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Abstract In recent decades, considerable advances have been made in assuring the safety of blood transfusion and organ transplantation.
However, with the increasing movement of medical products of human origin across international boundaries, there is a need to enhance
global norms and governance. These products, which include blood, organs, tissues, cells, human milk and faecal microbiota, are today
crucial for health care but they also pose unigue risks due to their human origin, such as disease transmission and graft failure. Moreover,
the demand for medical products of human origin often exceeds supply, leading to dependence on international supply chains, and
emerging technologies like cell and gene therapy present further challenges because of their unproven efficacy and long-term risks. Current
regulatory mechanisms, especially in low- and middle-income countries, are insufficient. The World Health Organization (WHO) has both
the mandate and experience to lead the development of international quality and safety standards, consistent product nomenclature,
and robust traceability and biovigilance systems. An international, multistakeholder approach is critical for addressing the complexities
of how medical products of human origin are used globally and for ensuring their safety. This approach will require promoting uniform
product descriptions, enhancing digital communication systems and leveraging existing resources to support countries in establishing
regulations for these products. As illustrated by World Health Assembly resolution WHA77.4 on transplantation in 2024, WHO's ongoing
efforts to ensure the safe, efficient and ethical use of medical products of human origin worldwide provide the opportunity to galvanize
international cooperation on establishing norms.
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Introduction

In recent decades, substantial progress has been made in as-
suring the safety of blood transfusion and the transplantation
of medical products of human origin, which are also referred
to as human cells, tissues and cellular and tissue-based prod-
ucts or substances of human origin. However, the increasing
international movement of these products, and tragic events
such as the inadvertent transmission of tuberculosis to bone
allograft recipients that resulted in at least 10 deaths, highlight
the urgent need for further work on global norms, governance
and vigilance."” Medical products of human origin encompass
all biological materials derived wholly or in part from the hu-
man body, including, but not limited to, blood, organs, tissues
such as corneas and reproductive tissues, cells, human milk
and faecal microbiota (Box 1). These products have saved and
improved lives through the repair or replacement of biologi-
cal structures or cells. The component materials are retrieved
from living or deceased donors and have become integral to
modern health care.* Medical products of human origin dif-
fer from other medical products or devices because of their
human origin and because they retain the biological charac-
teristics of the donor, such as particular tissue constituents
or cell functions or the presence of normal or pathological
microbes. As a consequence, they have an intrinsic variability
that gives rise to distinct quality and safety risks (Box 2). As
well as graft failure, there is a risk of disease transmission to

the recipient despite measures such as donor screening and
in-process testing.

Demand for almost all medical products of human origin
outstrips supply, and almost all health-care systems face the
challenge of attracting new donors, retaining existing donors
and making deceased donation a more common choice. As
a result, many end-users of these products rely on interna-
tional supply chains. Data from the World Marrow Donor
Association, for example, show that in 2022 almost half of
worldwide haematopoietic progenitor cell products moved
between countries.® In 2023, the European Union parliament
learned that an estimated 40% of plasma used in Member
Countries comes from outside the European Union zone.” The
Eye Bank Association of America, which represents mostly
tissue banks based in the United States of America, reported
that their members exported 27 187 tissue products in 2023,
an increase of 22% (22238 tissues) from the previous year.”
Although this international cross-border movement has today
become essential for treating patients around the world, health
workers and regulators are still not working with a globally
uniform terminology for medical products of human origin
or with interoperable traceability mechanisms, both of which
could weaken biovigilance.’

Furthermore, whereas transplantation and transfusion
benefit from long-established scientific knowledge and in-
volve lengthy clinical follow-up, emerging technologies, such
as cell and gene therapy and xenotransplantation, present new
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Box 1.Taxonomy of medical products of human origin, 2020

Organ: liver, heart, kidney, lung, pancreas, small bowel, organ combinations (i.e. heart-lung,
kidney—pancreas, liver-kidney, liver—small bowel or multivisceral) and composite tissue grafts
(i.e. face, hand or uterus)

Tissues: musculoskeletal (i.e. bone, cartilage, meniscus, osteochondral tissue, tendon or ligament),
cardiovascular (i.e. blood vessels, conduits, heart valves or pericardium), ocular (conjunctiva,
cornea, limbal tissue or sclera), adipose tissue, amniotic membrane, other fetal membranes,
dura mater, larynx, nerve, parathyroid glands, placenta, skin, trachea and umbilical cord tissue

