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About PAHO

Countries and PAHO and WHO Technical Documents and =
Centers Publications M8

Health Topics

The technical documents and reports of PAHD are designed to
provide professionals in the member countries with a situation
Data and analysis, helping them to identify pertinent strategies and design PAHO,/WHO
Statistics and implement interventions, including staff training. In order to MANDATES AND
maximize the impact of its resources, PAHO alzo identifies RESOLLUTIONS
materials produced by other institutions that can assist with local
decision-making.

Publications

Projects and
Programs

Links
PAHO in maps

Blood Services

The Technical Documents and Publications contains our own
technical documents and a number of links that will enable visitors =

PAHC in One to access the basic tools necessary for ensuring the timely PUBLICATION
Click availability of sufficient quantities of safe blood for transfusions.
e
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Elegibilidad para la Donacion de Sangre.,
Fecomendaciones para la Educacion vy la
Seleccion de Donantes Potenciales de Sangre

Documento [ 17.04 MB)

Eligibility for Blood Donation: Recommendations
for Education and Selection of Prospective Blood
Donors

Cocument (9.29 MB)
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Patient Safet -c BLOOD SERVICES
| Y Doadores de Sangue Potenciais EVENTS
Subscribe
o £ (4.5 MB) There are no
ocumen : !
Upcoming
events currently
Eligibilité pour le don du sang: Recommandations scheduled.
pour |'eéducation et la sélection des candidats
YUU Documents (4,96 MB)
PAHO Channel
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i pahowho OPS. Suministro de Sangre para Transfusiones en los Pafses del
:: pahoresearch Catibe v Latinoamérica en 2006 v 2007 Avance desde 2005 del Plan
. riskcomm Regional de Seguridad Transfusional YW ashington, D.C:

QOPS, 2009, (THRHET/200%01ESE ),

Docurmento 2009 (2.2 MB)

PAHOD, Supply of Blood for Transfusion in the
Caribbean and Latin American Countries in
2006-2007: Progress since 2005 of the
Regional Plan of Action for Transfusion

Safety, Washington, D.C: PAHD, 2009, (THR/MT
f2009/01EMG).

Document 2009 (2.2 MB)

2007

OPS. Suministro de sangre para transfusiones en
los paises del Caribe v Latinoameérica en 2005
Datos Basales para el Plan Regional de Accion
para Seguridad Transfusional 2006-2010,
Washington, D.C: OPS, 2007, (THS/EV-2007 /01
E). Anexo. OPS, Consejo Directivo, Informe
sobre los progresos realizados por la Iniciativa
Regional para la Seguridad Sanguinea y Plan de
Accion para 2006-2010,
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2006

PAHD, Mational blood systems in the Caribbean
and Latin American Countries: basic indicators of
their status in 2004, Washington, 0.C . PAHO,
2006, THS/EV-2006/002,

Document (1.5 MB) and = Annex,
(796,53 KB)

OPS. Recomendacionas para &l disefic de un
programa de desarrollo de guias de practica
clinica: uso de la sangre v sus componentes,
Washington, 0D.C: OPS, 2006, (THS/EWV-

Q0&e/001), = Documento, (5.3 MB)
OPS. Estandares de trabajo para servicios de

sangre. Washington, D.C: OPS, 2005, (THS/EW-
2005/001),

Documento (2,07 MB)

OPS, Guia para la estimacion de costos de la
regionalizacion de los bancos de sangre.
Washington, D.C; OPS, 2005, (THS/EY

2005/002). “  Documento (4,23 VB
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OPS. Salud. Guia metodologica para
investigacion de aspectos sodo-culturales
relacionados con donacion voluntaria de sangre:
informe final. W ashington, D.C: OPS, 2005,
(THS/EW-2005/004-E),

Cocumento (14,16 MB)

PAHD, Methodological guidelines for socio-
cultural studies on issues related to blood
donation. Washington, 0.C: PAHD, 2005,
(THS/BEWV-2005/004-1).

Cocument (10,11 MB)

OPS, Medicing transfusional en los paises del
Caribe v Latinoamérica, 2000 -2003,
Washington, D.C: OPS, 2005, (THS/BEWV-
2005/005-E).

Cocumento (12,83 MB)

Bolis, Monica - coord, Comparativo de
legislaciones sobre sangre segura. Washington,
D.C: OPS, 2005, (THS/EY 2005/0097,
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Cocumento (1,14 MB)

Curso de Gestion de Calidad para Servicios de
Sangre: Anexos.Contenido: Técnicas v
herramientas de calidad, Glosario de definiciones
OPS, Guia para la elaboracion de manuales de
procedimientos, Condiciones de compra
realacionada con caldiad, Requisitos de un
programa de calidad, Ejemplo del informe sobre
la capacidad de |los subcontratistas o
proveedores, Ejemplo de cuestionario para el

equipo de verificacion de la capacidad., =
Documento (4,16 VB

Manual Hagamos la diferencia (2005). Manual
para marco de referencia para que el gobiermo
de cada pais pueda desarrollar & implementar una
politica nacional de sangre basada en el concepto
de la donacidon altruista, voluntaria v no
remunerada, de sangre. Reclutamiento v
retenci=on de donantes de sangre voluntarios,
no remunerados, Desarrollo de modelos de
buenas practicas encaminadas a mejorar &l
servicio para los donantes de sangre, asi como
para quienes prescriben v quienes reciben la
transfusion,

Documento (2,15 MB)
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Documento (2,15 MB)

2003

Mimero especial dedicado a los bancos de
sangre. Revista Panamericana de Salud
Publica/Pan American Journal of Public Health
Wolume 13 (2-3). March 31, 2003

Articulos

Cruz, Ramirc, Componentes basicos de un
sistema nacional de sangre. Traduccion libre del
articulo “Basic components of a national blood
system ™, Por Jose Ramiro Cruz, publicado en
Pan American Journal of Public Health, 13
(2/3):79-84,2003).

