEI10

Date of accept [ | Sign up _ Status _

Methods of determ _
Acc. mismatches
Comments

Event log _
DatesT=zer of First Reg-sLa=t Change

Count : *0 <Replace:

Here is a patient that fulfill the criteria

3.3 Entering STAMP data in pre transplantation

3.3.1 Date of acceptance
First enter "Date of accept” and press <F10>

STAMP — ACCEPTABLE MISHMATCHES PROGREAMME 9201
Scandia Humber 126645 Per=z Hum 210563 1111 Sex M Male ABOD AB
Surnamne test person First namne test person
Te Center AR Aarhu= Countxry DE Denmaxrl:
Curr wait list ET Kidney Wl =tatus H Wait for t= number _1
Date of wl entry 01-JAH-2006 DialsTr cn AC Aarhus

Harr eq ==r HLA A1 2:BL5 7:DR 1.2:;
Repea misnatches

Mo=t recent PRA 1 01-JAN-2008 Ix _55 AUTO IIx _89 BLOCK

Mo=t recent PRA 2 26-JAN-Z2007 Ix 100 CDC ITx

Identif antib A3 +¥X:Cwd 5:-D01 4+X-DEID

Date of accept Bo—JAN-2009 Sign up H Ho Status I Inactiwve

Hethods of determ _
Acc. mismnatches
Comments=

Ewvent log _
DatesT=zer of First Feg- Last Change 26-JAN-2?009 SCTE

FEM-40400: Transaction complete — 1 records posted and committed.
Count: *0 <Replace:

3.3.2 Methods of determination

Go to “Methods of determ” and get a POP-UP window using <F7>
Pres <F5> to select one to many values from the list.

Save your input by pressing <F10>



STAMP — ACCEPTABLE HMISMATCHES PROGRAMME 9201

Scandia Humber Fer= Hum Sex F Female ABO 0

|2

Find:

AUTO Autoantibody examination

— OTHEER Other routines tot | _
FLOT FLOW-FEA _ |_
CDhiC Complement Dependent lvmphocyte Cytotoxicity test I
— LUMI Luminex -
11,12
= iden
Event log _
Dates=er of First Reg-Last Change 16-APR-2009 16-APR-2009

= ction, F4 to cancel.
Count: #*3 ¢List:<Replace:

Go back by pressing <F4>

3.3.3. Acceptable mismatches
Go to “Acc mismatches” and get a POP-UP window using <F7>
Pres <F5> to select one to many values from the list.

STAMF — ACCEFTABLE MISHMATCHES PROGCEAMME 9201
Scandia Humber 111 Fer= Hum Sex F Female ABOD 0
Ac Harrow equivalent =erological HLA
HLA-A A 2B 7. 57.DR 7.13:D0) 9.6
A
74 Find: Identified Antibodie=
A3.11.23.24 25 .26,29,30,31,32.33,34 36,43 66,68
a0:B13,13 .35, 37 38,3947 42 44 47 43 49 50,53 52
— 203 54, 56.59 60,61 .62. 63,64, 65,71 72, 75, 77,78 +X:Cwb;
B 210 4550657
K]
L q 1
10
— 11 Fepeated Mi=matches=
w| 19 Al:BS:DR3:
17

ick =election, Fd4 to cancel.
Count : #*1 ¢Li=t:<Replace:>

Save your input by pressing <F10>

Please note that the patients own A-, B-, and DR- Tissue types can’t beteele
However the patients acceptable DQ- must also contain the patients own DQ



STAMF — ACCEFTABLE MISHATCHES FPROGEAMME 9201
Scandia Humber 11 Pers Hum Sex F Female ABO 0

Acc miz=matches Harrow equivalent =serological HLA
A 2:B 7.57:DR 7.13:D) 9,6

b B DR D
g

Hi = 1 Identified Antibodies
27 103 5 A3.,11. 23,24 .25, 26,29,30,31,32,33,34, 36,43, 66,68
16 4 80:B13,18, 365,37 ,368,39,41 42 44,47 ,458,49,50,51,52
55 a 54 56,59 60,61 .62 63 64 65 71 72 75 77 78 +% Cwh;
58 9 4 5. 6. 7;
67 10
— 73 11 —

a1 1z

14 Fepeated Mis=matches

15 A1 BB DR3;

16

17

Count: #*1 ¢Li=t:{Feplace:

Go back by pressing <F4>

3.3.4 Comments

Go to “Comments” if you have any additional information

Save your input by pressing <F10>

- OR - if you have nothing more to add leave the patient for now by pressing <F4>

TIP!

