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SECTION 1

MoCRA at a Glance

The Modernization of Cosmetics Regulation Act of 2022 (MoCRA) is the most significant overhaul of U.S.
cosmetics law in decades. Signed into law in December 2022 and administered by the FDA, MoCRA gives the
agency new authority over cosmetics safety, labeling, and manufacturing.

What Changed Under MoCRA

Facility Registration All cosmetic product facilities must register with the FDA biennially. New
facilities must register within 60 days of first marketing.

Product Listing Each cosmetic product must be listed with the FDA, including a full
ingredient declaration. Updates required within 180 days of a product
change.

Serious Adverse Responsible Persons must submit reports to FDA within 15 business days

Event Reporting of receiving notice of a serious adverse event associated with a cosmetic

product used in the U.S.

Safety Substantiation Products must have adequate substantiation of safety. Responsible
Persons must maintain safety records for 3 years.

GMP Requirements FDA may establish GMP regulations for cosmetics. ISO 22716 is widely
recognized as the applicable international standard.

Responsible Person The "Responsible Person" is the U.S. manufacturer, packer, or distributor
whose name appears on the label - they bear primary compliance
obligations.

Recall Authority FDA gains mandatory recall authority for cosmetics that pose a risk of

serious adverse health consequences.

Key Deadlines
Facility Registration Dec 29, 2023 (initial); biennial renewal Active now
Small Business Registration Dec 29, 2024 Active now

Product Listing Dec 29, 2023 (initial); updates within 180 day#ctive now



Serious Adverse Event Reporting 15 business days from receipt of notice Active now
Safety Records Retention 3 years minimum Active now

GMP Regulations (proposed) TBD - FDA rulemaking pending Pending

How Batch Buddy Supports Your MOCRA Obligations

* Adverse Event Audit Trail: Every batch record, COA, and deviation is timestamped and HMAC-signed.
When a consumer adverse event is reported, you can trace which batch was involved, which lots were used,
and produce a tamper-evident package for FDA within minutes - well inside the 15-business-day window.

* Responsible Person Documentation: Store Responsible Person records, product listing support
documents, and safety substantiation files in the MOCRA Documentation Hub. All records are indexed by
SKU and batch for rapid retrieval during an audit or product listing update.

« Bidirectional Recall Simulation: MoCRA gives FDA mandatory recall authority. Run a mock recall drill at
any time to confirm you can identify all affected customers and finished goods lots within minutes - before an
actual recall is triggered.

* Product Listing Support: Batch Buddy's formula management module maintains a master ingredient list
with INCI names and exact concentrations, the precise data FDA product listing requires.
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SECTION 2

ISO 22716 GMP Compliance Matrix

ISO 22716:2007 "Cosmetics - Good Manufacturing Practices (GMP)" defines requirements for the production,
control, storage, and shipment of cosmetic products. The table below maps each ISO 22716 section to the
corresponding Batch Buddy features and coverage level.

ISO 22716 Section Batch Buddy Features

84 Personnel Training Records - Role-based access - Audit trail - Staff activity logs Full
85 Premises Room Tracking module - Facility logs Strong
86 Equipment Equipment status in OOS investigations Partial

Supplier management - COA import (OCR) - HMAC-signed COAs - Lot

traceability L

87 Raw Materials

. Electronic batch records - YieldGuard - Formula/BOM management - FSMA
88 Production o Full
204 traceability

Batch release workflow - COA generation - HMAC-signed release records -

89 Finished Products Retention policy Full
§10 Quality Control igSaAJgnOeitmodule - Deviation tracking - OOS investigation - Spec Full
8§11 Documentation Hash-chain audit proof - 21 CFR Part 11 controls - Tamper-evident records Full
812 Internal Audits CAPA module - Audit trail - Deviation-to-CAPA workflow Strong
8§13 Subcontracting Supplier qualification records - COA management for CMOs Partial
8§14 Complaints & Recalls Bidirectional recall simulation - CAPA integration - FSMA 204 chain Full
815 Change Control Audit trail - Formula version history (master/draft) Partial
816 Outsourced Testing COA import & management - OOS tracking via CAPA+OOS Strong
§17 Stability Product specifications - Batch records Partial
518 Validation Validation Pack (235+ automated regression tests) - Validation Partial

documentation

7 sections Full coverage 3 sections Strong coverage 5 sections Partial coverage



SECTION 3

ISO 22716 Self-Assessment Checklist

Use this 10-point checklist to assess your readiness across the most audit-critical areas before a formal ISO
22716 audit or FDA inspection. Mark each item Yes, Partial, or No, then use your gaps as input for your 90-day
readiness plan (Section 4).

