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CONVENIO DE CONCERTACION PARA LLEVAR A CABO UN PROTOCOLO DE
INVESTIGACION CIENTIFICA EN EL CAMPO DE LA SALUD, EN ADELANTE “
PROTOCOLO", QUE CELEBRAN POR UNA PARTE EL INSTITUTO NACIONAL DE
CIENCIAS MEDICAS ¥ NUTRICION “SALVADOR ZUBIRAN", EN ADELANTE “EL
INSTITUTO", REPRESENTADO POR 5SU DIRECTOR GENFRAL EL DR. JOSF
SIFUENTES OSORNMNIO QUIEN ES ASISTIDO POR FL DR. CARLOS ALBERTO
AGUILAR SALINAS, DIRECTOR DE INVESTIGACION; POR UNA SEGUNDA
PARTE PFIZER, S.A. DE C.V., EN ADELANTE "PFIZER", REPRESENTADO POR LA
DRA. GABRIELA DAVILA LOAIZA, EN SU CALIDAD DE REPRESENTANTE LEGAL
Y CON LA INTERVENCION DE UNA TERCERA PARTE, REPRESENTADA POR LA
DRA. DIANA GOMFZ MARTIN, ADSCRITA AL DEPARTAMENTO DE
INMUNOLOGIA ¥ REUMATOLOGIA EN SU CALIDAD DE INVESTIGADORA
RESPONSABLE DEL UN PROTOCOLC DE INVESTICACIOM CIENTIFICA EN
ADELANTE FEL “INVESTIGADOR", AL TENOR DE LAS SIGUIENTES
DECLARACIONES, CONCEPTOS Y CLAUSULAS:

DECLARACIONES

. DECLARA “EL INSTITUTO" POR CONDUCTO DE SU DIRECTOR
GENERAL:

1. Que s un Crganismo Publico Descentralizado de la Administracidn Pablica
Federal v gue dentre de sus Tacultades se encucntran las do coadyuvar al
funcionamienle v consolidacion del Sistoma Macional de Salud, asi como la de
proporcionar consulta externa y atencion hospitalaria a la poblacién que requiera
atencidn en su drea de especializacion v afines, en las instalaciones que para el
ofecto disponga, con criterios de gratuidad fundada en las condiciones
socioccondmicas de los usuarios, sin que las cuotas de recuperacion desvirtien
su funcion social, mediante la prestacion de servicios profesionales de medicing,
hospitalarios, de aboratorios v estudios clinicos v por ello realiza actividades de
investigacion cientifica en el campo de |a Salud, de conformidad con los articulos
1" v 45 de |la Ley Organica de la Administracion Publica Federal; 14 v 15 de la Lay
Federal de |las Entidades Paraestatales; 1% 2, fracciones L IV, VI y X 67 fracciones
|y |7 fraccion [ 3 fraccion V. 37, 39 fraccion IV v 41 de la Ley de los Institutos
Macionales de Salud vy de los Articulos 3 fracciones |, 1y XIV v 34 fraccian | del
Estatuto Organico del Instituto Nacional de Ciencias Médicas y Nutricién
"Szlvador Zubiran”, y de Los Lincamicntos para la Administracidn de Recurses de
Terceros Destinados a Financiar Pretocolos de Investigacidon de los Institutos
Macionzles de Salud, Asi como la Norma Oficial Mexicana NGM-0T12-55A3-20102,
guc cstablece los criterios para la ejecucion de pretocolos de investigacitn para
|2 salud en seres humanaos.

1.2, Que “EL INSTITUTO" realiza protocolos de investigacion en materia de salud,

W

de conformidad con o que prevén los articulos 3° fraccian X, 96,100 fraccion V1—

de la ley General de Salud; 3 NEN4NENE Y 120 del Reglamonto do la Loy Gor
po, PratocoicCoRR10n0nG6 -C.{:"i
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de Salud on Materia de Investigacian para la Salud, asicomao en las disposiciones
contenidas cn el Reglamento Interior de la Comnision Interinstitucional de
lmvestigacion on Salud y Los Lincamientos para la Administracion de Recursos
die Tercoros Destinados a Financlar Protocolos de Investigacion de los Inslilulos
Macionales de Salud, el Manual del Comité Encargado de Vigilar el Adecuado Uso
ce los Hecursos de lerceros Destinados a Financiar Protocolos de Investigacion
cdel Instituto Nacional de Clenclas Médicas vy Mutricidn Salvador Zubirdn,
mediante fondos externcs gue proporcionan los Patrocinadores, medianto la
celebracion de Convenios de Concertacion, cuyo objeto no corresponde a
actividades de prestacion de servicios independientes, toda vez que dichos
londos o recursos no forman parte del patrimonio del Instituto, sino gue los
administra conforme a lo eslablecide en la Ley de Presupuesto vy
Responsabilidad Hacendaria, su propio Reglamenlo v la Ley de Institutos
Macionalos do Salud, para financiar prolocolos de invesligacion.

L2 Due los fondos cxternos o recUrsos gue "EL INSTITUTOY percibira de "PFIZER”
para la realizacidn “EL PROTOCOLO" deo Investigacién Cientifica, no son
gravables v por lo mismo no constituyen base para el pago del Impucesto al Valor
Adgregado, entérminos del articulo15, fraccion XV de la Ley del Impuesto al Valaor
Agregadao,

L4, Que la realizacion del Protocole de Investigacion se llevard a cabo, conforme

a lo dispueste en "Bl Protocolo” Mo, CO251006 "UN ESTUDIO DE FASE 3,

MULTICENTRICO, DOBLE CIEGO, ALEATORIZADO, CONTROLADO CON
FPLACEBC PARA EVALUAR LA EFICACIA Y SEGURIDAD DE PF-06B23859 EN
PARTICIPANTES CON MIOPATIAS INFLAMATORIAS IDIOPATICAS ACTIVAS
(INCLUIDOS LGOS PARTICIPANTES CON DERMATOMIOSITIS O POLIOMIOSITIS
ACTIVA)" en adelante *EL PROTOCOLO" =l cual describe su naturaleza v
alcanco,

L5. Quo cucnita con las atribuciones suficienles para celebrar el presente
Convenio de Concertacion, de conformidad con lo dispussto en el articulo 19,
fraccidon | de o Loy de los Institutos Macionalos de Salud 37, 38 v 29 de la Ley de
Flancacion.

L&, Quc 2l Instituto ticne su domicilio on la Calle de Vasco de Quiroga, numero 15,
Colonia Seccidon XV, Delegacian Tlalpan, CP 14000, on México DR, con Registro
Federal de Contribuyentes INC010T BH7, ol cual sefala para todos los efectos
legales del Convenio,

LY. Que = Institute cuenta con la infrasstructura e Investigadores altamenteo

capacitados para desarrollar el Protocolo de Investigacién, en los términcs guo
mas adelante se sefalan.

Il. DECLARA “PFIZER" POR CONDUCTO DE 5U REPRESENTANTE LEGAL.

1. Es una sociedad mercantil constituida bajo las leyves de |los Estados Linidos

Mo ProloceloCols 008 F _
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Mexicanos, segin consta en el instrumento notarial 56,430 , otorgada ante la fe
del Lic. Julian Matute Vidal , Notario Pablico 49 del entonces Distrito Federal, de
fecha 4 de abril de 1270

IL2, Su reprosentante en este acto, la Dra. Gsbricla Davila Leaiza, cuenta con fas
facultades suficientes para celebrar el prescnte Contrato y obligarse en los
terminos del misme, las cuales no le han sido revocadas, suspendidas Nl
imitadas sequn consta en el instrumento notaral 68,930 de 02 de octubre de
2023, utorgade ante la fe del Lie Jose Luis Villavicencio Castaheda; Notario

Eublice 218 del| Distrito Fedearal.

113, Oue su objeto principal es la fabricacion, comerclalizacion y distribucion de
productos Quimicos y | armaceuticos,

L4, Que su represcntada tiene interés en celebrar con YEL INSTITUTO" e
presente Convenio de Concertacién, para encomendarle la realizacion de "
PROTOCOLO" conforme al protocolo correspondiente, en los terminos gue mas
adelantes s sehalan.

IL5. [Para efectos del presente contrato sefiala como su domicilio el que se ubica i
en la calle de Pasec de los Tamarindos 40, colonia Bosgues de las Lomas, I
Cuajimalpa, 05120, en esta ciudad de México, Distrito Federal, y su Registro
Federal de Contribuyentes s PEI 730206-632, mismao qgue sefala para todaos los
efectos legales del Convenio,

I.6. Quc suU representada reocnoce que los fondos o recursos que aportara a "EL |,

INSTITUTO" para la realizacian del Protocele de Invesligacion, no son gravablosy \ M
" - . b b

por lo mismao no constituyen base para el pago del Impuecsto al Valor Agreoado, NA\\R

on términos del articulo 15, fraccion IV de la Ley del Impueste al Valor Agregado. . .’i‘

. DECLARA “EL INVESTIGADOR”, POR SU PROPIO DERECHO.

L1, Que es una persona fisica con conocimientos, habilidades y destrezas para f_l'r’f“}(
S |

celebrar el presents Convenio,

1.2 Que tiene |a cédula profesional 8082343 y cuenta con los conocimisntos
necesarios para llevar a cabo el Protocolo de Investigacion, en los términos gque
mas adelante se senalan.

1V, DECLARAN “LAS PARTES"

IV.1. Que han negociade de buena fe los términos y condiciones del presente
Canvenio, a Lravés de sus representantes debidarnente acreditados, y que tienen
plene conocimicnto de sus implicaciones juridicas,

IV. DEFINICIONES: o s

[V.1. CONVENIO DE CONCERTACION: Fs ¢l instrumento que se celebraentre Bl 4\

T
f
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INSTITUTO" y “"PFIZER", dc conformidad con las atribucicnes que le confieren los
articulos 9% de la Ley Orgdnica de |a Administracion Pablica Federal; 37, 38 v 39
de |la Ley de Planeacion, 3° fraccion X, 96, 100 fraccian V1 de la Ley Ceneral do
Salud; 37 13 114, 115, 116 y 120 del Reglamento de la Ley General de Salud eon
Materia de Investigacion para la Salud v con las atribuciones conferidas a “EL
INSTITUTC” por los articulos 1% y 9° de |a Ley Organica de la Administracién
Publica Federal; 5% 14 v 15 de la Loy Federal de las Entidades Paracstatales: 1% 27
fracciones I, IV, W, V1, VIl v X, 77 fraccion [, 97 fraccion V: 37, 38; 39 fracaion [V 4]
fracciones WV, VIL VI I X 42, 43, 44 v 45 de |a Ley de los Institutos Nacionales de
Salud: articulas 3% fracciones |, |I, XIV v 34 fraccian | del Estatuto Orogdnico del
Instituto ¥ las disposicicnes contenidas en los  Lincamientas para la
Administracion de Recursos de Terceros Destinados a Financiar Protocolos de
Investigacion de los Institutos Nacicnales do Salud,

IV.2. INSTITUTO: Es el Instituto Nacional de Ciencias Médicasy Nutrician Salvador
Zubiran.

V.3, LINEAMIENTOS: Los Lineamientos para la Administracion de Recursos de
Terceros destinados a |inanciar Protocelos de Investigacidon en el |nstituto
Nacional de Cicncias Medicas y Nutricion Salvador Zubiran, con vigencia a partir
del 25 de noviecmbre del 2010.

IV.4. DICTAMEN COFEPRIS: El dictamen faverable previa que emita la Comision
Federal para la Proteccion contra Riesgos Sanitarios, de |a Secretaria de Salud
(COFEPRIS) al inicio de la vigencia del Convenio, a través de su Cormisian de
Autorizacion Sanitaria, con fundamenlo en los articulos 14 fracciones VI W WL
18,19, 82, lracciones 1L 11, 1V, W, VI, VIL 84 fracciones |, I, 11, IV, v 98 del Reglamento
de la Ley General de Salud en Materia de Investigacion para la Salud.

IV.5. PROTOCOLO DE INVESTIGACION: Docurmento que especifica las
antecedentes y objetivos del estudio o investigacion a realizar, describicndo con
claridad la metadologia a seguir.

IV.6. PFIZER: Sera la persona fisica o moral, publica o privada, nacional o
internacional, con la gue se celebre el presente Convenio gue en representacian
de PFIZER proporcionard a “EL INSTITUTOY los recursos para la realizacidn del
"PROTOCOLO".

IV.7. RECURS0S: Seran las aportacioncs gue entregard “PFIZER" al “EL
INSTITUTO" para la realizacion de “"PROTOCOLO", los cuales se consideran
fondos externos y no del patrimonio de "EL INSTITUTO",

IV.B. "EL INVESTIGADOR". Scrd e| profesionista que estard o cargo de la
reglizacion y supervision de “PROTOCOLO",

IV.9. PERSONAL DEL INSTITUTO: Sera el personal madico v clinico do BPOYO, QUE

"EL INSTITUTO" asignara para que se |leve a cabo “EL PROTOCOLO™.

Mo, ProtocaloiC0251006 ™
T8 ontre PHizer v el Inslilute Nacional de Ciencins Médicas v Nulricién “Salvador Zubiram”
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IV.10. INSTALACIONES: Serd el lugar donde se conduce o ejecuta “EL
PROTOCOLOY incluyendo si es necesario, las instalaciones, equipos ¥
suministros, de conformidad a lo establecido en ¢l mismo Protocolo de

Investigacion

V.11 PARTICIPANTE: Serd la persona fisica, sana o enferma, elegida como sujelos
de |a investigacion en el Protocolo, conforme @ |os crited s de ssleccion

establecidos an el mismao,

IV.i2, CONSENTIMIENTO INFORMADO DE LOS PARTICIPANTES: Sera &l
consentimiento por escrite de los participantes en "EL PROTOCOLO", mismo
aue forrma parte integrante en el Convenio como Anexa |, que dieberd obtener EL
INVESTIGADOR o la persona gue designe “EL INSTITUTO" para tal efecto,
conforme a la Norma Oficial Mexicana NOM-16855A1-98, al Expediente Clinico
3 los Principios Eticos convenidos en la 18" Asamblea Medica Mundial de Helsinki,
Finlandia efectuada en junio de 1964, enmendada en la 297 Asamblea Meédica
Mundial que se llevé a cabo en Tokio Japan en octubre de 1975y 1a 357, Asamblea
viddica Mundial que se realizd en Venecia Italia en oclubre de 1983 Asi como |a
417 Asamblea Médica Mundial de Hong Kong que se efectlio en septicmbre de
1989 |a 48° Asamblea General Somerset West, que so realizo en Sudafrica en
octubre de 1996 v la 52° Asamblea General de Edimburge Escocia guc s efecluc
en octubre 2000, anlicando en cualguier caso, la norma gue confiera el grado

mas alto de proteccion para el Participante, e

V.13. RECURSOS A LOS PARTICIPANTES: Serdn los recursos aportados por
"PFRIZER" para sufragar los gastos de los Participantes, en cada Protocolo de
Imvestigacion, cuando esto se requiera.

V.14, COMITES DE INVESTIGACION: Son los encargacos de aprobar y suUpervisar
SEL PROTOCOLO", conforme a las Guias de la Conferencia IMternacional de
Harmonization (ICH) de la Buena Practica de Investigacion Clinica y a |
dispuesto en la Ley General de Salud en materia de Investigacion Clinica,

V.15, MEDICAMENTOS Y SUMINISTROS: Son los farmacos, materiales y equipos
que se requicran para desarrollar “EL PROTOCOLO", los cuales, seran
proporcionados por Plizer, conforme a los limites y pautas establecidas en “EL
PROTOCOLO"

IV16. INFORMACION CONFIDENCIAL Seran todos los formatos, reportcs,
contenidas & inforrmacion de “EL PROTOCOLO" y que se geheren cormo
resultado de la ejecucion del mismo, conforme al presente Convenio de
Cancertacion, hasta gue los misrmos hayan sido publicados por “EL INSTITUTO",

V.17. PUBLICACION DE RESULTADOS DEL PROTOCOLO DE INVESTIGACION:.

e

Sera el derecho gue tiene “EL INSTITUTO" responsable para publigglos s

f=
Mo, ProlocololzsI00e I __"
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IV.18. INSTITUTO: Al Institute Nacional de Ciencias Médicas y Nulricion Salvador
ZUbirar.

IV.19. RESPONSABLE DEL PROTOCOLC DE INVESTIGACION: s “EL
INVESTIGADOR" que dirige v coordinag el desarrollo del protocolo hasta su
conclusion, financiado con recursos do Lerceros, asi como quien logre obtenear los
recursos o fTuera designadoe por el Director General de “EL INSTITUTO™,

IV.20. PROTOCOLO DE INVESTIGACION: Al desarrollo articulado, con
metodologia cientifica vy protocolo autorizade, por las Comisiones Internas de
Investigacidn, de Etica v, en su caso, de Bioseguridad y de Investigacion en
Animales del Institute, cuya finalidad es hocer avanzar el conocimiento cientifico
sobre la salud o |a enfermedad v su probable aplicacian on la atencién medica;
Incluye la investigacién en salud aplicada, basica en salud, biormédica Y para la
salud.

IV.21. APOYO A LA INVESTICACION: Todas aquellas actividades administrativas
y operalivas que so relacionen con un protocolo de investigacian.

LQuc en este acto comparecen “LAS PARTES", quiencs se reconocon
mutuamente la personalidad con que se ostentan, con la intencion de quedar
legalmente obligados bajo los términos del presente instrumento, v por lo tanto
proceden a celebrar ¢l presente Convenio de Concortacion, de conformidad con
las siguicntes:

CLAUSULAS

PRIMERA. OBIJETO: En virtud de gue “EL INVESTIGADOR” ha obtenido el
dictamen provio de la Comision Federal para la Proteccian contra Riesgos
sanitarios (COFEPRIS), ndmero 24912XA000014 con fecha de aprobacion 13 de
mayo de 2025 cuya resclucion se adjunta al presente Convenio de Concertacion
coma Anexo A, “EL INSTITUTO" se compromete a llevar a cabo “EL
PROTOCOLO", No. CO251006 "UN ESTUDIO DE FASE 3, MULTICENTRICO,
DOBLE CIEGO, ALEATORIZADO, CONTROLADO CON PLACEBO PARA
EVALUAR LA EFICACIA Y SEGURIDAD DE PF-06823859 EN PARTICIPANTES
CON MIOPATIAS INFLAMATORIAS IDIOPATICAS ACTIVAS (INCLUIDOS LOS
PARTICIPANTES CON DERMATOMIOSITIS O POLIOMIOSITIS ACTIVA)" gue
tiene como objeto contribuir al avance del conocimienta cientifico. asi como a la
satisfaccion de las necesidades de salud del pais, mediante el desarrallo cientifico
¥ tecnologico, en areas biomédicas, clinicas, socio meédicas v epldemioldgicas,
conforme a lo establecido estrictamoente en el Protocolo, mediante los recursos
que le proporciane “PFIZER”, los que en ningln caso formaran parte del
patrimenio del Instituto, v solo estaran bajo la administracian del mismo para el
objeto convenida, en los términos gue mids adelante so cspecifican.

