[image: image1.wmf] 
[image: image2.wmf]
[image: image3.wmf]

This document is a compilation of all GAPIII Containment Certification forms to support the roll-out and implementation of the containment certification process. 

Contents

	1. Cost (Man-day) Calculation Guidance…………………………………...
	3

	2. Application Form for Certificate of Participation ..………………………
	7

	3. Audit Findings and Corrective Action Plan (CAP)………………………
	13

	4. Auditor Monitoring Report ………………………………………………...
	19

	5. Auditor Application Form………………………………………………......
	21

	6. Auditor Log………………………………………………………………….
	27

	7. Register of GAPIII Auditors, Technical Experts and Trainers…………
	29

	8. Document Request Form …………………………………………………
	33

	9. Sample Audit Plan………………………………………………………….
	35

	10. Document Review Register……………………………………………….
	37

	11. Audit Attendance Sheet……………………………………………………
	39

	12. Audit Report Template……………………………………………………..
	41

	13. CCS Feedback Form……………………………………………………….
	47


This page is intentionally left blank

gapiii CONTAINMENT cERTIFICATION 

COST (MAN-day) calculation guidance

A key component in the implementation of the CCS will be the need for audits in different countries and in association with a variety of facility types, to be conducted in a fair and equitable manner. It will be essential to ensure that the effort applied in assessments of the different PEFs is reasonable, proportionate, and consistent. The aim of this guidance is to provide information as to what might be expected in planning and conducting audits in relation to potential duration and associated cost, described in terms of man-days. The aim is not to prescribe fixed time allocations, but rather to propose a framework within which PEFs and NACs can demonstrate that appropriate resources are being applied in the conduct of CCS audits and related activities.  

Although there will be additional administrative areas that will need to be resourced by NACs in maintenance of their role in relation to the CCS (e.g. the preparation and maintenance of certification procedures and oversight of auditor competence), this guidance specifically addresses audit planning, execution and follow-up.

Initiation and planning

This will largely be conducted by the team leader. However, other team members may also be required to provide input to the schedule, discuss focus areas, review documents, etc.  Although the primary focus of this guidance is time on site, provision for adequate preparation should also be made. No specific time allocation is proposed for this activity as this will be at least partly dependent on the nature of the facility, the need for up-front document review, together with the familiarity of the audit team with the facility and other factors. However, this area should be formally addressed and information presented as part of certification reports to the GCC in order to demonstrate that adequate planning did take place, including allocation of adequate resource.

Performance

This is a highly subjective area and required effort will be based on a number of factors, including the size, scale, complexity, and physical location/layout of the facility/facilities. As an approximate guide, for the first full scope audit, approximately one half day should be allocated for each biorisk management element described in GAPIII, Annex 2 and Annex 3. How this effort is allocated may vary based on circumstances and will depend on the major focus areas and relative complexity and volume of the respective elements, but this should allow sufficient time for document review, interviews with personnel, facility tours and associated verification activities. To fully assess against the elements without in-depth prior knowledge of the facility and biorisk management system, it is estimated that a full scope audit would require approximately 8 man-days of effort to review all elements. However, time should also be allocated for attendance at opening/closing meetings, team meetings, formulation of findings and other relevant activities. Again, this will vary depending on the nature and number of issues to be discussed, but would normally be considered to constitute a minimum of a further half day per team member.  

Reporting and follow-up

This activity will be under the responsibility of the team leader and will vary with the number and type of findings. This would normally require a minimum of one additional man-day, but could necessitate more time depending upon the nature and volume of findings and associated action plans, together with the need to discuss and verify NCs, some of which may require an additional site visit which would be in addition to the time allocations associated with the initial certification visit.

Considerations

There may clearly be a variety of factors that could either increase or reduce the man-days required for a CCS audit, including:

Increased

1. The system covers highly complex processes or a relatively high number of unique activities.

2. Complicated logistics involve very large sites and/or more than one site or building where work is carried out.

3. Need for translation of spoken and written information.

4. High degree of national regulation.

5. Other additional relevant factors (e.g. need to cover multiple shifts).

Decreased (Note: maximum reduction 30%)

1. Not all elements covered in scope.


2. Maturity of management system and familiarity/experience from previous assessments.


3. Auditee preparedness for certification (e.g. already certified to another similar or equivalent standard recognized by another third party scheme, including CWA 15793).