Cells: adipocytes, chondrocytes, dendritic cells, fibroblasts, genetically modified cells,
hepatocytes, haematopoietic progenitor cells (i.e. marrow, cells collected by apheresis, cord
blood or type not specified), keratinocytes, leukocytes, limbal cells, mesenchymal stem cells,
olfactory mucosal cells, pancreatic islets and T-lymphocytes

Blood: whole blood, red blood cells, platelets, plasma, cryoprecipitate and granulocytes
Reproductive cells and tissues: embryos, oocytes, ovarian tissue, testicular tissue and sperm
Other products of human origin: milk, faecal microbiota and topical products of human origin

Medicinal products derived from medical products of human origin: plasma derivatives, cell-
derived medicinal products, tissue-derived medicinal products and tissue- and cell-derived
medicinal products

Source: Adapted from Italian National Transplant Centre and World Health Organization.

Box 2.Types of harm to recipients of medical products of human origin, 2018

Infections
Viruses; bacteria (including mycobacteria); parasites; prions; and emerging pathogens

Non-infectious blood transfusion reactions

Acute reactions: transfusion-related acute lung injury; transfusion-associated circulatory overload;
allergic transfusion reactions; acute febrile nonhaemolytic transfusion reactions; and acute
haemolytic transfusion reactions

Delayed reactions: delayed haemolytic transfusion reactions; and delayed serological transfusion
reactions

Malignancy

Carcinoma of unknown primary site; and cancer, multiple types: adrenal; blood and lymphoid;
bone and cartilage; breast; cardiovascular; central nervous system; gastrointestinal; germ cell,
sex cord and related tumours; head and neck; kidney and urinary track; liver, gallbladder and
bile ducts; lung and lower respiratory system; neuroendocrine tumour; ovaries and fallopian
tubes; pancreas; parathyroid; pleura and peritoneum; prostate; skin; soft tissue/sarcoma; thyroid;
uterus, cervix and vagina

Genetic transmission

Via cells: cyclic neutropenia; Gaucher’s disease; hyperthyroidism and autoimmune thyroiditis
and thyrotoxicosis; alopecia areata; type-1 diabetes; atopy; autoimmune thrombocytopenia;
myasthenia gravis; vitiligo; asthma; and anti-C1q antibodies of systemic lupus erythematosus

Via gametes and embryos: severe congenital neutropenia; hypertrophic cardiomyopathy;
autosomal dominant cerebellar ataxia; Opitz syndrome; neurofibromatosis type 1; autosomal
recessive polycystic kidney disease; congenital adrenal hyperplasia; and phenylketonuria

Source: Adapted from Italian National Transplant Centre and World Health Organization.”

challenges. For example, many novel
therapies, including stem cell-based
therapies, have yet to demonstrate their
efficacy and, therefore, are subject to
only minimal quality and safety stan-
dards. In addition, regulated clinical
trials are still required.'” Moreover, there
are product-specific quality and safety
issues, such as emerging contaminants,''
and doubts about the short-term ef-
ficacy of treatment and the long-term
risks for patients. The efficacy of medi-
cal products of human origin may be
negatively affected by novel processing
methods that alter the properties of bio-
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logical tissues and cells, and medium- to
long-term risks, such as those linked
to late cell tumourigenicity, remain
unclear, even for approved therapies.'

Xenotransplantation, whereby
organs from animals are transplanted
into humans, is presented as a possible
solution to the shortage of medical
products of human origin, but much still
needs to be done before xenotransplan-
tation can be considered a therapeutic
practice rather than an experimental
procedure.”’

