Nelson Labs Itasca Master Procedure List

Procedure
Number
MANO0O001
MANOO0O02
MANOO0Q7
MANO009
POLO001
SOP0001
SOP0006
SOP0007
SOP0008
SOP0019
SOP0023
SOP0032
SOP0035
SOP0038
SOP0039
SOP0043
SOP0046
SOP0048
SOP0062
SOP0063
SOP0064
SOP0065
SOP0067
SOP0068
SOP0069
SOP0071
SOP0072
SOP0073
SOP0076
SOP0077
SOP0079
SOP0080
SOP0081
SOP0082
SOP0083
SOP0084
SOP0085
SOP0087
SOP0089
SOP0090
SOP0092
SOP0093
SOP0094
SOP0095
SOP0098

8/16/2023

Title

Nelson Laboratories Quality Manual
Custodial Manual
Validation Master Plan

Microsoft DynamicsA® Customer Relationship Management (CRM) System

Global Quality Policy

Management of Controlled Documents

Customer Specific Testing Instructions

Significant Figures, Rounding, and Data Calculation
Instruction Signs, Labels and Other Posted Materials

Temperature and Environmental Measurement and Control
Creation of Master Reagent Recipes (MRR) & Preparation of Reagents

Biological Indicator Shipments

Contracts & Confidentiality

Verification of Balances

Change Management

Failure Mode Effects Analysis (FMEA)

IT Compliance Policies and Procedures

Computer Systems: User Responsibilities and Awareness
Hood and HEPA Filter Certification

Flowmeter Calibration

Timer Calibration

General Temperature and Thermometer Calibration
General Calibration and Maintenance

Non-Routine Repairs

Equipment Receiving

Sponsor, Vendor, and Off-Site Equipment

Metrology Micropipette Calibration

Controlled Chamber Verification

Requisition and Purchasing Process

Incoming Receiving and Inspection of Supplies

Log In

Identification, Handling and Disposition of Test Samples
Data Recording and Correction

Quality Records and Archives

Hosting Regulatory Inspectors

Signature and Initial File

Final Reports

Attire, Personal Hygiene and General Laboratory Policy
Management Responsibilities

Study Director Responsibilities

GLP Study Procedures

Customer Feedback Handling

Responsibilities, Deputies, and Organizational Structure
Review and Auditing of Logbooks and Binders

Training System
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SOP0099
SOP0101
SOP0102
SOP0103
SOP0104
SOP0106
SOP0107
SOP0109
SOPO110
SOP0112
SOP0115
SOP0116
SOP0117
SOP0118
SOP0130
SOP0131
SOP0132
SOP0133
SOP0134
SOP0136
SOP0137
SOP0140
SOP0149
SOP0152
SOP0154
SOP0157
SOP0159
SOP0167
SOP0171
SOP0177
SOP0180
SOP0181
SOP0185
SOP0190
SOP0192
SOP0193
SOP0195
SOP0197
SOP0453
SOP0470
SOP0473
SOP0478
SOP0479
SOP0480
SOP0482
SOP0483
SOP0484

8/16/2023

Quality Committee and Management Review Procedures
Final Report Retraction

DQ, 1Q, 0Q, and PQ of EFS and Software

Internal Audits

Test Sample Subcontracting

Supplier Management

External Audits

Handling of DEA Form 222

Power-of-Attorney for Handling of DEA Form 222
Chain of Custody for Controlled Substances

Test Method Validation

Expression of Uncertainty

Proficiency and Competency Testing Program
Spreadsheet Control

Computer Systems & Software Validation
Backup/Restore Procedures

Shipping

Document Owner Guidelines

Structure of Controlled Procedures and Forms

Corrective & Preventive Action (CAPA) System: Quality Events (QE), including Deviatio

Sample Discrepancy

Document Imaging

Customer Portal

Product Sterility Failure Investigations
Quality Assurance Unit Responsibilities

Rees Environmental Monitoring System
On-Site Supplier/Subcontractor Audit Process
Quality Assessment of Incoming Supplies
Data Integrity