4. Low complexity activities including those involving a single generic activity (e.g. storage in a secure repository).

5. Other additional relevant factors.

Man-day effort, including any specific considerations leading to either significantly increased or decreased man-days should be indicated in the audit report submitted to the GCC. Failure to present a justifiable man-day calculation may jeopardize GCC’s endorsement of a containment certificate.

Example agenda

A specimen agenda for a full scope initial audit is presented below. The assignment of team members to the different interviews will contribute to calculating the man-days for the audit. 

	
	Team 1
	Interviewees
	Team 1 members
	Team 2
	Interviewees
	Team 2 members

	Monday
	
	
	
	
	
	

	0900 - 0930
	Opening meeting
	Management and All Involved
	All
	
	
	

	0930 - 1200
	Document review, orientation and site tour
	
	
	
	
	

	Lunch
	
	
	
	
	
	

	1300 - 1600
	Biorisk Management System
	
	
	
	
	

	1630 - 1700
	Summary and review
	
	
	
	
	

	Tuesday
	
	
	
	
	
	

	0900 - 1200
	Risk Assessment
	
	
	Good Microbiological Techniques
	
	

	
	
	
	
	Pathogen Inventory
	
	

	Lunch
	
	
	
	
	
	

	1300 - 1430
	Disinfection, Decontamination and Sterilisation
	
	
	Emergency Response and Contingency Plans
	
	

	1430 - 1600
	Clothing and PPE
	
	
	Accident/Incident Investigation
	
	

	1630 - 1700
	Summary and review
	
	
	
	
	

	Wednesday
	
	
	
	
	
	

	0900 - 1030
	Personnel and Competency
	
	
	Transport Procedures
	
	

	1030 - 1200
	Healthcare
	
	
	Security
	
	

	Lunch
	
	
	
	
	
	

	1300 - 1430
	Equipment and Maintenance
	
	
	Human Factors
	
	

	1430 - 1600
	Facility Physical Requirements
	
	
	General Safety
	
	

	1630 - 1700
	Summary and review
	
	
	
	
	

	Thursday
	
	
	
	
	
	

	0900 - 1200
	Facility visits
	
	
	Facility visits
	
	

	1300 - 1600
	Facility visits
	
	
	Facility visits
	
	

	Friday
	
	
	
	
	
	

	0900 - 1200
	Verifications / presentation preparation
	
	
	
	
	

	Lunch
	
	
	
	
	
	

	1300 - 1400
	Close-out Presentation
	Management and All Involved
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APPLICATION FORM 

Certificate of Participation 

A. PART TO BE FILLED BY THE DESIGNATED POLIOVIRUS-ESSENTIAL FACILITY

	Application date (DD-MM-YYYY): 

	Application for:

	
	Initial application 

	
	Application for first extension of CP  

	
	Application for second extension of CP  


I. Type of material retained by the organization 
	
	WPV1
	
	VDPV1
	
	Sabin1
	
	Monovalent OPV1
	
	Bivalent OPV (1 & 3)

	
	WPV2
	
	VDPV2
	
	Sabin2
	
	Monovalent OPV2
	
	Trivalent OPV (1, 2 & 3)

	
	WPV3
	
	VDPV3
	
	Sabin3
	
	Monovalent OPV3
	

	
	Other/new poliovirus strains, please specify 
	

	
	Other, please specify:
	


II. Organization information

	Full Name of the organization 
Name of the head of the organization: 

	Full address/location details: 
E-mail: 
Telephone: 

	Contact person for all correspondence related to this application:

Full Name: 
Position: 

	Correspondence address: 
E-mail: 
Telephone: 


	Facility type(s) (Check all that are relevant to this appplication): 

 Vaccine manufacture

 Laboratory (including QC)

 Repository ONLY (NO handling/manipulation of retained material)

 Other (Please specify: 

	Type(s) of work (Check all that are relevant to this application): 

 Vaccine production

 Testing (QC)

 Diagnostic

 Research and development 

 Storage ONLY (NO handling/manipulation of retained material)

 Other (Please specify: 



	Number of sites: 

	No.
	Site location
	Type of work performed
	Estimated volume/amounts of poliovirus materials
	No. of staff (FT/PT/SE)
	Shift time/staff no. during shift

	1.
	
	
	 <10 mL container 
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	
	
	
	 10 mL to 50L container
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	
	
	
	 >50 L container
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	2.
	
	
	 <10 mL container 
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	
	
	
	 10 mL to 50L container
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	
	
	
	 >50 L container
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	3.
	
