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Inspection-readiness screening for GMP quality documents

DOCUMENT IN, WORK LIST OUT

It triages. It never clears.

Dry Run flags the mechanical problems an FDA investigator circles first — a date that doesn't line up, a missing version, a
root cause that only restates the symptom — so your reviewers spend their judgment where it actually matters. It never

certifies, approves, or clears a document.

® Stability report 4 flags - 3 to review -

INSPECTION-READINESS CRITERIA

4

FLAG  Conclusion the data doesn't support
3

4

REVIEW  Can't tell when results were recorded
L

DATA INTEGRITY — ALCOA

4

REVIEW  Original source data not referenced
3

FIGURES & SIGNATURES

4

FLAG  Signature block left undated
L

DATES & CHRONOLOGY
r
FLAG  Sign-off dated before the work
Prepared by A. Smith — 15 Mar 2026
Approved by B. Jones — 10 Mar 2026

L

CROSS-REFERENCES

4

FLAG  SOP-QA-114 cited at two revisions
L

ABBREVIATIONS

4
REVIEW  "“LIMS" is never expanded

L

SCREENED AGAINST

Approved before it was prepared — confirm the dates.

SCREENS EVERY DOCUMENT FOR
1 no finding

Inspection criteria Data integrity
Cross-document Figures & signatures
Abbreviations Cross-references Dates

THREE VERDICTS, PER CRITERION
FLAG A clear, specific problem
REVIEW Not enough to judge — your call
PASS No issue against this criterion
No overall verdict. No score. No “ready to submit.”
WHY QUALITY TEAMS TRUST IT
e It never certifies — you own every call.

e Every citation is written by a person, never generated
by the model.

® Stateless — your documents are never stored.

e Criteria versioned in git — the audit trail is built in.

Try it free

Run the sample or screen your own document —
no login, nothing stored.

ludusxready.com -

Criteria referencing 21 CFR Part 211, 21 CFR Part 11, and EU GMP —

human-authored, never model-generated.

Built with a QA manager mid-BLA — for the people who do this by hand.

EXPORT FINDINGS TO
Veeva Vault MasterControl Greenlight Guru

Qualio TrackWise Excel

ludusready.com

BUILT FOR

Inspection-readiness consultancies — reviewing at volume,
under the clock.

In-house QA / RA teams — a second read that never gets tired.

Named QMS products are trademarks of their respective owners,
referenced for interoperability only.



