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Antecedentes

Febrero de 1961 cuando en la revista Radiation Research
existencia de la célula progenitora.

 El primer trasplante que se realiza de CPH de M.O. fue por el
Dr. Georges Mathé en 1958.

« EIDr. E. Donnall Thomas en la década de los 60y 70 realiza
en forma sistematica el trasplante de CPH, llevandolo al
previo Nobel de Medicina en 1990.

« Gracias alaproduccion de Concentrados Plaguetarios,
antibioticos y medicamentos anti neoplasicos crece el
trasplante de CPH en forma espectacular en los 80 y 90.

« Para 1988 se realiza el primer trasplante de CPH de origen de
sangre de cordon umbilical.
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Origenes del BSCU del CMN
La Raza

« Gracias alainvitacion del Dr. Hector Mayani jefe de la
Unidad de Investigacion del H. de Oncologia del CMN SXXI
en formar parte del proyecto del Banco de Sangre de Cordon
Umbilical.

« Seiniciael trabajo en 2002 y surgen varias preguntas

« ¢ Qué legislacion existe?

« ¢CoOmo me debo organizar?

« ¢Lo estoy haciendo bien?

« ¢Como lo evallo para ver si lo estoy haciendo bien?
« ¢Meva alcanzar el dinero?

« ¢Hacia donde quiero ir?

« ¢Tengo que documentar todo mi proceso?

 ¢(EL area de aseguramiento de la calidad me debe de realizar
iInspecciones del proceso y mostrarme resultados?

« ¢Tengo que analizar los resultados?
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Las preguntas anteriores se contestaron al
implantar un sistema de gestion de calidad

Nos llevo desde el 2002 al 2005 abrir
con todo el proceso estandarizado
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Seleccion de Donadoras

SELECCION
DE
DONADORAS
ALTRUISTAS

GRUPOS DE EDAD:
18 a 30 anos 73%
31 a 40 anos 26%
41 o mas 1%

EMBARAZOS:
GI 31%
GII 40%
G III 19%
GIV 10%
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Recoleccion

SEMANAS DE
GESTACION

34 a 37
semanas 11%

38 a42
semanas 89%

VIADE
OBTENCION

Vaginal 67%

Cesarea 33%
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Procesamiento
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Citometria de Flujo
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Cultivos Clonogeénicos
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Almacenamiento

Almacenamiento
en
el sistema de
Bioarchivo
Thermogenesis
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Almacenamiento

Criopreservacion
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Entrega de |la Unidad

Seleccion de
la
unidad util
para
el paciente
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Trasplante
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Sistema de gestion de calidad

El Objetivo de este Boletin es proporcionar
informacion adicional a la que en forma
regular obtenemos,
ademas de invitar a
todos los que participamos en esta
unidad Médica a fortalecerlo.
para mayores informes:

EL COMITE DE CALIDAD:
Presidente
Dra. Barbara Novelo Garza

Representante de la Direccion
QFB Judith Navarro Luna
Secretaria
IBQ Maria del Carmen Villegas Cravioto

Vocales
Lic. Sergio Zarate Gonzéalez
Dr. Angel Guerra Marquez
Dra. Araceli Malagon Martinez
QFB Luz del Carmen Mavil Lara
Lic.Enf. Guillermina Castafieda Solis
T.S. Maria de Jesus Pichardo Martinez
Sr. Moisés Mendoza Plata
QBP. Lilia Rodriguez Sanchez
C. Roberto Garcia bautista
Lab. Victor guerrero Arredondo
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BANCO DE SANGRE DE CORDON UMBILICAL
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CGRACTIAS AL ESFUERZO DPE TODOS NOS  CERTIFICAMOS
IS®O 9001:2000

Los pasados 21 Y 22 de Diciembre del 2005 se llevd a cabo la auditoria para la cerificacidn “por parte de Singapure Australian
Internacional Inc. (SAl Glebal, Inc.), auditoria que se supero satisfactoriamente sin tener una sola no conformidad.

El alcance de la certificacién cubre todos los procesos de informacion y promocién de la donacidn de sangre de corddén umbilical,
coleccion, procesamiento, almacenamiento y entrega de células progenitoras hematopoyéticas.

Es la primera area de la atencion médica con trato directo al usuario que establece y certifica su Sistema de Gestidn de
Calidad (SGC) en el Instituto Mexicano del Seguro Social.