The risks inherent to medical prod-
ucts of human origin, their international
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movement and the innovations occur-
ring in this field demand coherent in-
ternational quality and safety standards
and utilization norms. Furthermore,
their safe use requires: (i) a consistent
product nomenclature; (ii) traceabil-
ity from donor to recipient; (iii) the
effective and reproducible electronic
transmission of critical information; and
(iv) dependable biovigilance systems
that monitor treatment outcomes and
facilitate prompt intervention when an
adverse event is detected.'*

Gaps in existing regulations

Global quality and safety standards,
monitoring treatment outcomes and
governance are critical for medicines
and medical devices. However, im-
portant gaps remain in overseeing the
collection, processing and utilization of
medical products of human origin. In
regulatory terms, these products present
particular challenges because of their
extensive movement across borders and
between health-care systems, with each
user or location potentially having their
own nomenclature and definitions."”
Whereas many countries (e.g.
Australia, Brazil and the United States)
have successfully implemented robust
national governance and quality and
safety standards for blood, organs, tis-
sues and cells,'*""* numerous others are
still lagging, particularly low- and mid-
dle-income countries. For instance, in
2018, 73% (125/171) of reporting World
Health Organization (WHO) Member
States had a national blood policy,”
which was up from 68% (122/180) in
2016.”In 2018, 66% (113/171) of re-
porting countries had specific legisla-
tion covering the safety and quality of
blood transfusion, including 79% of
high-income countries versus 39% of
low-income countries.”' In these coun-
tries, a legal framework for the donation
and use of medical products of human
origin may not exist or, where legisla-
tion does exist, there may be little or
no implementation.””* In high-income
countries, regulations were shown to
be inadequate by the contaminated
blood scandals of the 1980s and 1990s.
The lessons learnt from these cases
subsequently led to substantial safety
improvements to blood supplies in Ja-
pan, European countries and the United
States of America, but there remains a
concern that low- and middle-income
countries are not yet equipped to ensure
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the same level of safe practice.”*” An
international approach is necessary to
ensure that lessons continue to be learnt
from experience and disseminated to
the global community. Furthermore,
although national oversight may be suf-
ficient for medical products of human
origin that do not move far from their
collection point, as soon as products are
exchanged between facilities, particu-
larly facilities in different jurisdictions,
differences in product terminology
and traceability mechanisms may be
encountered.

Global distribution networks for
human plasma, bone marrow and stem
cells, corneas and other human tissues
are already well established. Although
these networks largely work well, bio-
vigilance, which entails “systematic
monitoring of serious adverse reactions
and incidents in the transplantation
chain,”” may not be adequate. For medi-
cal products of human origin, biovigi-
lance involves: (i) promptly recognizing
potential disease transmission or graft
failure; and (ii) rapidly identifying all
other products derived from the same
donor, donation, facility or facilities
and shielding potential recipients. The
second goal requires effective communi-
cation through interoperable digital sys-
tems that support the timely reporting
and tracing of medical products of hu-
man origin across diverse systems when
time is often of the essence. However,
in 2023 only 12 WHO Member States
in three of the six WHO regions were
found to have developed a robust bio-
vigilance system.” This finding points to
the existence of a gap in oversight. Fur-
thermore, the cross-border movement of
medical products of human origin has
highlighted: (i) important differences
in the denomination and classification
of these products; and (ii) the minimal
quality and safety standards recognized
between countries. Both these factors
make it more difficult to trace products,
follow-up treatment outcomes and col-
lect data in a timely manner. In addition,
the increased use of these products glob-
ally requires — but currently lacks - a
consistent and universally understood
language for data collection and effec-
tive communication between health
workers, regulatory bodies and stake-
holders worldwide. Consistent and un-
ambiguous product descriptions would
enable regulators and clinical users to
understand the type and characteristics
of products.
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Although there is a large body
of international guidance on medical
products of human origin, there are few
multicountry regulatory frameworks.
The 27 Member States of the European
Union are subject to the 2024 substances
of human origin regulation on minimal
safety and quality standards for products
such as blood, tissues, cells, human
donor milk and faecal microbiota.”” In
addition, in 2006 the six members of
the Gulf Cooperation Council agreed
to unify their respective national regu-
lations on organs and tissues, although
this alignment is still evolving.”® Col-
lectively, however, members of these
blocs will continue to rely on imports
of some categories of medical products
of human origin. For instance, European
national regulators will have to deter-
mine whether imported plasma meets
the same safety and quality requirements
as plasma sourced from within the Euro-
pean Union. Consequently, as national
and even regional regulation appears
insufficient for addressing current and
future challenges with medical products
of human origin, an international and
multistakeholder approach becomes
essential.

