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1. Purpose (Objectives)

1.1 
The purpose of this procedure is to provide a system and instructions and to assign responsibilities for initiating, requesting, implementing and checking the effectiveness of corrective actions and preventive actions (CAPA).

2. Scope

2.1 This procedure applies to preventing and correcting nonconformities related to materials, services, and the quality system.

2.2 This procedure directly concerns Quality Assurance and affects all other departments and functions in the company

NOTE: SMSA Express recognizes an important distinction between preventive and corrective action in the phase of identifying the problem that needs to be corrected or prevented. Accordingly, the present procedure has separate sections for handling the two types of actions in this phase (Clause 1 and 2). However, in subsequent phases preventive and corrective actions are processed through the same system and both types of actions are referred to as corrective actions (Clause 3)

3. Definitions

3.1 Major Non-conformity 
A major non-conformity is either:
- The absence (omission, not addressed) or total breakdown (commission/Omission, failure, not implemented) of a system to meet a specified requirement. A number of minor non-conformities against one requirement can represent a total breakdown of the system and thus be considered a major non-conformity.
- A non-compliance that, in the judgment and experience of the auditor, is likely to either result in the failure of the management system or to significantly reduce its ability to assure controlled processes and products.
3.2 Minor Non-conformity

Based on the judgment and experience of the auditor, a minor non-conformity is not likely to result in the failure of the management system or reduce its ability to assure controlled processes or products. 
· Isolated cases where the company’s management system is not followed.
3.3 Observation

A statement of fact made in an audit team's report that something was found during the audit that doesn't rise to the level of a non-conformity (no objective evidence of non-conformity, doesn't require a corrective action) but which, if left alone, could result in a future audit finding, sometimes referred to as an "opportunity for improvement". 

4. Responsibilities

4.1 The Management Representative (MR) is responsible to make sure CAPA (Corrective Action & Preventive Action) are taken effectively on a timely basis. It is the responsibility of department heads to follow up the effective completion of CAPA.
5. Procedure

Clause 1:
Preventive Actions

5.1 Preventive actions are implemented where there is an increased risk for potential nonconformity. The need for a preventive action is identified on the basis of information regarding capability and performance of processes and work operations, service and user feedback, product nonconformity rates, customer complaints, and effectiveness of the quality system.

5.2 The MR is responsible for collecting, compiling and reviewing the pertinent information. At a minimum, MR reviews:

· Product (Service) nonconformity reports; 

· Customer complaints; and

· Quality system audit records.

5.3 Preventive actions are initiated when quality performance data indicates that there are trends of decreasing quality capability and/or effectiveness of the quality system. For example, it may be excessive service problems, or increasing number of audit findings against the same element of the quality system or department

5.4 When a problem requiring preventive action is identified, the process of dealing with the problem follows the same steps that apply to corrective actions, as described in this procedure in Clause 3, Requesting and Processing Corrective & Preventive Action Request. In subsequent processing stages both types of actions are referred to as corrective actions.
Clause 2:
Corrective Actions
5.5 Corrective & Preventive Action Request (CAPA) can be directed to the company's internal departments and to its suppliers.
5.6 Initiation of a Corrective & Preventive Action Request may be proposed by anyone in the organization, but all CAPAs must be reviewed by the MR or the top management (Represented by the Managing Director, in case the CAPA related to QRM Dept). This is to prioritize and direct resources where corrective actions are most urgent.

5.7 Corrective actions may be requested in the following cases: 

· Identification of service nonconformity.

· Problem with a process or work operation;

· A nonconformity identified during a customer or third-party audit (internal audits have their own CAPA system);

· Customer complaint (including late shipments, lost shipments, etc.);

· Nonconforming delivery from supplier;

· Identification of any other service/product or condition that does not conform to product specification, documented quality system or requirements of the ISO 9001 standard.
Clause 3:
Requesting and processing CARs (applies also to preventive actions)
5.8 Corrective and preventive actions are requested (in electric format) using the CAPA Ticketing System (http://nc.smsaexpress.com:8081/). In case of system failure, the CAP Action Form (GUIDE Doc. No. 1758) may instead be used manually. Nevertheless, the corrective and preventive actions must be updated as soon as system resumes back to normal.

5.9 The system will automatically send an email notification addressed to the responsible manager/supervisor about the request, which includes a description of the unsatisfactory condition that needs to be corrected.

5.10 Upon receiving the request, the responsible manager/supervisor identifies and investigates the root cause of the problem that initiated the request, propose actions to be taken, and indicates the target completion date by which the corrective & preventive actions will be fully implemented, and correspondingly update these on the system within seven (7) working days to ensure non-conformities are closed-out on timely basis. 
5.11 Failure to accomplish the required root cause, corrective &/or preventive actions with the corresponding target completion dates within seven (7) working days upon issuance will be escalated as follows:
	Level
	Time Frame
	Escalation to

	1st Escalation
	Eight (8) working days after date of issuance
	Direct Manager

	2nd Escalation
	Five (5) working days after 1st escalation
	Department Head

	3rd Escalation
	Three (3) working days after 2nd escalation
	Managing Director


*Assuming that the technician (responsible person) is a supervisor, otherwise escalation to the next higher level
5.12 CAPA requests must be closed within one month (30 days) from date of issuance. Any non-conformity relating to infrastructure and manpower/resources are exempted, and can be closed within maximum of six months (180 days) from the date of issuance. Otherwise, escalation will be as follows:
	Level
	Time Frame
	Escalation to

	1st Escalation
	Thirty (30) days after date of issuance
	Department Head

	2nd Escalation
	One (1) week  after 1st escalation
	Managing Director


5.13 An auditor may follow-up the implementation of the corrective and preventive actions on the due date or immediately thereafter, and schedules the verification. If more work is needed to fully implement the action, a new follow-up date is agreed upon. 

5.14 When there is objective evidence that the CAPA is effective, the non-conformity can be closed out by the auditor.

5.15 The status of outstanding non-conformities will be reviewed regularly by the Management Representative (MR) and an analysis of the trends of the root causes will be made to reduce the number of NCs.
6. Naming Convention

6.1 Reference numbers for the Corrective & Preventive Action Reports will be assigned as follows:

· IA-QRM-2010-01-01-IE
(Internal Audit – Department – YYYY – Audit No. – Series No. - Auditor initials)
· OH – OPS – 0111 – 01 

(Others – Department - MMYY – series no.)

6.2 Others would refer to any other activity than Quality Internal Audits such as Quality Control, Customer Complaints, Service Failures, failed objectives and investigations. 
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