El alcance del SGC en el Banco de Sangre de Corddn Umbilical fue total, por lo que se generaron: 1 manual de calidad, 1 manual
de seguridad y 1 manual metodolégico de laboratorio, ademas de 10 procedimientos de calidad, 18 métodos especificos de
trabajo y 10 técnicas de procesamiento. Por tal razén califica como el primer SGC de mayor complejidad certificado en el Instituto.

Buscando constituirse como un Banco de Sangre de Cordén Umbilical de “clase mundial”, desde que se planed su creacidn se
decidié implantar en paralelo el SGC con base a normas internacionales como: S0 9001:2000 y NetCord 2001 {Internacional
Standard for Cord Blood Collection, Processing, Testing, Banking, Seleccion and Release)

El numero de cerificado es QEC13873 por la Compaidiia Intermnacional denominada SAl Global Inc. acreditado por JAS-ANZ
(Australia) y ANAB (Estados Unidos), asi como el reconocimiento internacional de los miembros de 1Qnet (Internacional
Certification Network) de la Unidn Europea. Por lo gque la acreditacidn alcanzada hace que nuestro Sistema de Gestidn de Calidad
sea feconocido en Asia, Estados Unidos y Europa.

Por otra parte dentro de la Cruzada Nacional por la Calidad de los Servicios Médicos de Salud se llevd a cabo el IV Foro Nacional
por la Calidad en Salud” efectuada el pasado 6,7 y 8 del mes en curso, donde presentamos el trabajo "IMPLEMENTACION DEL
SERVICIO DE CELULAS PROGENITORAS HEMATOPOYETICAS OBTEMIDAS DE SANGRE DE CORDOMN UMBILICAL" quedd
aceptado en los 100 trabajos finalistas de todo el pais para ser presentado como cartel y ademas dentro de un panel de discusion.

Actualmente contamos con mas de 140 unidades criopreservadas de CPH disponibles para trasplante y para el priximo mes ya
se tiene programado el segundo trasplante en el Hospital General del CMN La Raza a un nifio con Diagnodstico de Leucemia, la
unidad a trasplantar tiene una histocompatibilidad de 6/6 y una buena celularidad por lo que esperamos que sea un exito

MUCHAS FELICIDADES POR EL ESFUERZO REALTZADO
EN BENEFICI®O DPE NVESTROS PACIENTES
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TRANSPLANTATION AND CELLULAR ENGINEERING

Establishing a cord blood banking and transplantation program
in Mexico: a single institution experience

Barlxoa Newwlo-Garza, Alegrndro Limnon-Flores, Angel Guerva-Margue= Fernando L ana Baubisio
Lnis Juge-Shaa, Ines Monteyo, Ellzalwile Sanchez-Valle, Maria Autonieta Vele=-Rilis,
andd Heetor Meayand
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EDITORIAL

Public cord blood banking may play an important role in the
emergence of unrelated transplant in developing countries

n this issue of TRANSFUSION, Novelo-Garza and

colleagues' describe the development of a public

cord blood bank and transplantation program at the

La Raza Medical Center in Mexico City Although
cord blood banking is well established in many countries,
the development of cord blood banking in this setting is
indeed noteworthy The article shows that standards that
have emerged for cord blood banking elsewhere can be
adapted for use in Mexico and suggests that the develop-
ment of public cord blood banking may provide a viable
approach to support the emergence of unrelated trans-
plantation programs in developing countries. Finally, the
emergence of high-guality public cord blood banks in
developing countries will likely contribute to the greater
pool of available cell sources for the benefit of patients
around the globe.

Public cord blood banks have become an integral part
of the network of organizations that support unrelated
cellular transplantation. World Marrow Donor Association
{WMDA) data show that the use of cord blood in trans-
plantation is rapidly expanding. At present, 47 cord blood
banks from around the world report data to WMDA. In
2006, these banks provided 2086 cord blood units for
unrelated transplantation, & growth of 16.5 percent over
2005 and an 85 percent increase over 2004. According to
the WMDA_ cord blood grafts representaed 20 percent of all
cell sources provided for unrelated transplantation in
2006. In the United States, the number of cord blood
transplants will likely exceed the number of marrow trans-
plants in 2008. At the same time, unrelated transplanta-
tion with adult-derived donations continues 1o grow both
in the United States and worldwide.>? This suggests that
cord blood has provided a valuable resource for patients
who may not otherwise have found an acceptable adult
donation, increasing access to this unrelated transplant
therapy as a result.