Colony Counting

Process Challenge Device Preparation
Sampling Plan for Inspection of Process Challenge Devices and Components
Business Continuity Plan Overview

Technical Consulting Procedure

Inter-Facility Transfer

Form Reconciliation

IT Compliance Audits

Glassware Processing, Handling, and Storage
PCD Failure Management

Reprocessing Failure Investigation Details
Itasca Water System and Sampling

Legacy Labs Pest Control

Cleanroom Gowning Qualification
Microbiology Lab Instrument Processing
Media Production

Growth Promotion and Negative Control Testing
Steam Sterilizer Operation

This document is for informational purposes only and can change at any time
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SOP0488 Housekeeping Practices for the Microbiology Lab Equipment 4
SOP0489 Cleanroom Operations 1
SOP0495 Accreditation Management 1
SOP0496 Bloodborne Pathogen Exposure Control Procedure 1
SOP0501 DocuSign (Electronic Signature System) 2
SOP0502 Copyright Guidelines 1
SOP0503 New Product and Method Development 1
SOP0506 STARLIMS System Administration 1
SOP0842 Specially Denatured Alcohol Handling 1
SOP0853 Refractometer - Itasca 1
SOP0854 Density Meter - Itasca 1
SOP0855 Osmometer - Itasca 1
SOP0856 Melting Point - Itasca 1
SOP0859 Mettler Toledo Labx software for T5 autotitrator - Itasca 1
SOP0860 Operation of the Muffle Furnace - Itasca 1
SOP0862 FTIR - Itasca 1
SOP0863 Use of Primary Reference Standards - Itasca 1
SOP0866 System Suitability in GC and HPLC Chromatography - Itasca 1
SOP0870 Use of Reagent Preparation Logbook - Itasca 1
SOP0871 Assay of Residual Solvents - Itasca 1
SOP0872 Routine Agilent HPLC and UHPLC Operating Procedures - Itasca 1
SOP0873 Routine Agilent GC Operating Procedures - Itasca 1
SOP0874 Openlab CDS Operation, Data Analysis 3€“ Itasca 1
SOP0875 OpenLAB Reporting Process - Itasca 1
SOP0876 Procedure for Thin Layer Chromatography (TLC) - Itasca 1
SOP0877 Chemistry Glassware Cleaning & Monitoring a€“ Itasca 1
SOP0878 Routine Waters UPLC Operating Procedures - Itasca 1
SOP0879 Instrument Logbook & Audit Trail Review a€“ Itasca 1
SOP0889 Pharmaceutical GMP Procedures 1
STPOO11 Sizing/Counting Particulate Matter 12
STP0016 Sterilant Gas Residue Analysis 13
STP0028 Total Organic Carbon, Wet Oxidation Method 17
STP0029 pH Determination 13
STP0034 Environmental Monitoring: Incubation and Enumeration 14
STP0036 Bioburden 15
STP0038 Bacterial Endotoxins Test, Gel Clot Technique 12
STP0039 Product Inoculation 9
STP0040 Total Coliform Membrane Filtration 8
STP0044 Radiation Dose Audit 5
STP0045 Biological Indicator Population Verification 16
STP0046 Bacterial Endotoxins Test 17
STP0O0O50 Method 1 Validation of Radiation Sterilization 5
STP0OO051 Substantiation of a Selected Sterilization Dose: Method VDmax 5
STP0057 Microbial Analysis of Water 13
STP0064 Temperature/Humidity Distribution Study 8
STP0077 Product Sterility 22
STP0078 Sterility and MPN Method Suitability (B/F) 15
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STP0O079
STP0105
STP0128
STP0147
STP0168
STPO171
STPO173
STP0200
STP0210
STP0212
STPO311
STP0336
STP0O337
STP0338
STPO339
STP0341
STP0343
STP0344
STP0348
WI10008
WI0060
WI0101
WI0111
WI10123
WI0125
WI0128
WI10129
WI10142
WI0162
WI0165
WI10169
WI10170
WI0172
WI0173
WI10174
WI0177
WI0178
WI0179
WI10180
WI10197
WI10203
WI10207
WI10208
WI10210
WI0211
WI0216
WI10238