	
	 <10 mL container 
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	
	
	
	 10 mL to 50L container
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	
	
	
	 >50 L container
	 1-100 

containers
	
	

	
	
	
	
	 100-1000 containers
	
	

	
	
	
	
	 >1000 

containers
	
	

	Please add rows as needed


III. Rationale for the retention of poliovirus materials post-eradication

	Please describe:




IV. Containment plans for retained poliovirus materials post-eradication

	A. 
	 Transition period preceding work cessation

	
	Expected date of work cessation:

	
	Actions planned for retained poliovirus samples before CP expiry:

	
	 Manipulations as part of an ongoing programme of work

	
	 Transfer of PV materials to a PEF
	Transfer to:
	Planned transfer date:

	
	 Storage ONLY

	
	 Destruction
	Expected date of destruction: 
	Means of destruction:


	B. 
	 ICC/CC application

	
	Actions planned for retained poliovirus samples in view of ICC/CC issuance:

	
	 Manipulations as part of an ongoing programme of work

	
	 Storage ONLY

	
	 Application for ICC/CC
	Expected date of ICC/CC achievement:
	Submission of time-bound action plan:  No Yes 


V. For re-application

	Summary of additional information or justification provided:




VI. For application of CP extension 

	Justification for request of extension:




VII. Declaration

On behalf of the organization, I declare that the information given in this form is, to the best of our knowledge, complete and correct. We understand that any willful mis-statement would render us liable to disqualification from the containment certification process.  

	Acknowledged by:


	Signature witnessed by:



	Name: 
Organization/Position:      
Date: 

	Name:      
Organization/Position:      
Date:      


B. PART TO BE FILLED BY THE NATIONAL AUTHORITY FOR CONTAINMENT (NAC)

I. NAC information

	NAC details
	Country: 
Organization/ Department/ Unit: 
Full address: 
E-mail: 
Telephone: 

	Status of NAC review for 
	 Initial applicaton

	
	 Re-application

	
	 Application for extension

	Date of NAC review completion: 

	Status of NAC review

	 Accepted
	 Rejected
	 Pending

	Justification supporting the NAC’s decision: 



	Supporting documents for submission to GCC

	Supplied by the facility
	 Rationale for retaining poliovirus material post-eradication

	
	 Outline of a time-bound action plan for achieving ICC/CC status or cease work

	
	 Description of conditions for containment of poliovirus material during CP validity (PEF)

	
	 Other (Please specify)

	Supplied by the NAC
	 Evidence for secondary  safeguards fulfilment

	
	 Evidence for tertiary safeguards fulfilment, as and when required 

	
	 Other (Please specify)


II. Declaration

I declare that the information given in this form is to the best of our knowledge, complete and correct. 

	Acknowledged by:


	Signature witnessed by:



	Name:      
Organization/Position:       
Date:      

	Name:      
Organization/Position:      
Date:      


C. PART TO BE FILLED BY THE GLOBAL CERTIFICATION COMMISSION (GCC)

I. GCC Information

	Name
	Position:
	Email:

Telephone:



	Date processed: 

	Supporting documents received by GCC include

	Supplied by the facility
	
	Rationale for retaining poliovirus material post-eradication

	
	
	Outline of a time-bound action plan for achieving ICC/CC status or cease work

	
	
	Description of conditions for containment of poliovirus material during CP validity (PEF)

	
	
	Other (Please specify)

	Supplied by the NAC
	
	Evidence for secondary safeguards fulfilment

	
	
	Evidence for tertiary safeguards fulfilment, as and when applicable  

	
	
	Other (Please specify)

	Conclusion of GCC review for 
	 Initial applicaton

	
	 Re-application

	
	 Application for extension

	Date of GCC review completion: 

	Status of GCC review 

	
	Accepted
	
	Rejected
	
	Pending

	Comments:




II. Acknowledgement 

	Acknowledged by:



	Name:      
Position:      
Date:      
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Audit FINDings and CORRECTIVE ACTION PLAN (CAP)
CAP for:

	
	Gap assessment
	
	Initial audit 
	
	Periodic audit
	
	Recertification audit


Organization:

Audit start date:

Audit end date: 

Audit scope:

Audit location:


Finding No. 1 of

NC status: open/close



Recommended by:


NC closure date:




	Finding description
	Auditor’s initials
	Finding category

	Clause
	Immediate actions required

	
	
	
	
	