Recently, unrelated transplantation has emerged asa
therapeutic option in Mexico. This development has been
supported by the establishment of an adult donor registry
in Mexico. Although small, it has successfully provided
aduit donations for both domestic and international
patients. The program of Nowvelo-Garza and colleagues,
and the previously established Mexican Unrelated Cord
Blood Bank (RACECU), suggests that the development of

TRANSFUSION 2008:48:207-208.
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the public cord blood banking may provide a means to
significanty expand the development of unrelated trans-
plant in certain settings.

The ability of the La Raza Medical Center to establish
a successful cord blood bank is due in large part to the
experience of others who pioneered the science of cord
blood banking Led by the groundbreaking work of Pablo
Rubenstein and his colleagues at the New York Hlood
Center and the contribution by many others over the past
15 years, a strong foundation was available to the Mexican
Medical Center. Importantly, the group of Novelo-Garza
and colleagues has successfully adapted this work to the
cultural, ethical, and legal setting in Mexico as the sarly
success in cord blood transplant from units in the La Raza
bank demonstrates.

One of the intriguing questions raised by the
Mexican success is whether the emergence of cord blood
transplantation provides the key for developing countries
seeking to start or grow unrelated transplant programs.
Certainly, Novelo-Garza and colleagues have demon-
strated that even with a small number of cord blood
units, some patients will find a suitably matched grafi.
The number of transplants performed compared to the
size of the registry is very encouraging. A further study of
Mexico’s population to fully understand the diversity
represented would help determine whether this rate of
selection can be sustained, and although it may be that
the favorable selection rate will change over time as more
is understood about the impact of HLA on cord biood
selection, the relatively small size of the adult donor reg-
istry in Mexico suggests that for other countries seeking
to establish unrelated transplant programs, the invest-
ment of resources to grow cord blood inventory may
significantdy enhance the development of those
programs.

It should also be noted that the Mexican experience
relies on a partnership between the Mexican health care
systern and government-supported scientific institutions
to fund this effort. Clearly, the need for governmental
investment into cord blood inventory growth is impor-
tant, especially in countries with newly developing banks
where a rapid buildup of inventory is desirable. Once a
critical mass of banked units is achieved, it is expected
that reimbursement for units ordered from inventory will
allow a bank to replace and grow inventory at a self-
sustaining rate, reducing or eliminating the need for gov-
emmental support in the future,



Unrelated Cord Blood
Banks/Registries
Annual Report
2012

Sponsored by:

World Marrow Donor Association

An annual publication of the World Marrow Donor Association in conjunction with the
European Blood and Marrow Transplantation
(EBMT) Group and NetCord Foundation
Share Information

www.worldmarrow.org
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Table 6: Percentage of cord blood units provided for transplantation in relation
to the number of cord blood units present (median shipping rate: 0.191%)
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* a part of these reported units are aiso reported under the NMDP Network

** for calculation the number of CBUs listed in BMDW (June 2013)

*** total of all shipments of NMDP Cord Blood Banks (directly shipped and shipped
via NMDP)
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BRIEF

REPORT

Cord blood banking and transplantation at the Mexican Institute
of Social Security: the first 5 years

Angel Guerra-Marquez, Barbara Novelo-Garza, Araceli Malagon-Martinez, Alejandro Limon-Flores,
Fernando Luna-Bautista, Luis Juan-Shum, Ines Montero-Ponce, Elizabeth Sanchez-Valle, Karina
Penaflor, Maria Antonieta Vélez-Ruelas, Yanin Romero-Judrez, and Hector Mayani

BACKGROUND: In January 2005, the Cord Blcod
Bank (CBB) at the Mexican Institute of Social Security
initiated activities. Herain, we dascribe the experience
generated during this period (January 1, 2005-
December 21, 2009).

STUDY DESIGN AND METHODS: Good manufacturing
practices and standard operating procedures were usad
to address donor selection, as well as umbibcal cord
blood (UCE) collection, processing, and cryopreserva-
tion. Based mainly on HLA and nucleated cell content,
specific UCB units were thawed, processed, and
released for transplantation.