8/16/2023

Biological Indicator (BI) Sterility Test

Microbial Characterization and Gram Stain

Water Content by Karl-Fischer Titration

Conductivity Analysis

Sanitization

External Customer Environmental Monitoring

Microbial Genetic Identification

Clostridium Challenge

Determination of Ethylene Oxide Sterilant Residues Using Methanol as the Solvent
BI Sterility Method Suitability for Directly Inoculated Products
Milliflex Rapid Sterility Testing

Loss on Drying - Itasca

USP Iron Limit Determination - Itasca

USP Lead Determination - Itasca

USP Arsenic - Itasca

Capillary Viscometer Methods - Itasca

USP Residue on Ignition - Itasca

Nitrogen Determination Method Il USP <461> - Itasca

Alcohol Determination, Method Il (Gas-Liquid Chromatographic USP <611> Method) -

Operating the TOC Analyzer

Shipping Supplies for Sample Collection

Log In Typing Work Instruction

Management of Logbooks and Binders in MasterControl
Using MasterControl in Professional Development

Final Report Format Guidelines

Processing Final Reports

Processing Amended Reports

Handling of Inconclusive Product Sterility Results

3500 XL Genetic Analyzer Calibration and Maintenance
Preparation of Test Articles Prior to Irradiation

UNIFlow Data Correction

Shipping of Radiation Samples

UNIFlow Logbook Management

Measuring PCD Supplies

Absorbance Reader Calibration

Quality Event (QE) Revision Process 4€“ FRM0170
Processing of Irradiated Samples

Radiation Sample Handling

Entering New Contacts Into Databases

Clorox Handling

Final Report and Mail Delivery

Genetic Data Interpretation

Custom Library Additions

Document Collaboration, Approval and Periodic Review
Quality Records / Archive Administration Instructions for Document Imaging
External References

Scanning and Verifying

This document is for informational purposes only and can change at any time
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WI10248
WI0251
WI10267
WIi10271
WI0278
WI0300
WI0306
Wi0311
WI0313
WI0314
WI10315
WI0316
WI0318
WI0320
WI0323
WI10326
WI0335
WI0355
WI0360
WIi0361
WI0362
WI0363
WI0365
WI10366
WI0367
WI0369
WI0370
WI0373
WI0376
WI0377
WI0378
WI10384
WI10488
WI10489
WI10492

8/16/2023

Sample Return Coordination

PCD Label Template

Void & Discontinuation Work Instruction

Customer Specific Testing Instruction Creation and Administration
Quality Agreement Processing Guide

Return to Log-In/New Root Number Process

BET CSE Rehydration

Cleaning and Reprocessing of Particulate Glassware

CRM Study Tracking

CRM Batch Dates

LPC Operation

Operating Instructions for Agilent OpenLAB CDS Workstation Software
Order Knowledge

Automated Gram Stainer Cleaning and Maintenance

CQS - Agilent OpenLAB CDS Workstation Software

Use of DataTrace Probes

Business and Major Change Request Instructions

Preparation of Solutions and Standard Curve Dilutions containing an Internal Standarc
Operation Guidelines for the APC ErgoTouch Pro 2

Cleanroom Gowning

Operation of the FILAMATIC Media Dispenser

Operation of the OMNISPENSE Media Dispenser

Training on Sterigenics Legacy Procedures

Control, Maintenance, and Monitoring of Circular Chart Data

Test Session Environmental Monitoring

Gas Chromatography Maintenance

Itasca Chemistry Laboratory Tasks

Objectionable Organism Testing for Water

QE: Deviation, 0O0S, Complaint, UE, UV, etc. & Action Assignment (AA)
QE: Escalated Events

QE: Complaints

Microbial Decontamination

Balance Operation and Verification Work Instruction

Sample Preparation for Infrared Spectroscopy - Itasca

Pharma GMP Technical Review (Peer Review) procedure
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