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CONVENIO MODIFICATORIO AL
CONVENIO DE CONCERTACION
NUMERO  INCMN/108/08/Pli18/17 EN

ADELANTE EL “CONVENIO PRINCIPAL”,
QUE CELEBRAN POR UNA PARTE, EL
INSTITUTO NACIONAL DE CIENCIAS
MEDICAS Y NUTRICION SALVADOR
ZUBIRAN, REPRESENTADO EN ESTE
ACTO POR EL DOCTOR DAVID
KERSHENOBICH STALNIKOWITZ, EN SU
CARACTER DE DIRECTOR GENERAL A
QUIEN EN ADELANTE SE LE
DENOMINARA COMO *EL INSTITUTO”,
POR UNA SEGUNDA PARTE “UCB
BIOSCIENCES, INC”. EN ADELANTE “EL
PATROCINADOR” REPRESENTADO EN
ESTE ACTO POR LA C. CONSTANCE
HOPKINS, EN SU CALIDAD DE
DIRECTOR ASOC!ADA, JEFE DEL
DEPARTAMENTO DE CONTRATOS, POR
UNA TERCERA PARTE LA EMPRESA
INC RESEARCH LLC, EN LA ADELANTE
LA “CRO” REPRESENTADA POR EL C.
CARLOS CALLIRGOS, EN SU CALIDAD
DE REPRESENTANTE LEGAL Y CON LA
INTERVENCION DE UNA CUARTA
REPRESENTADA POR LA DRA. JUANITA
ROMERO DIAZ COMO INVESTIGADOR
PRINCIPAL EN  ADELANTE  “EL
INVESTIGADOR”, A QUIENES EN
CONJUNTO SE LES DENOMINARA
COMO “LAS PARTES”, SUJETANDOSE
AL TENOR DE LOS SIGUIENTES
ANTECEDENTES, DECLARACIONES Y
CLAUSULAS:

AMENDED AGREEMENT TO THE
COLLABORATION AGREEMENT
NUMBER INCMN/108/08/P1/18/17,
HEREINAFTER THE “MAIN
AGREEMENT”, THAT IS CONCLUDED
BETWEEN PARTY OF THE FIRST PART,
EL INSTITUTO NACIONAL DE CIENCIAS
MEDICAS Y NUTRICION SALVADOR
ZUBIRAN, REPRESENTED HEREIN BY
DOCTOR DAVID KERSHENOBICH
STALNIKOWITZ, ACTING IN HIS
CAPACITY AS GENERAL DIRECTOR,
WHO  HEREINAFTER SHALL BE
REFERRED TO AS “THE INSTITUTE”,
AND PARTY OF THE SECOND PART
“UCB BIOSCIENCES, INC”.
HEREINAFTER “THE SPONSOR”, DULY
REPRESENTED HEREIN BY MS.
CONSTANCE HOPKINS, ACTING IN HER
CAPACITY AS ASSOCIATE DIRECTOR,
HEAD OF SITE CONTRACT
MANAGEMENT; AND PARTY OF THE
THIRD PART, THE COMPANY INC
RESEARCH LLC, HEREINAFTER THE
“CRO”, REPRESENTED HEREIN BY MR.
CARLOS CALLIRGOS, ACTING IN HIS
CAPACITY AS LEGAL
REPRESENTATIVE, AND WITH THE
INTERVENTION OF PARTY OF THE
FOURTH PART, REPRESENTED BY DR.
JUANITA ROMERO DIAZ AS PRINCIPAL
INVESTIGATOR, HEREINAFTER
REFERRED TO AS “THE
INVESTIGATOR”, WHO SHALL JOINTLY
BE REFERRED TO AS “THE PARTIES”,
THE FOREGOING BEING SUBJECT TO
THE FOLLOWING RECITALS,
REPRESENTATIONS AND CLAUSES:

ANTECEDENTES

RECITALS

i. Con fecha 14 de marzo de 2017,
“LAS PARTES” formalizaron el
CONVENIO PRINCIPAL con “EL
PATROCINADOR?”, con el objeto de
llevar a cabo el Proyecto o Protocolo
de Investigacién titulado “Estudio
multicéntrico, aleatorizado, doble
ciego, controlado con placebo, de

1. On 14 March 2017, “THE PARTIES”
concluded the MAIN AGREEMENT
with “THE SPONSOR”, for the
purpose of implementing the project
entitled “A multi-center,
randomized, double-blind, placebo-
controlled, parallel-group, dose-
ranging study followed by an
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grupos paralelos, de rango de
dosis seguido de un periodo de
observaciéon para evaluar la
eficacia y seguridad de
dipirolizumab pegol en sujetos con
lupus eritematoso sistémico de
moderado a severamente activo”
SL0023.

observational period to evaluate
the efficacy and safety of
dapirolizumab pegol in subjects
with moderately to severely active
systemic lupus erythematosus”
SL0023.

