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Presentation

Created in 1993, REDOME (Registry of Voluntary Bone Marrow Donors) has
consolidated its position as the third largest registry of voluntary bone marrow
donors in the world and this success must be shared with the entire network that
has worked to ensure access to potential donors and patients to the registry
throughout the Brazilian territory.
However, maintaining a nationwide registry in a country the size of Brazil is a
major challenge, especially in the contact with this donor after the registration and
in the steps that involve complementary tests for identification and confirmation
of compatibility, fundamental to the success of hematopoietic progenitor cell
(HPC) transplantation, highlighting, in this scenario, the work of blood centers and
histocompatibility laboratories.
The displacement of selected donors to specialized collection centers and the
assurance of a humanized and safe environment in the evaluation of these
donors is also a result of REDOME's work with the various professionals who
receive them.
Throughout its history, REDOME has endeavored to keep up with the technical
and scientific changes that have promoted a significant improvement in transplant
results for patients who find in the voluntary donors of our registry, the renewal of
their hopes for a full and healthy life.
Guided by values such as ethics, transparency, cooperation and innovation, we
thank the successful partnership with blood centers, histocompatibility
laboratories, transplant and collection centers and present in this document some
general guidelines that seek to strengthen this activity for the benefit of our donors
and patients.
Dr. Danielli Oliveira
REDOME’s Technical Coordinator
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Introduction

REDOME developed this manual with the purpose of offering information
and guidance on good practices in the steps of filling out the registration of
patients and prescription of cell products collection for transplantation in order to
ensure the best care for patients awaiting hematopoietic stem cell transplantation

with an unrelated donor.

The topic of correct labeling of the material was also addressed as a

strategy that seeks safety in the use of these products.

At the end, we presented guidelines on the confidentiality breaking process
between donor and patient that must take place in an environment that ensures

the respect and safety of all involved.

We hope that the several collaborators working in the transplant centers can
use this information in a way to benefit all those who benefit from this important

activity.
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1. Privacy and Data Security

REDOME works to ensure the privacy of all users of its computerized

systems, patients and donors, and advises that all information available in the

identification process of a compatible donor for allogeneic transplantation,

respects the privacy of patients and donors, according to REDOME's Privacy

Policy and in accordance with the General Law of Data Protection.

All employees involved in this activity should be informed about the

responsibility in this process.

2. Registration in REDOMENET
2.1. Patient Registration in REDOMENET

Patients who are candidates for transplantation must be registered in the

REDOMENET system, through the website link: https://redomenet.inca.gov.br,

by the physician responsible for that patient.

The manuals and video classes guiding the registration of patients are

available on the links below:

https://redomenet-manual.inca.gov.br/pt-br/fluxos paciente

https://redomenet-manual.inca.qov.br/pt-br/video aulas

2.2 Physicians Registration in REDOMENET

Access to the REDOMENET system is restricted to users previously

registered in the system, using a personal username and password to access the

restricted area of the register
https://redomenet.inca.gov.br

through the

link on the site:



https://redomenet-manual.inca.gov.br/pt-br/fluxos_paciente
https://redomenet-manual.inca.gov.br/pt-br/video_aulas
https://redomenet.inca.gov.br/

i
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The manuals and video lessons about physician registration are available

in the links below:

https://redomenet-manual.inca.qov.br

https://redomenet-manual.inca.gov.br/pt-br/video aulas

3. Guidance for Filling Prescriptions

The prescription is a key document to request hematopoietic progenitor cell

products of donors and for the success of the transplant.

When failures occur at filling the prescription, it is necessary to send the
document again, which affects the efficiency of the process, affecting the patient

in question, but also impacts other patients awaiting this procedure.

For these reasons, REDOME has prepared basic guidelines in order to
elucidate the filling of prescription requests. This orientation does not dispense
the clarification of doubts by REDOME for filling the requests, it only seeks to

guide the basic information to be filled.

The deadline for sending the requests is a key aspect at this stage, as it
must consider the donor's availability and the possibility of interstate travel, in

addition to the availability of a collection center.

