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Annual Product Review Developing an SOP
Annual Product Review Developing an SOP Presented by Steve Williams Director – SeerPharma P/L Sept 2010 Objective FDA 211180(e) EU/PIC/s
Determine appropriateness, or need to change, product specifications Required Required Same as above for starting materials Not specified
Required Need to change manufacturing procedures Required Not specified Same as above for in-process controls
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Annual Product Review - Prashant Mengshetti
FDA Inspections: Expectations for Annual Product Reviews The following can sum up current FDA expectations for APR programs: Develop a
comprehensive SOP – the SOP should be comprehensive and specifispecific c Follow the SOP – failure to follow the SOP failure to follow the SOP
wwill almost always result in concerns from investigators
Inspection Report for WHO
The SOP “Annual product quality review” was discussed The SOP was applicable to all drug products, APIs and intermediates PQR was carried out as
per yearly (month wise) schedule Process capability was calculated using CpK index Finished products PQR trends were presented as tabulated data
and graphs The preparation of PQRs was managed in an annual schedule The PQR XXXX was …
Title HANDLING OF COMPLAINTS SOP No.: Revision No ...
411 All complaints shall be reviewed as part of annual Product Quality Review to determine whether there are specific or recurring problems that
may require attention and might justify the recall of marketed products For recurring problem, a trending shall be established in order to identify the
possible systemic defects 50 Reference to other documents 51 Complaint Record Form (FORM-XXX
ANNUAL PRODUCT QUALITY REVIEW: REGULATORY ASPECT
Annual Product Quality Reviews not only are required by GMP but also required for robust quality improvement for manufacturing the
pharmaceutical product Annual product review is an evaluation conducted annually to assess the quality standard of each drug product with a view
to verify the consistency of existing process and to check the appropriateness of current specifications and to
Standard Operating Procedure
Title: Annual Product Review Author: https://wwwgmpsopcom Subject: This procedure provides a guideline to annual product review which is
required to be performed for each product produced for the commercial market to evaluate data, trends and to identify any preventative or corrective
action that would lead to product qu\ ality improvements and report them to management
Manual 022 Annual Product Reviews - Gmpsop
procedures for developing Annual Product Reviews and Product Quality Reviews, and also to outline recommendations on how to achieve compliance
2 Scope and Applicability This Guideline is applicable to all manufacturing sites sourcing Active Pharmaceutical Ingredients, Bulk Formulated
Products, Drug Products and Finished Products to the US or EU, or manufactured within EU but for export only
Annual/Product Don’t miss Quality Review this course ...
efficient annual product quality review This written procedure will provide the critical information and details to guide the participant in the
preparation of a company SOP on product annual review Each participant will also receive an example of a product annual review report that
outlines the necessary information to meet GMP requirements and FDA expectations GHIP142F_2016-06 Duration
WHO good manufacturing practices for pharmaceutical
Product quality review 88 2 Good manufacturing practices for pharmaceutical products 90 3 Sanitation and hygiene 91 4 Qualification and validation
91 5 Complaints 92 6 Product recalls 93 7 Contract production, analysis and other activities 94 General 94 The contract giver 94 The contract
acceptor 95 The contract 96 8 Self-inspection, quality audits and suppliers’ audits and approval
EU GMP Requirements
the quality of the drug (medicinal) product across the product lifecycle‘ [Annex 20 to EC GMP Guide = ICH Q9, section ‚Definitions‘] Risk : ‚the
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combination of the probability of occurrence of harm and the severity of that harm‘ [dtto] Risk Management : ‚systematic application of quality mgt
policies, procedures and practices to the tasks of assessing, controlling, communicating
Guidance for Industry - Drug Office
Toprovide guidance to industry on how to implement Product Quality Reviews (PQRs) 3 Scope PQRsare a requirementin PIC/S Guide for GMP, Clause
14 Regularperiodic or rolling quality reviews of all registered pharmaceuticalproducts, including exportonlyproducts, should be conducted to
highlight any overall trends (not necessarily visible
Quality Control and Quality Assurance
Version 10 31 May 2007 Annual review Version 20 19 Jun 2008 Annual review Version 30 08 Feb 2010 Formation of Joint Research Office Version 40
14 Jul 20 11 Annual review Version 50 03 Dec 2012 Annual review Version 60 18 Feb 2015 Scheduled review Version 70 25 Oct 2017 Scheduled
Review Quality Control and Quality Assurance SOP Reference: JRCO/SOP/025 Version Number: 7 …
2005 10 GMP Part I Chapter 1 Final
Product Quality Review 15 Regular periodic or rolling quality reviews of all licensed medicinal products, including export only products, should be
conducted with the objective of verifying the consistency of the existing process, the appropriateness of current specifications for both starting
materials and finished product to highlight any trends and to identify product and process
Q 7 Good Manufacturing Practice for Active Pharmaceutical ...
2 Quality Management 21 Principles 22 Responsibilities of the Quality Unit(s) 23 Responsibility for Production Activities 24 Internal Audits (Self-
Inspection) 25 Product Quality Review 3 Personnel 31 Personnel Qualifications 32 Personnel Hygiene 33 Consultants 4 Buildings and Facilities 41
Design and Construction 42 Utilities 43 Water 44 Containment 45 Lighting 46 Sewage and
Product Rework Sop
creating standard operating procedures food quality amp safety handling rework in the food industry province of manitoba sop 8 3 0 – control of
nonconforming product rework procedures ppg ideascapes page 17 kraft foods supplier quality and food safety forum product rework rework process
in manufacturing free download here pdfsdocuments2 com nonconforming product procedure form
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