SEGUNDA: "LAS PARTES" acuerdan guo se |levard a cabo “EL F'RCIT-‘.:ln\f':iil':L;Dl'fr |

M ProtoooleTO2EI00E :
ChAertre Plizer v ol Instituto Nacional de Clencias Madicas y Mulnoidn “Salvador Zubirdn®
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conforme a las Guias de la Conferencia Internacional de Harmonization (ICH) de
| Buena Practica de Investigacion Clinica v a lo dispuesto en |a Ley General de
Salud en materia de Investigacion Clinica v a toda la legislacion vigente de
Organismas Nacionales e Intermacionales gue se apligue para "EL PROTOCOLO",
pfizer exharta al Investigador a reglstrar ¢l Protocolo de Investigacion en el sitio
wowewy ClinicalTrials.gov antes de enrolar al prirmer sujeto, de lgual manera a
Investigador a divulgar al pablico los resultados del Protocolo de Investigacian
s traves de su publicacion, de suenvio a un repoesitorio de infor fnacion abiertc al

publica o de otros medios.

Cualguior modificacidn a "EL PROTOCOLO" que propanga alguna ac "LAS
PARTES", debhera scr por escrilo ¥ aceptada de conformidad por las mismas, en
el entendido de que por parte de "PFIZER", en aste supuesto, cdeberd intervenir
un miembro designadc y autorizado por su Director Medico para intorvenir £n
eslos ofectos,

Antes del reclutamiente de sujetos en el sitio, el Investigador Principal de “EL
INSTITUTO" y cualguier sub-investigador que participo en ‘EL PROTOCOLG"
tomaran el moaduln de capacitacion propercionado per "PFIZER" ‘Buonas
Practicas Clinicas GOP {por sus siglas en inglés) para el Personal del Sitlo de la
Investigacion ["Capacitacién GCP de Pfizer"). Cualguier investigador gue se Una
al Estudio después del primer reclutamiento de sujetos en el sitic llevars o cabo
la Capacitacion GCP de "PFIZER" antes de realizar actividades relacionadas con
o “EL PROTOCOLO". Para estudios de duracidn aplicable, “EL INVESTIGADOR"
v cualguier sub-investigador que participe en el astudio llevaran s cabo dicha
Capacitacion GCP de "PFIZER" cada dos anos durante el término de "EL
PROTOCOLO" o mas frecuentemente si existen cambios considerables a |
iincarnientos 1CH GCP yo a los materiales del curso que requicran nueva
capacitacion.

Cualguier modificacion a "EL PROTOCOLO" que propangs alguna de “LAS
PARTES" dcberd ser por cscrito y aceptada de conformidad por las mismas, y
contar con la autcrizacién de los respectivos Comités y COFEPRIS, si asl se
requiers, on caso contraric, la modificacion no serd procedente, en el entendidoe
de que por parte de "EL PATROCINADOR", en csie supueslo, debera intervenir
un miembro designado y autorizado por su Director Madico para intervenir en
estos efectos,

TERCERA. DEL PROTGCOLO.- “EL INSTITUTO" v “PFIZER" previamente nan
cofvenido los procedimientos establecides en "EL PROTOCOLO", madiante &l
cual se desarrollaréd el "PROTOCOLO DE INVESTIGACION”. Dicho "PROTOCOLO
DE INVESTIGACION™ se adjunta al presente comao Anexo B, pasando a farmar
parte integrante del prescente Convenio.

La aprobacién del "PROTOCOLO" final por parte de "PFIZER" cs una condicion
para el apoyo de “PFIZER" bajo esle Convenio.

“LAS PARTES" acucrdan que eh ol supuesto de gue surgicra alguna Eiifﬂlﬁ@ﬁiﬁg-'\ﬁﬂ".—'r_; .
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conflicto entre "EL PROTOCOLO" v el presconte Convenio, "EL PROTOCOLO
prevalecera respecto de Lodas las cuestiones Clinicas v el Convenio regira todas
las demds cuestiones (legales, financieras, entre otras).

CUARTA, VIGENCIA: “EL INSTITUTO" conviene con "“PFIZER” gue la vigencia del
Convenio scra de 3 afios a partir de la fecha de su firma. Una vez finalizado este
periodo, el plazo podrd prorrogarse por acuerdo mutuo entre "LAS PARTES"
mediante un acuerdo de cnmienda, gue deberd ser nolificado por cscrito de la
necesidad de prorrogar el plazo con al menos (60) sesenta dias naturales de
antelacian,

QUINTA. LAS OBLIGACIONES DE “PFIZER™

“PFIZER" aportara a “EL INSTITUTO", de acuerdo a los montos Y plazos
convenidos, los rccursos en cantidad suficicnte para desarrallar Yy concluir el
protocolo de investigacion respectivo, con el fin de que "EL PROTOCOLO" o se
suspenda, conferme a los montos y plazos establecidos en ¢l Anexo €, quc forma
parte integrante del presente Convenio,

LNcho monto se empleara en los siguientes rubros:

1} Gastos indirectos: N

2} La diferencia del numeral anterior, es el parcentaje que se encuentra
destinado a financiar ¢l gasto del protocolo de investigacion conforme a lo
programadao.

3) Gastos do operacian:

4) Adguisiciones de insumos y equipos:

5) Gastos de inversian;

&) Apoyos econdmicos al personal participante en el prolocolo de investigacion:
7) Conftratacién de colaboradores;

Los recursos de casos parcizlmente concluidos, es decir retiros anticipados, se
realizara de manera proporcional a los Servicios prestados de acuerdo al Anexo
C. "EL INSTITUTO" no recibird recursos algunos por Servicios prestados gue se

consideren violaciones o desviaciones del "PROTOCOLG" o del presente
Convenio.

‘LAS  PARTES" acucrdan que las aportacionss que debe cubrir “EL
PATROCINADOR" a "EL INSTITUTO" por el desarrollo de "EL PROTOCOLOY, se
deberan efectuar mediante transferencia bancaria a la siguicnte cuenta;

Mo, ProlocolonC 0251006
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[ Paguese a la orden | instituto Nacional de Clencias '
cle (Titutar de la Wédicas v Nutriciaon "salvador
cuenta) Aubxiran”

NOMBREDELA | RIZNGG INCMNSZ EGR RECURSOS |
CUENTA TERC |NCUSTRIA FARMACEUTICA

s,

DIRECCION DEL AV, VASCO DE QUIROGA NO. 15
INSTITUTO: ColL BELISARIO DOMINGUEZ
SECCION XV 14080 TLALPAN
CLOMX MEXICO

Banco GRUPC FINANCIERD HSBC. SA. N\ \%\
INSTITUCION DE BANCA MULTIPLE U
GRUPO FINANCIERO HSBC Ny
AV, PASEC DE LA REFORMA NO.
347 COL CUALHTEMOC, =
DELEGACION CUAUHTEMOC H G
| Sucursal 3947 MCI HOSPITAL NUTRICION
Nimero de Plaza, | 180 MEXICC CDMX

M. de cuenta A0ER4 75408

Clave Bancaria DENB0040694 754087
_estandarizada

Swift para SIS A

operaciones en el
extranjero (en caso
de ser aplicable)

R.F.C DEL IMNCTICNOTRIT
INSTITUTO.:

No. ProtocoloCo?51006 AR

cufentre Flicer y gl Institulo Nacional de Clencias Medicas y MutTicion "Saivacior 7u|3ir;a’[jf."'

Pl Dra. iana Goma: hariln, Sitio 1104 { =

Ariba CW2ITI049 (=
Pagina & de G2 I\




INCNIN/108/8/P1/2212026

Nota que | CO251006 Factura #
acompana al pago

Al realizar la transferencia "FL PATROCINADOR" se comprorriste a;

a) Indicar el ndmero de Convenio o numero de factura (cn caso de haberla
solicitado por anticipada);

b Ernviar el comprobante por correo clectrénico a “Cl INVESTIGADOR" el
siguiento cantacto financiero en "EL INSTI UTO™
fondos.especialesinvestigacion@incmnpsz.rmx

) Indicar nambre, correo v teléfono de la persona a la gue se lo enviard los
archivos del complemento de pago, una ver recibido el mismo. Dicha
informacian  deberd ser enviada al siguiente  correo  clectréonico:
teresa.ramirezc@incmnsz.mx

Las partes acuerdan que, en caso de requerirlo, EL INSTITUTO, pedra actualizar
los datos bancarios referidos, mediando aviso a FL PATROCINADOR o a UG
legalmente le represente,

SEXTA. LAS OBLIGACIONES DEL INSTITUTO: “EL INSTITUTO" sc comprometo a
gue los protocolos de investigacion y actividades docentes relacionadas con “EL
PROTOCOLOY, financiados con recursos de torceros, se sujetaran a lo siguiente:;

a). Deberdn ser autorizados por el Director General de “EL INSTITUTO", previos
dictamencs favorables de las Comisiones Internas de Investigacion gue
correspondan.

b). “EL INSTITUTO", o través de su Director GCeneral, informara a la Junta de
Gobierno, una vez al afic, a través de |3 carpeta institucional, sohre el grado de
avance en ol desarrollo de los protocolos de Investigacion, durante ol tiempo
convenido. El reporte deberd incluir el titule del protocolo, centro de
adscripeion, investigadores participantes, linca de investigacion, fecha
programada de inicio v términe, financiamiento interno Y oxlerno, avance al
primero y segundo semestre, objetivos, detalles del avance on el perfodo de
informe y observaciones.

). La Comision Coordinadora de Institutos Nacionales de Salud y Hospitales
de Alta Cspecialidad, se dard por informada de |os protocolos de investigocion
del Instituto, a traves de la carpeta de la Junta de Gobierno dque reciba o
funcicnario de esta Dependencia, en su calidad de Secretario de la misma,

d}. El desarrallo de los protocolos de investigacion, sera evaluado par el Cornié

Mo. Protocolon 0251006
C5Aentre Plizary el Institute Nacional de Ciencias rCricas ¥ Mulricion "Salvacar Fulxbirdgnd
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Interno encargade de vigilar &l uso de los recursos cestinacos a [
investigacion yfo por la Comision Interna de Irvestigacion on cualauler tienmpo
v el Dirccter General de “EL INSTITUTO" infarmara de los resultados a |3 Junta
de Golxierno,

&), La investigacicn para la salud, = llevara a cabo conforme a los lineamientos

getorales siguientes
o debera realizar en estricto apege a la Ley General de Sa e, al
Reglamento de la Ley General de Salud an materia de Investigacicn
para la Salud, asl como a las Normas Oficiales Mexicanas y CERmas
disposiciones aplicables,

s En materia de investigacion biomédica, “EL INSTITUTO" =e sujetara
para tal efecto, a la Norma Oficial Mexicana NOM-Q12-SSA3-2012, al
Cxpediente Clinico vy a los Principios Cticos convenidos en la 18°
Aearmhblea Madica Mundial de Helsinki, Finlandia efectuada en junio de
1964, enmendada en la 29" Asamblea Médica Mundial gue sc llevd a
capo en Tokio Japdn en octubre de 1975 y la 357 Asambloa Médica
mMundial gue se realizd en Venecia ltalia en polubre de 1983, Asi como
la 41 Acamblea Médica Mundial de Hong Kong que se efectio en

septiembre de 1989; la 48° Asamblea Ceneral Somersel West, ue sc.

realizé en Suddfrica en octubre de 1996 vy la 527 Asamblca General de

Edimburgo Escocia que se efectie en octubre 2000, aplicando en N\ _\
L

cualouier caso, la norma que conficra el grado mas alto de proteccion
nara ¢l Participants.

fl. Los investigadores podran presentar los protocolos de investigacion ante |as
Cormisiones descrilas en el inciso a) del presente numeral en cualquier tiempo,
para efectos de gue rindan el dictarmen respectivie.

SEPTIMA. DEL INVESTIGADOR: “EL INVESTIGADOR" se obliga a llevar a cabo al
"PROTOCOLO DE INVESTIGACION', v podid recibir apoyos econdmicos ¢n
términos del Capitulo |1, Apartado 10, Apartaco A, Fraccion |, de les Lineamientos
para la Administracion de Recursos de Terceros Destinados a Financiar Protocolo
de Investigacian.

“EL INVESTIGADOR" de Igual forrma se campromets a adoptar un criterio medico
independiente en cuanto a la compatibilidad del sujeto con los reguisitos del
PROTOCOLO", obtsnar un consentimiento informado, ingresar tedos los datos
relacionados al Estudio en las paginas de los CDR electronicos correspondientes
= traves del sisterna de Captura Electronica de Datos [EDC) dentro de los cuatro
dias naturales siguientes y contard con tres dias raturales para la correccion de
datos. Llovar registros apropiados con respecto al Estudio, tales como registros
relacionados con lo identificacion de los sujetos, observaciones clinicas, pruebas

de laboratorio y recepcion y disposicion de firmacos a permitir que "PERERRASES >~
Ay LA

Me. ProtocoloC 0251006 fe
CsA entre Plizer v ol Instituto Macional de Clenclas Modicas ¥ bt ricidn "Salacior zubfr.’éjn"
Pl Dra. Biana Comez Marting Sitio 104 IJ;'_'_r
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inspeccione y audile tales registros. Cooperar con “PFIZER" en &l mohitareo dol
Estudio

OCTAVA. IMPUESTOS; Lo Recursos que “PFIZER™ entregara a “EL INSTITUTO"
para llevar a cabo "EL PROTOCOLO", se consideran fondos externos Yono doel
Fatrimonio del Institule, el cual Onicamente los administra, por lo que no son
gravablesy par lo misme no conslituyen base para ¢l pago del Impuesto al Valor
Agregado, en terminos del articula 15 fraceion IV de la | ey del Impuesto al Valor
Agregado.

En tal virtud, "LAS PARTES" estin de acucrdo en que para cfectos de gue
“PFIZER" pucda acreditar la aportacion de los Recursos a "EL PROTOCOLO", &
presente Convenio servird de recibo mas amplio que on derecho corresponda, .
para todos |os efectos legales a gue haya lugar, Independientemente de que “EL I-g
INSTITUTO" se obliga a emitir cen cada pago, la factura correspondiente o (V)
documentos en apego a la legislacién fiscal vigente, ==

NOVEMA. DEL PROTOCOLO: “EL INSTITUTO" convienc previamenle con ol
“PFIZER", que los procedimisntos establecidos on "EL PROTOCOLO" mediante
el cual se desarrollara “PROTOCOLO DE INVESTIGACION"c adjunta al presente\
Convenio de Concertacion como Anexo B, pasando o formar parte integrante de}a“ ; \
presente Convenio. SO

DECIMA. AUTORIZACION DE LOS COMITES DE INVESTIGACION: “LAS PARTES"
han obtenido la autorizacion del o de los Comités cotrespondientes para iniciar
"EL PROTOCOLO", autarizacién que se adjunta al presente como Anexo D.

DECIMA PRIMERA. DE LOS COMITES DE INVESTIGACION. “EL INSTITUTO" co ~
compromete a que durante la realizacion de “EL PROTOCOLO", se sujetard ala
vigilancia del o los Comités de Investigacion pertinentes, mismos que oporaran =
de acuerdo con las Guias de la "Conferencia Internacional de Harmenization

(ICH)" de la Buena Prictica de Invesligacion Clinica v a lo dispueslo en la Ley
General de Salud en materia de Investigacion elinica.

“"EL INVESTIGADOR" y/o “EL INSTITUTO"” informaran o  “PEIZER"
inmodiatamente sobre (a) cualguier medida de seguridad urgente tomada para
proteger a los Sujetos de Estudio contra riesgos inmediatos v () cualguier
violacién seria de "EL PROTOCOLO" o de los linearmientos de |a Conferencia
Internacional de Armuonizacion (ICH) y Buenas Practicas Clinicas (GCPR) de lasque
tengan conecimiento el “EL INVESTIGADOR" v/o “EL INSTITUTO".

DECIMA SEGUNDA. RECLUTAMIENTO DE PARTICIPANTES. Una ver e inicie
la vigencia del Convenio, "EL INSTITUTO" comenzara el reclutamiento de los
Participantes, conforme a lo establecido on "EL PROTOCOLO" gue forma parte
integrante del presente Convenio.

“EL INSTITUTO" y “EL INVESTIGADOR" han acordadn reclular er “EL

1
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PROTOCOLO" urn minimo de 1 pero no mas de 9 Sujetos de Estudio Calificados
par “PFIZER”, a menos que “PFIZER” modifique este periodo de reclutamiento
por medio de notificacion por escrite, Un Sujeto de Estudio Calificado es un
sujeto que cumple con todos los ariterios del Protocolo para inclusicn en "ER
PROTOCOLO" "Sujeto(s) Calificado para el Estudio”).

Eetiidios Multicéntricos, “PRIZER" podra terminar el reclutarmiento de sujetos de
rmaneraanticipada si se alcanza el reciutamiente tolal necesar|o para Un estls e
pulbjicentrico antes ae orminar el ;_h::-i'i-:jll?|-.".1 de recluiamients [para esle

"PROTOCOLO" o antes de que "EL INSTITUTO" v SEL INVESTIGADOR™ hayan
reclutade el namero minimo de sujetos.

DECIMA TERCERA. CONSENTIMIENTC DE LOS PARTICIPANTES. Antss dé
corenzar cualguier procedimiento cspecifico del Protocelo, el investigador o la
persona que designe “EL INSTITUTOY, debera ablencr por escrito &l
consentimiento de "EL PARTICIPANTE", mismo gue forma parte integrante en
el Convenio comao Anexe L Esta obligacion tambign se hace extensiva para
aquellos sujetos gue resultaren no elegibles después del proceso de escrutinic,

Fl método de investigacion gue se deberz llevar a cabo con "EL PARTICIPANTE”
as ohtener su cohsentimicnto, de acuerdo a o previste en la Norma Oficial
Mexicana NOM-004-55A3-2012, al Expedicnte Clinico y a los Principios Eticos
canvenidos on la 18" Asarmmblea Madica Mundial de Helsinki, Finlandia efectuada
on junio de 1964, enmendada en la 29° Asambles Madica Mundial gue se llevé a
cabo en Tokio Japon en cctubre de 1975 y la 35°. Asamblea Medica Mundial que
ce realizd on Venedia Italia en octubre de 1983; Asi como la 417 Asambles rMedica
Mundial de Hong Kong gue se efectlo en septicmbre de 1989 la 487 Lsambles
Ceneral Somerset West, gue se realizo en Sudafrica en octubre de 1996 v [a 527
Asarmbloa General de Edimburgo Escocia que se efecto en octubre 2000,
aplicando en cualguier case, la norma guo confiera el grado mas alto de
proteccion para el Participante.

