A CIVICS FIELD GUIDE
INCOGNATI CIVICS - INSTITUTIONAL COMMUNICATIONS - SPECIMEN No. 7

Not every “recall” means the same danger

One mechanism of institutional communication — what
the FDA's Class 1, II, and III recall categories actually
mean, and why 'voluntary' does not mean minor.

BEFORE YOU BEGIN

How This Guide Works

This is part of Incognati Civics, applying the field-guide format to the
way institutions communicate — press releases, official statements,
guidance documents, corrections, embargoes — the packaging
between a record and the public, examined the same way regardless of
which institution or which side it favors. Each specimen goes deep on
one mechanism, with primary documents, regulations, and nonpartisan

scholarship listed in full on the references page.
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01 Press Release vs. the Study 02 Spokesperson's Statement vs. the Report

03 Guidance Read as Binding Law 04 The Buried Correction
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07 Recall & Safety-Notice Classification 08 Commissioned Report Presented as

Independent

09 Embargo & Pre-Briefing 10 Redefined Metric Breaks the Series
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INSTITUTIONAL COMMUNICATIONS PLATE VII

CIVICS SPECIMEN - NO. 07

Recall & Safety-Notice Classification

Gradus Periculi

Governing precedent / case FDA recall classification, 21 CFR 7.3  Status Recurring with every product recall

OBSERVED SPECIMEN FDA AND AGENCY RECALL NOTICES

The FDA sorts recalls by risk: Class I means a reasonable probability of serious harm or
death; Class II, temporary or reversible harm; Class III, unlikely to cause harm. Most
recalls are also voluntary — a legal term meaning the company initiated it, not that the
hazard is trivial; the most serious recalls are often voluntary. Coverage tends to collapse
all of this into one word, “recall,” so a labeling technicality (Class III) and a life-
threatening contamination (Class I) read as the same event.

THE HOOK THE MECHANISM
One word, ‘recall,” covers everything from a The FDA assigns a class (I, II, IIT) by the
mislabeled box to a deadly contaminant. probability and severity of harm. ‘Voluntary’

describes who initiated it, not the severity;
Class I recalls are frequently voluntary.

Field mark: when you see a recall, find its class — Class I is serious-harm risk, Class III is
minor, and ‘voluntary’ describes who started it, not how dangerous it is.

See the full references page for complete citations.
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Sources - Specimen No. 7

References

every source checkable at the link provided; DOIs given where the source has one
PRIMARY SOURCE - REGULATION

Recall classification, 21 C.F.R. §7.3 (FDA Class I/II/III definitions).

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-7

The regulation defining recall classes by probability and severity of harm.

AGENCY REFERENCE - FDA

U.S. Food and Drug Administration, “Recalls, Market Withdrawals, & Safety Alerts” and “Background and
Definitions.”

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts

FDA's explanation of classes and of why 'voluntary' does not mean low-risk.
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Closing Plate - Field Method
Reading a Recall Notice: A Gut Check

four questions before ‘recall’ tells you how worried to be

1  Find the class
Class I = serious harm; II = reversible; III = unlikely harm.

2  Decode ‘voluntary’
It means the firm initiated it, not that it is minor.

3 Read the reason
Alabeling error and a contaminant are not the same recall.

4 Check the product/lots

Severity and scope depend on which lots are affected.

INCOGNATI CIVICS

The Series Continues

This is Specimen No. 7 of the Institutional Communications section within
Incognati Civics. The full queue of twelve specimens is listed on the cover.
This section joins Elections, Federal Laws, and Official Data Reporting
within Civics, with local government planned beyond it. The Incognati
Atlas catalogs the underlying patterns across all of it.

Civics Field Edition - Institutional Communications - Specimen No. 7 All specimens independently sourced
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