Documento (47.07 kB)

OPS. Intervencion de los laboratorios v bancos
de sangre ante situaciones de desastres, Guia
practica desarrcllada en el taller celebrado en
Managua, Nicaragua &l 7 de junio de 2001,
Washington, D.C: OPS, septiembre 2001,

Documento (342,38 kB)

Listo




¥) Pan American Health Organization - Organizacion Panamericana de la Salud - PAHO and WHO Technical Documents ...

Archivo  Editar  Wer Historial Marcadores  Herramientas  Ayuda
@ - (R bt ffnew. paho.org/hgfinde:. php?option=com_contentitask =view&id= 14c68Itemic = - | |» B
% Pan American Health Orga... B = %t WHO | Publications % Pan American Health Organizat... -+

Documento (342,38 kB)

OMS, El uso dinico de la sangre en medicinag,
obstetricia, pediatria v neonatologia, cirugia v
anestesia, trauma y quemaduras. OMs: 2001,

Cocumento (3,95 MB)
OPS. Ley modelo sobre servicios de sangre

Documento

Fecomendaciones para asegurar la suficiencia v
sequridad de la sangre durante campafias de
vacunacion con vacuna doble viral
sarampicndrubécla (SR) en adultos

Cocumento (17.52 kB)

Recommandations relatives a la suffisance et la
slreté du sang pendant les campagnes de
vaccination par 'administration d'une double dose
du vaccin viral rougecle/rubécle (RR) aux adultes,

Cocument { 12.06 kB)

Fecommendations to ensure a safe, sufficient
blood supply during campaigns to administer the
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WHO = Publications

Publications

HIGHLIGHT

Malaria case management: operations manual
11 February 2010 -- This manual describes malaria
programme management, planning and implementation
and outlines the technical knowledge needed for case
rmanagerent, It is aimed at national programme
rmanagers and is intended for adaptation and use in all
rmalaria-endermic countries, irrespeu:tive of their
epldemmlaglcal anu:l SDCIDECDI'IDITIIC specificities,

r ey b

\JALARA

[More publications on_rmalaria

How to obtain WHO publications

WHO publications and docurmnents - in multiple languages - are
available for free download from the WHO Library database, Printed
copies can be ordered from the WHO Boolkshop, which offers
discounts on orders from developing countries, The Bookshop also
offers priced subscriptions to periodicals, book series and thematic
packages.

WHO Library database | WHO Bookshop | Subscriptions

KEY WHC PUBLICATIONS JOURMALS

Bulletin of the Waorld Health
Qrganization

Manthly journal with
peer-reviewed papers, Focus on
developing countries.,

— |The World Health Report
annual report with an expert
assessment of global health
including statistics, Focuses
on a particular theme every vear,

1

B3 ¥ Pan American Health Organizat..,

Donate for survivors of
the Haiti earthquake

FET WHD INFORMATION

Director-General
Director-General and
senior managenment

Governance of WHO
WHO Constitution,
Executive Board and
World Health Assembly

Media centre

Mews, events, fact
sheets, multimmedia and
contacts

International travel and
health

Publication on travel
risks, precautions and
vaccination
requirernents

Waorld Health Report

annual report on global
public health and key
statistics
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Publication on health risks
for international travellers,
vaccination requirements and
precautions to take.

T International Health
Regulations

Latest edition of the public
== lhealth requlations that are
legally binding on WwHO Member
States,

The International
Classification of Diseases
The international standard
diagnostic classification for
epidemniological and health
management purposes,

International Pharmacopoeia

Eastern Mediterranean Health
Journal

Published by the WHO Regional
Office for the Eastern
Mediterranean. Focus on policies
and research in the region,

FPan American Journal of Public
Health

Published by the Pan American
Health Organization (PAHO) in
English, Portuguese and Spanish,
Caontains technical and analytical
papers.

weelly Epidemniological Record
Epidemiological information on
cases and outbrealks of
comrmunicable diseases,

WHD Drug Information

Caollection of quality
specifications for
pharmaceutical substances
and dosage forms, for reference
ar adaptation by WHQ Member
States.

Quarterly journal on topics
relating to medicines development
and regulation,

WHD REGIONAL PUBLICATIONS

12 African Reqion

i Reqion of the Armericas-PAHD

: South-East Asia Reqgion

: European Reqgion

: Eastern Mediterranean Redgion

o Wwestern Pacific Region

Contacts | E-rmail scarms | Emplovrment | FAQs | Feedback | Privacy | RSS feeds

2 WHS 2010
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Home Home e Publications

About PAHO o | PAHO
Countries and  PAHO Publications A & B | pUBLICATIONS
Centers CATALOG
Health Topics Welcome to the gateway to health care publications and ) 19

information resources related to the Western Hemisphere's most | |8 PusLICATIONS

Publications pressing public health issues, We strive to continually improve

¥ Yo
Data and our ability to fulfill vour information needs. Please contact us with
Statistics YOUr comments, questions, and suggestions.
Projects and ’ ,
Programs How to obtain PAHO publications
Links FALTEX
. Online Bookstore FPUBLICATIONS
PAHO 1IN maps o5 Itz search engine allows you to find the products by subjects, CATALDD
. vear, title, zeries, and keyward, vou will also find journal articles,
PAHO 1in One P“n individual chapters, book reviews, press kits, press releases,
Click armong others, PALTEX
i - FFa N
Media Center Publications Centers | Booksellers | Dissemination Partners m 9
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Regional
Publications
Argentina Revista Panamericana de Salud Puablica/

Pan American Journal of Public Health

Barbados and A peer-reviewed journal

the Eastern

Caribbt_ean Current Articles
Countries Fast Issues

. About the Journal
Belize

_ Information for Authors

Brazil Submit a Manuscript
Chile
Colombia

PLBLICATIONS HIGHLIGHTS

Costa Rica , . ,
Wiomen and health: today's evidence tomorrow's agenda

o Social Protection in Health Schemes for Mother, Newborn and
Dominican Child Populations: Lessons learned LAC

Republic Epidemiclogia de los trastornos mentales en Ameérica Latina v &l
Ecuador Caribe

El Salvador See more...