RESULTS: A total of 582 UCB units were stored, repra-
senting 54% of the total number of units coliected.
Forty-eight units (8.14% of the stored units) were
released for transplantation of 36 patients. Twenty-six
patients (72% of cases) corresponded to patients with
acute leukemia, five (14%) to patients with marrow
failure, and the rest (five; 143) to patients with hemo-
globinopathies and other syndromes. The median
number of nucleated cells infused per patient was

6.71 x 107/kg and the median number of CD34+ cells
was 4.8 x 10%kg. Current engraftment data indicate that
engraftment occurred in 56%, and no engraftment in
44%, of cases. Engraftment was more frequent (59%)
in patients that received mora than 3 x 107 total nucle-
ated cells (TNCs)/kg body weight. than in those racaiv-
ing fower than 3 x 107 TNCs/kg (40%). Myeloid
engraftment was observed 7 to 54 days posttranspiant
(median, 23 days), whereas platelet engraftment was
detacted on Days 12 to 87 postiransplant (median, 38
days). To date, the disease-free survival rate was 41%
and the overall survival was 47%, with survival periods
of 126 to 1654 days.

CONCLUSION: Although the experience presented
herein is still imited and the period of analysis is still
short, the results obtained during these 5 years are
ancouraging.
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uring the past 20 years, umbilical cord blood
(UCB) transplantation has become a first-line
therapy for specific hematologic conditions,
particularly in pediatric patients. Interest-
ingly, its application has expanded to adult patients
through the use of large single- or double-unit trans-
plants.’ Also during the past decade, single institutions,
as well as multinational organizations and government
regulatory agencies, have been actively involved in estab-
lishing regulatory issues regarding UCB collection, pro-
cessing, and banking®* It is estimated that more than
20,000 UCB transplants have been performed worldwide
and that more than 400,000 UCB units are currently stored

ABBREVIATIONS: CBB = Cord Blood Bank: CFC(s) = colony-
forming cell{s); IMSS = Mexican Institute of Social Security;
UCB = umbilical cord blood.

From the Umbilical Cord Blood Bank and the Department of
Pediatric Hematology, La Raza Medical Center; the Department
of Hematology, Pediatrics Hospital and the Department of
Hematology, Medical Specialties Hospital, Siglo XXI Medical
Center; the Department of Pediatrics, Carlos MacGregor
Hospital; the Oncology Research Unit, Oncology Hospital, Siglo
XXI Medical Center, Mexican Institute of Social Security, Mexico
City, Mexico; and the Department of Hematology, Medical Spe-
cialties Hospital, Mexican Institute of Social Security, Puebla
City, Mexico.

Address reprint requests to: Hector Mayani, PhD, National
Medical Center, IMSS, Tallo 2, D-102, San Pablo Tepetlapa,
Coyoacan, D.E 04620, Mexico City, Mexico, e-mail: hmayanivé
prodigynet.mx.
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cPorqué Acreditarse?

creditacion es un facilitador de la calidad y un
@]y ponente esencial de la buena gestion clinica.

@) ecer células troncales seguras, confiables y efectivas, a

* Control del proceso por medio de métodos estandarizados.

» Rastreabilidad de los donantes de las células para seguridad
del receptor.

 Cumplir con los estandares internacionales para seleccion,
obtencion, analisis, conservacion, preparacion, validacion,
suministro, utilizacion, destino final y distribucion.

e Contar con la preservacion o6ptima durante el transporte
hacia los centros de trasplante.

e La validacion de los procesos para contar con resultados
confiables y brindar mayor seguridad al paciente
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cPorque Acreditarse?

Brindar “Calidad Total y Confianza” en
todos los procesos de un banco de
células troncales hematopoyéticas
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Evitar ser un “charlatan” en un pais
donde no existe instrumentos
regulatorios. Donde los pacientes
buscan obtener terapias con células
troncales, Ipresentan O graves riesgos
para la salud ponlendo en riesgo la
integridad de investigacion con
células madre deI pais.

(Revista Redbioética/UNESCO, Afio 3. 2(6). 63-78, Julio — Diciembre
2012-ISSN 2077-9445 Medina Arellano Ma. De Jesus- The Rise of Stem
Cell Therapies in Mexico)
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MUCHAS GRACIAS
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