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	01)
	Name of the Client
	

	02)
	Address of HO & Site(s)
	

	03)
	File Number
	

	04)
	Name of Organization Representative coordinating with CB
	

	05)
	Date of Audit
	

	06)
	Type of Audit
(strike out the standard not under audit)
	Stage I / Follow-up Stage I / Repeat Stage 1 

	
	
	Joint/ Combined / Integrated / Remote 

	07)
	Audit Objective (Stage –I)
a. Review the client’s management system documented information’s
b. Evaluate the client’s site-specific conditions and to undertake discussions with the client’s personnel to determine the preparedness for Stage 2
c. Review the client's status and understanding regarding requirements of the standard wrt identification of key performance or significant aspects, processes, objectives and operation of the management system
d. Obtain necessary information regarding the scope of the management system :
- The client’s site(s),
- Processes and equipment used, 
-levels of controls established (Particularly in case of multisite clients)
-Applicable statutory and regulatory requirements
e. Review the allocation of resources for Stage 2 and agree the details of Stage 2 with client
f. Provide a focus for planning Stage 2 by gaining sufficient understanding of the client’s management systems, Site operation in the context of management system standard or other normative documents
g. Evaluate if the internal audits and management reviews are being planned and performed and that the level of implementation of the management system substantiates the client is ready for Stage 2.

	08)
	Audit Criteria:
(strike out the standard not under audit)
	QMS 
(ISO 9001)
	EMS 
(ISO 14001)

	OHS 
(ISO 45001)

	EnMS
(ISO5001)
	ISMS
(ISO27001)

	
	
	QMS-MD
(ISO 13485)
	FSMS
(ISO 22000)
	Other, please specified here--


	
	
	· Applicable legal & legal & another requirement.
· Organization’s procedures and documented information in line with the respective standards.

	09)
	Scope of Certification: (If Multi-site audit, then scope as applicable at each site should be verified & reported)

	[image: ]
	General Scope as required on the final "Certificate of Approval”
	

	
	Scope of Head Office
	--

	
	Scope of Site 
	--

	
	Scope Support Office(s) / Location(s), if any
	--

	10)
	Non-Applicability of Clauses & Justification- 
 


	11)
	Audit Team Details
(Team Leader, Team Member, Provisional Auditor, Provisional Team Leader, Evaluator, Industry Expert Any accompanying persons; e.g. Guides, Observers, Translator, Facilitator etc.)
	Name
	Role

	
	
	
	

	
	
	--
	--

	12)
	Audit conducted at [Physical location(s), as applicable]
	Address
	Date of Audit
	Functions/ Process(es) /Activities audited 
at the Location/Site

	
	Head office
	
	
	MR, Top Management, Regulatory requirements

	
	Permanent site(s)
	
	
	

	
	Temporary site(s)
	--
	
	

	13)
	Auditor to comment:
1. Any deviation from audit plan and their reasons:- 
2. Upon any adverse conditions faced during the audit (e.g.; power outage, Fire, Flood, specifically related to the condition of the sites affecting the auditing activities) :- 
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	14)
	Verification of the Questionnaire Information:

	
	Particulars
	Information provided in Questionnaire
	Verification of provided information

	
	Number of sites
	
	

	
	Number of employees
	
	

	
	Language of audit
	
	

	
	Current certification & its validity
	
	

	
	Working in shifts – Shift pattern
	
	

	
	Products and Services
	
	

	
	Design & development
	
	

	
	Scope
	
	

	
	Externally provided processes, products and services (Outsourced)
	
	



	Audit Findings

	SEC A : Comments on the effectiveness for the action taken for the areas of concern:(In case of repeat Stage I audit).

	Findings
	Comments on the effectiveness for the closure

	
	
	

	SEC B : Comment  on the management system(s) effectiveness for the following based on objective evidence

	a)
	Review the client’s management system documented information’s. 
(Attach Review of Documented Information/Review–Doc: 
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	b)
	Regarding the scope of the management system:- The client’s Boundary of management, Site(s), Processes – Sequence & interactions, support functions to sites & scope of support function equipment used, levels of controls established,  (Single and particularly in case of multisite clients)
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	c)
	The clients status and understanding regarding requirements of the standard wrt identification of key performance or significant aspects, processes, objectives and operation of the management system: (e.g. Context of organization, Interested parties, Risks and opportunities, Setting of objectives, Procedures for Aspect – Impact / Hazard Identification Risk assessment , Life cycle assessment, Management program, KPI’s,  etc.,)