	Root cause analysis (RCA)
	RCA by/date
	Corrective action taken             to close NC
	Proposed date
	Completion deadline
	Person responsible
	Completion status/date

	
	
	
	
	
	
	

	Verification of CAP & its effectiveness
	CAP verified by
	Date verified
	CAP accepted on
	NAC verification of CAP & its effectiveness
	Verified 

by
	Auditor’s notes

	
	
	
	
	
	
	


Legend:

Cells with title in italics – To be completed by the NAC

Cells with title in bold – To be completed by the PEF


Finding No. 2 of

NC status: open/close



Recommended by:


NC closure date:



	Finding description
	Auditor’s initials
	Finding category

	Clause
	Immediate actions required

	
	
	
	
	

	Root cause analysis (RCA)
	RCA by/date
	Corrective action taken             to close NC
	Proposed date
	Completion deadline
	Person responsible
	Completion status/date

	
	
	
	
	
	
	

	Verification of CAP & its effectiveness
	CAP verified by
	Date verified
	CAP accepted on
	NAC verification of CAP & its effectiveness
	Verified 

by
	Auditor’s notes

	
	
	
	
	
	
	


Legend:

Cells with title in italics – To be completed by the NAC

Cells with title in bold – To be completed by the PEF


Finding No. 3 of

NC status: open/close



Recommended by:


NC closure date:



	Finding description
	Auditor’s initials
	Finding category

	Clause
	Immediate actions required

	
	
	
	
	

	Root cause analysis (RCA)
	RCA by/date
	Corrective action taken             to close NC
	Proposed date
	Completion deadline
	Person responsible
	Completion status/date

	
	
	
	
	
	
	

	Verification of CAP & its effectiveness
	CAP verified by
	Date verified
	CAP accepted on
	NAC verification of CAP & its effectiveness
	Verified 

by
	Auditor’s notes

	
	
	
	
	
	
	


Legend:

Cells with title in italics – To be completed by the NAC

Cells with title in bold – To be completed by the PEF


Finding No. 4 of

NC status: open/close



Recommended by:


NC closure date:



	Finding description
	Auditor’s initials
	Finding category

	Clause
	Immediate actions required

	
	
	
	
	

	Root cause analysis (RCA)
	RCA by/date
	Corrective action taken             to close NC
	Proposed date
	Completion deadline
	Person responsible
	Completion status/date

	
	
	
	
	
	
	

	Verification of CAP & its effectiveness
	CAP verified by
	Date verified
	CAP accepted on
	NAC verification of CAP & its effectiveness
	Verified 

by
	Auditor’s notes

	
	
	
	
	
	
	


Legend:

Cells with title in italics – To be completed by the NAC

Cells with title in bold – To be completed by the the PEF
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AUDITor monitoring report

	Name of auditor
	
	Audit date
	

	Role 

(e.g. Auditor, Lead Auditor)
	

	Organization audited
	
	Audit duration
	

	Objective of monitoring
	

	Monitored by
	
	Approved by
	

	Conclusion & remarks
(Qualified as an Auditor/ Lead Auditor/ Trainer)


	


	Activities
	Performance remarks

	PREPARATION
(Audit planning, document review, legal requirements understanding, industrial knowledge, etc.)


	Status : Not Applicable/Satisfactory/Exceeds Expectations

Remarks :



	CONDUCTION OF AUDIT
(Time management during audit, ability to conduct opening and closing meeting, reporting and presentation of audit findings, etc.)


	Status : Not Applicable/Satisfactory/Exceeds Expectations

Remarks :

	TECHNICAL KNOWLEDGE
(Subject area competence, knowledge application, industrial best-practice knowledge, etc.)


	Status : Not Applicable/Satisfactory/Exceeds Expectations

Remarks :

	PROFESSIONAL ATTRIBUTES
(Personal appearance, good listener,  has integrity, empathy, safety-prone/adverse behaviour, team leader skills, etc.)


	Status : Not Applicable/Satisfactory/Exceeds Expectations

Remarks :

	COMMUNICATION SKILLS
(Ability to communicate at different organizational levels, courage to communicate unpleasant issues, etc.)


	Status : Not Applicable/Satisfactory/Exceeds Expectations

Remarks :
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auditor APPLICATION FORM 

Application for





Application Date:

	
	Lead auditor

	
	Auditor


A completed and signed scanned copy of this document should be returned to WHO: containment@who.int with the required supporting documentation (it is recommended to send everything by e-mail and request a read-receipt). 

