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Rare Disease Gene Panel Program

1.

Sample collection
and submission guidelines

Paper Submission only for remaining kits distributed before April 2024.



Content of the kits received:

Collection form Test request form Physician’s statement
[ ] [ ] [

Solicitagéo de exame laboratorial

SERVICOSDE
TESTE DE DIAGNOSTICO

DIAGNOSTIC P

.
Formulario de solicitud de pruebas de laboratorio
sanofi

sanofi
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O Nes Pompe. - DIAGNOSTIC TESTING SERVICES BY
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el tertament s rsvughs e e cotdas et " e e . omail
o S
RIS G L o .
S .
- R
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Content of the kits received:

ICF
(Consent term Plastic envelope Silica gel bag External
e — 2 copies e for return o e €nvelope

f.

sanori SERVICOS DE TESTE DE DIAGNOSTICO

DIAGNOSTIC TESTING SERVICES / SERVICIOS DE PRUEBAS DE DIAGNOSTICO

INFORMED CONSENT FORM TO TAKE PART IN THE SANOFI
GLOBAL DIAGNOSTIC SUPPORT PROGRAM

ation Data of the part fu—

Physician in charge: 1D No.

Patient name:

Date of Birth Patient ID:

\

Legal guardian (if applicable)

s sanofi

You have been referred by your physician to take part in the Sanofi Global Diagnostic Support Program
(“Program”), which is only liable for the allowance to conduct diagnostic exams requested by your
physician and available in the Program Rules, subject to amendments with no prior notice. Any other
required conduct, including, but not limited to, supplementary exams which are not available in the
Program, or suspended temporarily, medical or other professional care, other medical services and
provision of treatment are not Sanofi’s liability, taking into account the Program’s features.

This form must be read carefully and, should you have any questions, you can contact the physician
responsible for your monitoring. Afier the following information has been clarified, we ask you to sign at
the bottom of this document if you agree to use the services of the Program according to the terms below
There are two (2) copies. One is yours and the other is for the Laboratory hired by Sanofi (that is, Instituto
Hermes Pardini SA in Brazil).

Consent 1o the terms below is a necessary condition for using the Program services. If you do not agree
with the provisions of these terms, refusing to sign the document will make it impossible for the Laboratory
hired by Sanofi fo provide such services.

I declare that I agree to enjoy the benefits of the Program freely and voluntarily and that I have been
informed about the following topies:

1. The cxams are intended to assist n the rescarch of the supposed dmyw\u of pre
in the Sanofi Global Diagnostic Support Program, as requesc

xisting rare
ian, and your

the Program

2. The chjscive of the Program i t perfon abocstory nslyses (enynaic m()\LLuIAr genetic
panels, or others) using the appropriate and rechniques for diagnosis, through the collection of
blood, urine, saliva, or other biological material, forthe pupose of ivesignin the dingnoste sspicion
free of charge, according to medical request.

Th servioes provided wxir the Program ars fnded by Sanof and comply with patons and
international quality guidelines, being considered the most suitable for the identification of pre-existing
diseases.
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Rare Disease Gene Panel Program - Step by Step

Step I:
Fill all the blanks in the forms within the kit.
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Rare Disease Gene Panel Program

Form1:
Collection Form C) Select Test.

A) Patient information

. . D) Inform Sample Collect Sample.
Use capital letters. Do not abbreviate.

E) Protocol
The physician should keep the protocol to guarantee the
traceability of sample via barcode.

B) Clinic/Physician Information
Important: Be careful in writing the e-mail with
readable letter to ensure receipt of results.