DECIMA CUARTA. REPORTE DE EVENTOS ADVERSOS SERIOS “EL
INVESTIGADOR PRINCIPAL" reportarda 2 "PFIZER" por via fax todo Evento
Achverso Serio (por sus siglas en inglés "SAE", segun es definido mas adelante}
que se presente durante el periodo de reporte de SAES {seguin es definide mas
adelante) on un sujeto del Estudio al cual haya sido firmado el consentimicnto
informado para participar en el estudio {vea la Seccion 5, Producto de "PFIZER").
Dicho reporte deberd tener lugar dentro de las 24 (veinticuatro) horas postcriores
al momento en gque el SAE sea del conecimiento del "INVESTIGADOR
PRINCIPAL" {0 bien. inmediatamente si el evento es fatal o amenaza la vida). "EL
INVESTIGADOR PRINCIPAL® reportard tales SAEs utilizande un formato de
Repotta convenida con “PFIZER" para el reporte de los SAES. La Portada de Fax
para SAEs [serd] proporcicnada por "PFIZER", Los SAES deberan ser reportados
tan pronto como se determine que cumplen con la definicion inclusa si adn no
hay informacién completa disponible.

PE ASE -
&

eV
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a. Definicion de un SAE. Un SAFE es cualguler evento adverso que,
independienternente de |a causalidad, amenaza la vida o trae consigo cualguicts
de los siguientes descnlaces: muerte; hospitalizacion o prolongacion de una
hospitalizacicn existente,; discapacidad o incapacidad persistente o significativa
o una anomalia congénita o defecto de nacimicnto. Cualguier otro evento
medico quc, con base en ¢l criterio médico de "EL INVESTIGADOR PRINCIPAL”,
pueda llegar a poner en peligro al sujeto o necesitar una intervencidn medica o
quirtirgica para prevenir alguno de los desenlaces antes mencicnados también
o5 considerado un SAE. Un procedimiento médico o guirdrgico planzado no
constitUye en si un SAF,

Esta definicion de un SAF tambidn excluye especificarmente a todo evento quc, 8
juicio de "EL INVESTIGADOR PRINCIPAL", rcpresente progresion de la
enfermedad maligha estudiada, 0 menos que provogue la muerle dentro del
Periodo de Reporte de SAEs,

b. Exposicion Durante el Embarazo, Exposicién Durante |a Lactancia w Falta
de Efecto. Incluso en auscncia de un SAE asociado, |a oxposicion al Producte de
"PFIZER" durante el embaraza, |a exposicion al Producto de “PFIZER" durante |a
lactancia v la falta de efecto del Producte de “PFIZER" tambien son reportables

segun se discute en el material de capacitacion propercionade por "PFIZER. Fri . 4

cite Convenio, se entenderd que la definicién de un SAE incluye |a exposicion
durante el embarazo, la exposicion durante |a lactancia v la falta de efecto.

c. Periodo de Reporte de SAEs., Los SACs qgue estan sujetos a eosla
disposicion de reporte son aqucllos gue se presenten despuds de la firma del
consentimiento  informado y hasta 28 (veintiocho) dias despugs de la
discontinuacion del Producto de "PFIZER”,

d. Informacién de Seguimiento. La Institucion proporcionara a "PFIZER” cn
la investigacian de cualguier SAE v otargara toda informacién de seguimisnto
gue sea razohablemente solicitada por "PFIZER”.

e. Reporte Regulatorio. C| hecho do repartar un SAE a "“PFIZER" no libera 3
la Institucion de su responsabilidad de reportarle a las autoridades reculatorias
segun sea necesario,

f. Capacitacién proporcionada por “PFIZER". “PFIZER" pondrd a
disposician del "INVESTIGADOR PRINCIPAL" material de capacitacion que
proporciona informacion acerca de los requisitos de reporte de SAEs para
estudios de investigacian clinica. "EL INVESTIGADOR PRINCIPAL" revicard oste
material ¥ lo compartira con todo miembro del personal del Estudio que esté
involucrado en el reporte de los SAEs.

DECIMA QUINTA. INDEMNIZACION: "PFIZER" accpta indemmnizar, detender e
cubrir los costos para la defensa, v eximir de responsabilidacd "Indemnizar”) o los

Fo ProlocolosC 02 51000
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investigadores del Estudio; cualauier Institucion donde se realicen las actividades
del Estudia, sus funcionarios, agentes, v empleades; v al Comite Imstituciong de
Rovision que aprobo el Estudic [en conjunto, las "Partes Incdemnizadas") contra
cualouier demanda o reclamo de dafos (el "Reclamo’) que surja de una Lesicn
cn la Investigacion, el diseno del Estudio, las gspecificaciones del "PROTOCOLOY,
a el uso de "PFIZER" de los Datos del Estudio. Para los propositos de esta
indemnizacién, la exprosion  “agentes’ incluye  sin limitacion  cualguier
enfermeralo) U otro profesional de la salud que proporcicne seryicios a "El
INSTITUTO" bajo ui contrato de servicios o equivalente, y cualquler persona ¢ue
trabaje para “EL INSTITUTO" bajo dicho contrate relacionada con  las
instalaciones v oquipo de  dicha  Institucién  propercionados  para c
“PROTOCOLO™,

Se oxcluyen de este Acuerde para Indemnizar los Reclamos en la medica gque
resulten ce

[a) incumplimiento de una Parte Indermnizada con "PROTOCOLO™

(b) incumplirmiento de la Parte Indemnizada de cualauier ley, regulacion o
linearnientos aplicables, o

{c) negligencia o falta de ética deliberada de una Parte Indermnizada.

“pPRIZER" acuerds tambign rembolsar a “EL INSTITUTO" el costo real de los
procedimientos de diagnostico y tratamiento médico necesarios para tratar la
Lesion en la Investigacian., “EL INSTITUTO" acuerda pagar directamente a los
proveedores de dichos servicios, independienternente de que cl provesdor osté
o no atiliado a “EL INSTITUTQ™, “EL INSTITUTO" reconoce que "PFIZER" no
interactuars, ni hard pagos directamente & los proveedores o sujetos de estudio
con relacian al tratamisnte o a los procedimientos necesarios para Lratar una
Lesian en la Investigacion.

Lesin _en la Investigacién. Para |os propositos de esta clausula de
indemnizacion v Lesidn en la Investigacion, el término “Lesién en la
Investigacion” significa un evento adverso, lesion fisica, o enfermaodad caysada
por el tratarmiento o procedimicntos requeridos en el “PROTOCOLO" quc &
Sujoto de Estudio no habeia recibido si no hubicse participado en el Estudio. “EL
INSTITUTO" acucrda proporcionar o programar el diagnostico y tratarmicnto
médico inmediato de cualguier Lesién en la Investigacion experimentada porun
Sujeto de Estudio “EL INSTITUTO" acuerda ademas notificar a “PFIZER" e
inmediato sobre cualguier Lesién en la Investigacion.

Aviso y Cooperacién. “EL INSTITUTO" acuerda proporcionar a "PFIZER" aviso
inrmmediato v total cooperacion para ¢l manejo y resolucian de cualguier Reclamo
sujeto a Indemnizacién. Sin embargo, ne proporcionar aviso oporiuno no libera o

“PFIZER" de sus obligaciones de indomnizar excepto en la medida que “PF}Z'EF'&-. >

0
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50 perjudicado por el retraso. Dicha cooperacion incluira asistencia a "PEIZER”
en ¢l manejo de cualguier Reclamo hasta su completa resolucidn, 1o cual puade
conllevar |z solicitud vy revision de registras y facturas medicas relacionadas con
la Lesion en la Investigacion. Independientermente de lo anterior, on caso de quo
"‘PFIZER" lo solicite, “EL INSTITUTO" acuerda autarizar = “PFIZER" o rmanejo
exclusivo la defensa de un Reclamo sujeto & Indemnizacién.

Arreglo o Compromiso. Ningun arreglo o compromiso de algun Reclamo sujeto
a indemnizacion serd vinculante u obligatorio para “PFIZER" sin e provio
consentimiente de "PFIZER" por escrite, "PFIZER" no retendra sin justificacion
dicho consentimicnto o cempromiso.  Ninguna de las parles  admitira
Incumplimiento cn nombre de la otra parte ni entrara en un arreglo no-
monetario gue represente obligaciones futuras para la otra parte sin |a previa
aprobacion por escrito de la parte afeclada,

DECIMA SEXTA. MEDICAMENTOS Y SUMINISTROS: “PFIZER" conviene con “EL
INSTITUTO" que proporcionard suministros los farmacos, materiales ¥ BOuUipos
necesarios para "EL PROTOCOLO", en los Lérmines establecidos por éste.

a] Custodia y Dispensacion: "EL INVESTIGADOR PRINCIPAL" mantendra un
control apropiado de los suministros del Producto de “PFIZER" Yone lo
proporcionard a nadie cxcepto a aguelles miembros del personal

Investigacion gue esten dircclamente involucrados en la conduccidén del Estudio~_

¥ N podra ser utilizado para ningan otro fin.

b] Bl medicamento vy material suministrado por “PFIZER" debera sef almacenado
por "EL INSTITUTO" en un lugar seco, sequro y bajo resguardo.

¢) Sera responsabilidad de "EL INVESTIGADOR" llevar a cabo |z contabilidad del
medicamento recibido por "PFIZER" para aplicarse a "LOS PARTICIPANTES".

d| Destruccién de productos caducos o No utilizados: & menos que "PFIZER"
indigue otra cosa por escrito, el "INVESTIGADOR PRINCIPAL" destruirs
cualesquiera Suministros del Producto "PFIZER" que caduguen durante ol
periodo de este Convenic. "EL INVESTIGADOR PRINCIPAL" destruird talos
materiales de conformidad con todas las regulacioncs,  lineamientos
gubernamentales ¥ politicas institucionales que scan aplicables,

€] Propiedad y Uso permitido: Con excepcidn de (v limitdndose al el usc
especificado en el Protocolo, Pfizer no otorga al Investigador Principal derecho
de propicdad intelectual expreso o implicito alguno sobre el Producto de Pfizer
o schre metodo alguno de elaboracion o uso del producto de Pfizer, “EL
INVESTIGADOR PRINCIPAL" utilizard ¢l Producte de "PFIZER" exclusivamente
de |la manera especificada en "EL PROTOCOLO". Cualguicr otro use del Producta
de "PFIZER" constituye una violacion material de este Convenio.

f) Gratuidad para los Sujetos: “FL INVESTIGADOR" no cobrars a los sujetos del
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Ectudia 2 aseguradoras ni a otras terceras partes por el Producte de "PFIZER".
g) Muestras Bioldgicas: n caso de aue lo especifigue “EL PROTOCOLO" v &l

documento deconsentimiento infermado, "EL INVESTIGADOR"” podra recabary
proporcionar a "PFIZER" o a |a perscna que "BFIZER" designe, MUesiras

pinlagicas {glemplo; sangre, orina, ejfido, saliva, ote,) oblenidas de |los Sujetos ce
Fstudio para pruebas no directamenie relacionadas con el clidado del sujeto o
con ol monitates de  seguridad, incluyendo  pr iabas  farmacocineticas,

farmacogendrmicas, o de marcadores biolagicos (las "Muestras Biolégicas")

4 Uso. "FL INVESTIGADOR" v "EL INSTITUTO" no usaran las Muestras Biclogicas
recolectadas conforme a Y"EL PROTOCOLO"de ninguna maneta Ni para algtn
propésito que no sea el descrito en “EL PROTOCOLO", "PFIZER" usara las
Muestras Biolagicas Unicamente en |as formas permitidas par ol documento de
consentimicnts informadao segun el cual fueron obtenidas,

b, Datos del Analisis. "PFIZER" o las personas designadas por “PFIZER"
realizaran pruebas de las Muestras Biologicas conforme o describn “EL
PROTOCOLO". A menos gue el Protocolo especifique otra cosa, "PRIZERT no
proporcionara los resultados de dichas priebas ('Datos del Analisis de las
Muestras Biol6gicas’) a “EL INVESTIGADOR", “EL INSTITUTO", o el Sujeto de
Estudio, Si“PFIZER" proporciona Datos del Analisis de las Mueslras Biologicas a
WEL INVESTIGADOR" o “EL INSTITUTQ" csos datos estaran sujetos 2 las
estipulaciones de este Acuerdo,

c. Propiedad. "PFIZER" &5 el propietario exclusivo ce todas las Muestras
Biologicas v de todos los Datos del Analisis de las Muestras Biolagicas,

"Una ver completado el protocole de CO251006, los participantes pueden ser
clegibles para inscribirse en el cstudio de cwtension abierta CO251010" Todos los
participantes elegibles en ¢l estudio de extension abierta, protocolo numerc
COPS1010 recibiran el farmaco active”

DECIMA SEPTIMA. CUSTODIA Y CONSERVACION DE DOCUMENTOS
ESENCIALES ¥ DOCUMENTOS FUENTE: “EL INSTITUTO" se compromete &
mantener en custodia los documentos catalogados por la legislacion nacional ¢
internacional como esenciales y fuente de todos los Participantes del “EL
PROTOCOLO", entre otros los expedientas clinicos, por un periodo minimo de b
(cinco) afios dentre de fa INSTITUCION, posterior a cllo se resguardard la
informacion durante 10 afos mas de mancra externa bajo |3 responsabilidad del
INVESTICADOR PRINCIPAL a partir de la conclusion del "PROTOCOLO DE
INVESTIGACION"

DECIMA OCTAVA. PROPIEDAD INTELECTUAL: Las innovaciones o
de=cubrimientos, todos los formatos, reportes, contenidos & informacion que
sean goenerados como resultado del "PROTOCOLO DE INVESTIGACION" [ya sean
patentables o no) seran propiedad do "PFIZER" v por lo Lanto no olorgara regalia
alguna ni a “EL INSTITUTO", ni a "EL INVESTIGADOR". e

__f' .O‘-L.' Pt S T e N
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Cn el supuesto de gue de "EL PROTOCOLO" se deriven invenciones o mejoras,
“PFIZER" tendra el derecho de solicitar o su nombre ol registra de las mismas
ante |as autoridades competantes, por lo gue “EL INSTITUTO" |e proporcicnard
toda informacion y/o documentacion que requiera para tal efecto.

DECIMA NOVENA, CONFIDENCIALIDAD: “LAS PARTES" acuerdan guardar
estricta confidencialidad respecto de las actividades v 1o informacidn que se
proporcionen mutuaments, derivada de la cjecucion del “PROTOCOLO DE
INVESTIGACION" y del presente Convenio, pot lo que no se podrd revelar a
terccrosy solo se difundird alos empleados o coalaboradores que deban conocer|a
en virtud de su participacion en “EL PROTOCOLO". Por su partc, “EL INSTITUTO™
y “EL INVESTIGADOR" utilizarin exclusivarnente la informacison on terminos de
lo establecido en el presente Convenio, considerando dicha inforrmacion cormio
secreto Industrial en términos de los articulos 82, 83, 85 v 86 do la ley de |a
Propiedad Industrial. "EL INSTITUTQ" v "EL INVESTIGADOR" =cfialaran |a
informacion no relacionada al estudio que cstimen confidencial,

La obligacion de confidencialidad tendra una vigencia indefinida en Lerminos de
la ey Federal de Transparencia ¥oAcceso a o Informacion Poblica
Cubernamental, surtiendo sus efectos a partir de la firma del presente Convenio
¥ concluira hasta gue dicha inforrmacién se haga del daminio publico. No
obstante lo anterior, las obligaciones de confidoncialidad no se aplicaran a la
siguients Infarmacion:

(1) Informacion que sea o se torne de conocimiento plablica por maotivos no
atribuibles a la Institucién o al Investigador principal.

{2} Informacion divulgada a la Institucion y/o al Investigador principal por un
tercera legitimado para divulgarla.

(3] Informacion yva conocida por la Institucion yio el Investigador principal,
comao surge de sus registros escritos anteriores.

() Informacion desarrollada de manera independicnte sin el uso o beneficio
de Informacion,

(5] Informacion publicada por la Institucian yio el Irvestigador principal do
conlormidad con la Seccion 6 de cste Acuerdo.

(B} Infermacian que deba divulgarse a autoridades dubernamentales o por
decreto de un tribunal competente, en tanto "PEIZER" reciba una notificacion
previa, v la Institucian yo el Investigador principal tomoen Lodaos los recaudos
necesarios para limitar el alcance de la divulgacion y coopercen can "PFIZER" en
la imitacion de la divulgacian.

Al momento del cierre del contre del Estudio en la Institucian tras la extincion y
el vencimiento del plazo de cste Acuerdo, la Institucion, por cuenta exclusiva
“PFIZER", deberd cntregar inmediatamonte "PFIZER", en nombre de "PFIZER",
teda la Informacion confidencial v dermds materiales no utilizados, como
farmacos del Fstudio, provistos o generados por la Institucion en virtud de oste

Acuerdo, "PFIZER" pucde solicitar a la Institucion el desceho de los mmateriales Ho
i
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utillzados v docurnentacion oficial que pruche dicha destrucoion.