REDOME recommends that the prescriptions be sent at least 45 days
in advance, so that they can be fulfilled without prejudice to the patient or

the donor.
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In case the product is expected to be cryopreserved for later infusion,
this information must be filled in the respective fields and the infusion
deadline must be as short as possible, in order to ensure the real use of
this product, considering the respect for the voluntary donor and the

impact of unnecessary logistics in the collection centers.

It is important to highlight that if the transplant occurs in a private
service, through a health insurance, the insurance authorization must be

sent together with the prescription so that the process can be started.

Cases of subsequent HSC donation from national or international donors
must be requested by sending a new prescription and medical report justifying
the new collection. This report will be evaluated by REDOME's technical

coordination, which may request additional information.

3.1. For Request of National Donor
3.1.1. FOR027 - Prescription of Hematopoietic Stem Cells’

All fields must be filled legibly and without erasures. If these guidelines are

not followed, the Work Up team is oriented to request a new filled prescription.

RECEIVER IDENTIFICATION: Fill out all the recipient's data, such as RMR,
gender, age at the time of the transplant request, disease diagnosis (as registered
in REDOMENET), history of previous transplants, ABO/Rh typing, and weight (in

kilograms).

TRANSPLANT CENTER: Document the hospital requesting the transplant,

city/state, and the deadline date for receiving the work-up results.

! Forms cited in this Manual will be made available by REDOME, as requested.
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DONOR IDENTIFICATION: Record the DMR, ABO/Rh (there are cases that
there is no record in the system, in these cases, indicate "Not informed" or "No

Record". Do not leave blank!), sex and weight (in kilos) of the requested donor.

PRODUCT REQUEST: Record in the fields corresponding to the option,

Bone Marrow or Mobilized Peripheral Blood, the preferred choice of cell source.

There is no requirement to indicate two cell source options but
restricting the choice to only one source can complicate the collection

process by limiting the options of services available.

Then record the respective doses and the total amount of cells requested,
also taking into consideration the donor's weight limit. In case of weight
incompatibility between patient and donor, especially in bone marrow collections,

the requested target may not be reached.

PERIPHERAL BLOOD SAMPLES TOGETHER WITH THE HSC
COLLECTION may be requested. The maximum volume of 50 ml has to be

obeyed, considering also the sum of the volume of different tubes.

REQUESTED DATES FOR BONE MARROW OR BLOOD SOURCE
PERIPHERIC: Inform different possible dates for the collection to be done,
considering the expected date for transplantation. It is important that there is

an interval of at least one week between the options.

All prescriptions must bear the legible name of the ordering physician

and be dated, signed and stamped.

Compatible donors and umbilical cord blood units selected for
transplantation are considered “reserved” for a given patient for a period
of 6 months, which may be renewed for another period of 6 months, after
transplant center sending a justification including a probable date of the
transplant. After 12 months, the selected donor will be released becoming

available for other patients.
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3.2. For Request of International Donor

The forms used to apply for international registrations may vary according

to the procedure established by the registry, but we describe below the guidelines

related to the main international registry that works in this activity with REDOME:

NMDP - National Marrow Donor Program - USA voluntary donor registry.

3.2.1. NMDP FORM 22 - Confirmation of Donor HLA Typing:

1.

Recipient NMDP ID: RID (Patient Identification Number in the
International Registry)

Recipient Last Name: patient's last name and corresponds to the
names preceding the comma in the registry. E.g: DA SILVA, JOSE
LUIZ — DA SILVA

. Recipient Local ID: RMR XXXX (patient identification number in

REDOMENET)

Donor NMDP ID: Donor identification number in the international
registry

Confirmation Test Date: Report Date" date verified on the donor's CT
report. Date in default Month/Day/Year.

HLA — Fill in loci A*, B*, C*, DRB1*, DQB1, and DPB1* with the typing

released on the donor's CT report.