2. EI “CONVENIO PRINCIPAL”
continua vigente, de conformidad con
lo estipulado en su CLAUSULA
CUARTA, y el desarrollo del
Protocolo de Investigacibn no ha

2. The “MAIN AGREEMENT” is still in
force, in accordance with the
provisions of its CLAUSE FOURTH,
and the development of the Research
Protocol has not yet concluded.

concluido.
3. En la Clausula VIGESIMA | 3.  In Clause TWENTY-SEVENTH, “THE
SEPTIMA, "LLAS PARTES” PARTIES” agreed that any

acordaron que toda modificacién al
Convenio Principal, debera llevarse a
cabo mediante Convenio Modificatorio
por escrito y firmado, y sin este
requisito no serd valido ninguna

amendment to the Main Agreement
must be carried out by way of a
written and  signed  Amended
Agreement, and in the absence
thereof no amendment shall be valid.

modificacion.
DECLARACIONES S T ATEMENT 8
. “EL INSTITUTO” a fravés de su |l “THE INSTITUTE”, through its legal
representante legal deciara: representative declares:
1.1. Que ratifica todas y cada una de las | 1.1 That he ratifies each and every one of
declaraciones de “EL CONVENIO | the statements of “THE MAIN AGREEMENT”
PRINCIPAL” y que en los términos ahi and that under the terms indicated therein, as

sefialados, como Director General cuenta con
las facultades necesarias para suscribir el
presente documento, mismas que a la fecha de
celebraciéon de este acuerdo de voluntades no
le han sido revocadas ni modificadas.

Genera!l Director, he has the necessary powers
to subscribe this document, which on the date
of the conclusion of this memorandum of
understanding have not been revoked or
changed in any way.

1L “EL PATROCINADOR” a través de su
apoderado legal declara:

I “THE SPONSOR”, through its legal
representative declares:

1.1 Que ratifica todas y cada una de las
declaraciones de “EL CONVENIO
PRINCIPAL” vy que en los términos ahi
sefialados, como Apoderado Legal cuenta con
las facultades necesarias para suscribir el
presente documento, mismas que a la fecha de
celebracién de este acuerdo de voluntades no
le han sido revocadas ni modificadas.

1.1 That she ratifies each and every one of
the statements of “THE MAIN AGREEMENT”
and that under the terms indicated therein, as
Legal Representative, she has the necessary
powers to subscribe this document, which on
the date of the conclusion of this memorandum
of understanding have not been revoked or
changed in any way.

{1i. “EL INVESTIGADOR PRINCIPAL”
declara:

. “THE PRINCIPAL
staies as follows:

INVESTIGATOR”

i1 Que ratifica todas y cada una de sus
declaraciones de “EL CONVENIO
PRINCIPAL”. '

A~ That she ratifies each and every one of
her statements made in “THE MAIN
AGREEMENT”.

o @
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V. “LAS PARTES” conjuntamente | IV. “THE PARTIES” jointly state as
declaran; follows:
IV.1. Que con excepcion de las [ IV.1. That with the exception of the

modificaciones acordadas en el presente
convenio, reconocen y ratifican expresamente
lo acordado en el capitulo de ‘Declaraciones” y
‘Clausulas” que conforman “EL CONVENIO
PRINCIPAL".

amendments agreed upon in this agreement,
they expressly acknowledge and ratify the
items agreed upon in the Chapter entitled
“Statements” and “Clauses” that make up
“THE MAIN AGREEMENT”.

Expuesto lo anterior, “LAS PARTES”
acuerdan en celebrar el presente Convenio
Modificatorio, aceptando sujetarse a los
terminos y condiciones de la Ley y demas
normas y disposiciones legales aplicables
en ia materia, para lo cual se otorgan las

siguientes:

Having stated the foregoing, “THE
PARTIES” agree hereby to conclude this
Amended Agreement, duly accepting the
terms and conditions imposed by Law, as
well as the rules and regulations applicable
to this matter, and thus grant the following:

CLAUSULAS

CLAUSES

PRIMERA. OBJETO. EI objeto del presente
convenio es modificar de nueva cuenta el
“ANEXO C” de “EL CONVENIO PRINCIPAL?”,
en particular, “LLAS PARTES” convienen en
agregar un pago anico a favor de “EL
INSTITUTO” el cual asciende a $3,000
Ddlares.

FIRST. PURPOSE. The purpose of this
agreement is to modify the “ANNEX C” of
“THE MAIN AGREEMENT”, in particular,
“THE PARTIES” agree to add a single
payment in benefit of “THE INSTITUTE” which
amounts to $3,000 dollars.