VIGESIMA: PUBLICACIONES. “PFIZER" apoya ©! gjercicio de la libertad
académica v exhorta al "INVESTIGADOR PRINCIPAL" a publicar los resullados
del Estudio ya sea aue los mismos sean o no favorables para ol Producto de
“PFIZER"

a Bevisiéon Previa a la Publicacion "El INVESTIGADOR PRINCIPAL'
brindard 2 "PEIZER" la oportunidad de revisar de manera prospectiva cualguiel
publicacion propuesta, resumen U otro tipe de divulgacion gue reporte |os
resultados del Estudio (colectivarnents, "Publicacion”) al menos 60 (sosenta)dias

antes de su presentacion u otra forma de divulgacidn al pablico. "PFIZER" :
revisara la publicacion propuesta para determinar si contiene Invenciones no |
protegidas relacionadas con el Producto de “PFIZER" (vea la Seccion, W2/
Invenciones) v podrd proporcionar comentarios accrca del contenido. “EL
INVESTIGADOR PRINCIPAL" considerard de buena fe cualesquiera camentarios

de tal indole poro ne estd obligade a incorporar sugerancia alguna hecha por
“PFIZER".

b. Normas. Para todas las Publicaciones, “EL INVESTIGADOR PRINCIPAL" =e
apegara a las nermas éticas reconocidas concernientes a lzs publicaciones y a la
autoria incluyendo los Requisitos Uniformes para Manuscritos Presentados Ante
Devistas Biormnédicas, httpdfwewiicmieorg/index.ntmifauthorship, establecidos
por el Comité Internacional de Editores de Revistas Medicas.

brindado por “PRIZER” para el Estudio en toda Publicacion de los resultados del

Wy
c. Divulgacion del Apoyo. "EL INVESTIGADOR PRIMCIPAL" divulgard el apoyo x \.,2\(\.
2 N
Estudia, |

—yf
VIGESIMA PRIMERA, PUBLICACION DE RESULTADOS: Al concluir el Protocola f‘{,&l' 4
de  Investigacién, “PFIZER" proporcionara a “EL INSTITUTO" v o "EL
INVESTIGADOR" |a autorizacion para publicar los resultados de “EL
PROTOCOLO" reconocicndo el derecho de ambos.

a. Fr la medida que lo exijzn los principios de PhRMA, el Investigador se
compromete a ontregar ¢l Estudio  para oublicarle en el lista de
“wopeaclinicaltrials.goy

b. Todos los datos o resultados que surjan del desarrolle de cste Estudio se
consideraran Informacieén en los términos de la siguiente clausula y no se
utilizaran para beneficia del "INSTITUTO" o del "INVESTIGADOR PRIMCIPAL". "EL
INSTITUTO" v "EL INVESTIGADOR PRINCIPAL" acuerdan que “PFIZER" tendra el
derccho de primera publicacién de los resultados del Estudio, la cual estd prevista

como una publicacion conjunta multicéntrica de los resultados del Estgtiious: .
SO
I.P\
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realizada por "PRIZER” junto con los investigadaores principales y las instituciones
de todos los centros relevantes que aportan datos, analisis Yy comentarios. Mo
obstante, tras la primera publicacion, "EL INSTITUTO" v/o “EL INVESTIGADOR
PRINCIPAL" podran publicar datos o resultados del Fstudio, en tanto “EL
INSTITUTO" y/o "EL INVESTIGADOR PRINCIPAL" chtreguen o publicacicén
propucsta = "PRIZER" para gue la lea, al menos sesenta {60) dias antes de la fecha
de la publicacidon propuesta. "PFIZER" puede eliminar de |a publicacion
Propucsts cualguict Infermacion que se considere confidencial o exclusiva, salve
datos o resultados del Estudio. Sin embarge, si ho se presenta una publicacion
multicéntrica al cabo de doce (12) meses del abandono o la concluzién del
Estudio en todos los centros, o si "PFIZER" confirma que no habra publicacion
miulticentrica del Fstudio, “EL INSTITUTO" v/o "EL INVESTIGADOR PRINCIPAL"
podran publicar los resultados del Estudio, sujeto a los derechos de "PFIZER"
establecidos on el presente Acuerdo. “EL INSTITUTO" v "EL INVESTIGADOR £l
PRINCIPAL" acucrdan publicar material relacionado con el Estudio Onicaments -
de conformidad con esta Clausula,

VIGESIMA SEGUNDA. CONTROL, ASECURAMIENTO Y AUDITORIAS DE
GARANTIA DE CALIDAD: “PFIZER" convicne con “EL INSTITUTG" que bajo su
responsabilidad designard ol personal calificado, quien serd responsable del

control y aseguramiento de |a calidad del Protocolo de Invesligacion, por lo gue

"EL INSTITUTO" y “EL INVESTIGADOR" facilitaran el accoso a toda informacion
resultante de "EL PROTOCOLO", incluyendo todos los documentos que sirvieran \,\'\x.~

de base como fuente original de la informacion, tales como expedientes clinicos, N 0
imagenes, reportes de laboratorio, ote, a}y—

“LOS PARTICIPANTES" on “EL PROTOCOLO", seran informados que sus datos
podran ser revisados en cualquier mamento por el personal designado par Y
‘PFIZER" y por las autoridades competentes, tanto nacionales como =
internacionales.

El anonimate de LOS PARTICIPANTES cn “EL PROTOCOLO" scrd respetado de
aculerda a las normas de ética y a la legislacion aplicable,

VIGESIMATERCERA. GENERACION Y TRANSMISION DE DATOS CLINICOS: “LAS
PARTES" conviencn que “El INVESTIGADOR" deberd de registrar y documentar
en ¢l expediente clinico, toda la infermacion que sca transcrita al formato de
reporte de caso, cxeepto aquélla que “PFIZER” sefale por escrite y que so
encucntre en el plan de documentacién de “EL PROTOCOLO", La informacion
transcrita al formate de reperte de caso, debera ser enviada al centro de Acopio
de datos, dentro de los tiempos estipulados por “PFIZER”,

VIGESIMA CUARTA. CORRECCION DE LOS DATOS CLINICOS: “EL INSTITUTO"
convienc con “PFIZER", guc en caso de ocurrir omisiones, errores o
armbigledades en los dateas clinicos transmitidos, "PFIZER" enviard a “Ek
INVESTIGADOR" un reparte de los datos que ameriten reevaluacion g

Mo trrotoooloCO251006 £ I;
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carreccian, “FL INVESTIGADOR" atendera y dara respucsia a este rcporie 8n os
tiermpos estipulados por "PFIZER'.

VIGESIMA QUINTA., TERMINACION ANTICIPADA: En ol supuesto de gue alguna
de "LAS PARTES" incumpla con cualguicra de las obligaciones derivadas de este
Corwenio o de los ordenamientos legales gue resulten aplicables, la Parte gue
cumpla deberd notificarle a efecto de que Is Parte gue [ncumple remedie o
rezare dicho incumplimiento en un Elazo no mayor a S0 [trel ita) dias naturales,
sefialando  los hechos v consideraciones gue  expliqguen el supuesio
incumplimients. S la Parte aue incumple na aclara, rectitica o repara el supuesta
noumplimisnto en el plazo sehalade, entonces [a Parte que cumple poara
rescindir oste Convenio sin necesldad de declaracian judicial y mediante simple
notilicacion por escrito,

Pfizer puede a su entera discrecion extinguir el prescnte Convenio con o sin
causa, previa notificacion escrita al "INSTITUTO" v al "INVESTIGADOR
PRINCIPAL" con una antelacian de Lreinta (30) dias.

“PEIZER" pucde extinguir el presente Convenio de inmediato, siempre gue
cuente con la notificacion formal 2 COFEPRIS donde se expongan los motivos de
tarminacion anticipada de "El. PROTOCOLO", por cualquicra de |as siguientes
razones:

(1] |os datos o los resultados de las pruebas del estudio justifican |z interrupcion
del Estudio por cualguier motive, incluso la seqguridad y ol bienestar de los sujetos
del Estudia,

(2) "PFIZER" considera, a su entera discrecion, gue o Institucion y el Investigador
principal no inscribieran & un sujeto el Estudio en ¢l plazo de oeis [6) semanas
oosteriores a la fecha de la visita de inicio del centro de la Institucien.

(2) "PFIZER" considera, a su entera discrecian, gue el Investigador principal ne
recluto o inscribié una cantidad suficiente de sujetos para que participen en el
Estudio de modo que puedan curmplirse las requisitos estadisticos del Estudio,

(4] “PFIZER" considera, a su entera discrecion, gue |a Institucion o el Investigador
principal violaron sustancialmente las clausulas de este Acuerda,

(5) "EL INVESTIGADOR PRINCIPAL" ya no puade (por cualguier molivo)
desempenarse comoe Investigader principal o se encuentra bajo investigacian
por posible exclusion, v las partes no pusden encontrar un sustituto que sea
acepiable para ambas.

“gL INSTITUTO' o “EL INVESTIGADOR PRINCIPAL" nueden extinguir este
Convenio, previa nolificacian escrita con una antelacion de treinta (30) dias, por

violacian sustancial de "PFIZER”, sl dicha violacién no se subsana en el transcurso.
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de asos 30 dios.

VIGESIMASEXTA. RESPONSABILIDAD LABORAL: “EL INVESTIGADOR"
conviens con “PFRIZER" gque gueda cxpresamente entendide, reconocido W
convenido que cada una de "LAS PARTES" de este Convenio, son y seran los
patrones de sus cmpleades que participen en “EL PROTOCOLO" v por lo Lanto,
cada una de "LAS PARTES” en forma independionle, son vy scrédn las responsables
con relacion a su personal por el pago de los sucldos, prestaciocnes,
contribuciones, indemnizaciones por  despido U otras contribuciones,
obligacioncs pagaderas a sus respectivos empleados que sea resultado de sus
actividades realizadas conforme al presente Convenio.

VIGESIMA SEPTIMA: REGISTRO DE PROTOCOLOS DE INVESTIGACION: “LAS
PARTES" acuerdan, autorizan v facuitan a “EL INSTITUTO" para gue |leve un
registro plublico de los datos de los protocolos de investigacion, on el que se
contendra, entre ofros datos, el nombre de "EL PROTOCOLGO", |os dalos de |os
investigadores participantes v un resumen del Protocolo de Investigacian, dicho
redistro ne incluira detalles metodoldgicos, ni resultados de "EL PROTOCOLO™,

VIGESIMA OCTAVA. INTEGRIDAD E INTERPRETACION DEL CONVENIO: “LAS
PARTES" convichen que los términes y condiciones de este Convenio v sus
Anexos constituyen el acuerdo Integro entre “LAS PARTES" v reemplaza Lodas
las afirmaciones, declaraciones o acuerdes provios o contemporaneos, orales o
escritos, celebrados entre “LAS PARTES” con respecto a la materia del proserte
docurnento, ¥ ningdn Convenio o Acuerdo reciente o subsiguiente podra
modificar o expandir ¢l mismo o servinculante para “LAS PARTES" 3 menos gLe
el misrmo se realice por escrito v sea firmado por los representantes debidamente
autorizados de "LAS PARTES”, Esta expresamente acordado par "LAS PARTES"
que este docurmento vy sus anexos, constituye el Unico Convenio entre "LAS
PARTES" v gue no existen otros Convenios o Acucrdos entre |as rmismas, do
ningun tipo, naturaleza o descripcidn, expresos o implicitos, orales o de otra
naluraleza que no se hubiceran incorporado en el presente documento.

VIGESIMA NOVENA. PROHIBICION PARA CESION DE DERECHOS DEL
CONVENIO; "EL INSTITUTO" no podra ceder el presente Convenio, sus derechos
u obligaciones, total o parcialmente, zalvo en caso do gue cuentc can el
cohsentimiento previo y por cscrita de las otras Partes.

TRIGESIMA, CAUSAS DE TERMINACION: "LAS PARTES" conhvie nen gue se podra
dar por terminado el presente Convenio en los siguientes sUpuestos

a). Que "LAS PARTES” |o acuerden por escrito:

b). Que e | plazo llegue a su términa y "LAS PARTES" no renueven el presente
Convenio por escrito antes de suvencimiento:

). Par caso fortuito o de fuerzo rmayor gue impida el desarralla del objoto del

Mo ProtocaloiC 251006 /
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presente Convenio pol un plazo mayor a & (seis) mases, para lo cual, "LAS
PARTES" podran estipular si se prorroga |a videncia en o conducentis, LINa ver
que por caso fortuito o fuerza mayor haya canciuido

d), Por hatierse cumplido el objelo del Convenia con anterioridad a gue vaenza |a

vigenciz del presenle nstrumento:

a). Por haberse ejercide el presupuesto pard los fnes cal ohjsto del oresenie

Convenio con anterioridad a que venza la vigencia clel prosents instiumento;

fl. En el supuesto de que alguna de "LAS PARTES" incumpla con cualquiera de

las abligaciones derivadas de este Convenio o de los ordenamientos egales que
resulten aplicables, la Parte gue ha cumplido debera notificarie por escrito a la

parte incumplida, para gue repare su armisién en un plazo no mayor a A0 (Treinta) :
dias habiles, a partir de haber sido netificada, sefalande los nachos v ek
consideraciones que expliguen la supuesta omision y las scciones que aplicara
para subsanar dicho incumplimiento.

Sila parte que incurrid en ineumplimiento no aclara, rectifica o repara sus
ormisicnes en el plazo sefialade, cntonces la otra partc podra exigir el
cumplimiento forzoso o rescindir el presentc Convenio sin necesidad de \ -\\\Y
declaracion judicial y mediante simple notilicacion por eocrito. b, w__
1\

TRIGESIMA PRIMERA. PRINCIPIOS CONTRA EL SOBORNO Y CORRUPCION: “EL \J
INSTITUTO" v “EL INVESTIGADOR" estan autorizados, registrados, o calificados
bajo las leyes, regulaciones, politicas, v requerimientos administrativos locales
para la realizacion del “EL PROTOCOLO" vy ninguna regulzcién U otras !’?'7{?1;’
obligaciones prohiben a "EL INSTITUTO™ v “EL INVESTICADOR" su cjecucion;

“EL INSTITUTO" v “EL INVESTIGADOR" no han ofrecido o pagado vy no ofreceran
nl pagaran en el futuro directa o indirectamente, ni autorizaran el ofrecimicnto
de un pago, dincro u objetos de valor para influenciar a un funcionario publice o
a algin otro individuo para gue "“PFIZER" obtenga o retenga Negocios
indehidamente o gane una venlaja comercial indebids, ¥y no ha aceptado, ni
aceptara en el future, dicho pago!

BEL INSTITUTO" v “EL INVESTIGADOR" han recibido una copia de los Principios
Comerciales Internacionales Anti-Soborna y Anti-Corrupcion de Pfizer v han
comunicada dichos Principios a todas |las persenas gue actian en su nombre en
relacion con el trabajo para "PFIZER”, incluyendo agentes o subcontratisias,

Cualguicr  informacion  proporcienada  per  “EL INSTITUTO" v “EL
INVESTIGADOR" o Pfizer en relacién con la diligencia debida anti-corrupeion de
“PRIZER" es completa, veraz v precisa ¥ “EL INSTITUTG" vy “EL INVESTIGADOR"
aceptan informar a “PFIZER" si cualquiera de las respuestas en ol cuestionario de
diligencia debida con respecto a “EL INSTITUTO" y “EL INVESTIGADOR" 0 &
cualquier individua identificade en ¢l cuestionaric de diligencia debida o suUs_
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Familiares, como se define en el mismo, cambia durante la vigencia del presente
Contrato,

“EL INSTITUTO" y “EL INVESTIGADOR" (i) proporcionardan docdmentacian veraz
y completa que soporte, con razonable detalle, ol trabajo realizado W cualguier
gasto incurrido, (i} conservaran facturas, informes, estados, libros yvootros
registros veraces y completos, v (i) obtondran |a pro-autorizacidn par escrito de
"PFIZER" para cualguier gasto extraordinario; y

“EL INSTITUTO" ¥ “EL INVESTIGADOR" permitiran, durante ol término dol
prescente Contrato y por tres afos, después de que se haya hecho ol pago final
bajo ol presente, o los auditores intermos v oxternos de "PRIZER" tenor acceso a
cualguier libro, documentos, papeles, v registros relevantes de *EL INSTITUTO” Y
“EL INVESTIGADOR" que incluyan transacciones relacionadas con el presente
Convenio,

YEL INSTITUTO" v “EL INVESTIGADOR" completaran y scrmeteran a "“PFIZER', |a
Certificacion Anual do Cumplimionto de Terceros anualmente, bajo sclicitud de
"PFIZER".

N
o hY
“EL INSTITUTO™ v “EL INVESTIGADOR" aceptan gue a solicitud de "PFIZER", \._‘_

cualguier individuo gue actie en nombre de “EL INSTITUTO" y “EL
INVESTIGADOR" en relacion con el “EL PROTOCOLO", completaran la
capacitacion anti-corrupcion proporcionada por Pfizer, v notificaran a “PFIZER"
sobre cualguicr individuo gue requiera dicha capacitacien, al momento de la
contratacion y durante el término del Convenio.

“EL INSTITUTO"” vy “EL INVESTIGADOR' aceptan seguir M7 Politica v
Procedimientos Arti-Corrupcion (MAPP) de “PFIZER" en relacidn con su
desempeno  bajo este Contrato, incluyendeo  solicitar 3  los crmpleados
correspondientes do “EL INSTITUTO" y “EL INVESTIGADOR', segun lodetermine
"PFIZER", realizar |a capacitacion anti-corrupcion yio MAPP proporcionada por
"PFIZER".

"PFIZER" puede dar por terminado el presente Contrato si “EL INSTITUTO" v "EL
INVESTIGADOR" infringen cualgquiera de las disposiciones de |a Presente
Clausula. En caso de terminacion, “EL INSTITUTO" v "EL INVESTIGADOR" no
lendran derecho a ningan pago adicional, independicntemente de las
actividades realizadas o los acucrdos celebrados con anterioridad a s
terminacian, ¥ “EL INSTITUTO" v “EL INVESTIGADOR" sers responsables dolos
dafios o perjuicios segun lo establezca la ley aplicable. Ademas, “EL INSTITUTO"
y “EL INVESTIGADOR", indemnizaran v liberaran de lesponsabillidad a "PFIZER"
por cualquier reclame, responsabilidad, multa, penalizacion, dafios o perjuicios
que surjan como resultadoe del incurnplimiento de “EL INSTITUTO" v “EL
INVESTIGADOR" de sus obligaciones bajo el Presente Convenio no obstante, la
obligacion de indemnizar v liberar de responsabilidad a "PFIZER” como resultado

Mo ProtocelonC 0251006 / { ;
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delincumplimiento de "EL INSTTTUTO" v "EL INVESTIGADOR" de sus abligaciones
bajc el presente Convenia, procederd una ver gue se haya determinado por la
autoridad judicial competente.

TRIGESIMA SEGUNDA. FARMACOVIGILANCIA: "EL INSTITUTO" =& obligs
a informar a "PFRIZER" scbre cualguier cevonto adverso del cual lengarn
conocimionte en un plaza que no excederd de 24 (veinticuatre horas) desde |a
coha on gue tuvieron conoocimiento, de acuerdo a los &rmines v alcahce

previstos en 2l docurmento marcadd como Anexo “G" que se adjunta al presente.

