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What is the checklist and what is it for?
Starting point of the analysis · what the instrument assesses and why it matters for the medical technology sector.

D e f i n i t i o n

A regulatory verification instrument
Structured list of criteria used to assess technical 
regulations and medical devices against 
international Good Regulatory Practices standards 
and the Mexican national legal framework.

Designed as a self-assessment tool for the 
Regulatory Authority when issuing technical 
regulations

When the national law changes, the checklist must be 
updated to continue faithfully reflecting the framework 
in force.

W h a t  i s  i t  f o r ?

01
Verify international alignment
It confirms that national regulation complies with commitments under the USMCA, 
CPTPP, Pacific Alliance, and TBT Agreement.

02 Assess GRP coverage
It identifies which Good Regulatory Practices are fully incorporated, partially 
incorporated, or absent from the legislation.

03
Detect regulatory gaps
It makes visible the persistent gaps affecting regulatory convergence in the medical 
technology sector.

04
Guide regulatory improvement
It provides a comparable basis for recommending regulatory adjustments and 
prioritizing the harmonization agenda.
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Purpose of the analysis · Why update the checklist?
Three goals guide the review of the regulatory assessment instrument.

01

Update the
evaluation instrument

Adapt the checklist used to  assess 
technical reg ulations and m edical 
devices.

02

Identify the effects
of the legal replacement

Analyze what changes when the LGMR is 
replaced by the LNTB.

03

Assess the coverage
of the GRPs

Verify the scope of Good Regulatory 
Practices in both frameworks.

The international structure of the checklist remains intact; the change occurs in the national legal basis.
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What changed in the checklist?
Comparison of national legal foundations · what remains and what is adjusted.

B e f o r e

LGMR
General Law on Regulatory Improvement

National  foundation

Approach centered on regulatory 
improvement, with emphasis on cost-
benefit analysis, impact on SMEs, and 
regulatory performance.

→

N o w

LNTB
National Law to Eliminate Bureaucratic 
Procedures

National  foundation

Approach centered on 
administrative simplification, 

administrative 
digital 

transformation, and the reduction of 
bureaucratic burdens.

No changes ·  International  framework

✓ USMCA

✓ CPTPP

✓ Pacific Alliance

✓ TBT Agreement

✓ Quality Infrastructure Law (LIC)

Changes

→ National legal references
→ Regulatory priorities
→ Administrative simplification instruments

The legal basis is updated, not the general architecture of obligations.
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What does the LNTB strengthen?
Four vectors where the new framework incorporates a more administrative and digital vision of GRPs.

0 1  ·  A x i s

Administrative simplification

Elimination of redundant requirements · Reduction of 
bureaucratic burdens · Optimization of procedures.

0 2  ·  A x i s

Digital transformation

Single platforms · Interoperability among agencies · Reuse of 
information.

0 3  ·  A x i s

Regulatory governance

Institutional coordination · Process oversight · Continuous 
improvement.

0 4  ·  A x i s

Quality of information

Evidence-based decisions · Reliable data · Traceability.

The LNTB incorporates a more administrative and digital vision.

0 6  /  1 0



Aspects that lose prominence compared to the LGMR
The focus shifts from regulatory improvement toward administrative simplification.

Impact on SMEs

Less specific emphasis on differentiated obligations for small and 
medium-sized enterprises.

Regulatory economic assessment

Less centrality of cost-benefit analysis as a decision-making tool.

Performance-based review

Less focus on the evaluation of effective regulatory outcomes.

R e l a t i v e  i n t e n s i t y  b y  t o p i c

Topic LGMR LNTB

SMEs

Economic assessment

Administrative simplification

Digitalization

LGMR        LNTB No emphasis

The focus shifts from regulatory improvement toward administrative simplification. Less rigor in the use of the GRP (due to exemptions 
and the proportionality threshold)
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Persistent reg ulatory g aps · LGMR → LNTB
GRP obligations never fully incorporated into Mexican national legislation.

Topic L G M R L NT B M a in  s o u r c e

Use of international standards as a regulatory basis PARTIAL PARTIAL USMCA · CPTPP · TBT · LIC

Minimum 60-day public consultation ✕ ✕ USMCA · CPTPP

National WTO notification system ✕ ✕ TBT · Ministry of Economy

Regulatory equivalence LIMITED LIMITED Trade agreements

International regulatory cooperation LIMITED LIMITED Trade agreements

I m p l i c a t i o n

These GRPs depend mainly on international treaties, the TBT Agreement, the Quality Infrastructure Law, and the General Directorate of Standards.

The transition softened the application of GRP and it also did not close the historical gaps in the Mexican regulatory system.
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Conclusions
Evolut ion of  the  Mexican model

LGMR

→ Regulatory improvement
→

LNTB

→ Bureaucratic simplification and digital transformation

Result  for the checkl ist

✓ It was not necessary to modify its structure.

✓ The national legal foundations were updated.

✓ The logic of administrative simplification was 
incorporated.

✓ GRP areas that depend on international commitments 
remain.

The LGMR → LNTB transition does not alter the checklist’s alignment with international standards, but it redefines national priorities toward 
simplification, digitalization, and the reduction of bureaucratic burdens. At the same time, it maintains historical gaps in international standards, 

consultation periods, and trade notifications. There is also a weakening in the coercivity and rigor of GRPs for the regulator.
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