Nhitng van dé phap Iy trong tri li¢u té bao goc

PGS. Ts. Bs. Tran Cong Toai

Abstract

Tri liéu té bao gbe 1a mot linh vuc y hoc tién tién véi tiém nang diéu tri nhidu bénh nan y, nhung
ciing dat ra nhiéu van dé phap 1y quan trong. Mt s6 van dé cin dwogc quan tim: Viéc nghién
clru, san xuét va sir dung té bao gdc can duoc cip phép bdi co quan y té c6 tham quyén (vi du:
B0 Y té & Viét Nam; FDA ¢ My; EMA & chiau Au). FDA tiép can linh virc nay thong qua khung
phap 1y danh cho san pham tir té bio va mo ngudi — goi tat 1a HCT/Ps (Human Cells, Tissues,
and Cellular and Tissue-Based Products). Theo d6, mdt san phém s& dugc phan loai va diéu
chinh tiy theo murc d6 can thiép k¥ thuat (minimal vs. more-than-minimal manipulation), muc
dich str dung (homologous vs. non-homologous use), va nguy co tiém an ddi voi ngudi nhan.
Co quan Duoc pham Chau Au (EMA) di xay dung mot hé thong huéng din va quy dinh rat chit
ché ddi véi cac san pham y hoc tai tao, dic biét 1a nhém thude tri liéu tién tién (Advanced
Therapy Medicinal Products — ATMPs). Nhiing quy dinh nay khéng chi nhiam dam bao tinh an
toan va hiéu qua clia san pham, ma con phan anh cam két ciia Lién minh Chau Au trong viéc bao
vé quyén con ngudi va nhan pham trong bdi canh cong nghé sinh hoc phat trién nhanh chong.
Tai Viét Nam, cac quy dinh lién quan bao gém: Luat kham chira bénh, Luat hién mé, bo gen
ngudi, Nghi dinh 104/2016/ND-CP... Tuy nhién, van con thiéu cac van ban phap 1y chuyén biét
diéu chinh nghién ctru va ing dung té bao gc — nhét 1a lién quan md hinh phdi, chinh sira gen,
quyén s& hitu t& bao Trj liéu té bao gdc 1a mot hudng di trién vong trong y hoc, nhung can dugc
kiém soat chit ch& boi hé théng phap luat dé: Bao vé ngudi bénh, Pam bao tinh an toan va hiéu
qua cta liéu phap,Ngin chin lam dung y t& va thuong mai hoa phi dao duc.
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Stem cell therapy is an advanced medical field with the potential to treat numerous refractory
diseases, yet it also raises significant legal and regulatory concerns. Several key issues require
careful consideration. Research, manufacturing, and clinical application of stem cells must be
authorized by the competent health authorities (e.g., the Ministry of Health in Vietnam, the
FDA in the United States, and the EMA in Europe).

The FDA regulates this field through the legal framework for Human Cells, Tissues, and
Cellular and Tissue-Based Products (HCT/Ps). Under this framework, products are classified
and regulated based on the degree of manipulation (minimal vs. more-than-minimal
manipulation), intended use (homologous vs. non-homologous), and potential risks to



recipients. The European Medicines Agency (EMA) has established an exceptionally stringent
system of guidelines and regulations for regenerative medicine products, particularly for
Advanced Therapy Medicinal Products (ATMPs). These regulations aim not only to ensure
product safety and efficacy but also to uphold the European Union’s commitments to human
rights and human dignity amid rapidly progressing biotechnologies.

In Vietnam, relevant regulations include the Law on Medical Examination and Treatment, the
Law on Donation of Human Tissues and Organs and the Human Genome, and Decree
104/2016/ND-CP. However, specialized legal instruments governing stem cell research and
application—especially those concerning embryo models, gene editing, and cellular
ownership—remain limited.

Stem cell therapy is a promising avenue in modern medicine, but its development must be
strictly regulated to protect patients, ensure the safety and efficacy of therapies, and prevent
medical misuse and unethical commercialization.
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