Preencha com letra de forma - N&o rasure - Usar alfabeto latino | Capital letters only - Do not rip - Use latin alphabet | Letras de molde - No borre - Utilizar el alfabeto latino

n - 2D
Paciente / Patient Doenca investigada / Disease investigation / Enfermedad investigada g' g 8 g g
a Paciente / Patient
[Jeompe  []AsuniGaucuee. [Jmpsi [ FasrY & 3 § §
g 3 Genero / Gender / Género A Telefone / Phone / Teléfono C o 5 E § cge
5gs Ov O O | [ 12 amostra/ 15t a 2 3 ©
g [] Recoleta/ g 2 z Data coleta / Collection date / Fecha de recoleccion
2% E-mail / Correo Electrénico e g S 2 g o
i gl & g CLICTICT T
Y] Tipo de investigagao / Type of /Tipo de ) g g EFa
s % (Assinalar apenas uma opgo / Check ust one option / Marque s8l ura opcidn) 3 o 2 =2
o8 i E 8 3 478 Tipo de amostra / Sample / Tipo de muestra
B a D PACIENTE INDICE / INDEX PATIENT / PACIENTE INDEX ;’_ = o s .g
T Meédico / Physician 8 8 g SE§ Plasma Heparinizado sangue Urina
= [] TRIAGEM FAMILIAR / FAMILY SCREENING / ESTUDIO FAMILIAR <] 3 3 538 D Heparinized Plasma D Blood D Urine
g i g 54 (8 =ber Plasma con Heparina sangre orina
: — ot o gl r i giE
=z Telefone / Phone / Teléfono B Phone / Teléfono Movil Pais / Country D = g g §&s
-3 - 2 =
258 = & 225
g3 Grau de parentesco / Grado de parentesco: = Bl
T2 E-mail / Correo Electrénico 2 eza
2E S, : 58¢
Z S s
B % F) % g g Assinatura do responsavel pela coleta / Signature of the responsible
] 3 A E for the collection / Firma del responsable por la recoleccion
o - --- B aRCE IR e e R < 000000000001 8 g
22 S« 2 S o
| S i F a :
v il S B oo q@NOFF
s o 100000000000 3 o o °
EE , g ©
{7 Telefone / Phone / Teléfono B Phone / Teléfono Movil Pais / Country = g =
E o
S o ;s = o
° (= NAO TOQUE NO PAPEL FILTRO
Y o>
E-mail / Correo Electrénico e [ % 000000000000 ] © - @ DO NOT TOUCH THE FILTER PAPER
=
o NO TOQUE EL PAPEL DE FILTRO

<= Destaque aqui / Detach here / Retire aqui m»-




are Disease Gene Panel Program

Form 2:
Test Request Form

Fill with Clinical Information —

Solicitagdo de exame laboratorial
Formulario de solicitud de pruebas de laboratorio
Laboratory test request form

sanofi

/full name / pleto - ndo abreviar /do not attreviate { no abreviar)

Fill with Patient Name

Doenga investigada / Disease investigation / Enfermedad investigada - Assinale apenas uma opg&o / check just one box / marque solo una opcién

[ Nes Pompe
Painel de Distrofia Muscular de Cinturas (LGMD) para ensaio da i id: NV (variantes de numero de cdpias) se aplicével.
Li Dystrophy (LGMD) par ing. for y NV (Copy number variants) if applicable.
PanFl ds‘D.s!mﬁa Muscular de Cinturas (LGMD) corprueba refleja para el ensayo de la enzima Alfa-glucosidasa y secuenciacién de GAA + CNV (variantes de niimero de copias) si es
applicable
[ NGS Fabry
Painel molecular para a cardiopatia hipertréfica com teste reflexo para a enzima Alfa-galactosidase e LYSO-GB3, se aplicavel.
M) panel with g for Alph: and LYSO-GB3, if applicable.
Panel molecular para la i ia hif 6 ba refleja para la enzima i y LYSO-GB3, si licable
[ NS Gaucher & ASMD
e Beta i teste refl gene SPDMI -Niemann-Pick tipos A/B ou gene GBA - Doenga de Gaucher , se aplicavel.
d ith refl g for ge q of SPDM1 gene - i /B ‘GBAgene - , if applicable.
una para o1 leta del gen SPDM - Niemann-Pick tipos A/B o gen GBA - Enfermedad de Gaucher,si procede]