Role of WHO

WHO has both the mandate and experi-
ence to lead the establishment of: (i) in-
ternational norms for the unambiguous
identification of medical products of
human origin; (ii) robust biovigilance
systems compatible with global prod-
uct distribution; and (iii) effective data
capture.

Its constitution gives WHO the au-
thority to adopt and approve normative
instruments and to act as the “directing
and coordinating authority on interna-
tional health work*! Substantial norma-
tive work undertaken by WHO to help
provide organized and standardized
information for policy-makers resulted
in, for example, the International Statis-
tical Classification of Diseases and Re-
lated Health Problems; the International
Classification of Functioning, Disability
and Health; and the International Non-
proprietary Name system for medicines.
Regarding medical devices, WHO states
that, “the absence of a standardized no-
menclature (negatively affects)... patient
safety, intended use, regulatory status,
adverse events and availability”** The
Organization is currently working on
a nomenclature for medical devices in
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accordance with resolution WHA?75.25
of the Seventy-fifth World Health As-
sembly.”” The absence of a nomenclature
is as relevant for medical products of
human origin as for medical devices,
and WHO’s work on a medical device
nomenclature provides a clear precedent
for a similar approach to medical prod-
ucts of human origin.

At the request of its Member States,
WHO has been issuing normative guid-
ance on the use of medical products of
human origin since the 1980s. The ini-
tial focus was on organ transplantation
and later it was extended, to a variable
degree, to other medical products of
human origin, such as blood, reproduc-
tive tissues, donor human milk, tissues
and cells. Guidance from WHO covers:
(i) the use of common product terms
and definitions to enable consistent
data reporting; (ii) data on product
utilization; (iii) the timely identification
of adverse events; (iv) the standards
needed to support regulatory and over-
sight structures; and (v) standards to
ensure product traceability from donor
to recipient.”~* Furthermore, WHO has
already begun to devise a basic tissue
terminology and to prepare a global
action framework for tissues, which
will provide a roadmap for overcoming
the main challenges blocking or limit-
ing tissue donation and transplantation.

The work conducted by WHO to
date and its mandate in this area were re-
inforced by the World Health Assembly
resolution WHA?77.4 on transplantation,
which was approved in May 2024 at the
Seventy-seventh World Health Assem-
bly.** The resolution requires WHO to
devise a global strategy for increasing
access to the donation and transplanta-
tion of cells, tissues and organs, which
creates an excellent opportunity to bring
together a diverse group of representa-
tives of Member States and non-state
organizations from around the world in
a global effort to establish norms. Areas
of work include: (i) ensuring the avail-
ability of reliable tools for the continu-
ous monitoring of emerging risks associ-
ated with human-derived products; and
(ii) enhancing coordination with, and
between, national health authorities to
implement global standards and actively
collect data. Resolution WHA77.4 also
calls for the promotion and maintenance
of the WHO Guiding principles on hu-
man cell, tissue and organ transplanta-
tion,” which is an example of building
on an earlier initiative.
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In addition, WHO is facilitating
discussions aimed at achieving an inter-
national consensus on the regulation of
advanced therapy medicinal products,
which often use medical products of
human origin as starting materials.
Ultimately, this work will lead to the har-
monization of, for example, definitions,
terminology and standards for product
coding, traceability and biovigilance.*

Future challenges

Although WHO is well-suited to lead on
international standards and biovigilance
systems that enhance the traceability
and safety of medical products of hu-
man origin, the Organization exer-
cises its normative authority through
authorized recommendations or more
informal action by the Health Assembly,
Executive Board and/or Secretariat.”’
In fact, WHO relies on Member States
to voluntarily adopt and implement its
recommendations, and rarely exercises
its constitutional authority to negotiate
binding international law.”” The lack of
an enforcement mechanism can lead to
gaps in compliance that may hinder the
effectiveness of global health standards.

Nevertheless, WHO’s power to drive
coordinated global action is undeniable
and is illustrated by data collection ini-
tiatives for medical products of human
origin, such as the Global Database on
Blood Safety, which was established
in 1995. The existence of the database
has greatly increased the availability of
safe blood, thanks to policy, guidelines
and advocacy informed by data.”® The
Global Observatory on Donation and
Transplantation established in 2007 is a
similar project. Although it principally
deals with organs, it also collects data
on tissues and cells.”