Note: The HLA typing to be filled out on the form must faithfully contain all

the digits that appear on the report, including letters, if any. E.g.: A*02:01:01:02L
should be transcribed as A*02:01:01:02L and not as 02:01.
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Confirmation of Fesipient T 385.999.7 Phenatype |
Donor HLA Typing NMDF ID: |_ — sequence 0 ||
Recipient
Lot pame: | 2 | DASLIVA, |
o t TC
Registry Use Only Lﬂﬁﬁ. | 3 [ 22222 Coda: l:l
Sequencs Donor NMDP I [14 |2121-7880-5 |
Murmier: Coop Reg | — |
Denar 10
Confinmatio Coog
e e Test Date: E o6 || 18 || 208 Regesiry 1D: I:I
Recaiy Mhonih Day Yoar {=ee page S for coodes)

A Form 22 must be completed for each donor requested 1o provide blood for Confirmatery Typing (CT).
If the doner is being requested for work-up, the Form 22 must be submitted sither prior to, or at the time of
the work-up regquest.

HLA Typing by DNA Technology

Space is provided for reponing several possible abelas for each allele al & locus. If mare space is neaeded, wrile the remainder of he
allekes in the space above or balow the Dax Tor thal lecws. A lab repan may be attachad 1o he completed regart Lo provicde additiznal
infarmalian of byping resull clanfication for the Tarm review process at tha NMDP

g Alluls Daalgrations

Ragisiry
Usi Oiily

[ ]

Ragisiry Wsa Only

Allole Dasignaticns

Ragisiry Wsa Only

Class |
Loiiis
1. A Ornot
tested  FirslA® | Exemnplo: 23:01
E'ém';'” Exemplo: 30:02
2 B Onoat
tested  First B | Exemplo: 44:03
Bq Exemplo: 08:01
3 € Ornot
tasted  First C° Exemplo: 0d4:09M
Cq Exemplo: 07:18
Class I
Loiiis
4. DRE1 O nat Firsl . i
eatsd  CRET Exemplo: 03:01
Sacond YT
ORE1* Exemplo: 07:01

MMDP Form 22 resigion 2 (paga 1 of 5) Tlaole gl etfactive Jung 2071
il e Diooumean numises FOOTTT revision 1

Mail this form Lo
The NMDP Registry
3001 Broadway St. M.E., Suite 100
Minneapolis, MN 55413

Retain & copy at the Transplamt Center.
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Recipiant
MMOP ID:

||T| 189-995.7

Class Il {Optional)
Plegse provide the oplional abale ntonrmation il it i available from youwr laboratory.

Lacus

5. DRB3

6. DRB4

7. DRBS

. D@B1

9. DPFBE1

10, DA

11. DFA1

O nat Firsl
lasled ORE3"
Sacond

DREZ"

O nat Firsl
lasled ORE4"
Sacond

DRE4"

O noat Firat
lested ORES"
Sacond

DRES"

O not First
tasbad DaB1*"
Sacond

DaE1"

O not Firal
tesbed oPE1"
Sacond

oPE1*"

O nat Firsl
lasled [n
Sacond

ooA1"

O noat Firat
lested oPa1®
Sacond

oPa1*

Donor NMOF 10: |T

e 2121-7880-5

Donar Cooperative

Regstry 10

Allsle Dazigraticns

02:01

0202

04:01

13:FNVU

WMDP Form 22 revigion 9 (page 2 of 5) ilable pdf eflactive June 2091
il irge- Dioamermeand mumisesr FOOTTT revision 1

Bagisiry Uss Only
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HLA Services
180 Rusteraft Rosd
- Suie 115
American Dednam, MA 02026
Red cross (tel) 781-461-2145

(tax) 781-461-2269

Blood Services

East Division

ASHIN 10-1-MA-01-1
Director: Susan H. Hsu Ph.D.

