Natural Resources for
Human Health 9

elSSN: 2583-1194

Original Research From Registry Safety Records to Consumer

Received 25 April 2026
Revised 24 May 2026
Accepted 18 June 2026

Warnings: Concordance in Japanese and
Korean Functional Foods with Label-ldentified

Natural Resources for Human

Health 2026, Vol. 6 (5): 529-539 Na'tu ra'l So urces

KEYWORDS: Soyoung Choi’

functional foods; safety warnings;

Graduate School of KFL, Hankuk University of Foreign Studies,
107 Imun-ro, Dongdaemun-gu, Seoul 02450, Republic of Korea

drug interaction; registry
concordance; label-identified

* . .
natural sources; Fast Asia. Cotrespondence: momotinsy@gmail.com

ABSTRACT: Safety information recorded upstream in a functional-food registry may
not be represented in the downstream product-warning field. This cross-sectional study
estimated registry-field concordance for Japanese and Korean functional foods with label-
identified natural sources using separate country-specific estimands. Label-identified
natural origin was assigned only when an official ingredient label named a plant,
fungal/algal, microbial, or animal/marine source; it did not assert verified product
provenance. The sole author manually reviewed all 932 distinct Japanese labels and 328
distinct Korean official ingredient labels in the analytical cohorts against locked rules
before the final concordance rerun. Japan contributed 1,731 label-identified notifications.
Among 310 notifications with an interaction indicator and a detected assessment-field
warning cue, after detected no-warning cues were excluded, 236 contained strict
medication wording (76.1%; 95% company-cluster bootstrap confidence interval 70.5—
81.5) and 257 met the liberal professional-advice definition (82.9%; 77.6-87.8). Korea
contributed 4,295 label-identified products; 3,377 of 3,762 eligible products contained
wording representing every applicable official caution domain (89.8%; 87.5-91.0).
Registry-wide contextual estimates were 79.1% in Japan and 88.1% in Korea. The low
Korean fungal/algal estimate was concentrated in two recognition codes. These estimates
describe concordance between registry fields, not legal compliance, consumer
comprehension, or causal regulatory performance. The antecedent-aligned framework

identifies records for contextual review.

1. INTRODUCTION

Safety-related content documented in a functional-food assessment may not reappear in the registry warning intended for
consumers. The issue is especially relevant when an official ingredient label names a plant, fungal/algal, microbial, or
animal/matine source. Plant-detived products, for example, are sold as foods but may be taken with prescribed medicines and

over long periods.

Natural-source labels do not make an interaction predictable. Reports on herbs and other bioactive products relate risk to dose,
species, the material used, extraction, concomitant medicines, and the user [1,2,3,4,5,6]. The registries do not observe all of
these factors. They do contain two different texts: the assessment records the safety issue considered upstream, whereas the

product warning is what a reader encounters downstream. The analysis concerns the relation between those fields.

Japanese audits have located incomplete, inconsistent, or product-specific safety information in registry records and marketed
materials [7,8,9]. Korean consumers, in a separate study, asked for cautions that state the action to take [10]. Other work shows
that label wording changes product choice and perceived benefit [11,12,13], and Japanese readers have not always found or
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interpreted critical safety content [14]. Those findings describe the information supplied or the way it is received. They do not
give the record-level proportion carried from an assessment or official caution into its associated warning.

The Japanese interaction field cannot serve as that denominator without further reading. A completed entry may describe an
interaction, deny one, or state that another warning is unnecessary. Only the first provides an upstream reason to expect
medication wording later in the record. The assessment narrative was therefore screened, and detected no-warning contexts

were removed before the intake-warning field was examined.

Prior Japanese studies have evaluated the evidence used for functional claims [15,16,17,18] and the conditions of matket entry
and oversight [19,20,21]. Korean studies have examined recognized ingredients and the functional-claims system [22,23]; cross-
jurisdictional reviews have compared claims and premarket controls [1,24,25]. The within-record movement of an applicable
safety item has not been quantified in that work.