US_Mexico KEY PAHO PUBLICATIONS

Border

Health Situation in the Americas: Basic Indicators 2009
Guatemala

International Classifications of Diseases, ICD-10 {available in
Spanish)

Mexico Health in the Americas, 2007

Honduras

DISASTERS ANMD
HUMAMNITARIAMN
ASSITANCE
CATALOG

Publications
Catalog

Great Bogls on Disasters

PAHO HQ
LIBRARY
CATALOG

The Library Online
Catalog contains
infarmation dating back
from 1902 to the

Listio
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Home Home « Projects and Programs
About PAHO PROYECTOS Y PROGRAMAS NEWS FROM THE
Countries and Emergency Preparedness and Disaster Relief COUNTRIES
Centers izt
LSS.Log‘lstlc SUpport System » Fortalecen control
Health Topics Publications Catalog epidemiologico en
blicati Safe Hospitals la frontera con
Publications External Relations, Resource Mobilization and {xc.;rguandaaci%en
Data and Partperahips _ antirrabica
Statistics Family and Community Health B
) HIY and STI ® Reunion de Balance

Projects and S de |la Cooperacion
Programs Immunization Téchica

. Mewhborn, Child and Youth Health 2008-2009
Links Adolescent Health ® DECLARACION DE
PAHO in maps Mewborn and Child Health LA OMS, EN

. Nutrition RELACION COM
PAHO in One . LAS DEMUNMCIAS
Click Gender, Ethnicity and Health DE COMFLICTOS
di Governing Bodies Office DE INTERESES ¥ LA

Media Center Health Surveillance and Disease Prevention and ﬁfﬁ',:\g,_’ﬂn‘?m
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Technology, Health Care and Research
Esszential Medicines and Biclogicals
FPan American Metwork for Drug
Regulatory Harmonization
Strategic Fund
Waccines and Biologicals
Health Technologies for Quality of Care
Blood Services
Health Services Physical
Infrastructure and Technology
Laboratory Services
Patient Safety
Radiclogical Health Program
Mental Health Disabilities and Rehabilitation
Disabilities and Rehabilitation
Research Promotion and Development
Spedialized Programs and Health of Wulnerable
Populations
Health of Indigenous Peoples
Hurman Rights & Health
Oral Health
Prevention of Blindness and Eve
Care

Contact us | Employment | Other UM Sites | QAS | FAQs | Doing Business with PAHD | Collaborating Centers | Login | Data and
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Home
About PAHO

Countries and
Centers

Health Topics
Publications

Data and
Statistics

Projects and
Programs

Links
PAHO in maps

PAHO in One
Click

Media Center

Give us your opinion

Home e Technology, Health Care and Research o Health
Technologies for Quality of Care e Blood Services

BLOOD SERVICES

Blood Services

One of the missions of the Health Technologies for
Quality of Care team of the Pan American Health
Organization (PAHOD) is to cooperate technically
with national blood programs in the Region of the
Americas to ensure that they have sufficient
quantities of safe blood to provide timely
transfusions to all patients who need them, thus

contributing to lower mortality and optimal patient care in Latin
America and the Caribbean.

Fead more...

Mirta Roses' Blog Global Calendar

M & =

PAHC/WHO
MAMNDATES AMD
RESOLUTIONS

Blood Services

MEWY
PUBLICATION
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Services

Patient Safety
Subscribe

You

PAHO Channel
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Promotional

Materials

Herramientas
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Promotional materials

associated with World Blood

Donor Day.

To download magnet

please select

language Spanish -
English - French

Fead more. ..

Present!
Voluntary
Blood
Donor 2009

P
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Eligibility for

Eluud Dunacll:n:;:_n:
ecommendations -

for Education of -~ & &

Prospective Blood

Donors

Pan American Health
Organization. Eligibility for Blood
Donation: Recommendations for
Education and Selection of
Frospective Blood Donors,
Washington, 0.C, . 2009,

This document summarizes the
rationale for the parameters and
conditions that should be taken into
consideration in the education and
selection of blood donors, in the
level of detail that should allow
blood service staff, community
volunteers and prospective blood
donors to understand them.

Fead more. ..

World Blood
Donor Day TV e
Spots

¥ htp:/fnew paho.org/hgindex.phproption=com_contentitask=blogcategorygid=11¢ 77 - | 2§~

= S

BLOGD SERVICES
SCIENMTIFIC AND
TECHMICAL
INFORMATION

PAHD WHO
technical
documents and
publications

wirlual health
ibrary

BLOGD SERVICES
EVEMNTS

There are no
Upcoming
events currently
scheduled.

Listo



ood and U g A0

Archiveo  Editar  Ver

O -c

2 U 8§ Food and Drug Administr... -

Historial  Marcadores  Herramientas  Ayuda

nr R it feeeew fdagow/

LS. Department of Health & Human Services

U.S. Food and Drug Administration
FoA 3

Protecting and Promoting Your Health

A -7 Subject Index

£y www.hhs.gov

Cr—-)

ABCDEFGHIITKLMMNOPQRSTUY WXY I &

Animal & Yeterinary

Cosmetics

Radiation-Emitting Products

Tobacco Products

v | vy v |

Science & Research

= Comhbination Products
= Critical Path Initiative
= Clinical Trials
*Pediatrics

*Fare Diseases

* Toxicological Research

More Science & Research ®

Consumer Resources

e p | HKey Topics
= allergenics
Drugs P | «Blood & Blood Products
) ) = Cellular & G Th
Medical Devices [ ] =huiar Bne Therapy

Products
* Tissue & Tissue Products
= Yaccines
= xenotransplantation
= \What's Mew for Biologics

More Information on Vaccines, Blood & Biologics ©

Public Health Focus

= Frequently Asked Questions

= Safety 8 Awvailability
* Resources for ¥ou

Industry Resources

= Development & Approval
FProcess

* Guidance, Compliance &
Regulatory Information

= Report a Problem

* Resources for You

* PREDICT-Mew Import Safety
Program

#2009 H1M1 Flu
*BPA Update January 2010

* Indoor Tanning: The Risks of
Ultravialet Rays

* Public Health Alert:
Counterfeit alli
containing sibutramine

*Safe Use Initiative

* Commissioner's Letter on
H1M1 Yaccine Safaty

More Public Healthl,

Fnrcus

)