INFORMAGOES / INFORMATION / INFORMACION

Indicagéo para o teste / Test indication / Indicacién de la prueba:  (Marque somente uma opg&o / Check one option only / Marque solamente una opcién)

O ético familiar / Family i 2
[ complementagao diagndstica de patologia conhecida / Diagnostic of known pathology / de patologia conocida
O i éstica / Diagnostic / 6n diagnéstica
Existem outras pessoas na familia com achados clinicos semelhantes? / Are there other people in the family with similar clinical findings? / ¢Hay
otras personas en la familia con hallazgos clinicos similares? [ Nao/No [ sim/Yes/Si Parentesco / kinship:
Ancestralidade do paciente / Patient's ancestry / idad del paciente
Informagaes clinicas / Clinical Information / Informaciones clinicas
P o/
. os / Solid [ Nso/No [ sim/Yes/si  DatalfDate/Fecha I I
. & o [JNao/No [ Sim/Yes/Si  Data/Date/Fecha 1 I

Informe os principais achados clinicos / Report the main clinical findings / Informe los principales hallazgos clinicos

Exames realizados / Exams done / Exdmenes realizados

uso / Medicati use/ uso

Alimentagdo / Diet / Alimentacion

Heredograma do Paciente / Patient’s Pedigree / Heredograma del paciente

COJEMCTTT

Data da Solicitagao / Request date / Fecha de la solicitud

Assinatura do médico / Physician Signature / Firma del médico
Carimbo do Médico/ Doctor's Stamp / Sello del médico

Servigos de Teste de Diagnostico
sanofi-1-2023 Diagnostic Testing Services / Servicios de Prusbas de Diagnéstico

— Select Requested Exam and Test Indication

Physician’s signature



Rare Disease Gene Panel Program

Form 3:
Physician’s Statement

Fill with Physician’s Information —

Physician’s signature

sanofi

PHYSICIAN STATEMENT
DIAGNOSTIC TESTING SERVICES BY
SANOFI GLOBAL DIAGNOSTIC SUPPORT PROGRAM

I » e-mail
practicing at N L ity
country hereby certify that T requested Sanofi to provide access to diagnostic testing without

charge for the diagnosis of rare discases.

The requested diagnostic testing will be performed by specialized laboratories retained by Sanofi under a service agreement. Sanofi is
only coordinating and supporting this diagnostic service and is not otherwise involved in the diagnostic testing.

In order to honor this request, I, the undersigned, agree to adhere to the diagnostic testing services process (forms and systems) as
outlined below
1. use of Dried Blood Spot (DBS) cards + DBS sampling guidelines provided by laboratory contracted by Sanofi

2. use of a laboratory internal system to register the DBS sample, track its status (if applicable) and receive notifications when
the analysis report is ready.

3. use of Informed Consent Forms (ICF), with the ICF template provided by laboratory contracted by Sanofi.

By signing this statement, I, the undersigned, confirm the following:

« the diagnostic testing is performed at my own request and any therapeutic decisions resulting from this testing arc at my
own responsibility.

« T will not seck nor accept reimbursement from a 3rd party for the services provided by Sanofi.
*  Iwill not be paid or rewarded in any way by Sanofi to test patients and/or use the diagnostic services.
*  Ideclare there is no conflict of interest between me (or any of my family members) and Sanofi.

I guarantee that I will timely inform my institution of the requested services and the content of this statement.