En razon de lo anterior, “LAS PARTES”
convienen en agregar un parrafo a la Seccién
G (OTROS PAGOS) del “ANEXO C” de “‘EL
CONVENIO PRINCIPAL” con e objeto de
insertar un pago anico segun se describe a
continuacion:

Due to the foregoing, “THE PARTIES” agree
to add a paragraph to Section G (OTHER
PAYMENTS) of “ANNEX C” of “THE MAIN
AGREEMENT” in order to insert a single
payment as described below:

Previa aprobacion del CEl, finalizacién de los
requisitos de pre-estudio especificados por “EL
PATROCINADOR” y/o la “CRO”, después de

que la “CRO” haya recibido toda Ia
documentacion contractual y regulatoria, y haya
recibido una factura, aportara a “EL

INSTITUTO” uh pago total no reembolsable por
Unica vez en concepto de aportacion de inicio
de US$3.000 (Tres mil dolares), que incluye los
gastos generales, seran rembolsados como
sigue: i) US$1.500 (Mil quinientos dolares)
seran reembolsados de acuerdo a lo anterior; y
i) US$1.500 (Mil quinientos délares) seran
reembolsados cuando el primer sujeto del
ESTUDIO sea enrolado en el ESTUDIO. La
aportacion serd pagadera al tipo de cambio
autorizado por el Banco de México el dia que
se efectle.

Subject to the approval of the CEI, after the
requirements of the preliminary studies
specified by the “THE SPONSOR” and/or the
“CRO” have been completed, and once the
“CRO” has received all the contractual and
regulatory documentation, along with an
invoice, it shall contribute “THE INSTITUTE” a
one-time total non-refundable payment for the
initial contribution of US$3,000 (three thousand
dollars), which includes overhead costs, and
shall be reimbursed as follows: i) US$1,500
(one thousand five-hundred doliars) shall be
reimbursed according the aforementioned; and
i} US8$1,500 (one thousand five-hundred
dollars) shall be reimbursed when the first
subject of the STUDY is enrolled in the
STUDY. The payment shall be made at the
exchange rate authorized by the Bank of
Mexico on the date it is made.

SEGUNDA. VIGENCIA. “LAS PARTES"
acuerdan que la modificacién chjeto  del

SECOND. VALID TERM. “THE PARTIES”
agree_that the amendment subject matter of
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presente convenio surtira efectos a partir de [a
fecha de su firma y hasta que concluya ia
vigencia del «CONVENIO PRINCIPAL”.

this agreement shall become binding from the
date of its signature and until the completion of
the term of the “MAIN AGREEMENT” .

TERCERA. Salvo el contenido expreso en
esie documento, continan rigiendo para
s AS PARTES”, todas y cada una de las
condiciones originales . establecidas en
“CONVENIO PRINCIPAL” y sus anexos
que no fueron modificadas.

THIRD. Unless otherwise stated herein,
each and every one of the original
conditions established in the “MAIN
AGREEMENT” and its annexes that were
not amended continue to be valid and
binding upon “THE PARTIES”.

CUARTA. “LAS PARTES” reconocen que
el presente convenio modificatorio, no
constituye renovacién de las obligaciones
contenidas en el convenio y que no existe
dolo, error ni violencia o algiin vacio del
consentimiento en la soluciéon del presente
instrumento, por lo que estan de acuerdo
en todas y cada una de sus declaraciones y
clausulas que lo integran.

FOURTH. “THE PARTIES” acknowledge
that this amended agreement cannot be
construed as a renewal of the obligations
contained in the agreement and that there
is no fraud, error or threat of violence or
lack of consent in the solution of this
instrument: therefore, they agree on each
and every one of its statements and
clauses.

El presente convenio modificatorio pasa a
formar parte integrante del Convenio
Principal y se firma por cuadruple en la
Ciudad de México, el 17 de Octubre de

2017.

This amended agreement thus becomes an
integral part of the Main Agreement and is
signed in quadruple in Mexico City, on 17
of October 2017.

POR “EL INSTITUTO”/ BY “THE
INSTITUTE”

POR “EL PATROCINADOR”/BY “THE
SPONSOR”

DR. DAVID KERSHENOBICH
STALNIKOWITZ
DIRECTOR GENERAL/
GENERAL DIRECTOR
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C. CONSTANCE HOPKINS
DIRECTOR ASOCIADA, JEFE DEL
DEPARTAMENTO DE CONTRATOS!/
ASSOCIATE DIRECTOR, HEAD OF SITE
CONTRACT MANAGEMENT

Censtance Hopkins
| Associate Director
=g of Site Contract Management




O %22

DR. GERARDd\:;AMBA AYALA
DIRECTOR DE INVESTIGACION/
RESEARCH DIRECTOR

DRA. JUANITA ROMERO DIAZ
INVESTIGADOR PRINCIPAL/
PRINCIPAL INVESTIGATOR
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POR LA “CRO”/BY THE “CRO”

@J(J\ft 91 O/“

NG |
C. CARLOS CALLIRGOS
REPRESENTATE LEGAL/
LEGAL REPRESENTATIVE