"PFIZER" se obliga enLtrenar a un representante de "EL INSTITUTO", en temas de
farmacovigilancia, programa de  pacientes vy politicas de "PFIZER", "EL ¢ ()
INSTITUTO" a su vez entrenard a tedas las persenas asignadas al Contrato, :

“PFIZER" =n lodo momento tendra derecho a verilicar gque cfectivamente se
dieron estos entrenamicntos, los cuales se debhen de reforzar anuzlmente vy
olorgarse a cualguier nuevo integrants o nuevo ingreso.

INSTITUTO" se chliga a dar cumplimicnte con las politicas de "PFIZER"
mencionadas en los Anexos *E" al “H" asi como las relacionadas a los programas \\ 7Y
de pacientes, sstas Ultimas, "PFIZER" se compromete a entregatlas o "EL )ﬁ
INSTITUTC" en un plazo de 30 (treinta) dias habiles a partir de la fecha de firma
del presente Contrato.

TRIGESIMA TERCERA. CUMPLIMIENTO A POLITICAS DE “PFIZER™ “EL \\\

TRIGESIMA CUARTA. ANEXOS: [orman parte del Convenio los siguientes
anexos:

Anexo A: | icencia de autorizacion sanitaria de la investigacion, sc tramitarad ante
lz Comision Foderal para la Proteccion Contra Riesgos Sanitarios (COFEPRIS), en
anuellos casos on gue la ley lo establezoa o cuando el caso lo requiera,

Anexo B: Protocole de Investigacion.

Anexe C Esquema de Aportaciones,

Anexo D: Autorizacion de los Comites de Investigacion

Anexo E: Principios Comerciales Internacionales Anti-Soborno v Anti-Carrupcién
de Pfizor,

Anexo F: Principios Sociales Fundamentalos.
Anexo G: Reguisitos de Reporte do Seguridad para Productos de Pfizer.

Anexo H: Certificacién Anuval de Cumplimiento de Terceras,

Mo ProtocoloCO2 51006
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Anexo I Consentimiento Infermada de los Participantes.

TRIGESIMA QUINTA. DOMICILIOS: Todos los avisos v hotificaciones gue "LAS
PARTES" deben darsc en relacion con el presente Convenio, sc haran por escrito
¥ se enviaran por correo cortificado con acuse de recibo o por cualguier olro
medio que asegure que el destinatario reciba dichas netificaciones, Para |os
efectas anteriores, "LAS PARTES" scrialan come sus domicilios los siguicntos:

Pfizer: Que Pfizer tiene su domicilio on
Fasco de los Tamarindos 40, Colonia
Bosque de las Lomas, Cuajimalpa,

C.P 05120, Mexico,
El Instituto:

Cue ol Institute tiene su domicilio en
la calle do Vasco de Quircga No. 15,
. Colonia Scccidon XV, Delegacian
El Investigador: Tlalpan, C.P. 14000, en México D.F,
Que el  Investigador  tieme su
domicilio en la calle de Vasco de
Quircga No, 15, Colonia Seccian Xy,
Delegacién Tlalpan, C.P, 14000, en
Mexico OLF,

TRIGESIMA SEXTA. INSPECCIONES Y AUDITORIAS , "EL INVESTIGADOR" v "EL
INSTITUTO" reconocen gue "EL PROTOCOLO" esta sujeto a inspeccidn por parle
de agencias regulatorias a nivel mundial ¥ que dichas inspecciones pueden
llevarse o cabo después de la terminacion de "EL PROTOCOLO" vy pueden incluir
la auditoria de los Registros de "EL PROTOCOLD", por lo que “LAS PARTES” se
obligan 2 la notificacion mutua de tales auditorias, recavendo |a responsabilidad
sobre la parte gue lenga previo conocimiento de la inspeccion o auditoria
correspondicnte.

"PFIZER" puede ademas auditar los Registros de "EL PROTOCOLY" durante o
después yio como parte de su rmonitoreo de |a realizacion de "EL PROTOCOLD"
slempre gque se lleve de la siguiente manera; “EL INSTITUTO" provia notificacian
proporcionara acceso razohable a las instalaciones v registros médicos que se
relacionen directamente con "EL PROTOCOLD, siempre gue “PFIZER” v sus
designados para una auditoria v monitoren o inspeccion relacionada con el
PROTOCOLO DE INVESTICACION objeto de este Convenio de Conceortacion
hotifiquen a "EL INSTITUTO" con al menaos diez (10) dias habiles de anticipacion a
la Techa de visita a menos que scan circunstancias excepcionales debidamente
lustificadas incluyendo, entre otras cosas, cualguier inspeccion o auditaria por
incurnplimientoe del "FIL PROTOCOLO" o del presente Acuerdo,

Mo, Profocolo CO25 1006
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TRIGESIMA SEPTIMA. JURISDICCION Y COMPETENCIA: Para la interpretacion y
cumplimiente de este Convenlo, asi como para todo aquetlo gue no esté
expresamente estipulado en ¢l misme, "LAS PARTES" se sometoen a E}
jurisdiccion de los Tribunales Federales de la Cludad de Mexico, por lo tanto
repuncian al fuero gue por razon de su domicilio presente o futuro, pudiere
coresponderles

Leido que fue el presente instrumento y enteradas “LAS PARTES" quc
tervienen en este acto sobre su alcance y contenido, lo firrman y ratifican por

cuadruplicadeo en la Ciudad de Mexico, o 13 de marzo oo 2026

POR EL PATROCINADOR

S

POR EL INSTITUTO

DrJOSE SIFUENTES OSORNIOC DRA, GABRIELA DAVILA LOAIZA
CIRECTOR GEMERAL REPRESENTANTE LEGAL

ASISTE

I Gy L

DR. CARLOS & HTO #\GUILAI’E SALINAS
DIRECTOR f STIGACION

Moua. Tt td

DRA MARINA RULL GABAYET
JFFA'DEL DEPARTAMENTO DE
INMUNOLODGIA Y REUMATOLOGIA

Mo Protoca ot RS 006
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DRA. DIANA GOMEZ MARTIN
INVESTIGADORA RESPONSABLE DEL
PROTOCOLO DE INVESTIGACION

BRVISIOMN JURIDIC A e
| EGAL REVIEW 1/

77 /' LA
77

MEZ MONTERD
1 I:FA LJ!-_,L DEERARTAMENTD DLASESORIA
s JURITICA

LAS FIRMAS QUE ANTECEDEN Al PRESENTE DOCUMENTO CORRESPONDEN
AL CONVENIC DE CONCERTACION PARA LLEVAR A CARO UN PROTOCOLD [3F
INVESTIGACION CIENTII ICA EN EL CAMPO DE LA SALUD QUE CELEBRAN, POR
UNA PARTE, PFIZER, S.A. DE CV. Y POR LA OTRA EL INSTITUTO NACIOMNAL

DE CIENCIAS MEDICAS Y NUTRICION SALVADOR ZUBIRAN.

Mo, ProtoceloC 0251006
C5A ontre Pfizer y el Instilulo Macional de Ciencigs Médicas v Nurricion "Salvador Zubiran®
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COLLABORATION AGREEMENT TO CONDUCT A RESEARCH PROTOCOL IN THE
FIELD OF HEALTH, WHICH SHALL BE HEREINAFTER CALLED “THE
PROTOCOL," ENTERED INTO BY AND BETWEEN, AS PARTY OF THE FIRST
PART, THE INSTITUTC NACIONAL DE CIENCIAS MEDICAS ¥ NUTRICION
"SALVADOR ZUBIRAN," HEREINAFTER “THE INSTITUTE," REPRESENTED BY
ITS MANAGING DIRECTOR, DR.JOSE SIFUENTES OSORNIO, WHO IS ASSISTED
BY DR. CARLOS ALBERTO AGUILAR SALINAS, DIRECTOR OF RESEARCH; AS
PARTY OF THE SECOND PART, PFIZER, S.A. DE C.V., HEREINAFTER "PFIZER,"
REPRESENTED BY DR. GABRIELA DAVILA LOAIZA, IN HER CAPACITY AS
LEGAL REPRESENTATIVE AND WITH THE PARTICIPATION OF A THIRD PARTY,
REPRESENTED BY DR. DIANA GOMEZ MARTIN ASSIGNED TO THE
DEPARTMENT OF IMMULOGY AND RHEUMATOLOGY IN HER CAPACITY AS
FPRINCIPAL INVESTIGATOR OF THE PROJECT, HEREINAFTER
HINVESTIGATOR," IN ACCORDANCE WITH THE FOLLOWING STATEMENTS,
DEFINITIONS, AND CLAUSES:

STATEMENTS

I. “THE INSTITUTE", THROUGH ITS MANAGING DIRECTOR, DOES
HEREBY REPRESENT AS FOLLOWS:

L1 That it is a Decentralized Public Body of the Federal Public Administration
whose dutics include, among others, cooperating in the running and
consaolidation of the Sistema Nacional de Salud [National Health Systemn), as well
as providing outpatient and hospital care to the population requiring care in their
area of specialization and related fields, at the lacilitics available to that end, using
fres medical care oriteria based on the socioeconomic conditions of the users,
without the cost recovery fees altering its social function, by providing
professional medical, hospital, laboratory and clinical study services and pursuant
lo the above it conducts scientific research in the field of health, in accordance
with articles 1and 45 of the Organic Law of the Federal Public Administration; 14
and 15 of the Federal Law of Parastatal Entities; 1; 2 sections NI, IV, VIl y X &
sections | and I 7 section | 9 section V; 37, 39 sections | and 47 of the National
Health Institutes Law and of Articles 3 sections |, 1l and X1V and 24 section | of the
Organic Statute of the Instituto Macional de Ciencias Médicas y Nutricion
“Calvadar Zubiran”, and the Guidclines for the Administration of Thirg-Party
Funds allocated to Financing RESEARCH PROTOCOLS in the National Institutes
of Health. As well as Mexican Official Standard NOM-012-5543-2012, which
stipulates the criteria for conducting health FJIZ’%E!RQ{_,H PROTOCOLs on human
beings.

.2. That “THE INSTITUTE" conducts RESEARCH PROTOCOLs in the field of
health, in accordance with the provisions in Articles 2 section X, 96, 100 section
Vvl of the General Health Lavy; 3 113; 114 115; 116 and 120 of the General Health Law

with regard to Health Research, as well as in the provisions contained in e AS)
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Internal Regulations of the Federal Public Administration [Inter-institutional
Commission for Health Research] and the Guidelines for the Administration of
'hird-Party Funds allocated to Financing RESEARCH PROTOQCOLs of the National
Health Institutes, the Manual of the Committee In Charge of Overseelng the
Adequote Use of the Third-Party Funds Allocated Lo Financing RESEARCH
PROTOCOLs of the Instituto Nacional de Ciencias Maédicas v Nutrician Salvador
Zubkiran; by means of external funds provided by the Sponsocrs through
Collaboration Agreements, whose purpose does not correspond to the provision
of independent services, given that these funds or resources are not part of the
Institute's assets, but rather it manages therm in accordance with the provisions
of the Law on Budget and Treasury Responsibility, its own Regulations and the
Lawe of the National Institutes of Health, to finance RESEARCH PROTOCOLS ar
“The protocols”,

L3. That the external funds or resources that “THE INSTITUTE" will receive from
"PFIZER" for the conduct of the Scientific Rescarch “PROTOCOL" are not taxable
and, therefore, do net constitute a Lax base for the payment of Value Added Tax
in accordance with the provisions in Article 15, section XV of the Value Added Tax
Act

L4, That the conduct of the RESEARCH PROTOCOL shall be conducted, in
accordance with the provisions in “PROTOCOL" No. CO251006 “A PHASE 3,
MULTICENTER, DOUBLE-BLIND, RANDOMIZED, PLACEBO-CONTROLLED
STUDY TO EVALUATE THE EFFICACY AND SAFETY OF PF-06823859 IN
PARTICIPANTS WITH ACTIVE IDIOPATHIC INFLAMMATORY MYOPATHIES
(INCLUDING PARTICIPANTS WITH ACTIVE DERMATOMYQSITIS OR
POLYMYOSITIS)" HEREINAFTER “THE PROTOCOL,” WHICH DFSCRIBES (TS
MATURE ANMD SCOPE.

I.5. That it has sufficicnt powers to enter into this Collaboration Agreement, in
accordance with article 19 section | of the National Health Institutes Law, 37, 38
and 39 af the Planning Law.

L6. Thal the Institute has its registered office at Calle de Vasco de Quiroga, %k \
numero 15, Calonia Seccion XV, Delegacion Tlalpan, CP. 14000, in Mexico C ity, \ A
with Federal Taxpayer Registry INC7I0101 RH7, which it provides for all legal i{_
purposes under the Agreemenl A

L7. That the Institute has the infrastructure and highly trained Invesligators to
conduct the RESEARCH PROTOCOL or “PROTOCOL", in accordance with the
provisions indicated below,

I. “PFIZER" REPRESENTS, THROUGH THEIR LEGALLY AUTHORIZED
REPRESENTATIVE, THAT.

IL1. It is a commercial company duly incorparated in accordance with the |aws
of the United Mexican States, as recorded in public deed No. 56,430, M-tmesm\d
\

Protocol mimber: COZ51006
CoM bebween Plizor y el Instituto Macional de Cienciss Médicas v Nutrician "Salvador 2ubiran”
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by M. Julian Matute Vidal, 49th Notary Public of the Federal District, on April 14,
1970,

I1.2. Its representative herein, Dr. Gabriela Davila Loaiza, has sufficient powers to
entor into this Agreement and be bound by Its Lefms, powers which have not
been revoked, suspended or limited as recorded In public deesd G8230 of
October 02 200% witnessed by Mr José Luis Villavicenclo Castaneda, 21Eth

Motary Publicof the Fedoeral District

I3, That its main purpose is the rmanufacture, marketing and distribution ol
Chermical and Pharmaceutical products,
.4 That the company she represents Is interested in sntering into this

Collaboration Agresment with “THE INSTITUTE", in order to entrust it with the
conduct of the “PROTOCOL" in accordance with the respective project, and
oursuant to the terms listed below.

L5, For the purpoeses of this agreement, it indicates as its registercd office the
address located in calle de Pasco de los Tamarindos 40, colonia Bosgues de las
Lomas, Cuajimaloa, 05120, here in Mexico City, Federal District, and its Federal
Taxpayoer ldentification number is PRI 730206-632, which is hereby indicated for
all legal purpases hereundaor,

IL&. That the company she represents acknowledges that the funds or resources
they will provide to “THE INSTITUTE" for the conduct of the RESEARCH
PROTOCOL of “PROTOCOL” are not taxable and therefare do not constitute a tax
base for the payment of the Value Added Tax in accordance with the provisions
in Article 15, Section XV of the Value Added Tax Law,

1. *THE INVESTIGATOR" DOQES HEREBY REPRESENT [N THEIR OWN
RIGHT AS FOLLOWS.

lIL1. That they are o natural person with the knowledge, skills and expertisze 1o
enter into this Adreement.

HI.2. Who holds professional license 8082343 and has the necessary knowledge
toy conduct the BESEARCH PROTOCOL or "PROTOCOL”, under the termes set
forth below,

V. "THE PARTIES"” DO HEREBY REPRESENT AS FOLLOWS
V.1, That they have negotiated in good faith the terms and conditions of this
Agreement, through their duly aceredited representatives, and that they are fully
aware of its legal implications.

IV. DEFINITIONS:

IV.1. COLLABORATION AGREEMENT: Shall mean the instrument entered intd by
“THE INSTITUTE" and “PFIZER", in sccordance with the powcers conferred in

Prolocol nuriber: COR51006

CEA botween [Pfizary of Instituto Nacional de Ciencias Medicas y Nulhcicn "salvador Lubiran”

Bl: r. Digna Gomee Martin Sitio 1104 -

Ariba CW2ATI040
Page 3 of 62



INCMN/108/8/P1/22/2026

article 9 af the Organic Law of the Fedoral Public Administration; 37, 38 and 39 of
the Planning Law, 3 section X1, 96, 100 section VI of the General Health Law, 3 113
114, 115; 16 and 120 of the Begulations of the General Health Law with regard to
Health Research and with the powers granted to “THE INSTITUTE" by Articles ]
and 2 of the Organic Law of the Federal Public Administration 514 and 15 of the
Federal Law of Parastatal Entitics: 1: 2 sections I, IV W WL W and 1X; 7 section |19
section V| 37, 38; 39 soction IV; 41 sections V, VI, VI, 1X, X a2 5 A4 and 45 of the
National Health Institutes Law; articles 2 scctions [, |, XIV and 34 section | of the
Urganic Statute of the Institute and the provisions contained in the Guidelines
for the Administration of Third-Party Funds allocated to Fihancing RESCARCH
PROTOCOLs inthe National Health Institutes,

IV.2Z. INSTITUTE: Shall mean the Inslitute Nacional de Clencias Modicas W
Mutricion Salvador Zubiran.

V.3 GUIDELINES: Shall mean the Guidelines for Lthe Administration of Third-
Party Funds allocated to Financing RESFARCH PROTOCOLs in the |nstituto
MNacional de Ciencias Madicas v Nutricion Salvadar Zubiran, effective as of
Movermber 25, 20010,

IV.4. COFEPRIS OPINION: Shall mean he preliminary favorable opinion issucd by
the Comision Federal para la Proteccion contra Riesges Sanitarios [Federal
Commission for the Protection Against Sanitary Risks] of Lhe Secretaria de Salud
[Secretarial of Health] (COFEPRIS) at the start of the term of the Agreemaont,
through its Comision de Autorizacién  Sanitaria [Health  Authorization
Commission], based on Articles 14 sections VI: WL WL 18,19, 62, sections 1, 11, 1V,
WOV VI B4 sections | IV, Vo and 98 of the General Health |aw with regard to
Health Rescarch,

IV.5. RESEARCH PROTOCOL OR “PROTOCOL"™ Shall mean the document
specifying the background and objectives of the study or rescarch to be
conducted, which clearly describes the methodology to be implemented.

IW.6. PFIZER: Shall mean the natural of legal person, public or private, national or
international, with whorm this Agreement is entered Into, who on behalf of
PFIZER shall provide “THE INSTITUTE” with Lhe funds for the conduct of
“PROTOCOL".