The question is whether the downstream warning represents the safety content that its own registry has made applicable.
Applicability comes from the screened assessment text in Japan and from caution domains attached to an exactly linked
recognized ingredient in Korea. These were retained as separate estimands. The primary cohorts were also limited to records
whose official functional-ingredient label explicitly names a biological source; this rule identifies the label wording and does not

verify provenance.
2. MATERIALS AND METHODS
2.1 Study design and data sources

The common snapshot date was fixed at 19 August 2026 before outcome classification. Ten files from the Consumer Affairs
Agency Foods with Function Claims search supplied the Japanese input [26]. Across 113 shared columns, they contained 11,362
distinct notification identifiers before the sale-status restriction. The Korean input came from Food Safety Korea service C003
and the individually recognized ingredient service [27]. Hashes were retained for the untouched downloads before selection,
linkage, or text coding began.

2.2 Cohorts and record linkage

After the sale-status restriction was applied in Japan, eligibility required nonblank ingredient, functional-claim, intake-warning,

interaction, and safety-assessment fields. The resulting cohort contained 3,383 notifications.

For Korea, product rows were joined to official ingredient records with the Ministry of Food and Drug Safety recognition code
assigned to an individually recognized functional ingredient. Exact code agreement produced 5,298 product-code pairs covering
4,994 products and 328 codes. Ingredient names were not used as keys because synonyms, incidental ingredients, and partial
strings generated false candidates. For products carrying several codes, the applicable caution domains were pooled; the warning

had to represent every domain in that pooled set.
2.3 Safety antecedents and warning outcomes

Japanese eligibility was determined without reference to the intake-warning field. A notification entered the outcome set only
when the interaction indicator was present, the assessment natrative contained a warning cue, and no no-warning cue was

detected. Negative, conflicting, and undetermined assessments remained in the audit files but not in the primary denominator.

Strict coverage meant that the warning named medicines generally, identified a medicine or drug class, or used an unmistakable
condition-specific expression such as diabetes medicine. This kept the outcome tied to the medication-interaction antecedent;
clinic attendance or treatment status alone did not qualify. A sensitivity analysis additionally required interaction and action

terms to occur near one another, although valid advice can appear elsewhere in a warning.

A liberal outcome was retained separately. It credited an explicit instruction to consult a physician, pharmacist, or other health
professional. Because such advice could concern pregnancy, symptoms, or another adverse event rather than the assessment-

field interaction, this measure is reported only as an upper bound to strict medication coverage.
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2.4 Korean warning domains

Applicability in Korea came from the official caution rather than a universal warning checklist. Four domains could be activated.
Medicine terms, named drug classes, or concurrent-use wording activated medication interaction. Pregnancy, lactation,
childhood, or older age activated vulnerable population. The adverse-event domain asked for more than an isolated symptom,
requiring adverse-event framing or a stop-use instruction, and allergy, hypersensitivity, or individual-susceptibility wording

activated the fourth domain.

Only applicable domains entered the comparison. A product warning was scored against the domains found in its linked caution,
so detail in one domain could not compensate for omission of another. A domain absent from the caution, conversely, was

never counted as missing.
2.5 Label-identified natural-origin ontology and manual review

Source assignment began with the wording of the official functional-ingredient label; chemical plausibility was not used to infer
origin. Explicit plant, fungal/algal, microbial, and animal/marine cues wete coded nonexclusively. One detected domain yielded
the corresponding class, whereas two or more yielded multiple-domain label-identified. With no explicit source cue, the label
remained source-unresolved/other—a category that was not interpreted as synthetic. Japanese labels were classified at
notification level. For Korea, recognition-code ingredient labels were classified first and their domain flags were unioned across
the codes linked to each product. Unqualified chemicals, nutrients, metabolites, trade names, and generic extraction or

fermentation terms did not establish origin.