A

Get Updates

ES E-mail Updates
LEE RSS Feeds
=RSS Help

Vi

HHS

Get Widget

Spotlight

*HHS 2011 Budget
Announced
- FDA Budget

- HHS Bodnat
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Home = Waccines, Blood & Biologics = Guidance, Compliance & Regulatory Information (Biologics)
L e e e Guidance, Compliance & Regulatory
Regulatory Information Information (Biﬂ'lﬂ'g iCS) Recalls & Alerts
Biologics .
( . . ) Search Guidance « Recalls {Biologics)
Biolagics Rules | |@ « Biologic Product Shortages

« Report a Problem to the
Center for Biologics
Ewaluation & Research

Binlogics Guidances

We have recently redesigned the FD& Web site. As a result,
Other Recommendations far some Web links {URLs) embedded within Guidance documents,
Biologics Manufacturers Fules, and other documents are no longer valid, If you find a
link that does not waork, please try searching for the

Biologics Procedures (SOPPs) document using the document title, For more assistance, go

Approvals & Clearances

Biologics Establishment to Contact FDA,

Registration « Biologics Products &
. . A . . Establishments

Campliance Actions (Biologics) Rules, Guidances & Recommendations

Binlogics Post-Market Activities . Biolagics Rules

« Other Recommendations for Biologics Manufacturers Lt
Resources for You « General Biologics Guidances M“"“f_ﬂm"em_ Jf'_ﬁlmﬂ"':e and
allergenics Guidances Technical Training Branch
« Consumers (Biologics) : E {CBER})

« Healthcare Providers » Blood Guidances (BO0Y B25-4709

{Biologics) « Cellular & Gene Therapy Guidances (301) 827-1800
& Tndustry FRinlnnics’ Tissue Guidances Pl roottefdo bbbe oo

Rt e, fdla, gowB|0Iog|csBIoodvaCt:|r‘|es,fBIoodBIoodProducts,fRegulanonoftheBloodSuppIWdefault htm
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« International Conference on Harmonisation - Efficacy

« International Conference on Harmonisation - Joint
Safety/Efficacy (Multidisciplinary)

« International Conference on Harmonisation - Quality
« International Conference on Harmonisation - Safety

Compliance & Enforcement

« Compliance Actions {Biologics)

« Enforcement Actions (CBER)

« Importing & Exporting {Biologics)
« Product Surveillance {CBER)

« Letters to Industry / Healthcare Providers / Clinical
Inwvestigators

Regulatory Information

« Blood Establishment Registration and Product Listing
« Tissue Establishment Registration

« Regulatory Actions Issued by CBER

» ‘Requlation of the Blood Supply

« Regulation of Tissues

Post-Market Activities

« Lot Release

o Lot Distribution Data {LODY Electronic Submission
« Influenza Virus Yaccine Composition and Lot Release

o L | I Lism s { I S |

| i=ti
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Regulation of the Blood Supply

» Regulation of the Blood FDA/CBER is responsible for regulatory oversight of the U.S,
Supply blood supply. FDA promulgates and enforces standards for
: : blood collection and for the manufacturing of blood products,

variances for Collection of including both transfusible components of whaole blood,

Blood and Blood Products from pharmaceuticals derived from blood cells ar plasma, and

Eitrlrﬁgzi:;watusis related medical devices, FDA also inspects blood
establishments and monitors reports of errars, accidents and
adwerse clinical events. CBER waorks clasely with other parts

Recalls & Alerts

« Recalls (Biclogics)
» Biologic Product Shortages

» Report a Problem to the
Center for Biologics
Ewvaluation & Research

Exceptions and Alternative

Frocedures

Feviewy Checklist

Resources for You

« Consumers (Biologics)

« Healthcare Providers
(Biologics)

s Industry {Biologics)

« About the Center for
Biologics Evaluation and
Fesearch

of the Public Health Service (PHS) to establish blood
standards, and to identify and respond to potential threats to
blood safety or supply.

Key Resources

« AABB Donor History Questionnaire Documents

« Blood Donations from Men Who Hawve Sex with Other Men
Questions and Answers

« Keeping Blood Transfusions Safe: FDA's Multi-layered
Protections for Donated Blood

« Yariances for Collection of Blood and Blood Products from
Patients with Hemochromatosis

« Exceptions and Alternative Procedures Approved Under
21 CFR 5640.120

« Review Checklist

Approvals & Clearances

» Biclogics Products &
Establishments

Contact Us

Consumer Affairs Branch
{CBER}

(8007 835-4709
(3013 827-1800
A ocodi@fda.hhs. gov

Division of Communication
and Consumer Affairs

Office of Communication,
Cutreach and Development

Food and Drug administration
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Vaccines, Blood & Biologics

Home = Waccoines, Blood & Biologics = Blood & Blood Products

Blood & Blood Products

Gestions ahout Blood
Approved Products
Fegulation of the Blood Supply

Resources for You

« Consumers (Biologics)

« Healthcare Providers
{Biologics)

o Industry (Biologics)

e About the Center for
Biclogics Evaluation and
Research

Search Biologics
| @

The Center for Biologics Evaluation and Research {CBER)
regulates the collection of blood and blood components used
far transfusion or for the manufacture of pharmaceuticals
derived from blood and blood components, such as clotting
factors, and establishes standards for the products
themselves, CBER also requlates related products such as cell
separation devices, blood collection containers and HIY
screening tests that are used to prepare blood products or to
ensure the safety of the blood supply. CBER develops and
enforces quality standards, inspects blood establishments and
monitors reports of errars, accidents and adverse clinical
events,

CBER works closely with other parts of the Public Health
Service (PHS) to identify and respond to potential threats to
blood safety, to develop safety and technical standards, to
monitor blood supplies and to help industry promote an
adequate supply of blood and blood products.

