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WHO Technical Report Series

Reliance. The act whereby the regulatory authority in
one jurisdiction takes into account and gives significant
weight to assessments performed by another
regulatory authority or trusted institution, or to any other
authoritative information, in reaching its own decision.
The relying authority remains independent, responsible
and accountable for the decisions taken, even when it

relies on the decisions, assessments and information of
others

WHO Expert Committee on Specifications for Pharmaceutical Preparations: Fifty-fifth report. Geneva: World Heal
2021 (WHO Technical Report Series, No. 1033).Licence: CC BY-NC-SA 3.0 1GO.) Annex 10 Good reliance

regulation of medical prodiucts, high level principles and consideration.
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Good reliance practices in the regulation of medical
products: high level principles and considerations
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hored in overall good regulatory
ractices (GRP) (1), which provide a means for establishing sound, affordable,
effective regulation of medical products as an important part of health system
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Reliance Highlights \/

/

v It is a Good Regulatory Practice complying with the principles of legality,
transparency, flexibility and efficiency

v" It can be use in all NRA basic function and cover the entire life cycle of the
product

v" Implies Regulatory sovereignty

v" Risk Base approach

v" Increase efficiency

v" Timely Access




Reliance on Regulatory Inspection function

Mechanism
v" Recognition: mutual or unilateral

v" Work-sharing: joint inspections

v" Regional or International initiatives.

)

International examples

v" PIC/S: "GMP Inspection Reliance

https://picscheme.org/users uploads/news news documents/Pl 048 1 Guidance on GMP Inspectio
n_Reliance 1.pdf

v ZAZIBONA collaborative procedure for GMP

|nSpeCt|On : https://zazibona.com/gamp-inspections/inspection-process/

v" Medical Device Single Audit Program (MDSAP)

https://www.fda.gov/medical-devices/cdrh-international-affairs/medical-device-single-audit-program-mdsap

v'International Pharmaceutical Insps
GILSINP initiative



https://picscheme.org/users_uploads/news_news_documents/PI_048_1_Guidance_on_GMP_Inspection_Reliance_1.pdf
https://picscheme.org/users_uploads/news_news_documents/PI_048_1_Guidance_on_GMP_Inspection_Reliance_1.pdf
https://zazibona.com/gmp-inspections/inspection-process/
https://www.fda.gov/medical-devices/cdrh-international-affairs/medical-device-single-audit-program-mdsap

Reliance on CECMED \GIYI/P

Background/Previous experience

v" National Regulatory Authorities of Regional Reference in Americas Region:
joint inspections and exchange of Inspection Report.

v" Bilateral agreement (MoUs): Exchange of information and Inspection Reports:
(ANVISA. INVIMA, ANMAT)
v" Accept GMP Certification from recognizing NRA in on MA process
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@ CENTRO PARA EL CONTROL ESTATAL
DE LA CALIDAD DE LOS MEDICAMENTOS
Ministerio de Salud Publica de Cuba

MSc. Lisette Pérez Ojeda

lisette@cecmed.cu
+5272038723
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