duswall ileyl) Slasanidl 83325 dlzwell

e-ISSN 3152-8775 - (2025) 12 sa=ll o1 alxall

MHJ

Isos) olzo

LUMORA

aJl.UQ dJ)J_).u.IJl o)yl 8

J2ano paf 1DOI - daliol dllis

eliS 9 duanbiiill ;b3 i

Olusyall jlisd daduadal duwlys - (s y0ll

‘il s3a> L 3sa0ldll A 9 2Ll aesl als 1

e2adxl o, B
2025 ,somu 20

Josdll g,
2025 ,romu> 25

LBsawall Lls

el g,
2025 juomy> 31

395l duyall dSLondl waSllall . aSliall dsol> \gaizall cubg dolall douall wall &S (8l g dolall douall s !

BACKGROUND J

( METHOD

improving its clinical research
infrastructure and regulatory
environment.

Key milestones

The implementation of the Law of
Ethics of Research on Living
Creatures in 2010 and the
establishment of the Saudi Clinical
Trials Registry (SCTR) and SFDA's
Clinical Trial Administration a

hypothesize that these
frameworks improved trial
approval times and patient
safety outcomes.

A retrospective cohort
study was conducted

conducted comparing clinical trials
initiated before (2005-2009) vs.
after (2014-2018) key regulatory
reforms

l

Cox proportional hazards
modeled differences between
cohorts, adjusting for trial
phase and therapeutic area.
ANOVA compared mean
approval times and SAE rates.
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RESULT
Title

y axis

X axis

Kaplan-Meier curves showed
quicker cumulative approval in the
post-reform cohort

Cox regression indicated that post-
reform trials were more likely to
reach completion sooner (HR for
completion = 1.75,95% Cl 1.2-2.5)
and had lower hazard of early
termination

CONCLUSION )

These findings support the positive
impact of regulatory frameworks
on clinical research conduct and
participant well-being.
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Ethics & Patient Safety N [ Clinical Outcomes ] d Limitations

TSRS | l-.[ Possible confounders |
= ¢ - Observational
Decline in Serious N Safety planning Contributing L';]
Adverse Events (SAEs) mandated factors

- Introduction of new therapies
Safety planning
mandated
L, Improved investigator [ Ethical rigor = Scientific rigor ]
training
l Improved consent & protocol

adherence
More real-time AE L,| Improved Trial
detection Completion Rates

l Post-reform: Fewer l

Contributed by terminated/stalled trials

broader Vision 2030

healthcare L
investments
[ Contributing factors: ‘
Key Outcomes o ;
| Evaluated l [ Ethics approval time I
. ; Public accountability
Trial completion rates via SCTR

Participant outcomes
(e.g., SAEs, survival)

Pre-reform: Several [ Stronger protocol ]
months delay vetting

Post-reform: Median
of ~2 months

Supported by SCTR,
SFDA

Better planning & safety
monitoring

Accelerated Ethics ‘
Approval
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