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GENERAL QUESTIONNAIRE
Please complete and return this form for a quotation for certification services.
	Application Details



	Name of Organisation
	

	Address
	

	Contact Name
	
	Position
	

	Telephone number
	
	Email address
	

	Website
	



Type of Application
	☐
	New registration              
	☐  
	Transfer from another certification body. 
(Please provide a copy of your current certificate and the initial certification or most recent recertification audit reports, and the latest surveillance report)

	☐
	Extension to Scope – New Location 
	☐
	Extension to Scope – additional process (existing clients only)
	☐
	Additional Standard (existing clients only)



Standard(s) – please check the relevant standard(s) you would like a quotation for:
	☐	ISO 9001:2015 
	☐	ISO 20000-1:2018

	☐	ISO 14001:2015 
	☐	ISO13485:2016

	☐	ISO 45001:2018
	☐	BAFE SP101

	☐	SSiP
	Choose an item.
	☐	Other (please indicate below)

	☐	ISO27001:2022 
	

	☐	ISO 22301:2019 
	



	01. [bookmark: _Hlk164693682]Business Activities 
(Please complete this section for all Applications)



[bookmark: _Hlk165298314]Please advise what the current or proposed scope of the organisation is (this is the description of the products and services you offer to your customers)
	



Please give a brief description about your key processes and services (this is the main activities that your organisation does to produce your products and services)
	



	
Do you carry out work on customer or temporary sites? ☐ Yes ☐ No 
(If YES, please provide a description of what you do onsite)
	[bookmark: _Hlk188432256][bookmark: _Hlk188432276]





Is a safety briefing for 3Core2 audit team required? ☐ Yes ☐ No 
Please indicate any PPE which will be required for our auditors:
	☐	Protective Footwear
	☐	Safety Glasses

	☐	Hard Hat
	☐	White Coat & Hat

	☐	Hi-Vis
	☐	Other (please indicate below)

	☐	CSCS card
	


[bookmark: _Hlk188431006]
	02. Employees 
(Please complete this section for all Applications)



	[bookmark: _Hlk188431173][bookmark: _Hlk188431208]Full Time
	
	Part Time
	


[bookmark: _Hlk188431133]What is your total number of employees?
Please provide a breakdown of employees by role:
	Role / Activity
(Please define each specific role / activity type below e.g. admin, finance, drivers, warehouse)
	Full time
	Part time
	Subcontractors

	
	
	Number
	Avg. Hours p/week
	Number
	Avg. Hours p/week

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


*Add additional rows as required
Do you outsource any of your activities? ☐ Yes ☐ No (If YES, please provide details below)
	





[bookmark: _Hlk165299916]Is there a shift system in place?  ☐ Yes ☐ No (If YES, please provide details below)
	Role / Activity
	Shift Pattern 
(For example, 6pm -2am, 10pm – 6am etc.)
	Number of staff per shift

	
	
	

	
	
	


*Add additional rows as required
The below Table is applicable to ISO 27001 applications only. If any groups of persons employed by the organisations conduct identical activities, then please detail below. This information plays a significant part in determining audit duration.
	Identical Activity Type
	Number of persons engaged in the activity
	Please tick the boxes below if any of the options apply to the activity identified.


	
	
	Read only access to information
	No access to information processing facilities
	Specific restricted access to information processing facilities
	Strict limitations are implemented to restrict disclosure of information

	
	
	☐	☐	☐	☐
	
	
	☐	☐	☐	☐
	
	
	☐	☐	☐	☐
	
	
	☐	☐	☐	☐
	
	
	☐	☐	☐	☐
	
	
	☐	☐	☐	☐
	
	
	☐	☐	☐	☐
	
	
	☐	☐	☐	☐

*Add additional rows as required
	03. Locations / Sites 
(Please complete this section for all Applications)

	