	Applicant’s last name
	

	First name
	

	Middle name
	

	Other Name
	

	Nationality
	

	Gender 
	
	Male
	
	Female

	Date of birth
	

	Telephone No.
	Office
	
	Mobile
	

	Position at employing institution
	

	Employing institution
	

	Mailing address
	

	Email
	


Language skills 

	Language
	Spoken
	Read
	Written

	Level
	Advanced
	Intermediate
	Basic
	Advanced
	Intermediate
	Basic
	Advanced
	Intermediate
	Basic

	English
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


Professional education 

	Name of Institution
	Period of study
	LEVEL/DEGREE ATTAINED

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Formal qualifications

	Please summarize formal qualifications or specific training/competence (e.g. safety management systems auditing, risk assessment, etc) or other personal development activities which provide communication, technical and/or business acumen, as well as analytical skills necessary to conduct and/or manage GAPIII Containment Certification Scheme audits of poliovirus-essential facilities (PEFs):




Employment history 

(please begin with the most recent job held)

	employer
	Address
	Employment date 
	position

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Work experience

	Please summarize working experience related to a microbiological laboratory (or equivalent environment), vaccine production facility, or related/similar environment relevant to poliovirus handling and containment.



	Please summarize knowledge of industry regulations, standards, guidelines, industry practices and other norms as they apply to the areas to be assessed:



	Please indicate auditing/oversight experience (ISO or other standards/practices): please describe type of audits performed (reference to the standard/practice), year, number and type of facilities audited: 

Type of audit/oversight (please indicate ISO reference of other standard/practice)

(e.g., OHSAS 18001, GMP, GLP, ISO 9001, institutional practices etc)

Discipline or streams of audits/oversight [please indicate all relevant area(s) of audit&/oversight]

(e.g., Safety management systems, Biorisk management, Research, diagnostics, production environments, Engineering principles and concepts, Emergency preparedness, Security)

Year of audit

Number of audits

Task (main auditor, assistance, observer, etc)




Professional references 

	Name
	Company
	relationship
	Contact information

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Additional information

	


Documents requested with the application form

	Please ensure the following documents are provided together with this application form:

1. Updated curriculum vitae.

2. Scanned copies of relevant qualifications, including training records 

3. Completed Auditor Log (see the GAPIII Containment Certification Auditor Log)


Declaration

I hereby declare on my honor that the disclosed information is true and complete to the best of my knowledge. I authorize investigation of all statements contained in this application. I understand that misrepresentation or omission of facts called for is cause for termination at any time without previous notice. I hereby give WHO and other relevant authorities authorization to contact the institutions, previous employers, references and others, and release WHO and other relevant authoitiesr from any liability as a result of such contact.

Should there be any change to the above information, I will promptly notify WHO and complete a new application form that describes the changes. This includes any change that occurs before or during the work itself through the period up to the completion of the work concerned.

Applicant’s signature (not electronic):
Date:

FOR OFFICIAL USE ONLY

	Application processed by:
	
	Processing date:
	

	Information verified by:
	
	Verification date:
	

	Application approved by:
	
	Approval date:
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AUDITor LOG

	Name of auditor
	
	Date of submission of completed Auditor Log
	

	Unit collecting the completed Auditor Log (e.g. within the NAC)
	
	Collection date
	

	Person at unit who processed the completed Auditor Log 
	
	Processing date
	

	Person who reviewed the completed Auditor Log 
	
	Review date
	

	Person who approved the completed Auditor Log
	
	Approval date
	

	Participation in GAPIII Training for Auditors

	Training location
	
	Trainer
	

	Date of qualification
	

	Qualification status 
	
	Active

	
	
	Inactive

	
	
	Pending 


	DATE OF AUDIT
(yy/mm/dd)
	TYPE OF AUDIT
(Gap asst, initial, periodic, follow-up)
	NAME OF ORGANIZATION AUDITED
	DURATION OF AUDIT

(Round up to nearest ½ day)
	ROLE IN AUDIT
	TOTAL NUMBER OF TEAM MEMBERS
	NAME OF MENTOR
	NAME OF TEAM LEADER
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register OF approved GAPIII auditors, technical experts and trainers 

List of approved GAPIII auditors


Last reviewed on:


Last reviewed by:

	No.
	Name
	Auditor Level
	City/ Country
	Date Approved
	Status

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


List of GAPIII technical experts


Last reviewed on:


Last reviewed by:

	No.
	Name
	Specialist Area 
	City/ Country
	Date Approved
	Status

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


List of GAPIII trainers


Last reviewed on:


Last reviewed by:

	No.
	Name
	Trainer Level
	City/ Country
	Date Approved
	Status
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document request form

Document review for:

	
	Gap assessment
	
	Initial audit 
	
	Periodic audit
	
	Recertification audit


Organization:

Audit start date:

Audit end date: 

Document request date
:
Document submission deadline
:
List of Documents for Review on commencement of the audit

The documents shown below in italics should be received ahead of the initial full certification audit.