You can always start entering data on the person — leave the person — and then tetanter

more data. You don’t have to have all data ready at once, when you start work-up on a possible
STAMP-patient.

STAMP — ACCEPTABLE MISMATCHES PROGRAMME

O
M
=
=

Scandia Humber 126645 Per=z Hum 210563 1111 Sex M Hale ABO AR
Surnamns test person Fir=zt namne test person

Tz Center AR Aarhus Country DE Denmarl:

Curr wait list EI Kidney Wl =tatus H Wait for tx number _1
Date of wl entrvy 01-JAH-Z006 DialsTr cn AC Aarhus

Harr eg =er HLA A 1 2-BE5 7:DR 1.2:Dg 4.9:;
Fepea mismatches

Most recent PRA 1 01-JAH-2008 I¥x _GC AUTO IT: _ 89 BLOCK

Most recent PRA 2 26-JAN-2007 IXx 100 CDC ITis

Identif antib A3 +¥:Cwd 5101 +¥:DEI10

Date of accept 2e=JAH-2009 Sign up ¥ Ye= Statu=s A Active

Method=s of determ _ CDC, FLOW

Acc. mi=matches A 11:BY03 21 D4 9 DEI. 13

Comments thi=z iz frestext for additional :maganfl

Event log _

DatesTzer of First REeg-La=t Change 26-JAN-2009 SCTE 26—JAH-2009 SCTPE
. |
Count: =1 <{Replace:

4. Patients being prepared for STAMP



In the Menu "Patients being prepared for STAMP” you can always see the pgteardt the
moment is finalizing data on.

[
=
-

146

126645 210563 1111

SCANDIATEANSPLANT 9202
Patient= being prepared for STAMP

Scandia Perzonnumber W.=. Hame

test person

test person 2e—JAH-20019 i

Statu= date Dav=
O4—HOV-2008 a3

3737
11634
4743
411

== = = =

12-ATG—2008 167
13-ATG—2008 166
10-SEP—20048 138
De—HOV—20048 a1

T Rl
[sullanlialipuiizn]ion]

Fresz [F?] to gquervy and edit patient on current line

Count: *6

TIP!

¢{Replace:

Here you can place the cursor on the patient you want to work on and get to the data byngress

<F7>

5. Patients ready to go on STAMP

When you believe that sufficient data has been entered, and you want to get thegtateed on
the STAMP program, you have to change "Status” from | = Inactive to A = Active.

STAMP — ACCEPTABLE MISMATCHES PROGREAMME 9201
Scandia Humber 126645 Fer=z Hum 210563 1111 Sex M Male ABOD AB
Surnamnes __ First name te=t person
T Cent AMP Statu= __ Countzrv DE Denmarl
Curr wa Wl =tatus H Wait for tx number _1
Date of Find: DialsTr cn AC Aarhus=s
Harr eg 2
Fepea n
Mo=t rep— I Inactive 5 AUTO IIx _89 BLOCE
Mozt re o chic IIz
Identif #:DR10
Date of Sign up H Ho Statu=z A Actiwve
Hethods p—
Acc. mi E9.13
Comment for additional comment
Event log _
Date-User of First REegsLlast Change 26-JAN-2009 SCTE 26—JAN-2009 SCTE

Pres= F10 to

ick ==lection, F4 to cancel.

Count: =1

¢Li=t:<Replace:

You will then get a note, that an Email was send to the STAMP committee — Rikase/ladge
that message by pressing <ENTER>



STAMP — ACCEPTAELE HMISHATCHES PROGEAMME 9201
Scandia Humber 126645 Fer= Hum 210563 1111 Sex M Hale ABOD AB
Surnamne test person First name test person
T Center AR Aarhu= Country DE Denmarl
Curr wait lis=st ET Kidney Wl =tatus H Wait for tx number _1
Date of wl entry 01-JAH-2006 Dial-Tr cn AC Asrhus
Harr =q =er HLA Al 2:BL Y:DRE 1.2
Fepea mismatches
Moo=t recent PRA 1 01-JAHN-2008 I& _G5 AUTO IIx _89 BLOCE
Hos=t recent PRA 2 26—JAH-2007 IXx 100 CDC IIx
Identif antib A3, +H:Cwd 5:-Dl +¥ DRI
Date of accept 2e=JAH-Z2009 Sign up H Ho Status A Active
Methods of determ _ CDC, EFLOW
Acc. mi=smatches _ A3 11:B703.21:DE9.13
Comnments this iz frecstext for additional comment
Ewvent log _
Date-Uzer of First Reg-Last Change 26-JAN-2009 SCTE 26—JAN-2009 SCTP

STAHF

committee

Emzil =sent to
Please acknowledge nessage. [

An Email has now been send to the committee and they will then go trough the pagenif the

person is valid for the program.