Global inequality, political influ-
ence and the challenge of adapting to
emerging advances in medicine and
technology all have an impact on WHO’s
mission. Moreover, the Organization’s
capacity to act can be constrained by
resource limitations, whether financial
or human. The success of WHO’s global
strategy for medical products of human
origin also depends heavily on Member
States assuming their responsibilities,
such as providing the necessary finan-
cial and human resources, engaging in
consultation and implementation pro-

710

cesses and conducting agreed actions.
Still, international harmonization is
possible. The European Union’s experi-
ence over the past two decades shows
that greater regulatory alignment on
medical products of human origin can
be achieved, and there is much to learn
from its efforts to develop a consensus
among Member States."”

Although not all the challenges
discussed here will directly affect WHO,
as more countries start to use medical
products of human origin, there is an
opportunity for countries to align their
use of these products with established
international good practice under the
guidance of WHO. In addition, many of
the data elements needed for reporting,
analysis and improving communications
globally have already been identified by
WHO. Consequently, there is no need to
start from zero. These elements should
be incorporated into digital systems to
support interoperability. Further initia-
tives should include: (i) strengthening
collaboration between WHO Member
States; (ii) making the best use of digital
technologies and their interoperability;
and (iii) incorporating into WHO guid-
ance existing third-party standards and
terminology sets for medical products
of human origin, such as the Informa-
tion Standard for Blood and Transplant
(ISBT 128) managed by the Interna-
tional Council for Commonality in
Blood Banking Automation, and the
standardized terminology for assisted re-
productive technology developed by the
International Committee for Monitoring
Assisted Reproductive Technology.*"*°
By using existing resources, countries
preparing to make therapeutic medical
products of human origin available to
their citizens can more quickly establish
regulations and supporting structures
(e.g. training for health workers, facilities
and information systems), particularly if
WHO can offer technical assistance.

Conclusion

Medical products of human origin can
be life-saving and life-changing for
patients around the world. However,
their use is associated with risks that
require mechanisms to ensure their
safety and quality. As these products
become more widely used globally,
international standardization becomes
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essential. One fundamental requirement
is to establish and maintain a consensus-
based nomenclature and definitions for
medical products of human origin so
that there is a universally understood
language for data collection and for ef-
fective communication among health
workers, regulatory bodies and other
stakeholders worldwide, particularly
for products that cross borders or move
between health-care systems. Once this
foundation has been laid, standardized
product coding and unique identifica-
tion should follow to aid global trace-
ability, supported by the appropriate
digital infrastructure.

Through its constitution, World
Health Assembly resolutions and pre-
vious normative work in related fields,
WHO has the authority to foster greater
standardization of the terminology
for medical products of human ori-
gin and to establish best practice for
their clinical application. In addition,
WHO can support the safe delivery of
these products by developing global
guidelines for their coding, collection,
processing, storage and distribution,
and by ensuring these guidelines reflect
best practice. Moreover, WHO is well-
positioned to facilitate international
regulatory harmonization because of its
ability to coordinate and bring together
WHO Member States, international
governmental organizations and non-
state actors to achieve a common health
goal. In addition to these essential mea-
sures, the safe and efficient delivery of
medical products of human origin on a
global scale also involves establishing
and strengthening biovigilance. World
Health Assembly resolution WHA77.4
on transplantation provides WHO with
the opportunity to galvanize interna-
tional cooperation and to combine the
many elements identified in this article
into a cohesive overarching framework
for the safety, quality and accessibility of
a range of medical products. M
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Résumé

Un mandat de I'OMS pour améliorer les normes mondiales pour les produits médicaux d'origine humaine