	Doc Requested
	Document
	Doc Submitted
	Date received

	
	Organization chart outlining biorisk management-related roles and responsibilities
	
	

	
	Register of applicable laws, standards and guidelines
	
	

	
	Biosafety/biosecurity manuals and asssociated plans
	
	

	
	Accident/incident reports relevant to poliovirus containment
	
	

	
	List of contracted services, companies and individuals
	
	

	
	Risk Assessments – Emergency preparedness
	
	

	
	Risk Assessments – Procedural controls
	
	

	
	Risk Assessments – Design and operation of plant and equipment
	
	

	
	Risk Assessments – Decontamination measures
	
	

	
	Risk Assessments – Security measures
	
	

	
	Map/floor plan, including any relevant support areas (e.g. plant rooms, storage areas, waste handling/storage locations)
	
	

	
	Minutes of the biosafety committee for the last 12 months
	
	

	
	Biorisk management policies and procedures reflecting the 16 elements within GAPIII
	
	

	
	Internal audit plans and findings from the  previous year
	
	

	
	Training plans and competency assessments reflecting biorisk management-related activities
	
	

	
	Emergency plans and records of exercises
	
	

	
	Inventories of poliovirus and related materials (e.g. cultures, waste)
	
	

	
	Equipment lists/asset registers
	
	

	
	Facility/equipment certification records
	
	

	
	Data demonstrating building performance (e.g. air flow measurements, performance of autoclaves/effluent treatment plants)
	
	

	
	Building design/commissioning plans
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SAMPLE AUDIT PLAN

Organization: 
Audit start date:

Audit end date: 

	Audit Team
	Interviewee

	Acronym
	Role
	Name
	Acronym
	Role
	Name

	TL
	Team Leader
	
	SM
	Senior Management Representative
	

	LA
	Lead Auditor
	
	PI
	Principle Investigator/ Production Manager
	

	A1
	Auditor 1
	
	SC
	Safety Committee Chairman
	

	A2
	Auditor 2
	
	HR
	Human Resources Manager
	

	TE1
	Technical expert 1
	
	SO
	Security Officer
	

	TE2
	Technical expert 2
	
	FO
	Facility Officer
	

	O
	Observer
	
	OH
	Occupational Health Doctor/Nurse
	

	T
	Translator
	
	BSO
	Biosafety Officer
	


	
	Team 1
	Interviewees
	Team 1 members
	Team 2
	Interviewees
	Team 2 members

	Monday
	
	
	
	
	
	

	0900 - 0930
	Opening meeting
	Management and All Involved
	All
	
	
	

	0930 - 1200
	Document review, orientation and site tour
	
	
	
	
	

	Lunch
	
	
	
	
	
	

	1300 - 1600
	Biorisk Management System
	
	
	
	
	

	1630 - 1700
	Summary and review
	
	
	
	
	

	Tuesday
	
	
	
	
	
	

	0900 - 1200
	Risk Assessment
	
	
	Good Microbiological Techniques
	
	

	
	
	
	
	Pathogen Inventory
	
	

	Lunch
	
	
	
	
	
	

	1300 - 1430
	Disinfection, Decontamination and Sterilisation
	
	
	Emergency Response and Contingency Plans
	
	

	1430 - 1600
	Clothing and PPE
	
	
	Accident/Incident Investigation
	
	

	1630 - 1700
	Summary and review
	
	
	
	
	

	Wednesday
	
	
	
	
	
	

	0900 - 1030
	Personnel and Competency
	
	
	Transport Procedures
	
	

	1030 - 1200
	Healthcare
	
	
	Security
	
	

	Lunch
	
	
	
	
	
	

	1300 - 1430
	Equipment and Maintenance
	
	
	Human Factors
	
	

	1430 - 1600
	Facility Physical Requirements
	
	
	General Safety
	
	