Country-specific lexical dictionaries operationalized the source definition. The locked Japanese dictionaries contained 150 plant,
29 fungal/algal, 31 microbial, and 47 animal/marine cues; the corresponding Korean dictionaties contained 184, 25, 31, and 46
cues. Representative inclusions were labels explicitly naming potato, mushroom, Bifidobacterium, or oyster in Japan and
Dichrostachys glomerata, Ecklonia cava, lactic-acid bacteria, or fermented oyster in Korea. Names and extract ratios do not by
themselves establish equivalent preparations [28]. Generic extraction wording and unqualified chemicals were excluded.
Embedded-substring boundaries also prevented the fruit character within the Japanese term for lactosucrose and the Korean

oyster syllable within terms meaning vine from creating false source assignments.

Every distinct label represented in the analytical cohorts was checked: 932 Japanese labels and 328 Korean official ingredient
labels. Each decision was compated with the locked country-specific dictionary and its boundary rules. The label assignments
and ontology version natural-origin-v1.2.0-2026-08-19 were fixed before the concordance rerun. Because the same author
developed and checked the rules, this step provides an internal audit rather than independent validation or an inter-rater

estimate.
2.6 Warning-concordance codebook validation

The under-recognition review began with every record that failed at least one warning rule. The review file kept the identifier,
antecedent, warning, and failed rule together. After identical normalized passages were collapsed, every remaining template was
read. Missed abbreviations, near-synonyms, spelling variants, consumer expressions, and false-positive boundaries were

resolved before the codebook was frozen.

Positive matches underwent a separate over-recognition review. Japanese treatment-only matches were removed from strict
medication coverage, while general professional advice remained confined to the liberal outcome. In Korea, the checks covered
duplicate keys, empty warnings, domains pooled across codes, and agreement between applicable and observed domains. These
are developer audits, not independent adjudication.

2.7 Statistical analysis

Company was the resampling unit for the percentile confidence intervals. In each of 100,000 fixed-seed replicates, eligible
Japanese notifiers or Korean manufacturers were sampled with replacement, and all eligible records belonging to a selected
company travelled with it. Repeated selection therefore repeated that company's records. The reported point estimate remained

the observed record-level fraction.

This resampling scheme preserves within-company dependence and asks how the record-level fraction varies when eligible

companies are reweighted. It does not quantify sampling error from drawing records from either registry, because the cohorts
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are censuses of eligible records. Label-identified records define the primary population. Registry-wide estimates provide context,
and source-class estimates are descriptive.

Country-specific binary logistic regressions with a logit link were secondary to the concordance estimates and modeled each
registry's primary binary coverage outcome. Finite-sample-cotrected sandwich standard etrors accounted for notifier or
manufacturer clustering. Both models included a year variable centered at 2020—notification year in Japan and product-
approval year in Korea—and In(ingredient count + 1), although ingredient count followed the structure of each registry:
separators plus two conjunction forms in the Japanese functional-ingredient label, and comma-separated raw-material entries
in Korea. Clinical-trial evidence and reported use of the Preferred Reporting Items for Systematic Reviews and Meta-Analyses
(PRISMA) completed the Japanese specification; multiple-code linkage completed the Korean model.

The complete-case regressions retained 310 Japanese records—=236 covered and 74 uncovered—within 188 notifier clusters,
and 3,762 Korean products—3,377 complete and 385 incomplete—within 200 manufacturer clusters. Adjusted odds ratios
(ORs), 95% Cls, and two-sided Wald p values describe associations; none of them is a causal effect. For Korea, approval year

records product vintage rather than the date of the warning now on file; the 2026 records are also incomplete.

