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Abstract:

Introduction:

The increasing use of cytotoxic drugs, in parallel with the rising incidence of cancer, requires
strict safety regulations to protect patients, healthcare staff, and the environment. In Algeria,
the absence of national regulations has led to heterogeneous practices and significant risks. This
study aims to develop a technical specification document as a reference tool for the
implementation of centralized cytotoxic drug preparation units in hospitals, in compliance with
international safety and quality standards.

Materials and Methods:

The methodology of this work is based on a comparative analysis of regulatory and technical
requirements from USP 800, the ANSM Good Preparation Practices (BPP), WHO guidelines,
and ISO standards. After thematic extraction of recommendations, a synthesis was adapted to
the Algerian context, considering local constraints. The resulting specification document is
structured into two complementary parts: a regulatory section and a technical section.

Results:

This study resulted in the development of a structured specification document, serving as a
decision-making tool for the design, audit, and renovation of URCCs (Centralized Cytotoxic
Reconstitution Units), based on the USP 800, ANSM, WHO guidelines, and ISO standards. It
includes a regulatory section covering architectural, organizational, human, and safety aspects,
and a technical section detailing the required equipment and materials. A simulated case study
at the CLCC of Sétif was conducted, including 2D/3D plans, a technical datasheet, cost
estimation, and a validation grid with criteria categorized by domain.

Discussion:

This specification document provides a concrete and structured tool to guide the design and
management of URCCs, addressing a critical regulatory gap in Algeria. It offers a normative
basis tailored to local realities and could support the development of future national regulations.
The document also highlights the central role of hospital pharmacists as key actors in quality
and safety. A simulated 120 m? URCC at the CLCC of Sétif was developed, with plans, a
technical datasheet, cost estimates, and 3D modeling. However, limitations remain, such as the
lack of current institutional validation and the potential challenges in implementing the
recommendations in resource-limited facilities. This work opens tangible prospects for
regulatory framing, capacity building, and improved practice standards.

Conclusion:

This document consolidates the regulatory and technical requirements essential for establishing
units that meet international quality and safety standards, and could serve as a foundation for
drafting a formal Algerian regulatory framework for cytotoxic drug preparation in hospitals.



gaidlall

“

;Z.A.m

dal (e LDl 4 jla ae) 8 (a5 ¢a ually LLaY! s gl dasi yall (LAY Aaludl 4y 5350 ) jiall Jlasinal) &)

138 Caagy umS Hhlia s duliie il jlas I i s alaii e (535 < il all (B A 5 o adal) iUl ol 35 ¢ msall dles
Lo gl A LDIAl Aalull 4y 5o jacanil 4 58 g0 Cilas g L) Jal (e dana ye 81018 poding i dag 3 yiba slac) ) Jaall
sl g Sl julaal Adias o) 65 ¢ Sadiuy)

1dkll g A gal)

Bl Sl Jlaall 5 ¢ Sa a1 A 509 siend (g Biainnall Al 5 Fadaill Ltlaiall ¢y e Jilas e Janll 138 Gingia 5S35
ool A al) Aalaiall e s caallall Aaaall Ladiia Cilgun 55 5 chumaall Colaviiall s Ay 5] Al Ayida gl) NS U yzanill
O3S Lo s Rulaall 2 58 38T g gl Bland) e ASa adA dlae] 3 il pall i Cilaaa sl o)Akl day

s 5 e g (bt Ol ey 1mand (e salac) &5 Al dag yil) yida

;@lﬂﬂ\

il sale) Silas 5 vl 8 AN A3 e saclie 31018 padind caliia dag b s dlae) ) Jasdl 138 il Cuadl
daall daliia 5 ¢y oY1 4Dl dda 1) AUS 1 5 ¢S pal) A 9o ) sis L Aliaal) aa) jall o alaie WU clanaa s Leani
S G e a sy diall s ey paall y cdpaaiill 5 e jlenal) il gall Jadi el Jsf o a (e 0 sSh A gl el 5 cdaallal)

ilakde ce ccdany U puall AadlSa S pe A 5ISkae At Al lad) 5385 4 slaal o) gall 5 cilanal) Juadilly i g

OVl Gea bl (it (3885 405 ) A8LeaYU cCallSill 5ad ¢ calany) A0 5 4l
;MEUA\

8 25 sall candamll 1 all Alatia) Ay 38 pall pumail sale) Cilas gy s avaad 43 58 Apada®i Blal 138 Ja g ) s e
Hanall )l )l QXS G it il Wl JE5 o ¢Sy ¢ Aaall a8l ol ae 4880 4y jlune 3208 238 LS il )
1 5ie C i 5 Ale Aalisa 4y S jo jumaiale) 5as gl BlSkae Slad) &3 285 Al 5 53 sad) (A U 5S e Sleld dlibay Jlasiu)

S el AN A daill 5 Sl a5 Al AUl cdaladall (el cciany Gla jul) 880 S 5a 8 as e
138 iy B sanall 3 ) sall <13 ISl Jals Gaadailly Alaial) il sracall 5 Al sall A8abiaal) e Lapusl 3 saal) any llia

s laall a5 e ale Wl oy 5S5g ¢ candali i gad A sale BT Janll
sAailal)

A5 53 52l e 8 Lew Jpamall el Cumiass s g L3y & 5 5 gl Gl 5 Apaplaiil) cultbaiall 285 510 138 ally

(i Y\&j\gg)ﬂhhﬂ\f\_’ufi\ s’ “EALcK\LLﬁd)L};g;JS\J'; ,_A.\.L..Jua.\t.a}uu\(ﬁm i 28