CLIAW 2200073830
Dirselor: Jorge Rios, MD

DA SILA, JOSE LUIZ

MRN RID#: 389-999-7
Stem Cell Recipient

| HLA Report

Patient: DA SILVA, JOSE LUIZ Reportto:  Muniz Oliveira, Danielli

Rereme
DOoB:
Rua dos Invalidos, 212

MEL: IDk she st Rio de Janiero, Brazil

Category: tem Cell Recipient

Report Date: oslmzou
HLA Typing
Name
DOB/MRN Sample Dt
uo Receive Dt
Relation/ Source Test Dt s & B ] DRB1 DRB345*  DQA1* [ , DQB1* pPA1* [, DPBI® Haplo
DA SILVA, JOSE LUIZ /
RID#: 389-999-7
Patient /
URD, 2121-7880-5 tl 06/11/2018 Z301 4403 040N G 30202 0501 201 0401
4 Q82088 30.02 08:01 07:18 o701 401:01 0201 02:02 13FNVU
R615041-1 06/13/2018
Unrelated Donor ! Blood

Alleic HLA typing was performed by PCR-SSOP, Sanger SBT, NGS. Low-Intermediate resolution HLA typing was performed by PCR-SSOP.

Code Translation:
FNVU - 13:01/107:01

Comments

DPB1°04:01, DPB1*13:01 is ambiguous with DPB17133:01, DPB1*350:01

*Nome do paciente e codigos de identificacao ficticios cnados para esse informativo, em respeito a politica de confidencialidade do REDOME

Page 10f2

3.2.2. NMDP FORM 117 - Final Recipient HLA Typing

1. Recipient NMDP ID: RID (Patient Identification Number in the

International Registry);

Recipient Last Name: patient's last name and corresponds to the

names preceding the comma in the registry. E.g: DA SILVA, JOSE

LUIZ — DA SILVA;

Recipient Local ID: RMR XXXX (patient identification number in

REDOMENET);

Confirmation Test Date: Date of release of the patient's CT report.

Attention, the date must be registered in the American standard

Month/Day/Year;
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5. Full name of the laboratory that performed the patient's CT

6. HLA — Fill in the loci A*, B*, C*, DRB1* and DQB1* with the typing

report.

released in the patient's CT report, including if there are letters P and

G, they must also be inserted according to what is written in the

Note: The HLA typing to be filled out on the form must faithfully contain all

the digits that appear on the report, including letters, if any. E.g.: A*02:01:01:02L
should be transcribed as A*02:01:01:02L and not as 02:01.
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Final Recipient
HLA Typing

Regietry Use Only

i it

ropn [[smos | S, |
sl P CIETT |
el A |

?f"gt“sziml os ][0 | [aone Cade: | |

A Form 117 must be submitted either prior to, or at the same time as, a donor is requested for work-up.

1. Mame ol Labsratary:

Hagistry
Uee Only

HLA Typing by DMNA Technology

Space is pravided for rapoing several possible aleles for each allede al & locus. If mare space is needed, wrils the remainder of The
alleles in the space above or below the bax Tor thal locus. A lab reparl may be attached 1o the completed repart bo provide additional
infarmation of byping resull clanfication for the larm feview process at the NMDP

Class |
Locus
2 A Onot
baslad
3 B Onot
baslad
4 C  Onot
basied
Class i
Locus

5. DRB1 O not
baglad

|?| Mome COMPLETO do Laboratorio
| I—

(mlraws prmi)

Allele Dasigrabcns

L

Eagisiry Uss Gnly

3
Firai &* 02:01F

Allule Dasigraticns

Rugistry Usa Gnly

Becond | 02:01P
A

- | 51:01

Second 51:01
s

Firat C* 5101

Sagond .
e 5101

First 14:02

DRE1"

Sacond ]

DRE1" 14:02

NMDP Form 117 revision & jpage 1 af 4} filable pdf efective June 2011
Capyright @ 2011 Wational Marmw Donar Progeam, AN rights resendasd,

il g Dioowment numises FOOTTS revigion 1

Mail thie forrm bo:
The NMDF Registry
3001 Broadway St. N.E., Suite 100
Minneapalis, MN 55413

Retain a copy at the Transplant Cednter.
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Class Il {Optienal)

Please provide the oplional alele information il il is availabla from your labaratary.