IV.7. FUNDS: Shall mean the contributions to be delivered by “PFIZER" 1o “THE
INSTITUTE" for Lhe conduct of “PROTOCOL”, which shall be deermed external
funds and not assets of tho “THE INSTITUTE",

IV.8. “THE INVESTIGATOR": Shall mean the professional in charge of cenducting
and supervising “PROTOCOL".

IV.9. STAFF OF THE INSTITUTE: Shall mean the medical and clinical support staff
that “THE INSTITUTE" shall allocate to the conduct of “PROTOCOL”,

Prolocol nurmiber; COPSI00E
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V.10, FACILITIES; Shall mean the place where "PROTOCOL" is to be conducied
or implemented; these shall include, If necessary, the facilities, equiprment and
supplies, in accordance with the provisions in the RESEARCH PROTOCOL or
"PROTOCOL"

VoI PARTICIPANT: Shall mean the natural person, healthy or sick, chosen as
research subjects o the Praject ol "PROTOCOL", in accordance with the

soreening criteria stated therein,

V.12, INFORMED CONSENT FORM OF THE PART ICIFANTS: Shall mean the
written consent of the participants in "THE PROTOCOL," which forms an integral
part of Lhe Agreemaont as Annex |, to bie obtained by *THE INVESTIGATOR” or by
the person designated by "THE INSTITUTE" for Lhat purpose, in accordance with
Mexican Official Standard NOM-16855A1-98, the Medical Record, and the elhical
orinciples agreed at the 18th wWorld Medical Assemibly held in Helsinki, Finland, in
June 1964, and amendad at the 22th World Medical Assembly held in Tolkyo,
Japan, in October 1975, and the 35th World Medical Assernbly that was held in
Venice Italy in October 1983, as well as the 41st World Medical Assembly held in
Hong Kong in September 1989 the A8th Somerset West General Asscmbly,
which was held in South Africa in October 1996 and the 52nd Goneral Assembly
in Edinburgh Scotland which was held in Cctober 2000, applying, in any case, the
standard that confers the highost degrec of protection for the Participant,

V.13, FUNDS FOR THE PARTICIPANTS: Shall mean the funds provided by
“pFIZER” to cover the expenses of the DParticipants for cach RESEARCH
PROTOCOL or *PROTOCOL”, when it is 50 required.

IV.14. RESEARCH COMMITTEES: Shall mean the committees in charge of
approving and supernvising “pROTOCOL", in accordance with the International
Conference on Harmonization (ICH) Guidelines and Research Good Clinical
Practice, aswell as the General Health Law with regard to Clinical Research.

IV.15. MEDICATIONS AND SUPPLIES: Shall mean the drugs, rnaterizls and
equiprnent needed to conduct “PROTOCOL", which shall be supplied by Pfizer
in accordance with the limits and guidelines established in “PROTOCOL"

IV.16. CONFIDENTIAL INFORMATION: Shall rean all the forms, reports, centents
and information concerning *PROTOCOL" that are generated as a result of its
conduct, in accordance with this Collaboration Agrecment, uritil they have been
published by “THE INSTITUTE".

IV.17. PUBLICATION OF THE RESEARCH PROTOCOL RESULTS: Shall mean the
right that “THE INSTITUTE" in charge has 1o publish the results of “THE
RESEARCH PROTOCOL OR “PROTOCOL" for the scienfific community.

18, INSTITUTE: Shall mean the Instituto Nacional de Ciencias Medicas ¥
Nutricion Salvador Zubiran.

Probocol number COREI008
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IV.19. PROJECT LEADER: shall mean “THE INVESTIGATOR" who directs and
coordinates the project financed by third party funds uptoits completion, aswell
a5 the one who manages to obtain the funds or was designated by the Managing
Director of “THE INSTITUTE".

IV.20. RESEARCH PROTOCOL Shall mean the articulated dovelopment,
sclentific methodology and “PROTOCOL" authorized by the Internal Research
Ethics Committees and, if nocessary, Internal Biosatety and Animal Research
Committecs of the Institute, whose purpose is to oxpand sclientific knowledge
about health or diseases and its potential application in healthcare: this includes
applied health research, basic health research, biomedical rescarch and health - ¥
rescarch.

IV.21. RESEARCH SUPPORT: Shall mean all those administrative and operational
activities that are related to a RESEARCH DROTOCOL,

“THE PARTIES” that appear herein mutually recognize the ca pacity underwhich
they appear, and they all wish to be leqally bound in accordance with the
provisions in this Instrumenl, and therefore they proceed to enter into this
Collaboration Agreement, in accordance with the following:

CLAUSES

ONE. PURPOSE: Given that “THE INVESTIGATOR" has submitted the opinion of

the Comisian Federal para la Proteccion contra Riesgos Sanitarios (COFEPRIS),

which, has abtained on May 13% 2025 with Number 24912XA000014 | i= attachod |

to this Collaboration Agreement as Annex A “THE INSTITUTE” undertakes to \\ _

conduct "PROTOCOL”, No. C0251006 “A Phase 3, Multicenter, Double-Blind, \ )\
L)

1 -

Randomized, Placebo-Controlled Study to Evaluate the Efficacy and Safety of -
PF-06823859 in Participants with Active Idiopathic Inflammatory Myopathies W\
(Including Participants with Active Dermatomyositis or Polymyositis),” which

aims to contribute to the advancement of scientific knowledge and to meeting

the country's health necds through scientific and technalagical development in
biomedical, clinical, socio-medical, and cpidemiological arcas, strictly in
accordance with the “PROTOCOL”, using the resources provided by “PFIZER,"

which in ne case shall form part of the Institute’s assets and shall only be
administered by it for the agreed purpose, under the terms specificd below,

TWO: “THE PARTIES" agree that “PROTOCOL" shall be conducted in
accordance with the International Conferchce on Harmonization {ICH)
Guidelines and Rescarch Good Clinical Practice, aswell as the General Health Law
with regard to Clinical Research, and all the legislation in force of National and 2y
International Bodies applicable to “PROTOCOL”, Pfizer encourages the W :
Investigator to register Lhe RESEARCH PROTOCOL or “PROTOCOL" on the site 2
www ClinicalTrials.gov before enrolling the first subject, and to disclose tho ' f
results of the RFSEARCH PROTOCOL or “PROTOCOL" to the public through thejr

A

.

Protocol number COZSI006
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publication, their submission to & repositary of information open to the public or
by olher means.

Any arnendment to "PROTOCOL" proposed Dy any of “THE PARTIES", shall bein
wiriting and accepted by therm, on the understanding that on the part of
DPEIZER", in this casc, a member designated and autharized by its Medical
Directar shall intervene to that end

Briar to the recruitment of subjects at the site, the Principal Investigalor of "THE
INSTITUTE" and any sub-investigators participating in "PROTOCOL" =hall take
the training module provided by “PFIZERY "Cood Clinlcal Practice” GCP for
Research Site Staff (“Pfizer GCP Training'). Any investigator joining the Study
after Lhe recruitrnent of the first subject at the site shall take the “PFIZER" CLR
Training prior to conducting any aclivities related to "PROTOCOL". For studies of
applicable duraticn, "THE INVESTIGATOR" and any sub-investigatar who
participates in the study shall take the said “PFIZER"” GCP Training every two
yvears during the term of sPROTOCOL", or more frequently if there are
considerable changes Lo the ICH GCP guidelines and/or course materials that
redUire new training.

Any amendrnent to “PROTOCOL" proposed by any of “THE PARTIES" shall be in
wiriting, accepted by both, and, where required, authorized by the respective
committeas and by COFEPRIS, otherwise the amendment shall not be
applicable, on the understanding that, in such case, & member designated and
aUthorized by its Medical Director shall act on behalf of "“THE SPONSOR."

THREE. THE PROTOCOL.- “THE INSTITUTE" and “PFIZER" havc praviously
agreed the procedures sel out in “PROTOCOLY, under which the "RESEARCH
PROTOCOL" shall be conducted, The said "RESEARCH PROTOCOL” is attached
hereto as Annex B, and shall ke an integral part of this Agreement.

The approval of the final “PROTOCOL" oy “PEIZER" shall be a condition for the
support of “PFIZER™ under this Agreement.

YTHE PARTIES" agree that in the event of any discrepancy of conflict that arises
between “PROTOCOL" and this Agreement, “PROTOCOL" shiall prevail with
regard to all Clinical matters and the Agreement shall govern all other matters
(legal and financial ones, among others),

FOUR. TERM: “THE INSTITUTE" agrees with "PFIZER’ that the term of the
Agreernent shall be 3 years from the date of signature. Once this pericd has
ended. the term may be extended by mutual agreement between "THE
PARTIES" through a Amendment Agreement, which shall be notified in writing
of the needed to extended the term at least (60) sixty calendar days in advance,

The said period may be extended by mutual agreement between “THE
PARTIES", provided that “THE INSTITUTE" notifies "PFIZER" in writing of the
Prolocal numbsr: CO2ZRI00E 3
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need for its extension, 15 (fiftcen) calendar davsin advance,
FIVE. “PFIZER"” OBLIGATIONS:

“PFIZER" shall contribute to “THE INSTITUTE". in accordance with the agroeed
Upon amounts and deadlines, sufficient resources Lo develop and conclude the
respective RESEARCH PROTOCOL, in order for “PROTOCOL" not to bo
suspended, in sccordance with the amounts and deadlines established in Annex
C,which forms an integral part of this Agrecement,

Mhe said amount shall be used in the fellowing jitems:
1) Indirect costs:

2} The difference in the previous figure is the percentage that is allocated to
finance the project's expenses as scheduled.,

) Operating expenses:

4) Procurement of supplics and equipment:

5) Investment expenses:

6] Financial support for the staff participating in the RESCARCH PROTOCOL:
7} Hiring of collaborators:

The funds of partially concluded cascs, e early withdrawals, shall be prorated in
accordance with the Services provided in accordance with Annex C. “THE
INSTITUTE" shall not receive any funds for Services rendored that are desmaod ta
be violations or deviations from the “PROTOCOL” or this Agresment.

"THE PARTIES" agrec that the contributions to be covered by “THE SPONSOR" in
favor of "THE INSTITUTE" for cxecution of “PROTOCOL” shall be made by bank
transfer to the following account:

Fay to the order of Instituto Nacional de Ciencias Médicas
{Account holder’s y Mutrician "Salvador Zubiran™
rarme):

ACCOUNT NAME RIZNCG INCMNSZ EGR RECURSOS
TERC INDUSTRIA FARMACEUTICA

ko

Frotocol number; CO251006
58 between | Mizer v el Institute Nacional de Clencias Meédioss Y MUTFician "Salvador Zubiran®
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[INSTITUTE

ADDRESS:

| BANEK

TGRUPA |

AN, VASCO DE QUIROGA NO.15 COL.
BELISARIO DOMINGUEZ E}FCCI{_’)N W
14080 TLALPAN COMX MEXICO

INANCIERO HSBC. S.A,
INSTITUCION DE BANCA MULTIPLE
GRUPC FINANCIERG M5BC

AV. PASED DE LA REFORMA NG 347
COL CUAUHTEMOQC, DELEGACION
CUAUHTEMOC

BRANCH

3947 MCI HOSPITAL NUTRICION

BERAMNCH Numbern

180 MEXICO CDMX

overseas operations
{if applicable)

R.F.C. [Registro
IFederal de
Contribuyentes
[Taxpayer
|dentification
Number]} OF THE
INSTITUTE!:

INCTICI0TRHT

Account Mo, A0e9475408
Standardized bank | D21180040694754087

code i =]
SWIFT code for BN E MXMM

Mote
accaompanying
payment

0251006 Invoice #

In carrying out the transfer, “THE SPONSOR" underta kes to:

aj

Pratocal numibor CO251006

Caa betwoen Pfizer y ol Institute Nacional de Ciencias Midicas y Mutrician ©
3l Do, Diana Gomer Marting Sitio 1104
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advanca),;
k) Send the reccipt by emall to "THE INVESTIGATOR" and to the following

financial cortact al “THE INSTITUTE"
mndos.es peciales.invesligacion@incmnsz.mx

) Indicate the name, email, and telephone number of the person to whorm
the payment supplement files will be sent, once it has been received. Such
inforrmation shall fre Sk to tho following email:

londos.cepeciales.investigacion@incmnsz, mx

The parties agree that, if required, "THE INSTITUTE" may Update the referenced
bank details upon notice to "“THE SPONSOR” of its |awful representalive,

SIX. THE INSTITUTE'S OBLIGATIONS: “THE INSTITUTE" does hercby undortake
to ensure that the RESEARCH PROTOCOLs and teaching activities related to
“PROTOCOL", financed with third-party funds, shall be subject to the following:

). They must be authorized by the Managing Director of “THE INSTITUTE",
with the prior favorable opinions from the respective Internal Research
Committoes,

b). “THE INSTITUTE", through its Managing Director, shall inform the
Governing Body, once a year, through the institutional portiolio, of the degree
of progress in the conduct of the RESEARCH PROTOQCOLs, during Lthe period
of lime agreed. The report shall include the project title, site alfiliation,
participating Investigators, research line, scheduled start and end dates,
internal and external financing, progress in the first and second semester,
aims, details of progress in the reporting peried and comments,

c}. The Comisién Coordinadora de Institutos Naciohales de Salud v Hospitales
de Alta Fspecialidad [Coordinating Commission of National Health Institutes
and Highly Specialized Hospitals] shall be deemed informed of the RESEARCH
PROTOCOLs of the Institute through the folder of Lthe Board of Directors
received by the official of this Gffice, in their capacity as Secretary of the same,

d). The conduct of RESEARCH PROTOCOLs shall be evaluated by the Internal
Commitlee in charge of maonitaring the use of rescarch funds andior the
Internal Research Commiittee at any time and the Managing Director of “THE
INSTITUTE" shall report the results to the Governing Board,

e). Health research shall be conducted in accordance with the following
general guidelinoes:

* Itshall be conducted in strict compliance with the General Health .3,
the Regulation of the General Health Law with regard to Healt
Research, as well as the Mexican Official Standards and oth
[Frotoco| numiber CO2s1006
CEA between iqory el Inslituto Nacional de Ciencias Medicas v Nutrician "Salvador Zubiran”
PE D, Liana Gérmes Martin, Silio 1104 )
Aribar CW2479049 |
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applicable provisions,
o For biomedical research purpcses, “THE INSTITUTE" shall be subject,

accordingly, To Mexican Official Standard MOM-0T2-5543-2012, the
Medical Record and the Ethical Principles agreed by the 18th World

Medical Assernbly, held in Helsinki, Finland, in June 1964, and
armendsd by the 29th Werld Medical Assembly, held In Tokyo, Japan,
in October 1975 and the 35tH World Medical Assermbly that was held In
Venice ltaly in October 1983%; aswell as the 41sL World Medical Assem faly
held In Hong Kong Tn September 1282 the 4Bth Somerset Wesl

Gieneral Assernbly, which was held in South Africa in October 1996 and
the 52nd General Assembly in Edinburgh Scotland which was held in
October 2000, applying, in any cass, the standard that confers Lhe
highest degree of protection for the Participant.

fl. The Irvestigators may submit the RESEARCH PROTOCOLs to the
Committoes described in subparagraph a) of this paragraph at any time, so
that sald Committess can issue their respective opinion,

SEVEN. THE INVESTIGATOR: “THE INVESTIGATOR" undertakes to conouct “THE
RESEARCH PROTOCOL OR “PROTOCOL” and may receive financial support in
accordance with Chapter 111, Section 10, Subsection A, Clause | of the Guidelines
far the Administration of Third-Party Funds Allocated to Financing RESEARCH
PROTOCOLS,

STHE INVESTIGATOR” likewise undertakes to adopt an independent medical
criterion with regard to the compatibilily of the subject with the requirements of
the “PROTOCOL", obtain an informed consent form, enter all of the data relatod
to the Study in the pages of the respective electronic CRE Through the Electronic
Data Capture (EDC) syslerm within the following four calendar days and shall have
three calendar days for the correction of data. Maintaining appropriate records
with regard to the Study, such as records related to the identification of the
subjecls, clinical ohservations, laboratory tests, and receipt and disposal of drugs
0 allow “PFIZER” to inspect and audit such records. Cooperating with “PFIZER”
in the monitoring of the Study.

EIGHT. TAXES: The funds that “PFIZER” shall deliver to “THE INSTITUTE" 1o
canduct "PROTOCOL” shall be deemed to be external funds and not part of the
assets of the Institute, as they only manage them, Conseguently, they are nol
taxable and do not constitute a tax base for the payment of the Value Added Tax,
in accardance with the provisions in Article 15 Section IV of the Value Adclded Tax
Lana.

Thorefore, “THE PARTIES" do hereby agree that in order for "PFIZER" to be able
to accredit the provision of the Funds to “PROTOCOL", this Agreement shall
sarve as Lhe most solid leqal proof of receipt, for all legal purposes that might be

Prolocol number: CO251006 S
oA botween Pfizer v ol Inslituto Nacional de Ciencias Medicas y Mutrician “Sabvacor 7u|:-i.r"£_['_.r'e"
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spplicable of all the funds. Regardless of whether “THE INSTITUTE" undertakes to
issue with cach payment, the applicable invoice or documents in compliance
with the tax legislation in force,

NINE, THE PROTOCOL: “THE INSTITUTE" agrees beforehand with “PFIZER", that
the procedures set forth in “THE PROTOCOL" by means of which “ RESEARCH
PROTOCOL" shall be conducted, arc altached to this Collaboration Adreement
as Annex B, and shall be integral part of this Agroement.

TEN. AUTHORIZATION BY THE RESEARCH COMMITTEES: “THE PARTIES" have
obtained the authorization of the respective Committee(s) to initiate the
"PROTOCOL”, This autharization is attached hereto as Annex D.

ELEVEN. THE RESEARCH COMMITTEES. “THE INSTITUTE" does hereby
undertake to ensure that during the conduct of “PROTOCOL”, it shall be subject
ta monitoring by the relevant Research Committee(s). Said Committes(s) shall
operatc in accordance  with  the  “International  Conference o
Harmonization"(ICH) Guidelines and Research Good Clinical Practice as well as
the provisions in the General Health Law with regard to Clinical Research,

“THE INVESTIGATOR" andf/or “THE INSTITUTE” shall inform “PFIZER”
immediately of (a) any urgent safety measures taken to protect the Study
Subjects from any immediate danger, and () any serious breach of “PROTOCOL"
of the guidelines of the International Conference on Harmaonization {ICH) and
Good Clinical Practices (GCP) “THE INVESTIGATOR” and/or “THE INSTITUTE"
bocome aware of.