1. Batch Records
All production batches have a complete, sequential electronic record with
operator signatures and no missing steps.

2. Deviation Logging
Every in-process deviation is logged with root cause, corrective action, and a

responsible owner - and tracked to closure.

3. Supplier COA Management
A COA is on file for every raw material lot received. COAs are reviewed against

spec before lot release for use in production.

4. Recall Readiness
You can identify all customers who received finished goods from a specific raw

material lot within 30 minutes.

5. Training Records
All personnel with GMP-relevant responsibilities have documented training
records tied to their specific roles and updated annually.

6. CAPA Process
A formal CAPA process exists with defined lifecycle stages: investigation, root
cause, corrective action, preventive action, and verification.

7. Formula Versioning
Master formulas are version-controlled with a clear distinction between approved
master versions and working drafts. Changes are audit-trailed.

8. QC Sign-Off
Finished goods cannot be released without a QC reviewer signature. The release

gate is enforced by the system, not just by policy.

9. FIFO Inventory
Ingredient lots are consumed in First-Expired-First-Out order. Expired lots are

blocked from use automatically.



10. Documentation Retention
All batch records, COAs, deviation reports, and training records are retained for u
at least 3 years and retrievable on demand.
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SECTION 4

90-Day Audit Readiness Plan

This three-phase plan takes a cosmetics manufacturer from "still on paper” to "audit-defensible” in 90 days
using Batch Buddy. Each phase has a clear goal, measurable milestones, and specific Batch Buddy modules to
activate.

Phase 1 - Digitize Batch Records & Go Live Weeks 1-4

Goal: Replace paper batch records with electronic, tamper-evident records. Achieve FIFO lot control.

 Import your ingredient library and supplier list into Batch Buddy

« Enter all active formulas/BOMs into the Formula Management module
 Configure your first Electronic Batch Record template

» Record your first production run digitally - complete all steps electronically
» Import open inventory lots with accurate lot numbers and expiry dates

« Verify FIFO allocation is active and enforced for all lots

* Train all production operators on the EBR workflow (document training records)

O Milestone: First fully electronic batch record completed and signed

Phase 2 - Configure CAPA, Training Records & COA

Management

Goal: Establish a defensible quality management backbone - deviation tracking, CAPA lifecycle, and COA
import.

» Set up CAPA categories and severity levels matching your quality policy
 Log any open deviations from the past 90 days into the CAPA module
 Import supplier COAs via the Al-powered OCR import (GPT-40 vision)

« Verify HMAC signatures on all imported COAs

* Create training record templates for all GMP-critical roles

» Complete training records for all current personnel

» Configure OOS investigation workflow with 3-phase process

* Register your MOCRA Responsible Person and facility in the Documentation Hub

O Milestone: All active raw material lots have a COA on file; all personnel training records are current
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Phase 3 - Mock Recall Drill, COA Generation & Audit Readiness

. Weeks 9-12
Review

Goal: Prove recall readiness, generate your first finished goods COA, and run a simulated audit.

* Run a bidirectional recall simulation on your highest-volume raw material lot

* Verify the drill identifies all customer orders within the target time

» Generate a finished goods COA for your most recent completed batch

» Review the COA against your product spec - confirm all results are within range

* Pull the audit trail for the past 30 days and verify completeness

» Review CAPA open items - close any that are ready for closure

 Run the Batch Buddy Validation Pack to generate your Validation Summary Report

» Conduct an internal walk-through using this ISO 22716 checklist (Section 3)

0 Milestone: Mock recall drill completed in under 30 minutes; first COA generated; all checklist gaps
documented and assigned owners
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SECTION 5

Ready to strengthen your batch
documentation?

Start your free trial of Batch Buddy and run your first electronic
batch record today. No credit card required.

Questions? Contact us at support@batchbuddy.ai

What's Included in Your Free Trial

O Unlimited Electronic Batch Records O Al-powered COA OCR import
O Bidirectional Recall Simulation 0 CAPA + OOS module
O Formula versioning with audit trail O FIFO inventory enforcement

O Training Records module O MoCRA Documentation Hub



