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Abstract

Heavy-metal compliance isincreasingly expressed through duties that do not ook like maximum
concentration tables. US state baby-food laws add testing and consumer-disclosure requirements. FDA's
infant-formula results expand the occurrence evidence available for policy and surveillance without
creating anew limit. EPA's Lead and Copper Rule Improvements combine inventories, monitoring,
communication and replacement, while California separately phases chromium(V1) water compliance.
Taiwan's official method update changes how evidence is produced. The EU Packaging and Packaging
Waste Regulation sets composition and design duties and generally applies from 12 August 2026; the
revised EU Mercury Regulation restricts separate product categories on its own timetable. Health Canada
modifies permitted uses of aluminum-based additives, affecting formulation and market access rather
than contaminant limits. Certification programs should therefore maintain an obligation graph that links
every concentration result to its method, lot, disclosure, packaging, water and market context.

Testing Is a Legal Object, Not a Back-Office Detail

A concentration result is only as useful as the method and sample identity that produced it. Taiwan's
official analytical-method amendment is aregulatory event even where it leaves a product maximum
unchanged [1]. FDA's infant-formula release is an evidence event: the agency published product testing
results that can support occurrence review and future policy, but the dataset does not itself create a new
binding concentration [2]. State baby-food laws add another layer by requiring testing or records as part
of sale and disclosure duties. The compliance record must therefore join the result to the lot, product
form, basis, analyte species, laboratory, method, detection capability and legally required cadence. A
PDF result detached from those fields is not a complete evidence package.

Disclosure Can Be Mandatory Even When the Product Passes

Virginia, lllinois and Vermont illustrate why a passing result and a compliant market record are separate
outcomes. A covered product may need public access to test information, a QR pathway or aretained
record even when every measured concentration is below the applicable limit. EPA's Lead and Copper
Rule Improvements use the same broader regulatory logic in drinking water: inventories, monitoring,
customer communication and replacement duties accompany concentration controls [3]. The regul ated
actor and medium differ, but the operational lesson is shared. Compliance includes producing and
communicating evidence, not merely obtaining a number.

Packaging Composition Is Its Own Regime

The EU Packaging and Packaging Waste Regulation entered into force in February 2025 and generally
applies from 12 August 2026 [4]. It covers packaging across materials and origins, including composition
and substances-of-concern controls. A packaging rule is not afood contaminant limit: it attaches to the
package and can use different sampling, concentration and derogation concepts. The correct control links
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the finished-food standard to a separate packaging bill of materials, supplier declaration, migration or
composition evidence where applicable, and market date. Unsupported packaging-change leads are kept
outside the public brief until an official instrument establishes the new requirement.

Product Restrictions and Formulation Rules Need Separate Timelines

The EU Mercury Regulation restricts dental amalgam and specified mercury-containing lamps on dates
that do not come from the PPWR and do not regulate food concentration [5]. Health Canada's M-
FAA-25-03 modifies permitted uses of aluminum-based food additives, with most changes effectivein
October 2025 and a later transition for one use [6]. These are supply-chain and formulation events. The
compliance file should identify the affected material or additive, supplier or formula owner, final-use
category, market, transition date and replacement plan. Calling either event atighter heavy-metal limit
would point the business to the wrong owner and the wrong evidence.

Build an Obligation Graph Around the Standard

The useful datamodel has a standard at the center and typed edges around it. One edge connects the legal
concentration ceiling and analyte species. Another connects the required analytical method and method
capability. Others connect lot testing, public disclosure, water-system evidence, packaging composition,
formulation authorization, supplier declarations and market transitions. Each edge has its own authority,
status, date and artifact. HMTc can use that graph to show which operational requirements are supported
by a certification evidence package and which remain the brand's separate legal responsibility. It can also
state what does not change: monitoring results do not become limits, packaging controls do not become
food values, and no event edits a published threshold outside the normal evidence compiler and
governance process.

Frequently asked questions

Can a product pass its heavy-metal limit and still be non-compliant?

Yes. It may fail atesting-cadence, record, QR disclosure, packaging, water-system, formulation or
transition requirement even when its concentration result passes.

Did FDA's infant-formula results create a new legal limit?

No. They are official monitoring evidence. New binding or guidance values require a separate agency
instrument with the correct legal status.

Are EU packaging heavy-metal controls the same as food contaminant limits?

No. Packaging composition and food concentration are separate legal objects with different materials,
evidence and possible derogations.

How should certification handle these non-limit duties?

By preserving typed evidence links and operational checklists around the standard while keeping legal
responsibility clear. A testing or disclosure duty can change the evidence package without changing the
numeric standard.
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