= Subject: STAMP: YI-=YA #3

changed status to Active

From: reccoi@scandiakransplant,org
Date: 23-03-200909:11
To: reccmo@daini.au,dk ) frank. pedersen@scandiatransplant. org , reccrmoi@scandiatransplant. arg
Soeand 3 updated 01-53EP-20028 by SCTP: Signed up,
For:
Aogainst:

Conclusion:

You will now be able to find the STAMP record on the patient by entering the menu “Patiady

to go on STAMP”

NOTE

When at least two of the Committee members has accepted the candidat8igheup” will be

altered by Scandiatransplant from N =NOtoY = Yes




6. Patients on STAMP
In the Menu "Patients on STAMP” all the patients accepted on STAMP is didplagether with
the number of days they have been waiting on the program.

SCANDIATRANSPLANT 9202

Fatient= on STAMP
Cnt Scandia Personnumber W.=. Hame Statu=s date Davs
adza - _  _H _ T 19-SEP-2008 129
9408 T H T ) 07-HOV—2008 a0
126645 10563 1111 H te=st person, test person 2e—JAH—-2009 ]
54 777 __ H _ _ T 10-Hov-2008 77
9713 _ ~ _H _ _ 17-HOV—2008 70
106187 . H 17-DEC-2008 40

T skl
asliasiiasiizslizalizs)

Fre= [F7] to guery and edit patient on current line

Count: *6 {Replace:

7. Patients temporarily off STAMP

After acceptance to STAMP, the center responsible for the patient, has thdipossiiemove the
patient temporarily from the program (for instance by positive X-match).
If you want to do so you have to change "Status” from A = Active to | = Inactive.

Note
The patient will of cause still be searchable in Kidney-search only$i&AMP exchange
obligation will be suppressed.

STAMP — ACCEPTABLE MISHATCHES PROGEAMME 9201
Scandia NHumber 1?6645 Fer=z Hum 210563 1111 Sex M Hale ABO AB
Surnamns __ Fir=st nane te=t person
Tz Cent AMP Status __ Countrvy DE Denmarl:
Curr wa Wl =tatus H Wait for t= number _1
Date of Find: Dial-Tr cn AC Aarhus
Harr eg 2
Fepsa m b Active
Ho=t re= Thactive 5 AUTO II _89 BLOCE
Ho=t re n Chc IIx
Identif X:DE10
Date of Sign up Y ¥Yes= Status I Inactive
Hethods p—
Acc. mi E3.13
Comment for additional comment
Event log _
DatesTUser of First RegsLa=t Change 26—JAN-Z2009 SCTE 26—JAN-—2009 SCTPE

FPresz= F10 to pick =selection, F4 to cancel.
Count: =1 ¢List:<Replace:

In the menu “Patients temporarily off STAMP” a list of patients temporarilyTGAMP are
displayed.
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8. STAMP reports

If you want to gain insight into STAMP history and activities you can do so byiraptee menu
“STAMP reports”.

8.1 Patient History Report
Here it's possible to enter a query on a patient no longer on STAMP and see histotigally da

When you have a STAMP-patient on screen you can press <Ctrl-p> to print or <F3play the
data on the screen.
A typical printout will look like this

SCANDIATRANSPLANT stamp_details
Report produced: 26-JAN-2010 13:10 requested by us er: SCTP Page 1
* *

[ STAMP history |

*, *
Scandianumber: 10580

Person number:

11



Gender: M Male

Name:

Country: N Norway

Tx-Center: OS Oslo
Dialysis/Treatment center: 02 Ulleval Sykehus
Waiting list: Kl Kidney

Date of entry on waiting list: 21-JUN-2005
Waiting list status:

