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1 Supplier Assessments / AuditsSupplier assessment 1 Computerized Systems ValidationDr. Guenter GenerlichCONCEPTHEIDELBERGGMP Compliance forComputerized Systems ValidationJanuary 16 - 17, 2003 at Istanbul, Guenter / AuditsSupplier assessment 2 Computerized Systems ValidationDr. Guenter GenerlichAudit / AuditingThe independent examination of a sample of records,activities and/or systems to assess the state of governance,to ensure compliance with established controls, policies andprocedures, and to recommend control improvementswhere judged necessary to reduce performed by Internal and External Auditors and, forcomputer systems, Computer Assessments / AuditsSupplier assessment 3 Computerized Systems ValidationDr. Guenter GenerlichWhat are the Reasons for an audit ?An audit will be expensive labor intensive not wanted by our management not necessaryso what s the point?An audit can helpreduce the validationrisk - the risk that an IT supportedbusiness systemdoes not complywith assessment 4 Computerized Systems ValidationDr.

5 Supplier Assessments / Audits Computerized Systems Validation Supplier Assessment 9 Dr. Guenter Generlich Joint Audits • Reduced time and effort to both users and suppliers
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    	Transcription of Supplier Assessments Audits - IKEV


        
    	1 1 Supplier Assessments / AuditsSupplier assessment 1 Computerized Systems ValidationDr. Guenter GenerlichCONCEPTHEIDELBERGGMP Compliance forComputerized Systems ValidationJanuary 16 - 17, 2003 at Istanbul, Guenter / AuditsSupplier assessment 2 Computerized Systems ValidationDr. Guenter GenerlichAudit / AuditingThe independent examination of a sample of records,activities and/or systems to assess the state of governance,to ensure compliance with established controls, policies andprocedures, and to recommend control improvementswhere judged necessary to reduce performed by Internal and External Auditors and, forcomputer systems, Computer Assessments / AuditsSupplier assessment 3 Computerized Systems ValidationDr. Guenter GenerlichWhat are the Reasons for an audit ?An audit will be expensive labor intensive not wanted by our management not necessaryso what s the point?An audit can helpreduce the validationrisk - the risk that an IT supportedbusiness systemdoes not complywith assessment 4 Computerized Systems ValidationDr.
2 Guenter GenerlichAssessment Goals Ensure compliance to technical, commercial, and regulatoryrequirements and directives Develop relationships with Supplier , clarify expectations, andidentify misunderstandings and risks Learn how the Supplier s organization works Local managers and professionals should want to improvetheir own operation Identify major problems before they create unjustified costs Enroll the Supplier s opinion leaders in the change process3 Supplier Assessments / AuditsSupplier assessment 5 Computerized Systems ValidationDr. Guenter GenerlichTypical ?Management is often so focusedon finding solutionsthat it fails to define the problems* * * I don t want to hear your problems,I want to hear your solutions Supplier assessment 6 Computerized Systems ValidationDr. Guenter GenerlichWho Does WhatRequirementsFunctionalDesign + SpecTechnicalDesign + SpecProgramsDevelopmentUnit TestingIntegrationTestingSystemTestingAc ceptanceTestingUserapplicationdriventech nologydrivenSupplierDeveloper4 Supplier Assessments / AuditsSupplier assessment 7 Computerized Systems ValidationDr.
3 Guenter GenerlichSuppliers We Need to Assess Standard packages Custom systems / bespoke solutions Customized / configurable systems Technology products Service providersAudit new vendors, and don t forget old vendors! Supplier assessment 8 Computerized Systems ValidationDr. Guenter GenerlichTypes of Audits 1st party Audits - internal Audits by the pharmaceutical manufacturer on itself 2nd party Audits - by the user company on its suppliers (which can be an internal or an external organization) 3rd party Audits - of suppliers by an organization acting independently of the pharmaceutical manufacturer(s)5 Supplier Assessments / AuditsSupplier assessment 9 Computerized Systems ValidationDr. Guenter GenerlichJoint Audits Reduced time and effort to both users and suppliers Increased co-operation between user companies Summing-up the expertise Better base to realize changes, improvements Progress towards common auditing standardsSupplier assessment 10 Computerized Systems ValidationDr.
4 Guenter Generlich1 Pharmaceutical companies auditing infrequently or at thewrong time2 Individual pharma companies maintaining their own auditschedule and performing independent audits3 Multiple companies visiting a single Supplier for the sameproduct4 Pharma companies pooling resource to audit a Supplier , butwith each producing their own report5 Pharma companies requesting a third party to audit a supplierand produce a single report6 Pharmaceutical user groups in conjunction with suppliersmanage joint audit processMaturity Scale6 Supplier Assessments / AuditsSupplier assessment 11 Computerized Systems ValidationDr. Guenter GenerlichSupplier audit CyclePreliminary Assessmentinitial evaluation , pre-qualification,pre- audit questionnaireDetailed Auditin-depth, full quality, pre-contract (!)Follow-up audit re- audit , monitor auditSurveillance audit periodic auditSupplier assessment 12 Computerized Systems ValidationDr.
