Experience Reliance
for MDs and IVDs

Strategic acceleration on applications
for marketing authorization
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The 3 Pathways for Marketing Authorization
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Mandatory health Simplified process Wholesome
notification (NSO) (Reliance) evaluation

Exclusive target for
Class |

Target
Class Il, I, IV

Target
Class II, i, IV

Mechanism
Overall technical and
documentary analysis by
DINAVISA

Mechanism
Accelerated approval
based on reference
authorities

Mechanism
Automatic process

Requirement
Authorized products by Annual
List countries (Res. N°148/2024)

or bilateral agreements.
DINAVISA evaluates technical
information without differing
from the source

Requirement
Sworn statement by the
company assuming
responsibility for quality,
safety, and efficacy.

Requirement
For products not covered
by the simplified process
requirements
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The 3 Pathways for Marketing Authorization

Mandatory health
notification (NSO)

Exclusive target for
Class |

Mechanism
Automatic process

Requirement
Sworn statement by the
company assuming
responsibility for quality,
safety, and efficacy.

pimplified proce
(Reliance)

Target
Class Il, I, IV

Mechanism
Accelerated approval
based on reference
authorities

Requirement
Authorized products by Annual
List countries (Res. N°148/2024)
or bilateral agreements.
DINAVISA evaluates technical
information without differing
from the source
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Wholesome
evaluation

Target
Class II, lIl, IV

Mechanism
Overall technical and
documentary analysis by
DINAVISA

Requirement
For products not covered
by the simplified process
requirements
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MDSAP certification acknowledgement
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Eliminates the

duplication of quality
management system

inspections
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Acts as the core of
global regulatory
recognition

Single MDSAP
certification

authorization applications

Direct optimization on marketing J
A

@ GOBIERNO peL
> PARAGUAY

IIIIIIIIIIIIIIIIIII

VIGILANCIA
SANITARIA



In post-market stage

REDMA PROGRAM REDMA KEY FUNCTIONS

Alert exchange

Facilitates rapid and proactive
communication among
member countries regarding
faults or risks detected in
medical devices

PAHO/WHO
& CECMED
Initiative

Medical device report
exchange network created

specifically to strengthen Confidentiality
authorities in the Americas REGIONAL TECHNICAL between focal
SURVEILLLANCE | points
STRATEGIES Ensures the secure handling of
sensitive data through signed
. Comprehensive framework of agre(_afmelrlﬂs a?ﬁ p_ersdo?netlh_
Collaborative web actions and tools for monitoring tS:siCI Ically authorized tor this
platform the safety of medical devices in
Automated tool for the UIIATIETEEE Comprehe ns 'Ve_
secure management of management with
adverse events and statistics
incidents among It includes the registration
National Regulatory of authorities, evaluation of
Authorities REFERENCE AUTHORITIES reports, traceability of
MONITORING actions, and generation of

regional statistical data
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follow-up Regulator_y and
safety actions
Constant monitoring of

: . . Implementation of
notifications regarding

technovidil ; monitoring-based
echnovigiiance events corrective measures to

) . . published by safeguard the health
international reference and safety of the
authorities



Fostering global
convergence

Accelerated access to
technologies

Reducing waiting times for
the approval and

availability of critical
medical supplies

-

Financial resources
optimization

Aligns local standards with
iInternational practices to
facilitate technical
collaboration

RELIANCE
BENEFITS

Reasignment of
specialized talent

Enables expert personnel to

focus on high-value, complex
* tasks
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Minimizes the duplication of
effort and optimizes the use of
institutional budget




RELIANCE IMPLEMENTATION CHALLENGES FOR

MEDICAL DEVICES

Regulatory and
operational management
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Regulatory
misinterpretation

Inadequate understanding of the rules
in force for the implementation of
reliance models.

Platform use failures

Common mistakes when managing
commercialization requests via digital
tools
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Lack of transparency regarding
critical technical data

Vital technical information that cannot
be located or verified in official
external sources
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Discrepancies in device
data
Inconsistencies between the submitted

information and the data originally approved
by reference authorities
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Next Steps...

Evaluate implementation of reliance mechanisms in post-market
authorization modifications for medical devices.

A%
X N
J\O@Qg? O/ R Yo 0

d ¢ s
: b@ﬁ? égg 7

LY
%S

IIIIIIIIIIIIIIIIIII

@'%Q: GOBIERNODEL | vIGILANCIA
¥ PARAGUAY | ANITARIA



IIIIIIIIIIIIIIIIIII

W

¥ PARAGUAY | SANITARIA



	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9