	[image: ]
	

	d)
	Applicable statutory and regulatory requirements. (QMS – Product related, EMS – Environmental Legal & other requirements, OHS - OH&S Legal and other requirements, MQMS- CDSCO or EU Requirement etc)
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	e)
	The internal audits and management reviews are being planned and performed and that the level of implementation of the management system substantiates the client is ready for Stage 2. (At least one round of IA & MR)
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	f)
	Based on the evaluation of the client’s site-specific conditions, maturity / level of integration (in case of integrated management system) and discussion with client personnel to determine the preparedness for Stage 2.
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	g)
	Provide a focus for planning Stage 2 based on sufficient understanding of the client’s management systems, Site operation in the context of management system standard or other normative documents. (Prepare a rough audit plan for Stage – 2).
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	h)
	The allocation of resources for Stage 2 and agree the details of Stage 2 with client. (as applicable e.g. Logistic arrangement – Travel time (To and between the location, sites, various departments / functions), Requirement of Industry expert – Needed not needed, Identify the process owner for the department / functions being audited, to avoid repeated visit to the same process /person, Mandays, Competence of the Audit Team required to conduct stage 2, etc.)  
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	i)
	Comments on the process of Organization’s Management of Change
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	SEC C : Current Areas of Concern.

	a)
	AOC No.
	Clause No.
	Statement(s)

	
	
	
	

	

	SEC D : Any Unresolved Issues

	[image: ]
	
No






	SEC E: Audit Program [To be filled for one cycle, upto Renewal]

	Any Significant issues impacting audit program to be recorded

	Type of  Audit
	Stage 1
	Stage 2 / 
Renewal
	Surveillance # 1
	Surveillance # 2
	Renewal

	
	Planned
	Actual
	Planned
	Actual
	Planned
	Actual
	Planned
	Actual
	Planned
	Actual

	
Date Of Audit
	
	
	
	
	
	
	
	
	
	

	No. of Mandays 
	01
	01
	
	
	
	
	
	
	
	

	

	*Site(s) [covering Temporary /Permanent]  /Department/ Functions / Processes(Please  mark [ü]TickMark)
	Stage 1
	Stage 2 / 
Renewal
	Surveillance # 1
	Surveillance # 2
	Renewal

	
	Planned
	Actual
	Planned
	Actual
	Planned
	Actual
	Planned
	Actual
	Planned
	Actual

	Top Management
	
	
	
	
	
	
	
	
	
	

	MR
	
	
	
	
	
	
	
	
	
	

	HR
	
	
	
	
	
	
	
	
	
	

	Production
	
	
	
	
	
	
	
	
	
	

	QC
	
	
	
	
	
	
	
	
	
	

	Design & Development 
	
	
	
	
	
	
	
	
	
	

	Purchase
	
	
	
	
	
	
	
	
	
	

	Store
	
	
	
	
	
	
	
	
	
	

	Maintenance
	
	
	
	
	
	
	
	
	
	

	Sales & Marketing
	
	
	
	
	
	
	
	
	
	

	Processes to be audited in each shift as applicable during Stage 2
	
	
	
	
	
	
	
	
	
	

	[*Sub-Division in the Department, Processes, Sub-Processes, Activities involved & audited under One Heading to be specified in the “Site(s) [covering Temporary /Permanent]/ Department/ Functions”]
Note: 
a) Stage 1 Audit Programme to be addressed the Number of Shifts & audit is planned for at least one of the shifts inside and one outside of regular office hours
b) Stage 2 / Renewal / Surveillance Audit :  as per the Stage 1 Audit Programme, audit is conducted for at least one of the shifts inside and one outside of regular office hours
c) In case of Migration to ISO 45001:2018 : Audit outside of regular office hours, all shifts audits to be conducted during all audits during the cycle. In case of migration during surveillance, then during all subsequent for cycle to be covered. If migration done during:-
1)  Surveillance #1 – Then Surveillance #2, Renewal and Surveillance #1 after renewal.
2) Surveillance # 2 – Then during Renewal , Surveillance #1 and Surveillance #2.