Numerical reproduction. An independently assembled route regenerated the classifications, primary counts, interaction-
indicator counts, source-class composition, registry-wide estimates, and Korean domain results. All 61 implementation checks
agreed, including assignment of 1,260 ingredient labels to one of six classes. The secondary regressions were also fitted by two
different procedures: standardized-predictor L-BFGS-B and raw-scale Newton-IRLS. Their seven estimates, 95% Cls, and p
values agreed within 0.0001; standardized condition numbers were 1.45 for Japan and 1.17 for Korea.

Deleting each of the five largest companies in turn did not reverse a regression coefficient, and neither did removal of
incomplete 2026 records. Computation used Python 3.12.13, pandas 2.2.3, NumPy 2.3.5, and SciPy 1.17.0. These checks were

applied to the secondary models; the concordance fractions are the principal results.

Reconstruction remains possible at row level because identifier, eligibility decision, antecedent class, applicable and observed
domains, concordance flag, source assignment, and supporting label evidence are retained together. Before Japanese files were
appended, columns and identifiers were checked. Korean links preserve the normalized recognition code and never substitute

an ingredient name or a description-based inferred match.

Missingness was handled where it arose rather than imputed into a linkage key or text outcome. A blank Japanese assessment
could remain in the source cohort but could not pass the warning-positive screen. Texts containing both warning and no-
warning cues were also omitted from the primary estimate. In Korea, a blank product warning failed every applicable domain,
while a product with no applicable caution entered no all-domain denominator. A phrase could cover more than one activated
domain but could not introduce a domain absent from the linked caution. Secondary-model covariates were handled by

complete-case analysis.
3. RESULTS AND DISCUSSION
3.1 Cohort integrity

Label wording identified a biological source for 1,731 of 3,383 Japanese notifications (51.2%) and 4,295 of 4,994 Korean
products (86.0%). The complete distributions across plant, fungal/algal, microbial, animal/marine, multiple-domain, and
soutce-unresolved/other classes appear in Table 1.

The identifier audit found neither duplicated Japanese notification identifiers nor duplicated Korean product-recognition-code
pairs. Soutce-untesolved/othet was retained whenever the label itself lacked explicit soutce wording, irrespective of whether
the chemistry could be read as natural.

The two cohort routes are displayed separately in Figure 1. The Japanese branch narrows 1,731 label-identified notifications to
310 records passing the assessment screen, of which 236 meet the strict and 257 the liberal warning rule. The Korean branch
narrows 4,295 label-identified products to 3,762 with an applicable caution domain, of which 3,377 contain every required

domain. These changes arise from different registry rules; they are not stages of one attrition process.
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Label-identified Assessment-text Medication
Japar Registry cohort cohort screen wording
3,383 active 1,731 310 236 strict;
notifications notifications screen-positive 257 liberal
Label-identified Applicable Domain
Koreg O inkags cohort caution set representation
5,298 links; 4,295 linked 3,762 eligible 3,377 complete
4,994 products products products products

Figure 1. Label-identified cohort pathways and operational text-concordance denominators

Note. The sole author reviewed all 932 distinct Japanese and 328 distinct Korean ingredient labels represented in the analytical

Table 1. Label-identified natural-origin composition, source-class concordance, and source-unresolved context

cohorts.

