Nonconformity Report (NCR)

Revision:
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NCR Identification

NCRNo

Title

Description Provide sufficient detail for another reader to be able to
understand the issue and to specifically identify the product.
Describe what is observed and how this deviates from specification
or expectation. Avoid making assumptions regarding the cause at
this stage. Image(s) where it's difficult to describe.

Reference

Initiated by and date

initiated

NCR Owner/Date

NCR Approver/Date

Due Date

Department &

Location

Nonconforming
Materials / Product(s)

And thir batches if applicable

Location of Segregated
nonconforming
material/product
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Risk Evaluation

Date of Risk Assessment
Likelihood of Occurrence

Severity of Impact

Risk Assessment result:
Transferred to CAPA:

If not sent to CAPA, the source of the
problem:

If not sent to CAPA, any correction or
corrective action taken:

Disposition (complete as appropriate)

Disposition Name Material Disposition Type
- Meets specification

. " -Scrap
Disposition Date - Use As s (UA)

- Rework: <number>
Rationale for the disposition selected - Return to Supplier; Number

-Sort
Material Disposition Type
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Investigation

Source

Process

Evaluation

Has aninvestigation been
performed on the same or
similar issue referenced?

Related events

Containment

Scilife

Investigation

NCR Investigator Name

Is an investigation required?

Investigation Completion Date

Investigation Method & Results

Non-conformance Root Cause

Root Cause Category: Environment, Method, Material, etc.

Employee feedback

Customer feedback

Supplier or Contractor feedback
External or Internal audit finding
Management review meeting action item

Engineering
Delivery sheet
Dispatch
Sales
Transport

What is the potential effect of the nonconformity? Whatis
the extent of the product affected?

If results from the investigation impact the proposed
disposition, the revised disposition must be approved by QA.

If yes, it may require a more detailed evaluation per the CAPA
process.

Any events that relate to the non-conformance, if applicable.

What has been done with the component/product involved
inthe NCR?
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Corrections [ Corrective Actions & Escalation

Immediate Corrections

Corrective and
Preventative Actions

Does the NCR require
escalation to CAPA and/
or SCAR?

Attachments

Rationale for Release

Effectiveness check and by
Close-out Date
NCR Owner/Date

NCR Approver/Date

Scilife

If an immediate correctionis required or has already been
completed, it should be listed here.

- Title

- Description

- Assignee

-Duedate

1. Title
2.Description
3.Assignee
4.Due date
5.Type (CA | PA [ Improvement)
- Priority
-Low
- Medium
-High
- Critical

Closure

Any evidence of completion of correction(s) or action(s), or
any other supporting documents.

Explain how the release of the nonconforming product is
justified.
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