Locus

6. DRB3 O not
tesled

7. DRB4 O not

8 DRBs O not

9. DOB1 O net
lesled

10, OPET O not

1. D2A1 O not
teslad

12, DPAT O not
leslad

Allule Designaticss

Firsl
DREZ"

Second
DRE3"

Firsl
DRE4"

Sacond
DRE4"

Firsl
DRES"

Sacond
DRES"

Firsl
eniy

Sacond

e || B | o803

Firsl || o | pR03

Sacond 5

1 * S dispaniel

Firat & |* = dsponbd
[a N

Second
DoAT"

Firsl
DPFAT®

Sacond
DPAT®

WMDF Form 117 revision & (page 2 of 4) filable pdf eSective June 2011

Capyright @ 2011 Natianal Marmow Donar Frageam, ANl rights resendesd,
ndwmal e Diooument numiser FOOTTE ravision 1

Rugisiry Usa Cnly
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Funoonamento desde 1981
Cradenciamentos:

° IMUNOLAB Histocompatibidade e Imunogenética
o Av. Bernardo Monteiro, 971 - 11* andar - Basro Fundondnios
CEP 30,150-281 - Belo Horzonte, MG
IMUNOLAB 7o &snes ™™
Imnsplante e-mail: munclabtamunclabte com br &
waw irunolabix. com. be

Ministério da Saide {MS)
Conselho Reglonal de Biclogia (CRBio)
Conssiho Regionad de Medicing (CRM)]

pola Brasleira de (ABMH)
Secretaria Municipal de Sadde (SMS) 6 Vighdncia Santaris

Nome: JLS DN: 08/08/1978 \dade: 39 anos
Sexo: Masculino Material: SANGUE Data da coleta: 30/05/2018 N° do registro IMUNOLAB: 282199
Unidade de captagéo: REREME/NCA Data da liberagao: 07/06/201 : N° do protocolo: 534334
Cédigo:RMR 2222@
TIPIFICAGAO HLA CONFIRMATORIA POR SEQUENCIAMENTO DE DNA
RESULTADOS
HLA-A* HLA-B* HLA-C* HLA-DRB1* HLA-DQB1*
02:01P;02:01P 51:01;51:01 14:02;14:02 13:01;13:01 06:03;06:02
6
HLAA _— J0201P = 02 01/01L/52854 2605556685704
HLA-S
HLAC
HLA-DRB1
HLA.DOB1

(ON: Data de Naacimento)
Notas: 1) METODOLOGIA: Sequendiamento de DNA. 2) As amasiras de DNAS para 85 Ipificagdes HLA serdo cripreasrvadas no Banco de DNA o ksborsidrio por um periodo de 5 até anos.
3) Somente o seu médico esta habiftado para interpretar esses ou ndo 30 seu estado cinico,

Liberado e assinado com certificado digital por: Dra Julia Silva de Oliveira - CRBIO 37244/04D RJ
Hash da certficagio: 5 3a3c2b 3b661 f43a7

*Nome do paciente e cadigos de identificagdo ficticios foram criados para esse informativo em respeito a politica de confidencialidade do REDOME

3.2.3. F00475 — Donor Work Up Request

The prescription document must be filled out completely with patient and

donor information, preferred source, amount of cells, and requested collection

date, as well as delivery information (address, phone number, and responsible

person).

Highlighted below are some instructions. If you have any questions, please
contact the REDOME team.
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Donor Workup Request _ . ,
RID Fornecido pela técnica responsavel

International or NMDP Recipient ID: RID ... TC Code: 301
GRID!nformar o nimero do doador indicado pela Técnica responsavglternational or NMDP Donor ID:

1. Recipient Information
1.1. Current diagnosis:
If acute leukemia, CML or SAA, complete the following:
a. For AML, ALL, or other acute leukemia, indicate current disease status and number of remissions:
O Primary induction failure O Complete remission O Relapse O Induction therapy in progress
b. For CML, indicate the current status of the leukemia (check one)
O Chronic phase O Accelerated phase O Blastic phase
c. For Severe Aplastic Anemia, has recipient been transfused?
O Yes O No
1.2. Classify workup based on patient clinical condition:
O standard QO Urgent

2. Stem Cell Choice

2.1. First Choice 2.2 Second Choice (Must Select One)
O HPC, Marrow — complete section 4 O HPC, Marrow — complete section 4
O HPC, Apheresis — complete section 5 O HPC, Apheresis — complete section 5
O None

3. Pre-Collection Samples
Do not include samples related to a transplant center research study that requires NMDP IRB approval.
Instead, complete the Request for NMDP Donor to Participate in a Research Study form.

