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ATEX VERTICAL AUDIT INSTRUCTIONS

1.0

SCOPE & APPLICABILITY
Applies to audits performed for the purpose of ensuring that the quality requirements of the ATEX Certification are being implemented and are current.

2.0

RESPONSIBILITY

The Quality Assurance Manager, or an appointed representative, has the responsibility to schedule and complete the vertical audit at least once every 12 months.  This audit may be integrated with the division’s ongoing internal audits.

3.0

REFERENCES

Applicable standards, Larson Davis quality procedures & work instructions

· ISO/IEC 80079-34
· ISO 9001:2008
· ISO/IEC 17050-1:2004(E)

4.0

INSTRUCTIONS
The vertical audit is integrated with the internal audit procedure and the following basic steps are followed. These steps are found in the ATEX Vertical Audit Checklist / Summary
1-
Obtain the “Order Verification” page from a recently shipped ATEX product.  Using the order document, obtain the applicable ATEX checklist from the “Order Fulfillment” person.

2-
Walk the order backwards through the process, starting with the order on the shipping dock and ending with the customer placing the order. (Order records / sales)

· Verify that labeling is correct and applied correctly for the instrument.

· Does documentation match the order – how verified and by whom?

· Were seals applied and/or verified?

· Are regulatory labels controlled, where, by whom?

· Was the instrument logged on the correct log sheet?

· Did instrument pass all tests, if there were exceptions – what & why?

· Verify that the correct work instructions are available to Production and that they are in use.

· Verify that test equipment is current and up-to-date.

· Verify employee training records for this instrument.

· Is product assembled in house or partially / fully contracted out?

· If all or partial in-house assembly, verify that parts have been verified as being compliant to the approved drawings and/or specifications.

· If contracted out, what controls are used by the contractor to ensure product is built to approved drawings and using an approved parts list (schedule drawings).

· Obtain a Declaration of Conformity for PC boards from outside vendors. Check this declaration for ISO-IEC17050-1 requirements listed:
· unique identification of the declaration of conformity;

· the name and contact address of the issuer of the declaration of conformity;

· the identification of the object of the declaration of conformity (e.g. name, type, date of production or model number of a product, description of a process, management system, person or body, and/or other relevant supplementary information);

· the statement of conformity;

· a complete and clear list of standards or other specified requirements, as well as the selected options, if any;

· the date and place of issue of the declaration of conformity;

· the signature (or equivalent sign of validation), name and function of the authorized person(s) acting on behalf of the issuer;

· any limitation on the validity of the declaration of conformity.
· What are the incoming inspection protocols for parts used with this product?

· Where are the protocols specified / documented?

· Review training records of those individuals that may have verified the incoming components and/or parts.

· Purchasing protocols used?

· What variations are permitted?  How does purchasing know to buy only a specific part or from a specific manufacturer?

· Logistics – in-house order review, assignment of delivery date, scheduling.

· Sales – contract review, call & correspondence records, did customer receive details about using the equipment in their application and precautions that may be needed or unsafe applications.

3-
Compile the details of the audit into a report.

4-
Attach applicable documents.

5-
Attach ATEX shipment logs for time since previous audit.

6-
Submit report to division management for review and approval.

7-
Scan the approved report for electronic storage and provide original and electronic version to Document Control.

5.0

RECORDS
A copy of the report is provided to Management as part of the Management Review process.

Document Control maintains the original and the electronic version following approval by division management.  The original report includes:


Summary


Findings


Documentation reviewed


ATEX Shipment Logs


Additional documentation as determined by QA

The audit results are identified and maintained for a minimum of ten years by Document Control.

6.0

DISTRIBUTION
This document is available through the online Document Control area in the QA Work Instructions area.

7.0
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