unresolved/other

Country and soutce class Registg;0 ;ecords Eligible Covered/ eﬁgibtl)tz;:t/:tiZSI;’AC;)ompany-cluster
Japan—label-identified total 1,731 (51.2) 310 236/310; 76.1 (70.5-81.5)
Japan—plant 989 (29.2) 235 177/235;75.3 (69.0-81.1)
Japan—fungal/algal 20 (0.6) 0 0/0; not estimable
Japan—microbial 375 (11.1) 33 23/33; 69.7 (53.3-89.7)
Japan—animal /marine 256 (7.6) 24 22/24;91.7 (79.2-100.0)
Japan—multiple-domain 91 (2.7) 18 14/18; 77.8 (58.8-94.1)
j:iii;:;;éf;er 1,652 (48.8) 269 222/269; 82.5 (77.1-87.5)
Kotrea—Ilabel-identified total 4,295 (86.0) 3,762 3,377/3,762; 89.8 (87.5-91.6)
Korea—plant 2,582 (51.7) 2,264 2,084/2,264; 92.0 (90.4-93.5)
Kotea—fungal/algal 247 (4.9) 203 135/203; 66.5 (56.9-75.5)
Kotea—microbial 684 (13.7) 534 455/534; 85.2 (77.8-90.7)
Kotea—animal/marine 549 (11.0) 541 504/541; 93.2 (89.1-96.1)
Korea—multiple-domain 233 (4.7) 220 199/220; 90.5 (82.4-96.2)
Korea—source- 699 (14.0) 692 546/692; 78.9 (68.6-86.8)
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The units in Table 1 cannot be pooled. Japan follows assessment and warning fields within one notification, whereas Korea
follows an official ingredient caution into an exactly linked product warning. No Japanese fungal/algal record entered the
warning-eligible denominator, so concordance for that class is not estimable; source-unresolved/other is also contextual,
because an unstated biological source cannot be recoded as synthetic origin. Table 1 is consequently a within-registry description

of composition and concordance, not a country ranking.
3.2 Japan: assessment context and warning wording

Strict medication wording appeared in 236 of 310 label-identified Japanese notifications meeting the assessment-text screen
(76.1%; 95% company-cluster bootstrap CI 70.5-81.5). The liberal definition covered 257 of 310 (82.9%; 95% CI 77.6—-87.8),
and registry-wide strict coverage was 458 of 579 (79.1%; 95% CI 75.0-82.9). When every label-identified notification carrying
an interaction indicator formed the denominator, strict wording appeared in only 404 of 616 (65.6%; 95% CI 59.8—71.2). This
lower indicator-based figure is the reason the antecedent field must be aligned before a downstream omission is counted. The

remaining liberal contextual estimates appear in Table 2.

Table 2. Japanese label-identified warning concordance and registry-wide context

Japanese population and definition Covered Total e (95?02222 Ia)ng;;luster
Label-identified, assessment-text screen, strict 236 310 76.1 (70.5-81.5)
Label-identified, assessment-text screen, liberal 257 310 82.9 (77.6-87.8)

Label-identified, interaction indicator, strict 404 616 65.6 (59.8-71.2)
Label-identified, interaction indicator, liberal 451 616 73.2 (67.2-78.9)
Registry-wide assessment-text screen, strict 458 579 79.1 (75.0-82.9)
Registry-wide assessment-text screen, liberal 482 579 83.2 (79.4-86.9)

Within label-identified Japanese screen-positive records, strict coverage was 75.3% for plant notifications (177/235), 69.7% for
mictobial notifications (23/33), 91.7% for animal/marine notifications (22/24), and 77.8% for multiple-domain notifications
(14/18); no fungal/algal notification met the assessment-text screen. Given the small non-plant denominators and wide
intervals, no stable ordering of source classes can be read from these figures. They describe how the label-identified estimate is
composed. They do not support a biological mechanism, or a claim that one source class communicates safety better than

another.

The 74 Japanese screen-positive records without strict medication wording separated into two groups: 21 contained general
professional-advice language, whereas 53 met neither definition. A consultation instruction may concern the assessed
interaction, but pregnancy, symptoms, or another issue is also possible and the registry does not adjudicate among those
readings. Accordingly, 236/310 remains the primaty strict estimate and 257/310 the liberal upper bound.

The proximity rule excluded seven of the 310 Japanese records. Strict medication wording was present in 234 of the remaining
303 records (77.2%; 95% company-cluster bootstrap CI 71.7—-82.4); 255 met the liberal definition (84.2%; 79.0-89.0). This
analysis shows how the estimate responds to a narrower text rule. It cannot establish which assessment reading is correct
because no adjudicated reference standard is available.