3.1. Do you require pre-collection samples to be drawn?
@ No manter sempre essa opgéo selecionada. Pois ndo fazemos importagdo de amostras

O Yes

3.2. Pre-Collection blood samples: 50 mls is the maximum volume that can be requested.
NOTE: For non-U.S. donors, the maximum volume is 35 mils.

ml Red Top (No Anticoagulant) ml Yellow Top (ACD)
ml Green Top (Sodium Heparin) ml Purple Top (EDTA)

Pre-Collection Sample Shipping Information

Attn/Name:

Center Name:

Address Line 1:

Address Line 2 :

City, State, Province:

Zip code, Country:

Telephone:

3.3. Specify when samples should be collected: (optional)

© 2020 National Marrow Donor Program®
Document Number: FO0475 rev 6
Page 1 of 4
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Donor Workup Request

International or NMDP Recipient ID: RID ..... TC Code: 301
GRID: NMDP Donor ID:
4. HPC, Marrow [HPC(M)] Collection
4.1. Length of patient’s preparative regimen in days:
4.2. Specify number of nucleated cells below:
1. Nucleated cells per kg (uncorrected): . x10%kg
2. Recipient weight: X . kg
3.  Total nucleated cells for recipient: = 0:(& x 108
4.  Nucleated cells for quality assurance: + _ ._ x108
5.  TOTAL nucleated cells requested: = O-QQ x 108

4.3.

Enter at least one proposed collection and corresponding donor clearance dates:

(mm/ddlyy)

Proposed Collection Date

Clearance needed by
(mm/ddlyy)

First Choice - Required

data que desejada para coleta

minimo de 10 dias antes da coleta (data proposta)

Second Choice - Optional

data que desejada para coleta

minimo de 10 dias antes da coletg (data proposta)

Third Choice - Optional

data que desejada para coleta

minimo de 10 dias antes da coleta (data proposta)

4.4,
in quantities sufficient to prevent coagulation.

Marrow collection within the NMDP network must be aspirated, filtered and mixed with anticoagulant

Does your transplant center require special

instructions regarding anticoagulant to be added to the marrow either during or after the aspiration?

O No O Yes

a. If yes, specify the anticoagulant including the units, ratio or amount as appropriate:

Anticoagulant:

Amount or Ratio:

4.5. Specify HPC(M) storage and transport conditions (Select one): (O Room Temperature (&) Cooled
5. HPC, Apheresis [HPC(A)] Collection
5.1. Length of patient’s preparative regimen in days:
5.2. Specify number of desired CD34+ cells:
1. CD34+ cells per kg: __ x10%kg Egrgir;\der:‘" ;
2. Recipient weight: X kg tEa) wibe
3. Total CD34+ cells for recipient: = _ 0.00 x 108 "3”'5%0”90‘
cooleaq.
4. CD34+ cells for quality assurance : + . x108
5. TOTAL CD34+ cells requested: = 0.00 x 108
5.3. Enter at least one proposed collection and corresponding donor clearance dates:
Proposed Collection Date 1 | Proposed Collection Date 2 Clearance
(Required) (Optional) needed by
(mm/ddlyy) (mm/ddlyy) (mm/dd/yy)

First Choice - Required

data que desejada para coleta

data que desejada para coleta minimo de 10 dias

Second Choice (Optional)

data que desejada para coleta

antes da coleta (data

data que desejada para coleta proposta)