Date:

Signature

Professional title and full name

Your personal data will be processed in the context of laboratory testing. If you have questions on this processing, wish to receive a ful privacy notice
or exercise your access right or other statutory rights, please contact mucleofrmadie.combr

Fill with Physician’s Name and
Professional Title



Rare Disease Gene Panel Program

Form 4:

Informed Consent Form

(ICF)

Fill with Patient Information —

sanofi

INFORMED CONSENT FORM TO TAKE PART IN THE SANOFI
GLOBAL DIAGNOSTIC SUPPORT PROGRAM

PPy TAGE

ation Data of the parti

Physician in charge: D No.:

Patient name:

Date of Birth: / / Patient ID:

Legal guardian (if applicable):

You have been referred by your physician to take part in the Sanofi Global Diagnostic Support Program
(“Program”), which is only liable for the allowance to conduct diagnostic exams requested by your
physician and available in the Program Rules, subject to amendments with no prior notice. Any other
required conduct, including, but not limited to, supplementary exams which are not available in the
Program, or suspended temporarily, medical or other professional care, other medical services and
provision of treatment are not Sanofi’s liability, taking into account the Program’s features.

This form must be read carefully and, should you have any questions, you can contact the physician
responsible for your monitoring. After the following information has been clarified, we ask you to sign at
the bottom of this document if you agree to use the services of the Program according to the terms below.
There are two (2) copies. One is yours and the other is for the Laboratory hired by Sanofi (that s, Instituto
Hermes Pardini SA in Brazil).

Consent to the terms below is a necessary condition for using the Program services. If you do not agree
with the provisions of these terms, refusing to sign the document will make it impossible for the Laboratory
hired by Sanofi to provide such services

I declare that I agree to enjoy the benefits of the Program freely and voluntarily and that I have been
informed about the following topics:

. The exams are intended to assist in the research of the supposed diagnosis of pre-existing rare
diseases set in the Sanofi Global Diagnostic Support Program, as requested by your physician, and your
participation in this Program is not conditioned to the payment of any amount, that is, you will not
receive or pay any sums to participate in the Program.

2. The objective of the Program is to perform laboratory analyses (enzymatic, molecular, genetic
panels, or others) using the appropriate and available techniques for diagnosis, through the collection of
blood, urine, saliva, or other biological material, for the purpose of investigating the diagnostic suspicion
free of charge, according to medical request.

3. The services provided under the Program are funded by Sanofi and comply with national and

international quality guidelines, being considered the most suitable for the identification of pre-existing
diseases.

global-tcle-esp-port-ing-v1-2023

- Apply Tag A

/\ Patient or guardian signature on last page.
(mandatory)

/\ 2 copies (one copy must be attached to the test
request form and the other to be given to the
patient.




Rare Disease Gene Panel Program - Step by Step

Step 2:

Sample Collection Process.
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Rare Disease Gene Panel Program

Step 2:
Tips for Successful Sample Collection

Successful sample

- Sufficient and homogeneous concentration of sample. . . .' .
« Blood should be viewed in both sides of the filter.

» Sample could be drawed with needle or by capillary puncture.

 Important to fill all the paper filter circle with the blood.

« If the sample doesn’t meet the quality standard, a new sample collection will be asked.



Rare Disease Gene Panel Program

Step 2:
Wrong Collection

Insufficient sample Supersaturated sample

Wet sample

-



Rare Disease Gene Panel Program

Step 2:

Additional Information

“Iuped 0dnID B SoPeARSa] SOLPaIRP S0f SOPOL "[BLRIRW 3152 3P [eDed 0 210} UQDDNpO.R] B] BpIYOId
uipieq odnio 0} paniasas SYBIY I UBPPIGI0) s1 [eua)ew iy Jo uomnpoidal (epsed 10 e3o)
“WIpieg odnio o8 Sopeniasal SOl S0 SOPoL‘feuajew alsap [epied no [ejal oginpoudal e epigioid

Preencha com letra de forma - N&o rasure - Usar alfabeto latino | Capital letters only - Do not rip - Use latin alphabet | Le

Paciente / Patient

Género / Gender / Género DN/DOB/FN
mljml mE e |

E-mail / Correo Electrénico

Telefone / Phone / Teléfono

Médico / Physician

Telefone / Phone / Teléfono Celular / Cef

Collect the sample following
the instructions on the kit.