Au cours des dernieres décennies, des progrés considérables ont
été réalisés pour assurer la sécurité des transfusions sanguines et
des transplantations d'organes. Cependant, avec l'augmentation de
la circulation de produits médicaux d'origine humaine par-dela les
frontieres internationales, il est impératif de renforcer la gouvernance
et les normes mondiales. Ces produits, parmi lesquels figurent le sang,
les organes, les tissus, les cellules, le lait maternel et le microbiote
fécal, sont aujourd'hui essentiels pour les soins de santé. Mais ils
comportent également des risques particuliers en raison de leur
origine humaine, comme la transmission de maladies et le rejet de
greffe. En outre, la demande en produits médicaux d'origine humaine
dépasse souvent l'offre, ce qui engendre une dépendance vis-a-vis
des chaines d'approvisionnement internationales, tandis que des
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technologies émergentes telles que la thérapie cellulaire et génique
posent de nouveaux défis en raison de leur efficacité non démontrée
etdesrisques a long terme. Les mécanismes de réglementation actuels
sontinsuffisants, surtout dans les pays a revenu faible et intermédiaire.
L'Organisation mondiale de la Santé (OMS) possede a la fois le mandat
et I'expérience nécessaires pour mener le développement de normes
internationales de qualité et de sécurité, d'une nomenclature cohérente
des produits, ainsi que de systémes de tracabilité et de biovigilance
solides. Une approche internationale et multilatérale est cruciale pour
gérer la complexité liée a I'utilisation de produits médicaux d'origine
humaine dans le monde et garantir leur innocuité. Cette approche
devra prévoir la mise en place de descriptions de produits uniformes,
I'amélioration des systemes de communication numériques et
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I'exploitation des ressources existantes afin d'aider les pays a définir des
regles pour de tels produits. Comme l'illustre la résolution WHA77.4 de
I'Assemblée mondiale de la Santé sur la transplantation, émise en 2024,
les efforts constants de I'OMS visant a assurer la sécurité, l'efficacité et
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I'usage éthique des produits médicaux d'origine humaine a travers le
monde représente |'occasion de stimuler la coopération internationale
en matiere d'établissement des normes.

Pe3iome

3oHa oTBeTcTBEHHOCTM BO3 No coBeplLeHCTBOBaHMIO 06aNbHbIX CTAaHAAPTOB ANA MeAULMHCKUX NPOAYKTOB

yesopeyeckoro nponcxoxaeHmaA

3anocneaHve AeCATUNETISA OblN JOCTUMHY Thl 3HAUUTENbHBIE YCMEXW B
obecneueH 6e30NacHOCTI NEPEMBAHIIA KDOBM Y TPAHCTNaHTaLMK
opraHoB. OfiHAKO B CBA3M C PACTYLLVM NepeMeLLIEHNEM MEANLIMHCKIX
NPOZYKTOB UENOBEUECKOTO NMPOUCXOXKAEHNS YePE3 MEXAYHAPOAHble
rpaHULibl BO3HMKAET HEOBXOAMMOCTb B YKpPerneHn rmobanbHbIX
HOPM V1 YNpaBneHus 3TVM NPOLIECCOM. ITU NMPOAYKTbI, BKAOUatoLLme
KIPOBb, OpraHbl, TKaHW, KNETKM, YeNoBeUeCKOe MOSTOKO 1 deKarbHyto
MUKPOOWOTY, CErOAHA KpaiiHe BaxHbl ANA 34PaBOOXPaHeHMs,
OAHAKO B CUIY CBOETO YENOBEYECKOTO MPOUCXOMKIEHNA OHU TakkKe
NpeacTaBnAT coOOM YHUKaNbHbIe PUCKK, Takne Kak nepenava
3aboneBaHNii U OTTOPXKEHMEe TpaHCnnaHTaTta. Kpome Toro, cnpoc
Ha MEAMLMHCKME NPOAYKTbl YEN0BEYECKOTO NMPOUCXOXKAEHUA
UaCTo NPEBbILIAET NPEJIOKEHNE, YTO MPUBOAWT K 3aBUCUMOCTH OT
MEXAYHaPOAHbIX LIENOUeK MOCTABOK, @ HOBbIE TEXHOMOMMN, TAKME Kak
KNeTOUHas ¥ reHHas Tepanuis, CO3AatoT AONONHUTENbHbIE NPOBIeMb
13-3a VX HefloKa3aHHOM SGGEKTUBHOCTM 1 AOATOCPOUHbIX PUCKOB.
CyLecTBYIOWMX MEXAHM3MOB PEryNMPOBaHKA, 0COBEHHO B CTpaHax
C HU3KUM U CPEeAHMM YPOBHEM [0XO[a, HeoCTaTOYHO. BcemmpHas