Third Choice (Optional)

data que desejada para coleta

data que desejada para coleta

When CD34+ counts are not available, the Apheresis Center collects based on recipient weight as outlined below:

*  Recipient weight < 35kg
« Recipient weight 36 — 45kg
* Recipient weight 46 — 55kg
* Recipient weight 56 — 65kg
*  Recipient weight > 65kg

© 2020 National Marrow Donor Program®
Document Number: FO0475 rev 6
Page 2 of 4

One 12-liter Apheresis procedure performed.
One 15-liter Apheresis procedure performed.
One 18-liter or two 12-liter Apheresis procedure(s) performed.
One 22-liter or two 12-liter Apheresis procedure(s) performed.
One 30-liter or two 12-liter Apheresis procedure(s) performed.
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Donor Workup Request

International or NMDP Recipient ID: RID

TC Code: 301

GRID:

NMDP Donor ID:

6. Day of Collection Samples

A minimum of 10 mis of donor peripheral blood must accompany each product collected (used for

ABO and Rh confirmation).

Indicate the type of tube(s) required by the transplant center:

Peripheral Blood Product
Day 1 Day 2 Day 1 Day 2
HPC(M) & HPC(A) HPC(A) only HPC(M) & HPC(A) HPC(A) only
Red Top (No Anticoagulant) ml ml ml ml
Yellow Top (ACD) ml ml ml ml
Green Top (Sodium Heparin) ml mi ml mi
Purple Top (EDTA) ml ml ml ml

6.1.

Apheresis Center: Fax CD34+ results to the following number:

7. All Transplant Centers Must Complete:

Apenas 0 nome

Regarding the donor designated above, | verify that the ABO type, degree of HLA match, compatibility testing
results and infectious disease results are acceptable to proceed with stem cell collection for above patient.

data real de envio ao REDOME

Apenas o0 nome

Form Completed By

(mm/ddlyy) Ordering Physician

8. Product Transport /Delivery Information
Name:

Nome do Centro de Transplante

A responsible party at the receiving
facility
Receiving Facility Name:

Local de entrega

NMDP Transplant Center or other
delivery site name

Street Address:

Street address for product delivery
City, State and Country:

Information for product delivery
Telephone Number:

Responsavel por receber as células

A telephone number for the receiving
facility

© 2020 National Marrow Donor Program®
Document Number: FO0475 rev 6
Page 3 of 4
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Donor Workup Request
International or NMDP Recipient ID: RID ... TC Code: 301
GRID: NMDP Donor ID:

9. Outstanding Requests
9.1. If there are outstanding requests for donor or cord typing, should they be cancelled*?

O No

QO Yes > Please indicate below:

1 NMDP Donor [] Cooperative Registry Donor
1 NMDP Cord [ Cooperative Registry Cord

*It may not be possible to cancel request for typing in progress or for donors with an appointment scheduled in
the next 2-3 days. The transplant center is financially responsible for the services that cannot be cancelled.

10.Held for Workup
10.1. Donors requested as Held for Workup?
O No
O Yes
When ID numbers are listed below, the donor(s) are categorized as “held for workup”. After the first
choice donor is “cleared to donate”, the held for workup donor(s) are released. The Confirmation of
Donor HLA Typing (Form 22) must be submitted to request a donor to be held for workup.

NMDP Donor ID: GRID:

NMDP Donor ID: GRID:

11.Comments (optional):

Information on this page is for NMDP Case Management use only
and is not to be shared with the donor center.

© 2020 National Marrow Donor Program®
Document Number: FO0475 rev 6
Page 4 of 4
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3.2.4. F 10 — Formal Request and Prescription for HPC Marrow; HPC Apheresis
and/or MNC Apheresis