5 Guenter GenerlichGAMP Software TypeValidation Approach1 Operating SystemRecord version, including service pack; operating system chal-lenged indirectly by the functional testing of the firmware: record version; configurable firm-ware: record version and configuration, calibrate instruments,verify operation against requirements; manage custom/bespokefirmware as categorie 5 SoftwarePackagesRecord version (and configuration of environment) and verifyoperation against requirements; consider auditing the Supplier for critical and complex Packages COTSR ecord version and configuration, verify operation against re-quirements; normally audit the Supplier for critical and complexapplications; manage any custom/bespoke programming as categorie 5 (Bespoke)SoftwareAudit Supplier and validate complete system7 Supplier Assessments / AuditsSupplier assessment 13 Computerized Systems ValidationDr.
6 Guenter GenerlichAudit Planning Prerequisites Preparing for the audit GAMP or PDA Technical Report 32 Conducting the audit After the audit audit Report Follow-upSupplier assessment 14 Computerized Systems ValidationDr. Guenter GenerlichPDA - ARCPDA Parenteral Drug Association audit Repository Highly professional contents Less contact with Supplier Cost savings Relevant aspects covered? Immediately available Reliably suppliers8 Supplier Assessments / AuditsSupplier assessment 15 Computerized Systems ValidationDr. Guenter GenerlichPrerequisites Objectivity - The auditor must be unbiased- Gather factual evidence- Avoid personal judgements- Keep an open mind Independence- No conflict of interest- Avoid the appearance of conflict Courtesy- Be prompt and timely with all communication- Behave like a guest- Observe all site safety and security provisions- Establish a professional reportSupplier assessment 16 Computerized Systems ValidationDr.
7 Guenter GenerlichPreparing for the audit Pre-work requirements audit team selection Planning and scheduling Preparing tailored audit criteria9 Supplier Assessments / AuditsSupplier assessment 17 Computerized Systems ValidationDr. Guenter GenerlichPre-Work Requirements Supplier profile- commercial focus, market position- financial stability- organizational set-up & complexity- focus quality management Product profile- description: what is it- market it was designed for- consistence: s/w, h/w, ..- related things: what s included- target use- related risks Specific client needsSupplier assessment 18 Computerized Systems ValidationDr. Guenter GenerlichPrevious audit Info Past performance is a good measure of futureperformance Good lead for problematic areas Communicate intra/inter company Check confidentiality agreements if results were providedby other clients Input for surveillance program10 Supplier Assessments / AuditsSupplier assessment 19 Computerized Systems ValidationDr.
8 Guenter GenerlichAudit Team Experienced lead auditor (certified ?) Skill assessment & fulfillment Individuals with different skill sets, Users and QA testing procedures, changemembersmanagement, adherence tostated QA/QC standards IT professionalsproduct development, software/and engineershardware standards, security,technical documentationSupplier assessment 20 Computerized Systems ValidationDr. Guenter GenerlichPlanning & Scheduling Communication with Supplier - preliminary scheduling: phone, e-mail- formal letter and schedule- negotiated best fit for execution- confirm dates and schedules audit questionnaire- according to GAMP or PDA Technical Report 32- lead time at least 2 weeks Tailored audit criteria11 Supplier Assessments / AuditsSupplier assessment 21 Computerized Systems ValidationDr. Guenter GenerlichPDA Technical Report 32 System Management Management and Records Management and assessment 22 Computerized Systems ValidationDr.
9 Guenter GenerlichPDA Technical Report Management and Records Management and Assessments / AuditsSupplier assessment 23 Computerized Systems ValidationDr. Guenter GenerlichChecklist Example from TR32 Unit level testing?Do testing documents exist for:QuestionAnswerY# level testing corresponds to the soft-ware item testing. See procedure Soft-ware Item Testing , EvidenceIntegration testing? level testing is performed inthe test phase software item test. Thestepwise composition of system compo-nents up to the complete system is inte-grated into this test phase. See procedure Software Item Testing SIT02B and level testing? level testing covers complete sys-tem functionality, including system inter-faces to other systems; it includes the testphases "System Test" and "Interface Test". Supplier assessment 24 Computerized Systems ValidationDr. Guenter GenerlichConducting the audit Opening- review purpose, scope, objectives- agree on common goal- schedule- Supplier presentation (limit 30 , facility tour?)
10 Collecting Evidence- audit guide, criteria checklist, follow-up list- interviews: establish rapport, confirm/verify results, suspend judgement, no debate- document and record findings Wrap-up- meeting review- follow-up list- preliminary observations list- obtain Supplier acknowledgement13 Supplier Assessments / AuditsSupplier assessment 25 Computerized Systems ValidationDr. Guenter GenerlichAfter the audit Draft Report published within 10 working days 10 working days for Supplier s review and formal comment 30 days for Response and Commitment Report Request for extensions ? Supplier status reports Metrics? Follow-up- quick hits/easy fixes and extended term- set due datesSupplier assessment 26 Computerized Systems ValidationDr. Guenter GenerlichReport Access & Distribution Establish who will receive copy of final report andsource material Minimal distribution Intranet not recommended14 Supplier Assessments / AuditsSupplier assessment 27 Computerized Systems ValidationDr.
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			ICH Q1A(R2) Guideline Stability Testing of New …