Cwer a period of years, FDA has progressively strengthened
the owverlapping safeguards that protect patients from
unsuitable blood and blood products:

¢ Blood donors are now asked specific and very direct
questions about risk factors that could indicate possible
infection with a transmissible disease. This "up-front"

) Share [ Email this Page = Printthis page H Change Fant Size

Recalls & Alerts

Recalls {Biologics)

Biologic Product Shortages
Report a Problem to the
Center for Biologics
Ewaluation & Research
Direct Recall Classification
Program {Blood and
Plasma)

Approvals & Clearances

Biologics Products &
Establishments

Related Information

Blood Products Advisory
Cammittee

Blood Guidances

Blood Proposed & Final
Rules

Mermoranda to Blood
Establishments

bt A, fda, gove BiclogicsBloodyaccinesBloodBloodProducts fApprovedProducts /defaclt. htm
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Guidance, Compliance &
Regulatory Information

Blood Guidances

Search Guidance

{Riologics) |

D

Biologics Guidances

FBlood Guidances

Resources for You

« Consumers {Biologics)
« Healthcare Providers
{Biologics)

We have recently redesigned the FDA \Web site. As a result,
some Web links (URLs) embedded within Guidances, Rules and
other documents are no longer valid, If vou find a link that
does not work, please try searching for the document using
the document title, For more assistance, go to Contact FDA,

Blood Guidance Documents

Subscribe to Updates

« Blood Guidances: Get
e-mail updates

« Biologics Guidances: Get
e-mail updates

« Subscribe to Biologics
Mailing Lists

Contact Us

« Industry (Biologics) .
» About the Center for

Biologics Evaluation and

Research

Guidance for Industry: An Acceptable Circular of
Information for the Use of Human Blood and Blood
Components, Cctober 2009 {FOF - S858KE)
10,/2009, Updated: 12/2009

Draft Guidance for Industry: Recommendations for the
tdssessment of Blood Donor Suitahbility, Blood Product
Safety, and Preservation of the Blood Supply in
Response to Pandemic (H1IM1) 2009 Virus (PDF - BOKB)
11/13/2009

Guidance for Industry: Use of Mucleic Acid Tests to
Reduce the Risk of Transmission of West Nile Yirus from
Donors of Whole Blood and Blood Components Intended
for Transfusion {POF - 68KE)

11/6/2009

Cir=ft Ciidaneo for Tndoctee and Fos SHoff -

Consumer Affairs Branch
{CBER})

(800% 835-4709
(301% 827-1800
EA ocod@fda.hhs. gov

Division of Communication
and Consumer Affairs

Office of Communication,
Outreach and Dewvelopment

Food and Drug Administration
1401 Rockwille Pike

Suite 200M/HFM-47
Rockville, MD 2Z0852-14483

| i=ti
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11/6/200%9

« Draft Guidance for Industry and FDA Staff -
Investigational Mew Drug Applications (INDsY for
Minimally Manipulated, Unrelated allogeneic
Placental/Umbilical Cord Blood Intended for
Hematopoietic Reconstitution for Specified
Indications {PDF - 91KB)

10/2009

« Guidance for Industry - Minimally Manipulated, Unrelated
allogeneic Placental/Umbilical Cord Blood Intended for
Hematopoietic Reconstitution for Specified
Indications {PDF - 452KBY
10/2009

« Guidance for Industry - Recommendations for
tManagement of Donars at Increased Risk for Human
Immunodeficiency Yirus Type 1 (HIV-1% Group O
Infection
8/2009

« Guidance for Industry: Mucleic Acid Testing (MATY to
Feduce the Possible Risk of Parvovirus B19 Transmission
by Plasma-Cerived Products
7/28/2009

« Draft Guidance for Industry: Use of Serological Tests to
Reduce the Risk of Transmission of Trypanosoma cruzi
Infection in YWhole Blood and Blood Components for
Transfusion and Human Cells, Tissues, and Cellular and
Tissue-Based Froducts
3/2009

« Aszzay Migration Studies for In Yitro Diagnostic Devices
1/5/2009

« Guidance for Industry: Safety, Efficacy, and
Pharmacokinetic Studies to Support Marketing of Immune
Globulin Intravenous {Human) as Replacement Therapy

for Primary Humoral Immunodeficiency
71742008

Listo




) Blood Guidances - Mozilla Firefox

Archivo  Editar  Wer Historial Marcadores  Herramientas  Ayuda

6 - C fut bt A, fda,gov BiologicsBloody accines /GlidanceComplianceRegulatoryInformatio 7 - g
U S Food and Drug Administra... Blood Guidances % Draft Guidance for Industry: R, =+
7/17/2008

« Draft Guidance for Industry: Requalification Method for
Reentry of Blood Conors Deferred Because of Reactive
Test Results for Antibody to Hepatitis B Core Antigen
{Anti-HBC)

5/20/2008

o Draft Guidance for Industry: Use of Nucleic Acid Tests to
Feduce the Risk of Transmission of West Mile Yirus from
Dionors of Whole Blood and Blood Components Intended
for Transfusion and Donors of Human Cells, Tissues, and
Cellular and Tissue-Based Products (HCT/Ps)

4/25/2008

o Guidance for Industry and FDA Rewview Staff: Collection
of Platelets by Automated Methods
12/17/2007

« Guidance for Industry and FDA Staff: Class II Special
Controls Guidance Document: Automated Blood Cell
Separator Device Operating by Centrifugal or Filtration
Separation Principle
11/29/2007

« Guidance for Industry: Adequate and Appropriate Donor
Screening Tests for Hepatitis B; Hepatitis B Surface
antigen (HEsAQ) Assays Used to Test Donors af Whole
Blood and Blood Components, Including Source Plasma
and Source Leukocytes
11/21/2007

« Draft Guidance for Industry: Blood Establishment
Computer System Yalidation in the User's Facility
10/26/2007