	1630 - 1700
	Summary and review
	
	
	
	
	

	Thursday
	
	
	
	
	
	

	0900 - 1200
	Facility visits
	
	
	Facility visits
	
	

	1300 - 1600
	Facility visits
	
	
	Facility visits
	
	

	Friday
	
	
	
	
	
	

	0900 - 1200
	Verifications / presentation preparation
	
	
	
	
	

	Lunch
	
	
	
	
	
	

	1300 - 1400
	Close-out Presentation
	Management and All Involved
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document review register

Organization:

Audit start date:

Audit end date: 

	No.
	Document title
	Doc no./version
	Date received
	Reviewed by
	Returned on
	Returned by

	1. 
	
	
	
	
	
	

	2. 
	
	
	
	
	
	

	3. 
	
	
	
	
	
	

	4. 
	
	
	
	
	
	

	5. 
	
	
	
	
	
	

	6. 
	
	
	
	
	
	

	7. 
	
	
	
	
	
	

	8. 
	
	
	
	
	
	

	9. 
	
	
	
	
	
	

	10. 
	
	
	
	
	
	

	11. 
	
	
	
	
	
	

	12. 
	
	
	
	
	
	

	13. 
	
	
	
	
	
	

	14. 
	
	
	
	
	
	

	15. 
	
	
	
	
	
	

	16. 
	
	
	
	
	
	

	17. 
	
	
	
	
	
	

	18. 
	
	
	
	
	
	

	19. 
	
	
	
	
	
	

	20. 
	
	
	
	
	
	

	21. 
	
	
	
	
	
	

	22. 
	
	
	
	
	
	

	23. 
	
	
	
	
	
	

	24. 
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AUDIT attendance sheet

Organization : 
Audit start date:

Audit end date:

Attendance for:

	
	Opening meeting
	Venue:
	

	
	Audit session
	Venue:
	
	Element:
	

	
	Closing meeting
	Venue:
	


	No.
	Name
	Department
	Job title/function
	Signature

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	

	7
	
	
	
	

	8
	
	
	
	

	9
	
	
	
	

	10
	
	
	
	

	11
	
	
	
	

	12
	
	
	
	

	13
	
	
	
	

	14
	
	
	
	

	16
	
	
	
	

	17
	
	
	
	

	18
	
	
	
	

	19
	
	
	
	

	20
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AUDIT REPORt TEMPLATE

Audit report for:

	
	Gap assessment
	
	Initial audit 
	
	Periodic audit
	
	Recertification audit


Organization:

Audit start date:

Audit end date: 

Site Information:

	
	Single Site
	
	Multisite 
	If so, state no. of sites (excluding HQ):
	

	Is certification based on site sampling:
	
	Yes
	
	No

	For certification based on site sampling, the lead auditor is required to confirm the following:

	The organization meets the following criteria:

	
	Centrally controlled common management system

	
	Centrally controlled internal audits and management reviews

	
	Similarity of activities across sites

	
	Key elements of GAPIII are effectively handled by a central office (e.g. management system changes, management review, internal audits, complaints, legal requirements, evaluation of corrective actions and changes in aspects of GAPIII biorisk management system)

	
	Full internal audits of all sites have been performed and are proven to be effective (including considerations of relevant regulations)

	Other comments:




The audit will cover the following site(s):

	Site name
	Address
	Site scope

	Head office/Main site
	
	

	Site name 1
	
	

	Site name 2
	
	

	Site name 3
	
	


Modification of scope (if applicable):

Audit team composition:

	Role
	Name

	Team leader/lead auditor
	

	Auditor
	

	Auditor 
	

	Expert – 
	

	Expert – 
	

	Translator
	

	Observer
	


	Key legal requirements:




	Key outsourced processes:




Summary of findings:

Number of Noteworthy Efforts:

Total Number of Non-Conformities (NCs) Identified:

1. Category 1 (Major) Non-conformities (NC1):

2. Category 2 (Minor) Non-conformities (NC2):

Number of Observations:

Key audit findings:

	Noteworthy efforts:




	Non-Conformities:




	Observations:




	Opportunities for Improvement:




Results and conclusion:

Next Steps:

To receive the Interim Certificate of Containment/Certificate of Containment, the organization is required to develop a corrective action plan (see the Audit Findings and Corrective Action Plan) and submit it to the NAC for review and approval. The development of the CAP shall include the identification of:

· The root cause that led to each NC; 

· Corrective actions planned/taken; 

· The controls/changes that will be made to ensure that each NC does not recur; 

· The timeframe and person responsible for the implementation of the corrective action measure(s); 

· The performance measure(s) and/or other supporting evidence that will be monitored to ensure the effectiveness of the corrective action(s) taken. 