Waiting for tx number: 2

Blood group: 0

Narrow HLA: A2,11;B18,35,DR 1,

Repeated mismatches: A19,28;B5,7,12;DR4,7

Antibody Screen Test: 07-APR-2009 19% 80 II
10-FEB-2009 1% 80 |l

Identified antibodies: Al,23,24,25,29,32,43

51,52,53,57,58,59,63
8,9,10,11,12,13,15,1
Date of acceptance on STAMP: 11-MAR-2009
8.2 Summary Reports

Signed up: Y Yes
STAMP status: A Active
Determination methods: OTHER

Acceptable mismatches: A3,26,30,31,33,34,66
50,54,55,56,60,61,64

Comments:

STAMP events: N:1:11-MAR-2009:0PS$
N:A:11-MAR-2009:0PS$

First registered: 11-MAR-2009 OPS$LEIV

Last changed: 27-MAR-2009 OPS$LEIV

8.1 Summary Reports

14:DQ 5,5;

% 80

% 80
;B13,27,37,38,44,45,47,49,
,76,77,78,0Q2,4,7,8,9;DR4,7,
6

,68,69;B7,8,39,41,42,46,48,
,65,67,71,73,75,81;DQ5;DR103

LEIVOS,
LEIVOS,Y:A:17-MAR-2009:SCTP
oS

oS

In the menu “Summary Reports” you can press <F5> to get at list of possildesbbreports

8.2.1 STAMP Notifications (Name of excel file: STAMP_pre_tx_not.xIs)

If you choose this report you will get all patients with a STAMP record.Haratords the report
will contain patients that are: Preparing to go on STAMP, active/inactive on ST#aiBplanted

and permanently withdrawn.

8.2.2 STAMP Withdrawals (Name of excel file: STAMP_pre_tx_wtd.xIs)
If you choose this report you will get a list of transplanted and withdrawn 3T pdtients.

8.2.3 STAMP Transplantations (Name of excel file: STAMP_tx.xIs)



If you choose this report you will get a list of patients transplanted whifentbesigned up on
STAMP waiting list.

It is possible to do the search for a specific period just enter starting andfuy dath.
Commit the extraction by pressing <F10>

You find the extracted excel file by pressing the icon marked with an arrow on thactere
(New File Transfer Window)

Find the file and click on it to open the excel file

13



Now it is possible to work as you like with the extracted data

14



9. Printout off STAMP information

When you have a STAMP-patient on screen you can press <Ctrl-p> to print or digptiatd.

A typical printout will look like this

SCANDIATRANSPLANT

Report produced: 18-MAR-2009 13:50 requested by us

*,

| STAMP details

*

Scandianumber: 126645

Person number: 210563-1111

Gender: M Male

Name: test person, test pe

Country: DK Denmark

Tx-Center: AR Aarhus

Dialysis/Treatment center: ~ AC Aarhus

Waiting list: Kl Kidney

Date of entry on waiting list: 01-JAN-2006

Waiting list status: N Notified

Waiting for tx number: 1

Blood group: AB

Narrow HLA: A12,B5,7,.DR 1,2;D

Repeated mismatches:

Antibody Screen Test: 01-JAN-2008 1% 55 AU
26-JAN-2007 1% 100 C

Identified antibodies: A3,+X;Cw4,5;:DQ1,+X;D

Date of acceptance on STAMP: 26-JAN-2009

Signed up: Y Yes

STAMP status: A Active

Determination methods: CDC,FLOW

Acceptable mismatches: A3,11;B703,21;D0Q4,9;

Comments: this is freetext for

STAMP events: Y:A:26-FEB-2009:SCTP

N:A:26-JAN-2009:SCTP

Y:1:26-JAN-2009:SCTP
First registered: 26-JAN-2009 SCTP
Last changed: 26-JAN-2009 SCTP

stamp_details
er. SCTP Page 1

*

rson

Q 4,9,

TO 11% 89 BLOCK
DC 1%
R10

DR9,13

additional comment
,N:1:26-JAN-2009:SCTP,
,Y:A:26-JAN-2009:SCTP,

15



10. STAMP — Questions and Answers

Q: Will the STAMP search handle the acceptable A19 splits adequately, whetieheipa
immunized against other A19 splits and A19 is a repeat MM?

A: Yes, even if you request the system to leave out patients with previous ofismatpriority 5
patient will be shown.

Q: Can we list own antigens as unacceptable?
A: No that is not possible.
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