	SEC F :  Effectiveness of audit objectives achievement:   :   
              [Please mark ‘Tick - ü’ as applicable for Onsite audit and Remote Audit]

	On-site and Remote Audit
	Effectiveness

	
	Achieved
	Not achieved
	Remarks on what is not achieved or raised it as AOC

	Demonstration of Leadership commitment
	
	
	

	Determination of External & Internal issues
	
	
	

	Needs and expectation of Interested parties
	
	
	

	Access to Legal & other requirements and their compliance
	
	
	

	Process of Setting of objectives and achievements.
	
	
	

	For Operational control
	
	
	

	Process of Performance monitoring and continual improvement.
	
	
	

	Effective conduct of Internal audit and Management review.
	
	
	

	Process of addressing any changes, Management of change.
	
	
	

	

	REMOTE AUDIT (USING ICT)- 

The Below Ticked ICT has been used in carrying out audit/assessment and the effectiveness of ICT in achieving the audit/assessment objectives are as noted below:

	A the following ICT were used: (Tick ü which were used), any other means if used please include the same for comments on its effectiveness for achieving the objectives).

Micro Soft Team Meeting
ZOOM
Go-To Meetings
Video conferencing
WhatsApp Video call
Skype.
Use of Drone
	Used to gather objective evidences.
	Effectiveness

	
	
	Achieved for
	Not achieved or Not fully achieved: for

	
	Virtual site visit – Based on respective scheme requirements.
	
	

	
	Operational activities (EG; Process parameters, Operational controletc.).
	
	

	
	Sharing of Documents, Documented information, Records on Screen
	
	

	
	Interview with personnel
	
	

	
	Uninterrupted connectivity throughout audit duration. 
	
	

	
	Overall Audio / Video clarity.
	
	

	
	Sharing of photos
	
	

	
	Documents through mails in time.
	
	

	
	Maintain Integrity of the audit / assessment process.
	
	

	
	Usage of Drone 
	NA
	

	
	Objectives of Current Type of audit as noted above under Section 9 of this report.
	
	

	Based on the above:

	Additional Manday required to cover the processes for which objectives not fully achieved
	
(Please mention the audit duration that would be required)
	NO

	Audit Programme amended.
	(Please amend the audit program accordingly with appropriate justification)
	NO





	SEC G :  

	Based on the above, it is confirmed that the effectiveness of the management system has the capability to meet applicable requirements and expected outcomes for the scope of certification scope.
The audit objectives of Stage – I have been verified through off-site audit/ on-site audit /remote audit. The audit team conclude and recommend for :


	01)
	Can proceed for Stage-2 Audit
	

	02)
	Can Proceed for Stage-2 Audit subject to the acceptance of actions taken for the noted “Areas of Concern(s)”

	

	Based on the above, it is confirmed that the effectiveness of the management system does not have the capability to meet applicable requirements and expected outcomes for the scope of certification scope.
The audit objectives of Stage – I have been verified through off-site audit/ on-site audit /remote audit. The audit team conclude and recommend for :


	Stage – 1 Audit to be repeated  
	



To dispute an audit finding:
The Dispute and Appeals Process is to be used by clients who wish to dispute a certification decision.  It also applies in the case of clients who are not satisfied with the results of the dispute process and wish to appeal the decision.

Disclaimer:  
Audit methodology was sample based. Random Samples were chosen from the areas covered in the scope. This is to assess suitability and effectiveness of Management System. Any sampling carries certain amount of uncertainty in auditing. Whenever the ICT facility used for gathering audit evidences the risk associated with poor connectivity of audio / video are taken into the account for uncertainty in auditing. Audit recommendations are subject to an independent review prior to a decision concerning the awarding, renewal of certification or follow-up / re-audit.


Confidentiality: 
We assure you that the information obtained during the audit will be maintained with the utmost confidentiality.
Appeal: Our system has a provision of appeal with regards to audit process, difference of opinion and audit report. The client has every opportunity to appeal, dispute, or complain against the decision of the auditors.

Should you wish to Contact ASPL in relation to any queries  
Astraleus Services Pvt Ltd
Office No. 404 and 405, 4th floor, Skye Privilion, Nipania, Indore MP- 452010

	Team Leader Name
	
	Signature & Date- 

	Auditee Representative Name
	
	Signature & Date- 













	Prepared by- QM
	Approved by- MD 
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