Are there any other branches or offices, which you would like to include in your certification?  ☐Yes  ☐ No
If YES, please indicate the site addresses, along with the activities and number of employees below:
	Address
	Operational Activities (e.g. sales, manufacture, admin)
	No. of Employees

	
	
	

	
	
	

	
	
	


*Add additional rows as required

Are the above sites subject to a single management system, in line with your head office?
☐ Yes  ☐ No





	04. Management System Implementation 
(Please complete this section for all Applications)



Do you have a management system in place covering the standards referenced above?
[bookmark: _Hlk164695336] ☐Yes  ☐ No
If NO, please be aware that a management system must be in place prior to an audit. 3core² cannot provide consultancy or help you to implement your management system.
If YES, please indicate how long this has been implemented and for each standard(s) (for example ISO9001:2015: 3 months)
	



Was a consultant used to implement your current management system? 
☐Yes  ☐ No (If YES, please indicate the name and company)
	




Does your organisation currently hold certification with any other certification bodies?
[bookmark: _Hlk164694900] ☐ Yes  ☐ No
If YES, please provide details below: 
	
 



Have you integrated your management system to cover two or more standards?
 ☐Yes  ☐ No  If YES, please confirm the elements that have been integrated:
	Integrated Management System Documentation
	☐
	Integrated Policy & Objectives
	☐
	Integrated Internal Audit Programme
	☐
	Integrated Management Review
	☐
	Integrated Improvement Mechanisms
	☐
	Integrated Management Support and Responsibilities
	☐



	05. Environmental and OH&S Specific
(Applicable to ISO 14001 and ISO 45001 Only)



What are the key Hazards and Occupational Health & Safety Risks associated with your processes (this is the potential sources of harm associated with your activities and the associated risk)
	





Please identify any hazardous materials used in your process? (detail of any materials which have the potential to cause harm)
	




What are your significant environmental aspects? (elements of your activities, products or services that interact with, and can have a significant impact on, the environment).
	




Please identify any specific legal obligations relevant to OH&S and/or Environmental legislation? (Specific obligations which require you to perform a specific duty).
	[bookmark: _Hlk166852646]





	06. Medical Devices Specific 
(Applicable to ISO 13485 Only)



Are there any additional requirements to ISO13485:2016 with which you have to comply?
☐ Yes ☐ No (If YES, please fill out the below)
	Medical Device Regulation (MDR)
	

	In-Vitro Diagnostic Devices Directive (IVD)
	

	Active Implantable Medical Devices Directive (AIMD)
	



Please answer the following questions
	Question
	Yes
	No

	Is the product a nearly finished and assembled medical device? (i.e., it is intended to be used for a medical purpose and only needs packaging and/or labelling)
	
	

	Is the product intended to be a component/part of a medical device?
	
	

	Is the organisation contracted to carry out any activities that are regulated by a medical device regulation (e.g., relabelling, remanufacturing of other medical devices)?
	
	

	Is the product supplied sterile?
	
	

	Does the product contain software developed by the client organization or a supplier?
	
	

	Is “Design and Development” in the scope of the ISO 13485 certification (e.g., when public law permits exclusion of design and development which is the case very often for low-risk medical devices)?
	
	

	Is the product (Raw Materials, Parts, Components, Subassemblies, Maintenance Services, or Other Services) intended to support associated medical devices?
	
	



Please list which specific Medical Devices products you transport/pack/repair:
	





Please list which specific Medical Devices categories are involved in your organisation’s operations/production? 