« Guidance for Industry: "Lookback" for Hepatitis C Yirus
{HCY): Product Quarantine, Consignee Motification,
Further Testing, Product Disposition, and Motification of
Transfusion Recipients Based on Donor Test Results

Indicating Infection with HCY
oS0d 2007
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About DSM

REFERENCE MATERIALS

DSM Transfusion Medicine
ISBT Resources
DSM Resources

¢ Memo - DSM Standardized Lab Logs, May 8, 2009
¢ Policy 160-10-02 ISBT 128 Labels w1
¢ Policy 160-10-03 CBS Winnipeg Packing Slips V1

CBS Resources

ISBT 128 Label - Visual Reference

Before and After End Labelling Visual Reference
CBS ISBT 128 Presentation

ISBT Fast Facts

Listo

0 L=
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Info for Professionals

DSM LIM

Physician Information
Reference Materials
Research & Ihnovation
Professional Links
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« ISBT 128 Information Presentation - Hospital Transfusion Service Perspective
« Yideo Arch CBS ISBT 128 Information Presentation

Manuals

« AMBE Technical Manual Editions 1-16 2 Standards for Blood Banks and
Transfusion Services Editions 1-26

« Manitoba Transfusion Quality Manual for Blood Banks - June 2007

« Manitoba Transfusion Medicine Best Practice Resource Manual for Nursing - June
2007

« Manitoba Transfusion Medicing Best Practice Study Guide and Teaching Tool 2007

Transfusion Reaction Investigations

« A Guidebook entitled '& Guide for Completing the Transfusion Reaction
Investigation Form CM105' June 2007 Yersion 2
« Transfusion Reactions algorithm

Manitoba Adverse Transfusion Reaction Reporting System Processes

s Process & (CBS is the Blood Transfusion Service)

¢« Process B (DSM Blood Transfusion Service is the Crossmatch Lab - applicable for
Westman, Dauphin, Swan River, Flin Flon, The Pas and Thompson anly)

s Process C (For use in reporting Transfusion Reactions for Derivatives)

Guidelines for Pre and Post Matal Testing and Administration of Rh Immune
Globulin {Win Rho SDF™)

Rh Pre and Post Matal Guidelines

Rh Pre and Post Matal Sample Report
Eh Pre and Post Matal Rejected Report
Eh Pre and Post Matal Requisition

CBS Buffy Coat Component Production Methodology: Manitoba
Implementation November 2008

+ Hospital and Laboratory Readiness Checklist {includes contact information)

Listo
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Best Practice
Resource Manual
for Nursing

June 2007
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Guidelines

= Guideline MB 1:  Informed Consent for Administration of Blood, Blood Components
and Derivatives

Guideline MB 2:  Treatment Orders for Blood, Blood Components and Derivatives
Guideline MB 3:  Patient Identification and Specimen Procurement

Guideline MB 4:  Issuing, Returning and Documenting the Final Disposition of Blood,
Blood Components and Derivatives

Guideline MB 4.1: Emergency Issue of Donor Red Cell Units
Guideline MB5:  Blood, Blood Components and Derivatives Visual Inspection Checklist

Guideline MB 5.1: Visual Inspection of Blood, Blood Components and Derivatives
(When Performing Blood Bank Duties)

Guideline MB 6:  Transport of Blood, Blood Components and Derivatives (Within a Facility)

Guideline MB 7:  Patient Identification Prior to Initiation of Transfusion/Infusion of Blood,
Blood Components and Derivatives

Guideline MB 8: Initiation and Termination of Transfusion/Infusion of Blood, Blood
Components and Derivatives

Guideline MB 9:  Patient Monitoring during the Transfusion/Infusion Procedure

Guideline MB 10: Identification and Management of a Transfusion Reaction

Guideline MB 11: Inter-facility Shipping of Blood, Blood Components and Derivatives
Guideline MB 12: Receiving Blood, Blood Components and Derivatives

Guideline MB 13: Storage Equipment Standards: Blood, Blood Components and Derivatives

= Guideline MB 13A: Temperature Monitoring: Blood, Blood Component and Derivative
Storage Equipment

Guideline MB 13B: Alarm System Check: Blood, Blood Component and Derivative
Storage Equipment

Dome
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Manitoba
Transfusion
Quality Manual
for Blood Banks

June 2007




Archivo  Editar  Wer Historial Marcadores Herramientas  Ayuda

- a0 ke dsmanitoba.ca/fprofessionals fransfusion/fles/BloodBankPOF . pdf IrdRnr: B
|| Diagnostic Services Of Manitcb. .. || BloodBankPDF .pdf (Objet... &
BHEC %7 oo x Y @@ o55% |- glcolaborate - A sn- 5 [

= Module 1: Administration

(Under development by Diagnostic Services of Manitoba)
Module 2: Pre-Transfusion Testing (Non-Crossmatch)
Table of Contents — Module 2 (Non-Crossmatch)
Patient Identification and Specimen Procurement .. ...MP.001
Specimen Acceptance/Rejection and Suitability ... S ...MP.002
Handling Outdated Type and Screens/ Patient Asmgned Units ........cc........... MP.O16
Specimen Referral.......... e een e ennnee e eneen. INTIPLO T T
Emergency Issue of Donor Red Cells Units.....cccoeeeeeeeceececececceeeeveeceeeeeeeee... MIP.O18
Transfusion Reaction Investigation (Non-Crossmatch) ..................................MP.020
Module 2: Pre-Transfusion Testing (Crossmatch)

Table of Contents — Module 2 (Crossmatch)
Patient Identification and Specimen Procurement ........c.cccccceeeceneecnnenee..... MIP.O0OT
Specimen Acceptance/Rejection and Suitability .....ccccceoeevveeecieceee ... MP.002
Patient History Files... ....MP.003
Specimen Centrlfugatlon tesennnrrssnnnrnnsnnnnssssnnnssnssnnnssssnnnrsnsansnsessnnnessssncess NP OO

- Labelling Tubes/ Gel Cards and Block Set Up ...MP.005
Preparing Red Cell Suspensmns.......................................................................MP.DDE