TWELVE. RECRUITMENT OF PARTICIPANTS, After Lhe Agrocment comes inta
force, “THE INSTITUTE" shall begin to recruit the Participants, according Lo the
provisions in *“PROTOCOL" which shall be an intecral part of this Agreemoent.

“THE INSTITUTE" and “THE INVESTIGATOR" have agreed to enrall jn
“PROTOCOL" a minimum of 1 but no more than 9 Study Subjocts Qualificd by
"PFIZER", unless “"PFIZER" modifies this recruitrment period by means of written
notification. A Qualilied Study Subject is a subject who meets all of the The
Protocol criteria for enreliment in *“PROTOCOL” (“Study Qualified Subject(s)"].

Multicenter Studies. “PFIZER” may terminate the recruitment of subjects early il
the total recruitment required for a multicenter studly is achieved befare the cnd
of the recruitment peried for this “PROTOCOL" or before “THE INSTITUTE” and
“THE INVESTIGATOR" have recruited the minimum number of subjects,

THIRTEEN. INFORMED CONSENT FORM OF THE PARTICIPANTS. Before
starting any procedure specific to the Protocol, the Investigator, or the person
designated by “THE INSTITUTE," shall obtain written consent from “THE
PARTICIPANT," which forms an integral part of the Agreement as Annesx |, This
obligation also extends to those subjects who are found not eligible after the
sCresning process. \
Protocol number CO25I006
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The research method that shall be carried out with "THE PARTICIPANT" shall
consist of abtaining their informed consent, in accordance wilh the provisions in
Mexican Official Standard NOM-004-5543-2012, the Medical Record and the
Fthical Principles agreed by the 18th World Medical Sssembly, held in Helsinki,
Finland, in June 1964, and amendesd oy the 29th Warld Medical Assembiy, held in
Tokye, Japan, in October 1975 and Lhe 35th Wo ld Medical Assembly that was held

in Venice |taly in October 1983; as well as the 41st World Medical Assernbly hela
in Hong Kong in September 1989, the 48th Sormerset West General Assambly,
which was Reld in South Africa in October 1996 and the 52nd General Assembly

in Edinburgh secotland which was held in Qctober 2000, applying, inany cass, Lhe
ctandard that canfers the highest degree of protection for the Participant.

FOURTEEN. REPORTING OF SERIOUS ADVERSE EVENTS YTHE PRINCIPAL
INVESTIGATOR" shall report Lo "PFIZER" by fax any Serious Adverse Event ("SAE,”
as defined below) that occurs during the SAEs reporting period (as defined
helow) ina Study subject for whom, the informed consent form to participate in
the study has been signed (see Section 5, "PFIZER" Froduct). The said report shall
be mades within 24 (twenty-four) hours of the “PRINCIPAL INVESTIGATOR"
becoming awarc of the SAE (or immediately If the event is fatal or life-
threatening). “THE PRINCIPAL INVESTIGATOR" shall report such SAEs using a
Report form agreed with “PFIZER" for the reporting of SAES. The SAE Fax Cover
Page [shall be] provided by "PFIZER", SAEs should be reported as soon as they
are deemed to meet the definition even If complete information is not yet
available.

a. Definition of a SAE. A SAE is any adverse cvent that, regardless of
causation, is life-threatening or antails any of the following outcomes: death;
hospitalization or prolongation of an existing hospitalization; persistent or
significant disability or incapacity or a congenital ancmaly or birth defect. Any
other medical event that, according to the medical judgment ol “THE
PRINCIPAL INVESTIGATOR”, might endanger the subject or require a madical
of surgical intervention to prevent any of the gforementionad outcomes |5 also
doermed 1o be a SAF. A planned rmadical or surgical procedure is not in itself a
SAE.

This definition of a SAE also specifically excludes any event that, in the opinion of
“THE PRINCIPAL INVESTIGATOR", represents progression of the malignant
disease studied, unless it causes death within the SAEs Reporting Period.

b, Exposure During Pregnhancy, [Lxposure During Lactation, and lack of
Effect. Even in the absence of an associated SAE, cxposure to the “PFIZER"
Product during pregnancy, exposure Lo the "PFIZER™ Product during lactation,
and lack of effect of the *PFIZER” Product are also reportable as discussed in the
Lraining material provided by “PFIZER™. In this Agreement, the definition of a SAE
shall include exposure during pregnancy, exposure during lactation, and lack of
effect. oF

Prolocol number: CO2E1006
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c. SAE Reporting Period. The SAEs thal are subject to this reporting
provision are those that are submitted after the signing of the informed consent
form and up to 28 (twenty-eight} days after the discontinuation of the “PEIZER”
Product.

d. Follow-up Information. The Institution shall assist "PEIZER" in the
investigation of any SAE and shall provide any follow-up information ressonably
requested by "PFIZER."

e. Regulatory Report. The facl of reporting a SAE to “PFIZER" does not
release the Institution from its responsibility to report it to the regulatory
authorities as necessary.

f. Training provided by “PFIZER". “PFIZER" shall provide to the
“PRINCIPAL INVESTIGATOR" training material Lhat provides information about
the SAE reporting requirements for clinical rescarch studics. “THE PRINCIPAL
INVESTIGATOR" shall review this material and share it with all of the Sludhy staff
members who are involved in the reporting of SALs,

FIFTEEN. INDEMNITY: "PFIZER" agrecs to indemnify, defend or bear the costs of
Lhe defcnse, and hold harmless ("Indemnify’] the Study investigators, any
Institution where the Study activities are conducted, jts officers, agents, and
employecs, and the Institutional Review Board that approved the Study
(collectively, the “Indemnified Parties") against any suit or clairm for damages
(the "Claim") arising out of o Research-Related Injury, the Study design, the
specifications of the “THE PROTOCOL,” or use of tho Study Data by "PFIZER." Eor
the purposes of this Indemnity, the term “ogents” includes, without limitation,
any nurse(s) or other healthcare professional providing services to “THE
INSTITUTE" under a service agreernent or equivalent, and any person waorking
for “THE INSTITUTE"” under such agreement relating to the facilities and the
equipment of such Institution provided for the “PROTOCOL".

Clairns are excluded from this Agrecment to Indemnify to Lthe extent they arise
from

(a) failure of an Indernnified Party to comply with “PROTOCOL"

(b} failure of the Indemnified Party lo comply with any applicable |laws,
regulations or guidclines, ar

(c) gross negligence or willful misconduct of an Indermnified Farty.

“PFIZER" further agrecs Lo reimburse “THE INSTITUTE" for the actual cost of
diagnostic and medical treatment procedures necessary to treat the Research-

Related Injury. “THE INSTITUTE" agrees to pay the vendors of said services

Protocol numibern COZ51006
054 bebween Pfizer v ol Instituto Nacional de Cicncias Meclicas v Nutrician "Ralvador Zubirdn”
Pl 0k Diana Somez Marlin, Sitic 1o
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directly, regardless of whether or net the provider iz affiliated with “THE
INSTITUTE"”, “THE INSTITUTE" acknowledges that “PFIZER" shall not interact
with, or make payments directly to the study vendors or subjects in connection
with the treatment or procedures necessary to treat a Research-Related Imjury,

Research-Related Injury. For the purposes of this Indermnity and Rosearch-
Related Injuryclause; the term "Research-Related Injury” shall mean an adverse
svent, physical injury, or lllness caused by the treatrment ol procedures reguired

inthe “PROTOCOL” that the Study Subject would not have received should Lhey
have not participated in the Study. “THE INSTITUTE" agrees 1o provide orarrange
immediate medical diagnosis and treatment for any Rescarch-Related Injury
experienced by a Study Subject. "THE INSTITUTE" further agrees to notify
“PEIZER" immediately of any Ressarch-Related Injury.,

MNotice and Cooperation. “THE INSTITUTE" agrees Lo provide “PFIZER" with
immediate nolice and full cooperation for the handling and resolution of any
Claim subject to Indernnity. However, failure to provide timely notice shall not
releasa “PRIZER" from its obligations to indemnify unless UpFIZER" is asdversely
affected by the delay. Such cooperation shall include assistance to “PFIZER" in
the handling of any Claim until it is fully resolved, which may result in the request
and review of medical records and invoices related to the Research-Related
Injury. Notwithstanding the foregoing, should “PFIZER" sc request, “THE
INSTITUTE" agrees to authorize “PFIZER" to exclusively manage the defense of
a Claim Subject to Indemnity.

Setilement or Compromise, No seltlement of any Claim Subject to Indemnity
shall be binding upon “PFIZER" without prior written consent from “pPFIZER".
UPFIZER" shall not withhold such consent or settlement without justification.
Neither party shall admit to any fault on hehalf of the other party nor enter into a
non-monetary scettlement that represents future obligations for the other party
without the prior written approval of the party affected.

SIXTEEN. MEDICATIONS AND SUPPLIES: “PFIZER" does hereby agree with the
“ITHE [NSTITUTE" that it shall provide the drugs, materials and eguipment
necded to conduct “THE PROTOCOL," under the terms stipulated by tho latter.

a} Custody and Dispensing: “THE PRINCIPAL INVESTIGATOR" shall rmaintain
appropriate control of the supplies of tha UPFIZER" Product and shall not provide
it to anyone except those members of the research staff who are directly invelved

in the conduct of the Study and may not be used for any other purposc.

b) The medication and material supplied by “PFRIZER" shall be stored by “THE
INSTITUTE" i a dry, secure place that is locked.

c) “THE INVESTIGATOR" shall be responsible for carrying out the accounting of
the rmodication received by “PFIZER" in order to be administered to “THE

Prolecol number: CO2ZE1006 N
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PARTICIPANTS"

d] Destruction of expired or unused products: lnless “PFIZER” indicatos
otherwise in writing, the “PRINCIPAL INVESTIGATOR" shall destroy any
"PFIZER" Product Supplies thal expire during the term of this Agreement, "THE
PRINCIPAL INVESTIGATOR" shall destroy such materials in accordance with all
applicable regulations, government guidelines and institutional palicies.

c) Ownership and Permitted Use: Except for (and limited to) the use specified
in the Protocol, Pfizer grants the Principal Investigator no express or implied
intellectual property rights or other rights in the Pfizer Product or in any methods
of making or using the Pfizer producl, *THE PRINCIPAL INVESTIGATOR" =hall
use the “PFIZER" Product exclusively in the manner specified in “PROTOCOL”.
Any other use of the “PFIZER" Product constitutes a material breach of this
Agrecment,

f) Gratuity for Subjects: “THE INVESTIGATOR" shall not charge the Study
subjects, insurance companies or other Lhird parties for the “PFIZER" Product.

g) Biological Samples: Wheore specified by “PROTOCOL" and the informoed
cansent form, “THE INVESTIGATOR” may collect and provide "PFRIZER" or tho
person “PFIZER" designates, with biological samples (e blood, uring, tissue,
saliva, etc.) obtained from the Study Subjects for tests not directly related to the
subject care  or safety  monitoring,  including pharmacaokinetic,
pharmacegenomic, or biological marker tests (the “Biolegical Samples™).

2. Use, “THE INVESTIGATOR" and “THE INSTITUTE" shall not use the Bioclogical
Samples collected in accordance with *PROTOCOL" i any manner or for any
purpose other than that as described in “PROTOCOL”. “PFIZER" shall use the
Biclogical Samples only as permitted by the infarmed consent form Lnder which
they were abtained,

. Analysis Data. "PFIZER" or the person “PFIZER" designates shall perform
tests on the Biological Samples as described by “PROTOCOL”, Unless otherwise
specified in the Protocol, “PFIZER" shall not provide the results of such tests
("Biclogical Sample Analysis Data”] to “THE INVESTIGATOR,” “THE
INSTITUTE,"” or the Study Subject, Should *PFIZER" provide Data Gathered from
the Analysis of Biological Samples to “THE INVESTIGATOR" or *THE INSTITUTE",
such data shall be subject to the provisions of this Agreement.

c. Ownership. "PFIZER" shall he the exclusive owner of all Biolegical Samples
and all of the Data Gathered fram the Analysis of Biological Samples.

“Once the CO251006 protocol is completad the participants may be eligible to
enroll in the open label extension study CO251010. All eligikle participants in the
open label extension study, protocol numbor COZ51010, will receive the active
clrug'

Frotocel number COZS1006
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SEVENTEEN. SAFEGUARDING AND CONSERVATION OF THE ESSEMTIAL
DOCUMENTS AND SOURCE DOCUMENTS: "THE INSTITUTE" undertakes to
safeguard the docurments listed by the national and Iinternaticnal legisiation as
essential and the source records of all the Participants in "THE PROTOCOL,"
including medical records, for a petiod 5 (five] yearswithinthe IMETITUTICN, after
which the information will be safeguarded for 10 (ten) more years externally
under the responsibility of the PRINCIPAL INVESTIGATOR after the comnlaetion of
the "RESEARCH PROTOCOL OR THE PROTOCOL."

EIGHTEEN. INTELLECTUAL PROPERTY: The innovations of discoveries, all of the
forms, reports, content and Information Lthat are generated as a result of the
CRESEARCH PROTOCOL OR THE PROTOCOL" (whether patentable or not) shall
be the proporty of “PFIZER" and therefore shall not grant any rovalty to either
STHE INSTITUTE”, or “THE INVESTIGATOR".

In the event that inventions or improvernents result from "PROTOCOL", “THE
SPONSOR" shall have the right to request the registration of said inventions or
improvements in its name before the competent audthorities, “THE INSTITUTE"
shall provide all the information andfor documentation reqguired Lo that end,

MINETEEN. CONFIDENTIALITY: “THE PARTIES" agree to kecp strictly
canfidential the activitics and information that they provide to each other related
to the conduct of the “RESEARCH PROTOCOL OR THE PROTOCOL" and the
performance of this Agreement, and shall nol disclose it to Lhird parties, being
only able to divulge the confidential information to those of its employesas Gr\.x
collaborators that must know it pursuant to their participation in “PROTOCOLY.
For their part, “THE INSTITUTE" and “THE INVESTIGATOR" shall use tho
information exclusively in accerdance with the provisions set forth in this
Agreernent, considering Lhis information as an Industrial Secret in accordance
with the provisions in articles 82, 83, 85 and 86 of the Industrial Proparty Law.
STHE INSTITUTE" and “THE INVESTIGATOR" shall indicate the information not
related to the study that they consider confidential,

The obligation of conflidentiality shall be valid indefinitely in accordance with the
provisions in the Federal Law of Transparency and Access te Public Government
Information, and shall be effective from the signing of this Agreerment and shall
[not] conclude until the said information comes to be in the public domain,
Notwithstanding the foregeing, the confidentizlity obligations shall not apply to
Lhe following Informaticon:

{1 Infarmation that was in or came to be in the public domain for reasons not
attributable to the Institution or the Principal Investigator,

{2) Infarmation disclosed to the Institution and/or to the Principal Investigator
by a third party who had the right to disciose it

(3) Inforrmatiocn already known by the Institution andf/or the Principal

Investigator, as it can be gathered from their previous written recards,
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{4) Infermation developed independently without the use or benefit of
Informaticn.

(5) Information published by the Institution and/or the FPrincipal Investigator
in accordance with Section 6 of this Agreement.

{B) Infermation that needs Lo be disclosed ta government authoritics or due
to an arder from a competent court, provided that “PEIZER” recejvos frricsr
notification, and the |nstitution andfor the Principal Investigator take all
necessary precautions to limit the scope of the disclosure and cooporate with
"PFRIZER" in restricting the disclosure.

At the time of the closc-oul of the Study site at the Institution after the expiration
or termination of the term of this Agreement, the Institution, on behalf of
"PFIZER", shall immediately deliver to “PFIZER”, on behalf of "PFIZER", all of the
confidential Information and other unused materials, such as Study drugs,
pravided or generated by the Institution under this Agreement. “PFIZER” may
ask the Institution to dispose of any unused materials and request official
documentation that proves the said destruction.

TWENTY: PUBLICATIONS, “PFIZER" supports the exercise of academic freedom
and encourages the “PRINCIPAL INVESTIGATOR" to publish the results of the
Study whether or not the results of the Study are favorable to the “PFIZER”
Product

a. Pre-Publication Review. “THE PRINCIPAL INVESTIGATOR" chall provide
“PFIZER" with the opportunity to prospectively review any proposed puklication,
abstract or other type of disclosure that reports on the findings of the Study
{iointly, “Publication™) at least 60 (sixty) days prior to their presentation or other
form of disclosure to the public. “PFIZER" shall revicw the proposcd publication
te determine if it contains unprotected Inventions related to the “PEIZER"
Product (sce Section, Inventions) and may provide feedback on the content.
“THE PRINCIPAL INVESTIGATOR" chall consider in goad faith any such
comments but is not obliged Lo incorporate any suggestions made by “PFIZER™,

b. Standards. For all Publications, “THE PRINCIPAL INVESTIGATOR" shall
adhere to recognized ethical standards concerning publications and autharship
including the Uniforrm Requirements for Manuscripts Submitted to Biomedical
Journals, httpifwww.icmije.orgfindexhtmiitauthorship, cstablished by the
International Committes of Medical Journal Editors,

¢. Disclosure of Support. “THE PRINCIPAL INVESTIGATOR" shal| disclose the
support provided by “PFIZER" for the Study in any Publication of the results af
the Stuady.