			ikev.org
			ICH Q1AR2 C 16 1.1 ICH Q1A(R2) Guideline Stability Testing of New Drug Substances and Products Comments for its application

			   Guidelines, Testing, Stability, Ich q1a, Guideline stability testing of new

		

	

	
				
					

		
			Solid Oral Dosage Forms Powder Blending - IKEV

			ikev.org
			Scott Bozzone, Ph.D. Quality Operations Cork, Ireland Solid Oral Dosage Forms Powder Blending İKEV Meeting May 31, 2001

			   Form, Powder, Solid, Oral, Dosage, Blending, Solid oral dosage forms powder blending

		

	

	
				
					

		
			ICH Q6A Guideline - IKEV

			ikev.org
			ICH Q6A Guideline Specifications: Test Procedures and ... product should form the basis for setting specifications. ... accelerated and long term stability studies. At the time of filing it is unlikely that sufficient data will be available to assess process consistency.

			   Form, Guidelines, Specification, Long, Ich q6a guideline, Ich q6a guideline specifications

		

	

	
				
					

		
			ICH Q3AR Guideline Impurity Testing Guideline Impurities ...

			ikev.org
			ICH Q3A(R) C 82 5. Reporting Impurities Content of Batches • If analytical procedures change during development, reported results should be linked with the procedure used with …

			   Guidelines, Testing, Impurities, Impurity, Ich q3ar guideline impurity testing guideline impurities, Q3ar
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			American Academy of Child and Adolescent Psychiatry ...

			www.pathguy.com
			American Academy of Child and Adolescent Psychiatry ©1997 2 Not For Distribution Or Citation Conflict of Interest

			   American, Child, Conflicts, Academy, Adolescent, American academy of child and adolescent

		

	

	
				
					

		
			CONFLICT ANALYSIS FRAMEWORK (CAF) - World Bank

			siteresources.worldbank.org
			please do not reproduce or quote without permission conflict prevention and reconstruction team (cpr) social development department, world bank conflict analysis framework (caf)

			   Analysis, Conflicts, Conflict analysis

		

	

	
				
					

		
			How to conduct a food security assessment - IFRC.org

			www.ifrc.org
			How to conduct a food security assessment A step-by-step guide for National Societies in Africa

			   Assessment, Security, Food, Conduct, Conduct a food security assessment

		

	


                
                
	
				
					

		
			Supplier Code of Conduct - Trinity Health

			www.trinity-health.org
			1 24 Hour Integrity & Compliance Line: 866-477-4661 Integrity & Compliance . Trinity Health is committed to complying with all laws and regulations that apply to our health care ministry

			   Code, Conduct, Supplier, Supplier code of conduct

		

	

	
				
					

		
			Environmental Handbook: Preparing an Environmetnal …

			ftp.dot.state.tx.us
			TxDOT Environmental Affairs Division Effective Date: January 2019 620.05.GUI Version 8 Environmental Handbook Preparing an Environmental Assessment

			   Handbook, Environmental, Preparing, Environmental handbook, Preparing an, Environmental handbook preparing an

		

	

	
				
					

		
			Types of Capacity Building Activities - managementhelp.org

			managementhelp.org
			Adapted from “Field Guide to Consulting and Organizational Development With Nonprofits” – to obtain the entire book, select “Publications” at http://www ...

			   Activities, Types, Building, Capacity, Managementhelp, Types of capacity building activities

		

	


                
                
	
				
					

		
			13 February 2018 - dni.gov

			www.dni.gov
			2 STATEMENT FOR THE RECORD WORLDWIDE THREAT ASSESSMENT of the US INTELLIGENCE COMMUNITY February 13, 2018 INTRODUCTION Chairman Burr, Vice Chairman Warner, Members of the Committee, thank you for the invitation to

			   Assessment, Threats, Worldwide, Worldwide threat assessment

		

	

	
				
					

		
			Stakeholder Analysis Guidelines - who.int

			www.who.int
			Stakeholder Analysis at a Glance What Is Stakeholder Analysis? Stakeholder analysis is a process of systematically gathering and analyzing qualitative infor-
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