The CAP should be submitted to the relevant NAC within 40 days of receipt of this report.

Next Audit:

	
	Initial audit 
	
	Periodic audit
	
	Recertification audit


Proposed date:

Other Attachments:

	
	Audit plan
	
	List of findings
	
	Summary of key auditee contacts

	
	Other (please specify):
	


TERMS & CONDITIONS

Statement of confidentiality

The content of this audit report, including any notes and checklists completed during the audit will be treated in strictest confidence. It will not be disclosed to any third party without written consent of the auditee, except as required by the appropriate authorities.

Disclaimer

The GAPIII biorisk management system audit is based on verification of a sample of available information at the time of audit. This has an element of uncertainty in the audit findings and in case no non-conformities are identified, it does not mean that they do not exist in the audited and/or other areas.

DEFINITION OF FINDINGS 

Major (Category 1):

The following NCs should be categorized as major (NC1):

· An absence of one or more required system elements or a situation which raises significant doubt that the activities will meet specified requirements;

· A group of category 2 NCs indicating inadequate implementation or effectiveness of the system relevant to a requirement of GAPIII;

· A category 2 NC that is persistent (or not corrected as agreed by the facility);

· A situation that on the basis of available objective evidence may directly lead to unacceptable risk of breach of containment measures described in GAPIII.

Minor (Category 2):

An NC should be categorized as minor (NC2) when the facility has demonstrated a lapse of either discipline or control during the implementation of system/procedural requirements, which does not indicate a system breakdown or raise doubt that controls will meet requirements. In this case the judgement is that despite the issues identified, the overall system requirement is defined, implemented and effective. 

Noteworthy effort:

A noteworthy effort is described as:

· Adoption of best practices

· Demonstrated improvement

· High level of commitment

· Motivation

· System optimization

Noteworthy efforts should be reported at the closing meeting and in the audit report. They will not enter into the list of findings.

Observation:

An observation is not an NC, but something that could lead to an NC if allowed to continue uncorrected; or an existing condition without adequate supporting evidence to verify that it constitutes an NC.

Opportunity for improvement:

An opportunity for improvement relates to areas and/or processes which may meet the minimum requirements of GAPIII but which could be further improved. An opportunity for improvement may be system or performance-related and is normally addressed based on the experience of the audit team, knowledge of international best practice from other facilities or from practices within other units/departments of the facility.

This page is intentionally left blank

gapiii cONTAINMENT CERTIFICATION 

Feedback FORM

DATE:

YOU ARE A:

	
	NAC
	
	PEF
	
	Other. Please specify: 

	
	


THIS FEEDBACK IS A:

	
	Suggestion
	
	Compliment
	
	Complaint 


COMMENTS/FEEDBACK:

	


If response from us is requested, kindly provide us with your contact information:
	CONTACT INFORMATION

	Contact person, NAME:


	Contact person, POSITION:

	Company, NAME:


	Company, ADDRESS:



	Contact person, TELEPHONE:


	Contact person, EMAIL:




Feedback may be submitted to WHO: containment@who.int

THANK YOU FOR YOUR FEEDBACK

� Finding categories: NC1 – Major; NC2 – Minor; Obs – Observation; OFI – Opportunity For Improvement (RCA and CAP are required for NC1 and NC2, but not mandatory for Obs and OFI).


� Finding categories: NC1 – Major; NC2 – Minor; Obs – Observation; OFI – Opportunity For Improvement (RCA and CAP are required for NC1 and NC2, but not mandatory for Obs and OFI).


� Finding categories: NC1 – Major; NC2 – Minor; Obs – Observation; OFI – Opportunity For Improvement (RCA and CAP are required for NC1 and NC2, but not mandatory for Obs and OFI).


� Finding categories: NC1 – Major; NC2 – Minor; Obs – Observation; OFI – Opportunity For Improvement. (RCA and CAP are required for NC1 and NC2, but not mandatory for Obs and OFI).


� The Document Request Form should be completed 30 days prior to the audit date to facilitate collection/delivery of required documents


� The documents are to be delivered to the team leader at least 20 days prior to the audit date


� Entries in italics should be received ahead of the initial full certification audit
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