opraHmM3aLws 3apaBooxpaHeHus (BO3) 0bnaaaeT MaHAATOM M OMbITOM
ANA PyKOBOACTBA Pa3paboTKON MexayHapOAHbIX CTaHAApPTOB
KayecTBa M 6€30MacHOCTM, COrNacoOBaHHON HOMeHKaTypbl
NPOAYKUMW, HALEXHBIX CUCTEM OTCIEXMBAHMA U BUOKOHTPONA.
MeayHapOoAHbIN NOAXOA C yUYacTem MHOTVX 3aUHTepeCOBaHHbIX
CTOPOH MMeeT pellatolee 3HaueHe ANA peleHma CIOXHbIX
npobnem, CBA3aHHbBIX C MCNONb30BaHVEM MEANLIMHCKIX MPOAYKTOB
YenoBeYECKOro MPOUCXOXAEHVIA BO BCEM MIPE, 1 ANA obecneyeHu
1x 6e3onacHoCTY. Takol noaxon NoTpebyeT NPOABMKEHWA eAMHBIX
OMWCaHWN NPOAYKTOB, COBEPLIEHCTBOBAHMSA CUCTEM LUMBPOBOWA
CBA3M M UCMOMb30BaHWA CYLLECTBYIOLIMX PECYPCOB ANA MOAAEPKKN
CTpaH B pa3paboTke NMpaBun Ana 3TUX NPOAYKTOB. Kak noka3sana
pe3onouna WHA77.4 BcemmpHoi accambnen 30paBooxXpaHeHns
O TpaHcnnaHTauuu B 2024 rony, ycunua BO3 no obecneyeruio
6e30mnacHoro, 3GPeKTUBHOro 1M 3TUYHOTO UCMOMb30BAHMA
MeAVLMHCKUX NPOAYKTOB UYenoBEYeCKOro NPponCXOXKAEHWA BO
BCEM MVIpe [atoT BO3MOXHOCTb aKTUBM3MPOBaTb MEXAyHapoaHoe
COTPYAHMYECTBO MO YCTaHOBNEHMIO HOPM.

Resumen

Un mandato de la OMS para mejorar los estandares mundiales de los productos médicos de origen humano

En las Ultimas décadas, se han realizado avances considerables para
garantizar la sequridad de las transfusiones de sangre y los trasplantes
de 6rganos. Sin embargo, con el creciente movimiento de productos
médicos de origen humano a través de las fronteras internacionales,
es necesario reforzar las normas y la gobernanza mundiales. Estos
productos, que incluyen sangre, 6rganos, tejidos, células, leche humana
y microbiota fecal, son hoy cruciales para la asistencia sanitaria, pero
también plantean riesgos Unicos por su origen humano, como la
transmision de enfermedades y el fracaso de los injertos. Ademds,
la demanda de productos médicos de origen humano suele ser
superior ala oferta, lo que hace depender de las cadenas de suministro
internacionales, y las tecnologias emergentes, como la terapia celular y
genética, plantean nuevos desafios debido a su eficacia no demostrada
y a sus riesgos a largo plazo. Los mecanismos reguladores actuales, en
especial en los paises de ingresos bajos y medios, son insuficientes. La

Organizacion Mundial de la Salud (OMS) tiene tanto el mandato como
la experiencia para liderar el desarrollo de estandares internacionales de
calidad y seguridad, nomenclatura coherente de productos y sistemas
sélidos de trazabilidad y biovigilancia. Para responder a la complejidad
del uso global de los productos médicos de origen humano y garantizar
su seguridad, es fundamental un enfoque internacional que incluya
a todas las partes interesadas. Este enfoque requerird promover
descripciones uniformes de los productos, reforzar los sistemas de
comunicacién digital y aprovechar los recursos existentes con el fin
de ayudar a los paises a establecer normativas para estos productos.
Como seilustraen laresolucién WHA77.4 de la Asamblea Mundial de la
Salud sobre trasplantes en 2024, los esfuerzos en curso de la OMS para
asegurar el uso seguro, eficiente y ético de los productos médicos de
origen humano en todo el mundo brindan la oportunidad de impulsar
la cooperacién internacional en el establecimiento de normas.
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