(= | I} I = ] L L] L] (=% L = I |

Core
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&y ([ Ftto s ffweaew, ransfusionguidelines. org.uk,f

1

o= M- =dicine handbook and UK

Home  Search

UK Blood Transfusion & Tissue Transplantation Services

Contactus  Help Links

Site Map

Professional Guidelines, best practice and clinical information

+Better Blood Transfusion Toolkit
+Consultation Documents
+Document Library

+General Information
+Transfusion Handbook

*Hational Blood Transfusion
Committee

t+Hew Regulations

tRegional Transfusion
Committees

+Systematic Review Initiative

+Guidelines for the Blood
Transfusion Services in the UK

+Geographical Disease Risk Index

+Whole Blood and Components
Donors

t+Bone Marrow Donor Guidelines
+Cord Blood Donor Guidelines
tDheceased Donors of Tissue

+Live Donors of Tissue

’dfary ’dfcrfonary P atest updates

of educational events of transfusion terminology to this site

Thiz site provides guidance on transfusion and tissue transplantation in the UK.
# Forinformation on selecting donorz, go to Donor Selection Guidelines

& Forinformation on preparing, testing and storing blood and tissue products
go to Guidelines for the Blood Transfusion Services in the UK (Red Book)

& Far infarmation an the clinical use of blood, gao to Transfusion Handbook

|- 4

. - Document Library

JPAC Position Statemernts N

Better Blood Transf

1 Blood Safety Leaflet Information @m Department .f;ﬂlk.r;)m ranstusion
Change Motifications of Health

ey Regulations & Implementation
» MHS Operational Impact Group
J E-learning
Better Blood Transfusion
Learn Cell Salvage

m Hational Blood Transfusion Committee
Regional Transfusion Committees

Transfusion Evidence Librany
Systematic Reviews

General InfFormation
Accessibility

bt £, i ansfusionguidelines. org.uk index. aspx PPUblication=5R1
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| ] UK BTS - Handbook of Transf...

|

77+ *q- adicine handbook and

Home  Search Comtactus  Help

UK Blood Transfusion & Tissue Transplantation Services

Links  Site Map

l / Transfusion Handbook
A f
Tranzfuszion Handbook = Welcome Ell
H;I-.-I'gﬁnme Welcome to the Handbook of Transfusion Medicine
Contents
Introcuction
 Seneralnfarmtin Fourth edition : January 2007
Products and procedures
+Surgery and critical ilness
+The medical setting
Immunoglabulin - infections ) ) .
bttt s S e e Click here for PDF version {identical to the printed book)
+a&dverse effects (right click this link and select "Save Target As...' to download a copy to
Infarming patients WOLIF o ]I
Lirected donation '
ot e ensiusens = The PDF version is identical to the hard copy of the book. It is fully
Lizt af tables printable and may be used to malke slides, handouts etc.
Authors and reviewvers » |t may be amended from time to time in the light of new information. Any
nga.:riii:d HERELES changes from the printed 4th edition will be notified on the page "changes

and Updates"

m Copies of the printed book can be ordered from TSO - for details see

hel oy

Wal Warsinn

Listo
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Centers for Disease Control a... | +

7@l Centers for Disease Control and Prevention

Your Onling Source for Credible Health Information hiowvigilance |

( ™y Text size:Eﬂ_
The Quiet Killer Legl Ernail page
[E{] Print page

Winter Olympics &) Bookmark and

[&] Get ernail upd:
Subscribe to R
(3 Listen to audio,

Cancer Registries

Valentine
COC en Espaiol

Prevent CO Poisoning this Winter 2009 H1N1 Flu

L A
Health & Safety Topics H1N1 flu (Swine Flu)
« CDC HIM1 Estimates
Diseases & Conditions @ Healthy Living o « CDC Flu Wideos
-:\.f’ ADHD, Birth Defects, Cancer, Bone Health, Physical Activity, )
Diabetes, Fetal &lcohal Syndrome, Irrunizations, Genetics, Sexual » What to do if you get
Flu, Hepatitis, HIV/8IDS, STDs... Health, Sroking Prevention... sick
« Waccination
—_  Emergency Preparedness & Injury, Yiolence & Safety * Antiviral Drugs
Response _ o a Brain Injury, Child Abuse, Falls, « Updates
+ Bioterrorism, Chernical & Radiation == Fires, Food Safety, Poisoning, e s o
Emergencies, Severe Weather... Suicide, Youth Violence... % rf‘ 4 CDC Info
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J _# Search Results: biovigilance | + |

CDC Home

@ Centers for Disease Control and Prevention

j Your Online Scurce for Credible Health Informertion

| SEARCH

Search Results

You searched for: biovigilance

Search again: |bi|:uvigilan|:e | Meed help? Search Tips

Results 1 - 10 of about 114

COC - Biovigilance Component - NHSM

Biovigilance Component. ... therapies. The Hemovigilance Module is the first part of the new Biovigilance
Component to be developed in MHSH, ...

wewewy cdc.gov,nhsnfbio btml

CDC - Groups in Biovigilance training - MHSM

Slides: Biovigilance Component. Groups in Biovigilance. On This Page. ... Slideset: Groups in Biovigilance
Training POF (525 KB Jf 25 slides), Corresponding materials ...

wewewy cdc.gov,nhsnfwc_S_Biovig_groups.html

[ More results from waw.cde.gov/nhsn ]

MHSM Groups in Biovigilance Training T

Page 1. Groups in Biovigilance 1 ... This training assumes you have viewed Training 1: Biovigilance
Component Owerview training slides 2 ...

wowewd cdc.gov,/nhsnf/PDFs/slides,/SGroupsinBiovigilance pdf

Enrolling an Existing MHSM Facility into Biovigilance and Facility ... T

Page 1. Biovigilance Component ... £ Check the box for Biovigilance You can print Hemovigilance Module
Annual Facility Survey form from here 7 Page 2. ...