TWENTY-ONE. PUBLICATION OF THF RESULTS At the completion of the
Research Protocol or The Protocol, “PFIZER” shall provide “THE INSTITUTE” and

the “THE INVESTIGATOR" with the authorization to publish the results C(f
K
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EPROTOCOL", recognizing the right of both,

a. To Lhe extent reauired by the PhREMA principles, the Investigator agreesto
submit the Study for publication on the list at “www.clinicaltrialzgov”,

k. All data or results arising from the conduct of this Study shall be deermned
Information in the terrns of the following clause and shall not be used for the
hensfll of the “INSTITUTE" o the YPRINCIPAL INVESTIGATOR" rHE

INSTITUTE" and “THE PRINCIPAL INVESTIGATOR" agree thal “PFIZER" shall
have the right of first publication of the results of the Study, which is anticipated
to be o joint multicenter publication of the results of the Study, carried out by
YPRIZER" along with the principal investigators and Institutions from all of the
relevant sites providing data, analysis and comments. However, after the first
publication, “THE INSTITUTE" andfor “THE PRINCIPAL INVESTIGATOR" may
publish data or results of the Study, provided that “THE INSTITUTE" and/or “THE
PRINCIPAL INVESTIGATOR" deliver the proposed publication to “PFIZER" Lo be
read at least sixty [60) days prior to the date of the proposed publication.
“PEIZER" may remove from the proposed publication any information that is
deemed to be confidential or proprictary, except for the data or results of the
Study. However, should a multicenter publication not be submitted within twelve
(12) manths of the Study being abandonad or terminated at all sites, or should
UPFIZER" confirrm that there shall be no multicenter publication of the Study,
STHE INSTITUTE" and/or “THE PRINCIPAL INVESTIGATOR" may publish the
results of the Study, subject to *PFIZER “s" rights set out in this Agrecmant. “THE
INSTITUTE” and “THE PRINCIPAL INVESTIGATOR" agree to publish material
related to the Study only in accordance with this Clausce,

TWENTY-TWO. CONTROL, ASSURANCE AND QUALITY ASSURANCE AUDITS
"DEIZER does hereby agree with “THE INSTITUTE" that under its responsibility
it shall designate qualified personnel that shall be responsible for guality cantrol
and assurance of the RESEARCH PROTOCOL or The Protocol. Conseguently,
4THE INSTITUTE" and “THE INVESTIGATOR" shall facilitate access to all the
information that results fram *PROTOCOL”, including all the basic documents
that served as an original source of the information, such as medical records,
images, lab reparts, etc,

“THE PARTICIPANTS" in “PROTOCOL" shall be informed that their data could be
reviewed at any Lime by the staff designated by "PFIZER" and by the competent
authorities, both national and international.

The anonymity of THE PARTICIPANTS in YPROTOCOL" shall be respected in
accordance with the ethical standards and the applicable legislatian.

TWENTY-THREE. GENERATION AND TRANSMISSION OF CLINICAL DATA "THE
PARTIES" do hereby agree that “THE INVESTIGATOR" shall record and
document in the medical records all the information that is transcribed imithe
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case report form, excepl the information that “PFIZER"” indicates in writing and
which is found in the decumcntation plan of *PROTOCOL”, The information
transcribed in the case report form shall be sent to the data colloction center,
within the time periods established by “PFIZER".

TWENTY-FOUR. CORRECTION OF THE CLINICAL DATA: “THE INSTITUTE” docs
hereby agree with “PRIZER", that should omissions, errors or ambiguities occur
in the clinical data transmitted, *PFIZER” shall submit to “THE INVESTIGATOR"
a report of the data that warranls a reassessment of correction. “THE
INVESTIGATOR" shall pay notice to the above and shall respond within tho time
periods provided for by "PFIZER",

TWENTY-FIVE. EARLY TERMINATION: In the event that any of “THE PARTIES"
fails to fulfill any of the obligations under this Agrecrnent or applicable legal
provisions, the Party that is not in breach shall notify the Party thal is in broach
so that the latter can remedy the said breach within 30 (thirty] natural days,
indicating the facts and consideralions that explain the alleged breach. Should
the Party that is in breach fail to clarify, rectify or remedy the alleged breach
within the time period indicated, the other Party may terminate this Agreement
without the need for o judicial doclaration and through a simple notification
made inwriting.

Pfizer may at its sole discretion terminate this Agreement for cause or not for
cause with prior written natice to “THE INSTITUTE” and “THE PRINCIPAL
INVESTIGATOR" thirty [30) days in advance,

! .\c‘-.
“"PFIZER" may terminate this Agreement immediately, provided that it submits n‘:Jxl
formal notice to COFEPRIS stating the reasons for early termination of the )
“PROTOCOL" for any of the following reasons:
(1) The Study data or Study tests justify the discontinuation of the Study for any
reason, including the safety and well-being of the Study subjects,
(2] “PFIZER” considers, at ils sole discretion, that the Institution and the FPrincipal
Investigator did not enroll a subject in the Study within six (&) weeks of the dato
of Lhe start-up visit at the Institution's site,
(3] “PFIZER" considers, at its sole discretion, that the Principal Investigatar did
nat recruit or enroll a sufficient number of subjects to participate in the Study, so
that the statistical requirements of the Study can be met,
{4) “PFIZER" considers, at its sole discretion, that the Institution or the Principal 4
Investigator materially violated the provisions of this Agresment, 'j:-_e"- _
(5} “THE PRINCIPAL INVESTIGATOR" can no longer (for any reason) serve as =
Principal Investigator or is under investigation for eventual debarment, and the
Frotocol numbeor: CO25 1008 ” f
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parties cannot find a substitute that is acceplable to both.

"THE INSTITUTE" and “THE PRINCIPAL INVESTIGATOR" may terminate this
Agreement, with pricr written notice thirty (30) days In advance, due a material
violation by “PFIZERY, should the said vielation not be remedied within those 30
s,

TWENTY-5IX. LABOR LIABILITY: “THE INVESTIGATOR" does hereby agrees with
“PFIZER" that it is expressly understoad, recognized >|1'| agreed that each ol
“THE PARTIES” to this Agreement is and shall be the employer of theit
employses whe participate in “PROTOCOL". Consequently, sach of “THE
PARTIES” s and shall be independently liable in relation to their stall for the
payment of salaries, benefils, contributions, severance payments ol otheor
contributions and payment abligations to their respective emplayees that result
from the activities carried out under this Agreement,

TWENTY-SEVEN. RESEARCH PROTOCOL OR THE PROTOCOL RECORD: “THE
PARTIES” do hereby agree and authorize *THE INSTITUTE" to maintain a public
record of the RESEARCH PROTGCOL or the protocal data in which the narne of
SPROTOCOLY, the details of the participating investigators and a summary of the
RESEARCH PROTOCOL or The Protocol shall appear, among other data. This
record shall not Include methodelogical details or the rosults of "PROTOCOLY.

TWENTY-EIGHT. ENMTIRE AGREEMENT AMD INTERPRETATIOM OF THE
AGREEMENT: “THE PARTIES” do hereby agree that the terms and conditions of
this Agreement and its Addenda constitute the entire agreement between "THE
PARTIES” and supersede all staterments, representations or agreements, prior or
conternporary, verbal or written, cstablished between “THE PARTIES" with
regard to the subject matter hercof Furthermore, no recent or subsequent
Contract or Agreement can amend or expand the document or be binding upon
STHE PARTIES”, unless it is made in writing and signed by the duly authorized
representatives of “THE PARTIES". It is hereby expressly agrecd by “THE
PARTIES” that this document and its annexes, constitute the cntire Agreement
between “THE PARTIES" and that there are no other Contracts or Agresments
between them, of any kind, nature or description, express or imiplied, verbal or
atherwise, that were not incorporated herein,

TWENTY-NINE. PROHIBITION FOR THE ASSIGNMENT OF RIGHTS UMDER THE
AGREEMENT: “THE INSTITUTE" may nol assign this Agreement, its rights or
abligations, inwhaole or in part, unless it has obtaincd the pricr written consent
of the other Parties.

THIRTY. GROUNDS FOR TERMINATION: “THE PARTIES" do hereby agree that
this Agreement may be terminated in the following cases:

a). Should “THE PARTIES" so agree inwriting;

: il
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b). Should the agrecmoent term reach its conclusion and should “THE PARTIES"
fail to renew the Agrecment before its expiration;

cl. Due to a fortuitous event or force majoeure event that prevents the
pertormance of the purpose of this Agresment for more than 6 [six) months.
“THE PARTIES" may thercfore stipulate if they wish to oxtend the term of the
agroernent, where apprepriate, after the fortuitous event or force majeure event
has concluded;

d). Should the purpose of the Agreement be achieved bofare the term of this
instrument cxpires,

g). In the cvent thal the budget has been applied for the purpose of the
Agrecment before the term of this instrumenl expires;

fl. In the event Lhat any of “THE PARTIES" fails to fulfill any of the obligations
under this Agreement or applicable legal provisions, the Party that is not in
breach shall notify the Party that is in breach so that the latter can make good an
their obligation within 30 (Thirty) business days, starling from the moment they
have been notificd, indicating the facts and considerations that explain the
alleged breach and the actions that they shall toke to remedy this breach.

Should the party that is in breach fail to clarify, rectify or rermedy their omissions
within the indicated deadline, the other party may request forced compliance or
may terminate this Agreementl without the need for a judicial declaration and
Lthrough a simple notification made in writing,

THIRTY-ONE. ANTI-BRIBERY AND ANTI-CORRUPTION PRINCIPLES: “THE
INSTITUTE"” and “THE INVESTIGATOR" are authcrized, registered, or gualified
under the local laws, regulations, policles, and administrative requirerments for
the conduct ot the *PROTOCOL" and no regulations or other obligations prohibit
it being conducted by “THE INSTITUTE"” and “THE INVESTIGATOR™:

“THE INSTITUTE” and “THE INVESTIGATOR" have not offered or paid and shall
not offer or pay in the future directly ar indirectly, or authorize the offer of a
payment of money or anything of valuc to influence a government official or any
cther individual so that "PFIZER" obtains or retains business improperly or gains
an unhduc commercial advantage, and has not accepted and shall not accept in
the future, the said payment;

“THE INSTITUTE" and “THE INVESTIGATOR" have been provided with a copy of

Pfizer's Intcrnational Anti-Bribery and Anti-Corruption Business Principles and
have communicated such Principles to all persons acting on their behalf in
connection with work for “PFIZER”, including agents and subcantractors:

Any information provided by *THE INSTITUTE" and “THE INVESTIGATOR" to
Ftizerin relation to “PFIZER's" anti-corruption due diligence is complete, truthful
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and precise and “THE INSTITUTE” and “THE INVESTIGATOR" agrec to notify
SpEIZER" should any of the answers in the due diligence questionnaire with
regard to the “THE INSTITUTE” and “THE INVESTIGATOR" or any individual
identified in the duc diligence questionnaire or their Relatives, as defined therain,
changeas during the term of this Agreement;

“THE INSTITUTEY and "THE INVESTIGATOR" (i) shall provide accurate and
~ormplete documentation that provides evidence, n reasonable detail, of the
work carried out and any costs incurred, (1) shall keep Ihvaloes, reports,
stalements, books, and other true and complete recoards, and (i) shall obtain

prior authorization in writing fram “PFIZER" for any extraordinary expenses; and
that

“THE INSTITUTE" and “THE INVESTIGATOR" shall give “PFIZER's" internal and
extornal auditors access, during the tarm of this Agrecment and for thres years
after the final payment hercunder has been made, to any bocks, documents,
papers, and records refevant of “THE INSTITUTE" and “THE INVESTIGATOR" that
include transactions related to this Agreement

STHE INSTITUTE" and “THE INVESTIGATOR" shall complete and submit to
SPEIZER" the Annual Third-Party Compliance Certification every year, at the
request of *“PFIZER".

STHE INSTITUTE” and “THE INVESTIGATOR" agree that, al the reguest of
YPFRIZER", zny individual acting on behalf of “THE INSTITUTE" and “THE
INVESTIGATOR" in relation to the work for the *PROTOCOL" shall complete the
anti-corruplion training provided by Pfizer, and shall notify "PFIZER" about any
individual requiring the said training at the time of recruitment and during the
rerm of the Agreement.

“THE INSTITUTE” and “THE INVESTIGATOR" agree Lo follow "PFIZER's" My Anti-
Corruption Policy and Procedures (MAPR) in relation to their performance under
this Agreement, which includes requesting thal the respective employees of
STHE INSTITUTE" and “THE INVESTIGATOR", as determined by “PFIZER”,
complete the anti-corruption training and/or MAPP provided by "PFIZER".

SPERIZER" may terminate this Agreement should “THE INSTITUTE" and “THE
INVESTIGATOR" fail to comply with any of the provisions of this Clause. In the
event of termination, "THE INSTITUTE" and "THE INVESTIGATOR" shall not ke
entitled to any futher payment, regardless of any activities performed or
agreements entered prior to termination, and "THE INSTITUTE" and "THE
INVESTIGATOR" shall be liable for damages as established by applicable law.
Furthermore harmless frarm and against any claims, liabilities, fines, penalties, ar
darmages arising because of the breach by "THE INSTITUTE" and "THE
INVESTIGATOR" of their chligations under this Agrecment.
Motwithstanding, the abligation to indemnify and hold "PRLIZER hﬂrmless

t'\ :
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because of the breach by "INSTITUTION" and “INVESTIGATOR" of their
obligations under this Agreement shall only proceed once it has been
determincd by the competent authority

THIRTY-TWO. PHARMACOVIGILANCE: “THE INSTITUTE"” undettakes to inform
"PFIZER" of any adverse event they becorme aware of within a time period not to
exceed 24 (twonty-four hours) from the date on which they became aware
thereot, in accordance with the terms and scope provided for in the docurment
rmarked as Annex “G" attached hereto.

“PFIZER" undertakes to train a representative of *“THE INSTITUTE" in
pharmacovigilance matters, and in the patient program and policies of *PFIZERY,

“THE INSTITUTE” shall in turn train all of the persons allocated to the y i
performance of the Agreement. k___f;

“PFIZER" shall at all times have the right Lo verify that this training was actually
given, It should be reinforced annually and provided to any new member or new
incorporation.

THIRTY-THREE. COMPLIANCE WITH “PFIZER's" POLICIES: “THE INSTITUTE"
undertakes to comply with the “PFIZER" policies mentioned in Annexes “E” to
"H" aswell as thosc related to patient programs, as far as the latter are concerned,
“PFIZER" undertakes to deliver them to “THE INSTITUTE” within 30 (thirty)
business days from the date this Agreerment is signed.

THIRTY-FOUR. ANNEXES: The following anncxes shall be an integral part of the
Adresement;

Annex A A health authorizatlon license for the research shall be processed

before the Comisién Federal para la Proteccidn Contra Riesgos Sanitarios NG
[COFEPRIS), in these cascs where it is so required by law or when the case so \‘_ \‘}\
reguires. ' P

Annex B: Research Protocal,
Annex C! Scheme of Contributions.
Annex D: Autharization by the Reseach Comimittos

Annex E: Pfizers International Anti-Bribery and Anti-Corruption Business
Principles.

Annex F: Fundamental Social Principles. B ;

Annex G: Safely Report Requircrments for Pfizer Products.
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Annex H: Annual Third-Party Compliance Certification.

Annex | Informed Consent Form of The Participantes.

THIRTY-FIVE. ADDRESSES: All notices and notifications among “THE PARTIES”

relaled to this Agresment shall be made Inwriting and sent by certified mail with
acknowlcdagment of recelpt or by any other means that ensures that the
reciplent receives sald notiticalions, For Lhese purposes, "THE PARTIES" ingicate

Lhio Tollowing as their addresses:

Pfizer: That Plizer has ils registered address at
Faseo de los Tamarindos 40, Colonia
Bosgue de las Lomas, Cuajimalpa, CP.
05120, Mexico - al

That tho Institute has address al calle de

vasco do Quiroga Mo, 15, Colonla Seccian

; AN, Delegacion Thalpan, R 14000, in

The Institute: Mexico City
That the Investigator has its address at _

calle de Vasco de Guiroga Mo, 15, Colonia H\f‘-\ \

seccion XV, Delegacion Tlalpan, C.R. A ‘\:3‘

14000, in Mexice City %

The Investigator:

THIRTY-SE INSPECTIONS AND AUDITS, "THE PRINCIPAL INVESTICATOR" and

"THE INSTITUTE" acknowledge that “PROTOCOL" is subject to inspection by

regulatory agencies worldwide  and that such inspections may take place after

Lhe termination of “PROTOCOL” and may include an audit records of

“PROTOCOL" therefore "THE PARTIES" therefore, THE PARTIES undertake to

provide mutual notice of such audits, with responsibility falling upon the party

that has prior knowledge of the corresponding inspection or audit.”

PFIZER may also audil the "THE PROTOCOL Records during or after the study as

part of its monitoring of the performance of the PROTOCOL, provided that it is -
conducted as fellows: THE INSTITUTE, upon prior notice, shall provide reasonable v, (.’;
access to the facilities and medical records directly related Lo the PROTOCOL, T’ L
orovided that PFIZER and its dosignees for an audit, manitoring, or inspection
related to the HESEARCH PROTOCOL subjoct to this Agrecment notify THE
INSTITUTE af lzast ten (10} business days prior to the date of the visit, unloss thoere
are duly justified exceptional circumstances, including but not limited to any o
inspection ar audit for breach of The Protecol or this Agresment,” O;,

THIRTY-SEVEN. COMPETENT JURISDICTION: As regards the interpretatiorand
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compliance with this Agreement, aswell as everything not expressly provided for
horcin, “THE PARTIES" submit themselves to the jurisdiction of the Federal
Courts in Mexico City, thus walving the junsdiction that might carrespend fo
thoim on account of their current or future address.

Having read this instrument, and with “THE PARTIES" parlicipating in this act
being informed of its scope and content, they sign and ratify it in quadruplicate
in Mexico City, on March 13, 2026, 03, 2026,

HALF OF THE INSTITUTE ON BEHALF OF THE SPONSOR

ON/BE
|

fx || -(é \\\
LY. »

Dr. JOSE SIFUENTES QSORNIO DR GABRIFI ADAVILA LOAIZA
MAMAGING DIRECTOR LEGAIL REFPRESENTATIVE

IN ATTENDANCE

c e LLPX\“" L‘

DR. CARLGS ANBERTO AGUILAR SALINAS
DIRECTO SEARCH

?:f{ e . 3 :L,(ﬂg\ ]
DR MARING RULL GABAYET
HEAD GF DEPARTMENT OF CLINICAL IMMUNGLOOY AND RHEUMAT LD

ik Lk

L
DR DIANLS GOMET BMARTIN
INVESTIGATOR RESPONSIBLE FOR
THE RESEARCH PROTOCOL
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[ LEGAL REVIEW
L EGAL REVIEW

o _.'rvl'\—,""' !. - 1
Me ’ﬂwr‘ PECT TN ENEZ
WMONTERD

M CHARCE OF HAMNDLING AND
CISPATCHING MATTERS OF THE
| LEGAL ADVICE DEPARTMENT

I'HE FOREGOING SIGNATURES CORRESPOND TO THE COLLABORATION
ACGREEMENT TOQ CONDUCT A SCIENTIFIC RESEARCH PROTOCOL OR
"PROTOCOL" IN THE FIELD OF HEAITH, ENTERED INTO BY AND BETWEEN, AS
RPARTY OF THE FIRST PART, PFIZER, S.A. DE C.V,; AND AS PARTY OF THE SECOND

PART, THE INSTITUTS NACIONAL DE CIEMCIAS MEDICAS Y MNUTRICIOMN
"SALVADOR ZUBIRAN"
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Annex "A" COFEPRIS APPROVAL LICENSE
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