The form must be completely filled out and without erasures.
The following fields are highlighted on the WMDA Form:

e PATIENT DATA: Filling in patient data;

e DONOR DATA: Filling in donor data;

e PRODUCT SHIPPING ADRESS: Address of the Collection Center
for delivery of the cells;

e PRODUCT REQUEST: Definition of the chosen product;

e TRANSPLANT HISTORY: History of previous transplants;

e PREFERRED DATES: preferred dates for collection (put three
dates and their respective infusion dates);

e PRE-COLLECTION SAMPLES: In general, we do not request pre-
collection samples and exceptional cases should be informed to the
REDOME team,;

e PRE-COLLECTION SAMPLES TO BE SHIPPED TO: In general,
we do not request pre-collection samples;

e STEM CELL AND/OR LYMPHOCYTE COLLECTION: fill in to
signal quantity of cells desired and do not exceed the safety margin
set for donor;

e ADDITIONAL SAMPLES TO ACCOMPANY STEM CELL OR
LYMPHOCYTE PRODUCT: Fill in if you want some sample to

accompany the collection.
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4. Guidelines for Labeling and Releasing HPC

The labeling, completion of documentation, and proper release of
Hematopoietic Progenitor Cells (HPC) is extremely important for the transport
and maintenance of the integrity of the collected material in order to ensure the

safety of the patient for whom it is intended.

4.1. Labeling

The material must be prepared labeled according to current regulatory

standards, accreditation body requirements, including the WMDA.

The released product labels must be tamper-proof and remain intact
throughout the storage period, until the expiration date of the product, and contain

the following information:

e Total cell volume;

e DMR or GRID ID;

e Receiving RMR;

e Expiration date and time 48 h;
e Date and time of collection;

e Volume of anticoagulant;

e Temperature at 2-24°C;

e Do not irradiate;

e Do not use leukocyte filter.

Other information about the product must be described in the collection form
that must accompany the product (FOR029 - Transport Report or C10 - Collection
Report).
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4.2. Documentation for Product Transportation

All products released, must be accompanied by the corresponding

documentation to be delivered to the person responsible for receiving the product:

e FORO029 - Transport Report (National);
e FORO030 - CPH Quantification Report (National);
e Collection Report in the template for the place of origin (for import);

e Transport Report in the template for the place of origin (for import).

The adequate filling out of these forms is also important to ensure the safety
of the transport and use of the product, and they must be received clearly and

completely filled out.

In case the form presents inconsistent information, REDOME should be
immediately communicated in order to inform the collection center or international

registry about the occurrence.

4.3. Courier

The person responsible for transporting the material is trained to meet the

requirements established in national and international standards.

It is important to highlight that the couriers for international collections are
foreigners, and it is important that the person responsible for receiving the

material is able to receive and communicate with this professional.

If a second collection day is required or there is any incident that delays the
release of the product, REDOME will contact the transplant center to inform about

the changes in the logistics of travel and delivery.

After the delivery of the material, REDOME will send the thermal reading
report regarding the temperature control during the transportation of the material.
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To finalize the process, we request that you send the form FOR023 -
Transport of HSC from international donor or FOR029 - Transport report

(national) with the consent of delivery and forecast for infusion of the product.

5. Post-transplant

After six months from the date of the infusion, the donor may request
information about the health status of the recipient. In this sense, we count on the
collaboration of the transplant centers to provide us with updated health

information of the recipient when requested.

The same occurs in cases of breach of confidentiality (disclosure) between
donor and recipient, a process that begins eighteen months after the confirmation
of the transplant date and culminates in the meeting between patient and donor.
For this purpose, we will also need an updated medical report and the contact

information of the recipient or his guardian to start the disclosure process.

The international registries also request information from the recipient
through a specific Follow-up form, and, for this reason, we will routinely send this
document to the transplant center teams for completion.

Whenever desirable and respecting the established deadlines described
above, the collection center or transplant center may encourage its recipient or
donor to contact us through the e-mail postransplante@inca.gov.br with the
purpose of initiating the news request process, correspondence exchange or

disclosure.
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Final Remarks

Some descriptions of the proper handling and filling of documents in the

HPC request process were presented.

These guidelines do not dispense the clarification of doubts by the

REDOME team for the correct use of requests and forms.

Contact the REDOME team through:

Email: rereme@inca.gov.br

Telephone: (21) 3207 — 4707

Website: http://redome.inca.gov.br/
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