Year, clinical-trial evidence, and reported PRISMA use were imprecisely associated with strict coverage in the Japanese
secondary model: the respective ORs were 0.93 per year (95% CI 0.82—1.06), 0.70 (0.04—11.96), and 0.74 (0.35-1.56). Ingredient
count differed. A one-unit increase in In(ingredient count + 1) corresponded to an OR of 33.30 (7.48-148.23), although the
wide interval leaves the magnitude poorly determined and the count may also index warning length, product complexity, or
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notifier portfolios. The 236/310 concordance estimate, rather than these descriptive coefficients, remains the principal Japanese

result.
3.3 Korea: propagation of official ingredient cautions

Complete representation of every applicable domain occurred in 3,377 of 3,762 label-identified Korean products (89.8%; 95%
company-cluster bootstrap CI 87.5-91.6). Coverage for the individual domains varied only from 93.5% for medication
interaction to 95.0% for adverse-event risk or response; the four domain-specific numerators, denominators, and intervals are
reported in Table 3. Registry-wide, 3,923 of 4,454 products represented every applicable domain (88.1%; 95% CI 85.5-90.2).
The all-domain outcome is lower than the individual-domain results because omission of any applicable domain makes the

product incomplete.

Table 3. Korean label-identified official-caution coverage and registry-wide context

Korean population and warning domain Covered | Required t (95(?02?:21; :néfi;:luster
Label-identified—medication interaction 1,155 1,235 93.5 (91.6-95.2)
Label-identified—vulnerable population 3,398 3,611 94.1 (92.4-95.5)

Label-identified—adverse-event risk or response 2,391 2,518 95.0 (93.2-96.3)
Label-identified—allergy or hypersensitivity 2,592 2,746 94.4 (92.3-95.9)
Label-identified—all required domains 3,377 3,762 89.8 (87.5-91.0)
Registry-wide—all required domains 3,923 4,454 88.1 (85.5-90.2)

Product vintage had a positive association with complete coverage in the Korean secondary model (OR per year 1.24; 95% CI
1.18-1.29). Ingredient count went in the other direction: a one-unit increase in In(ingredient count + 1) corresponded to an OR
of 0.50 (0.37-0.68). Products linked to multiple recognition codes also had lower estimated odds (OR 0.54; 95% CI 0.34—0.87).
These coefficients identify records with more complex warning obligations for review but do not establish why complexity is
associated with incomplete coverage. Current registry text is not an archive of the warning at approval, so the year association

cannot establish historical improvement.

Table 4. Secondary company-clustered logistic models in label-identified cohorts

Country and predictor Odds ratio 95% CI p value
Japan: notification year 0.93 0.82-1.06 0.271
Japan: In(ingredient count + 1) 33.30 7.48-148.23 <0.001
Japan: clinical-trial evidence 0.70 0.04-11.96 0.806
Japan: reported PRISMA use 0.74 0.35-1.56 0.425
Korea: product-approval year 1.24 1.18-1.29 <0.001
Korea: In(ingredient count + 1) 0.50 0.37-0.68 <0.001
Korea: multiple recognition codes 0.54 0.34-0.87 0.012
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The Kotean fungal/algal result did not extend across the class. Complete coverage was observed for 135 of 203 products
(66.5%), while all 68 incomplete products belonged to two tecognition codes: 2010-35 (HK shiitake mycelium, 84/124
complete) and 2015-6 (Ecklonia cava extract, 7/35 complete). What appears at class level is therefore the mixture of products
attached to those codes in this registry snapshot, not a fungal or algal mechanism.

japan: label-identified, strict —_————i
Japan: label-identified, liberal p——
Japan: registry-wide context —L{—
Korea: medication interaction —e—i
Korea: vulnerable population —e-
Korea: adverse-event risk/response i
Korea: allergy/hypersensitivity —e—i
Korea: all required domains ——
Korea: registry-wide context —{—
r 1 T T T T T T 1
60 65 70 75 80 85 a0 a5 100