wewewy cdc.goy fnhsn/POFsslides/3_Biovig_SetUpExistFacility pdf
[ More results from www.cde.gov/nhsn/PDFs/slides ]
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Enréllment SECPEES The Biovigilance Component of the National Healthcare ! | Egelamerts aud oiare
Patient Safety Safety Metwork is a public/private collaboration between CDC~ On This Page ’
Component and the transfusion and transplant communities. Biovigilance s Protocol Contact MHSH:
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Data Collection Forms The Hemovigilance Module is the first part of the new Safety Network
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» Protocols

= Mandatory
Reporting

= HIPAS Privacy Rule

Protocol
= MHSM Manual: Biovigilance Component Protocol Hemavigilance Madule

— Guidelines and procedures for manitoring hemovigilance, March 20009,
PDF (523 KB / 32 pages)

Top

Forms

=L 57.300 Hemovigilance Survey
POF {207 KB / 5 pages)

57.201 Hemovigilance Module Reporting Flan
PDF (51 KB / 1 pages)

A

57.202 Hemovigilance Module Incidents Reporting Surmmary Data
PDF (222 KB / 4 pages)

[

57.2032 Hemovigilance Monthly Denominatar
PDF {40 KB / 1 pages)

[

57.304 Hemovigilance Adverse Reaction
POF {133 KB /4 pages)

[

57.205 Hemovigilance Incident
POF {161 KB / 5 pages)

[

Top

Instructions

E Hemovigilance Module Tables of Instructions
Biovigilance Component Tables of Instructions, February 2010
PDF {272 KB /19 pages)
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MHSM = MHSM Training

Slides: Biovigilance Component

Hemovigilance Module: Introduction to Analysis

Summary :

This session describes the processes for accessing On This Page
hemovigilance data for analysis in HHSHN, We will * Summary
demonstrate how to generate datasets, describe different = Slideset

output options available, show how to generate output,
ways to modify or customize output, and how to export data
from MHSM to other software,

= Corresponding materials

Audience: This training is intended for persons who will be generating and analyzing data in
the Hemoaovigilance Module and have user rights set up so that they may do so. This includes
supervisors or managers in Transfusion Services andfor other persons within your facility who
require information about events reported in NHSM, Users should have administrative rights,
all rights, or analysis rights in order to perform the tasks described in this session.

Slideset:

= Introduction to Analysis

Corresponding materials:
= NHSM Manual: Hemavigilance Module

= Hemovigilance Module Tables of Instructions

% Please note: Some of these publications are available for download only as * .pdf files,

These files require Adobe Acrobat Reader in order to be viewed, Please review the information
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(=] Get email updates

To receive email
updates about MHSM,
enter your email
address;

wrhat's this?

Contact HHSH:

l."i.r J

(4]

Centers for Disease
Cantral and
Prevention

Matlonal Healthcars
Safety Metwork
M=-A24

1600 Clifton Rd
Atlanta, GA 30333

nhsn@cdeo.goy
More contact info
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CAPACITACIONES
Y ASESORIAS TECNICAS




TEMA FECHA LUGAR
Terapia Transfusional en Viernes 8 de mayo Clinica Cafam
Obstetricia y Neonatologia de 2009. Calle 51
Reacciones adversas a la Miércoles 20 de [Clinica Diosalud
transfusion mayo de 2009.
Soporte Transfusional en
pacientes con anemia Hospital de
hemolitica autoinmune Mayo Kennedy ESE
Reacciones adversas a la
transfusion 8 de Julio Clinica Palermo
Clinica
Maternoinfantil
Soporte transfusional en Calle 94
neonatologia 8 de Julio Saludcoop
Hospital
Soporte transfusional en Universitario Mayor
gineco-obstetricia 10 de Julio Méderi
Clinica
Uso clinico de la sangre y los Universitaria San
componentes sanguineos 7 de Julio Rafael
Reacciones adversas a la Clinica K)'x;
transfusion y aspectos legales Universitaria San | =" RN
de la fransfusién sanguinea 14 de Julio Rafael besocorane GOBIERND DE LA CIUDAD

SECRETARIA DISTRITAL DE SALUD



Clinica Colsanitas

Hepatitis B, Hepatitis C, sifilis,
Chagas, HTLV I-1l, VIH

2 de septiembre

Clinica
Algoritmo para reacciones Universitaria
adversas a la fransfusion 30 de julio Colombia
Eventos de interés en bancos
de sangre:
epidemiologia, clinicay
pruebas de laboratorio: Fundacién

hematolégica
Colombia Fuheco

Algoritmo para reacciones
adversas a la transfusion

14 de septiembre

Hospital
Universitario
Infantil San José

Reacciones adversas a la

donacion 14 de agosto Fundacion Kalai
Clinica Colsanitas
Clinica
Universitaria

Investigacion ITT 30 de julio Colombia

Reacciones adversas a la
fransfusion

30 de septiembre

Clinica Santa
Bibiana




Asesoria técnica

Septiembre

Hospital de La Victoria
ESE

Asesoria técnica

16 de septiembre

Hospital Simén Bolivar
ESE

Asesoria técnica

21 de Octubre

Hospital de La
Samaritana ESE

Reacciones adversas a la Transfusion

23 de Octubre

Hospital de La
Samaritana ESE

Reacciones adversas a la transfusion:
diagnodstico, manejo y reporte de
caso

5 de noviembre

Hospital Universitario
Mayor Méderi

Elegibilidad para la donacién de
sangre: Guias de la Organizacion
Panamericana de la Salud

6 de noviembre

Banco Nacional de
Sangre Cruz Roja
Colombiana

Reacciones adversas a la transfusion:
diagnodstico, manejo y reporte de
caso

11 de noviembre

Hospital de La Victoria
ESE

Reacciones Adversas a la donacion
de sangre: detecciéon, manejo y
reporte de caso.

5 de febrero 2010

Hemocentro Distrital




Capacitaciones y asesorias técnicas

e Servicios de transfusion: 13

* Bancos de sangre: 3

* Conferencias magistrales

* Talleres de casos clinicos

* Asesorias presenciales o telefonicas