E-mail / Correo Electrénico

INSTRUCOES / INSTRUCTIONS / INSTRUCCIONES

o Realize a coleta seguindo as instrucdes ao lado para cada tipo de amostra.
o Assinale o tipo de amostra.
o Cole a etiqueta A no papel filtro e a etiqueta B na solicitacdo do exame.

o Deixe secar naturalmente, em superficie limpa, plana, horizontal e seca, por pelo
menos 3 horas.

o Nunca utilizar meios para acelerar a secagem (estufa, sol, secador de cabelo,
microondas etc.).

e Concluida a secagem, coloque a amostra no envelope do formulario, sele e coloque
dentro do envelope plastico de proteco.

o Mantenha em temperatura ambiente (18°C a 25°C) até o envio ao Laboratério DLE.

Plasma Heparinizado / Heparinized Plasma
Plasma con Heparina

o Perform the collection by following the instructions for each sample on the right.
o Check the type of sample collected.

o Paste the tag A on the filter paper end the tag B on the test request form.

o Let it drying naturally, in a clean, horizontal and polished area, for at least 3 hours.
o Never use ways to accelerate drying (stove, sun, hair dryer, microwave, fan etc.).

o After the drying is completed, place the sample into the envelope form, seal and insert
into protection plastic envelope.

o Keep it in room temperature (18°C to 25°C) until shipping to DLE Laboratory.

Instituigdo / Institution / Institucion

Important!
The sample must be left
drying for at least 3 hours.

Telefone / Phone / Teléfono Celular / Cell Phone / Teléfono Mévil Pais / Country

E-mail / Correo Electrénico

o Realice |a recoleccion siguiendo las instrucciones al lado, para cada tipo de muestra.

o Marque el tipo de muestra recolectaday .

o Peque la etiqueta A en el papel de filtro y la etiqueta B en el Formulario de solicitud.

* Deje secar naturalmente, en superficie limpia, lisa, plana y seca, durante al menos 3 horas.

o Nunca utilizar medios que aceleren el secado (estufa, sol, secador de pelo,
microondas, etc.).

o Terminado el secado, deposite la muestra y selle el formulario, y después guardelo en
el sobre pléstico.

e Mantenga en temperatura ambiente (18°C a 25°C) hasta el envio al Laboratorio DLE.

-

Preencha completamente os circulos.
Fill all circles completely.
Llene completamente todos los circulos.

Fill all circles completely.
Llene completamente todos los circulos.

Preencher completamente o papel filtro.
Fill the filter paper completely.
Llenar completamente el papel filtro.



Rare Disease Gene Panel Program - Step by Step

Step 3:

Sample Packaging and Submission.
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Rare Disease Gene Panel Program

Step 3:
Correct placement

Erame sofctado f Requested exam / Bamen soicitado
[JGAUCHER [JPOMPE [ FABRY []MPsI

[ 1*amostra/ 15t sampie / 1* muestra || Recoista/ recollection /recoleta

Flpn de investigagdo / Type of investigation / Tipo de investigacion

[ PACIENTE INDICEANDEX PATIENT/ PACIENTE INDEX
() TRIAGEM FAMILIAR/FAMILY SCREENING/ESTUDIO FAMILIAR

Telefane / Prone / Teléfono. el 7 il Pals / Country

Celular / Cell Prone / Teléfano Mévl Pais / Country

000000000001
A
100000000000

B2 000000000000

D@E DOE

00

plagma Hoparinzads
Wegatinized Plasma
Phair con Heparina

Tor the collecion # Fmma del responsable por a recolectén

sanofi

:
:

&)
e

Place the dried blood spot card into the
form envelope and seal it.

Insert the form envelope inside the plastic
bag with silica gel and seal it.
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