	Medical Devices Technical Areas
	Yes
	No
	Detail

	Non-Active Medical Devices
(non-implantables, non-active implants, Devices for wound care, non-active dental devices & accessories, other – please detail
	☐	☐	

	Active Medical Devices 
(Non-Implantable) (General Medical Activities, Devices for imaging, Monitoring Devices, radiation therapy and Thermo-therapy, Active (non-implantable) devices other than specified above – please detail
	☐	☐	

	Active Implantable
	☐	☐	

	In-Vitro Diagnostic Medical Devices
	☐	☐	

	Sterilization Methods for Medical Devices
	☐	☐	

	Devices incorporating/Utilizing specific substances or technologies
	☐	☐	

	Parts & Services
	☐	☐	




	07. Information Security Management Specific 
(Applicable to ISO 27001 only)



Please tick the box in either Low, Medium or High, which most closely describes the scope of your information security management system:

	
	Low
	Medium
	High

	Complexity of the ISMS
	Only little sensitive or confidential information, low availability requirements 

Few critical assets 

Only one key business process with few interfaces and few business units involved
	Higher availability 
requirements or some 
sensitive/confidential 
information

Some critical assets

2–3 simple business 
processes with few 
interfaces and few business 
units involved
	Higher amount of sensitive 
or confidential information 
(e.g. health, personally 
identifiable information, 
insurance, banking) or high 
availability requirements

Many critical assets

Complex processes 


	[bookmark: _Hlk165359784]
	☐	☐	☐
	Performance of the ISMS
	Recently certified  
or
Not certified but ISMS fully implemented over several audit and improvement cycles, including documented internal audits, management reviews 
	Not certified but partially implemented ISMS: Some management system tools are available and implemented; some continual improvement processes are in place but partially documented
	Not certified and ISMS is new and not fully established 

	
	☐	☐	☐
	The type(s) of business performed within the scope of the ISMS
	Low risk business without regulatory requirements
	High regulatory requirements
	High risk business with (only) limited regulatory requirements

	[bookmark: _Hlk165359834]
	☐	☐	☐
	Extent and diversity of technology utilized
	Highly standardised environment with low diversity (few IT-platforms, servers, networks, etc.)
	Standardised but diverse IT platforms, servers, operating systems, databases, networks
	High diversity or complexity of IT (e.g. many different segments of networks, types of servers or databases, number of key applications)

	
	☐	☐	☐
	Extent of outsourcing and third-party arrangements used within the scope of the ISMS
	No outsourcing and little dependency on suppliers, 
or  
Well-defined, managed and monitored outsourcing arrangements. 
or
Outsourcer has a certified ISMS 
	Several partly managed outsourcing arrangements
	High dependency on outsourcing or suppliers with large impact on important business activities, 
or  
Several unmanaged outsourcing arrangements

	
	☐	☐	☐
	Extent of information system development
	No in-house system development — Use of standardised software platforms
	Use of standardised software platforms with complex configuration.
Highly customized software — Some development activities 
	Extensive internal software development activities with several ongoing projects for important business purpose

	
	☐	☐	☐
	Number of sites and number of disaster recovery (DR) sites
	Low availability requirements and no or one DR site
	Medium or high availability requirements and no or one DR site
	High availability requirements e.g. 24/7 services — Several DR sites — Several data centres

	
	☐	☐	☐
	Number and complexity of IS controls
	Smaller than usual number 
of controls with some 
common control areas not 
included – e.g., no systems 
development controls or no 
physical controls
	Typical number and 
complexity of controls
	More than usual number 
of detailed and complex 
controls, e.g., many controls 
related to networking protocols or cryptography

	
	☐	☐	☐


	08. Information Technology Service Management Specific 
(Applicable to ISO 20000-1 Only)



[bookmark: _Hlk165298621]Please specify the range of IT Services supplied within the scope:
	





	09. Business Continuity Management Specific
(Applicable to ISO 22301 Only)



Please identify the products and services included within the BCMS Scope:
	





What do you consider to be the biggest risks to your organisation’s business continuity
	








	010. Completion 
(Please complete for all Applications)



Please note that the quotation provided will be based upon the information provided in this questionnaire. All information is treated with strict confidentiality.

If there is any additional information you feel may be relevant, please detail below:
	





	Questionnaire Completed by: 
	

	Date: 
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