Warning concordance (%)

Figure 2. Company-cluster bootstrap intervals for primary and registry-wide concordance estimates

Note. Filled circles indicate label-identified cohort estimates; open squares indicate registry-wide context; intervals are company-

cluster bootstrap intervals.
3.4 Comparative interpretation and implications

Japan's two strict estimates show what follows from defining the antecedent before counting an omission. Medication wording
appeared in 65.6% of label-identified notifications carrying an interaction indicator, and in 76.1% of those retained by the
assessment-text screen; liberal screened coverage was 82.9%, and the registry-wide strict estimate 79.1%. The 10.5-percentage-
point difference is attributable to the denominator definition. It does not prove that every detected assessment warning cue was

medication-specific.

Korea begins one step later, with caution domains fixed by exactly linked recognition codes. Every applicable domain appeared
in 89.8% of label-identified products and in 88.1% registry-wide. Both systems evidently lose some information, and the two
estimates can be read side by side to that extent. The antecedents are not commensurate, however, so no national ranking can
be built from them.

That transition-level perspective fills a gap between three established lines of work. Evidence-quality studies test the support
for functional claims [15,16,17,18]. Research on labeling and consumer response addresses notice, inference, and choice
[2,11,12,13,14]. Regulatory analyses weigh market access, innovation, and risk [1,19,20,21,23,24,25]. What the present estimates
add is a distinct step: whether safety content applicable upstream remains represented in the downstream registry warning,.
Evidence quality, field-to-field representation, and consumer comprehension call for different evidence and different
interventions, and registry concordance makes the middle one measurable at record level.

A missed expression lowers estimated coverage, whereas a permissive match raises it. The failed-template review addressed the
former and the positive-match audit the latter. A discordant record still requires inspection: assessment and warning fields may
reflect different dates, and an earlier context may no longer be present in the current record. Manufacturing controls and
documented composition-label differences provide further reasons to examine the stored antecedent, warning, and linkage
before interpreting an individual case [29,30].
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The biological-source restriction did not create the aggregate result; registry-wide estimates were close to those obtained for
label-identified records in both countries. It defines the population in the research question without assigning an origin that the
label does not state. The low Korean fungal/algal estimate is also highly concentrated: every incomplete product in that category
was linked to recognition code 2010-35 or 2015-6. Review should therefore begin with the product, its code, and the missing
domain rather than with the biological class. Japanese non-plant estimates require similar caution because their denominators

are small.

Several questions cannot be answered from these snapshots. They contain neither a history of each warning nor every marketed
package, and they do not show whether consumers noticed the text or whether a discordance affected health. Those questions
require longitudinal label archives, package evidence, user studies [11,12,13,14], or exposure-linked clinical data. The
classification has a separate boundary: labels without explicit soutrce wording remain source-untesolved/other, the warning
rules lack an exhaustive external positive set, and the sole-author audit supplies no inter-rater estimate. Independent recoding
would be needed to estimate reviewer agreement. The present results are consequently limited to the prespecified domains in

exactly linked registry records.
4. CONCLUSION

Antecedent screening changes the Japanese result. Strict coverage is 65.6% when all 616 interaction-indicator notifications form
the denominator and 76.1% among the 310 assessment-screen-positive records. In Korea, 89.8% of eligible label-identified
products represent every caution domain supplied by the linked official ingredient record. The two percentages describe
different points in different registry systems and are not a national ranking. Their similarity to the corresponding registry-wide
estimates also shows that the label-based source restriction is not driving the aggregate pattern.

The records left by the analysis are specific enough for follow-up. In Japan they are screen-positive notifications without
medication wording. In Korea they are product-code pairs with an unrepresented domain, especially those involving codes
2010-35 and 2015-6 or several linked codes. The retained antecedent, warning, and linkage permit bilingual review of those

cases. They do not establish noncompliance, recover past package text, measure comprehension, or estimate a clinical effect.
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