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Nonconformity Assessment Rubric
Nonconformity Assessment Rubric
Purpose:   The attached rubric is a methodology and tool to assess the adequacy of documented manufacturers' nonconformities detected by MDSAP Auditing Organisations.
Adequacy is assessed considering seven (7) elements:
·         Identification for a Nonconformity  - for unique referencing
·         Selection of a Requirement  - for the selection of an appropriate ISO 13485 requirement and, as applicable, additional applicable regulatory requirements, and other external (e.g. standard) or internal requirements (e.g.  manufacturer's own procedures).
·         Statement of Nonconformity  - for an explanation of how a requirement was not fulfilled
·         Objective Evidence  - for whether it is objective (able to be proven to be true) and relevant to support the finding
·         Context and Significance  - for how the nonconformity relates to the quality of medical devices.
·         Grading  - for the justification of the correct application of escalation rules. 
·         Coherence with the Audit Report  - for consistency of information between the nonconformity information and the other information in the audit report.
Assessment against each criteria will conclude whether all, some, or few (or none) of the  salient characteristics of a criterion are evident in the record and grade the recording of a nonconformity as Complete (alt. Fully Satisfactory or Effective …), Less than Complete (alt. Suboptimal but still usable, Less than Effective …), or Not Acceptable (alt. Poor, Absent, Unusable…)
A possible maximum score of 12 may be achieved for a complete record of a nonconformity and improvement should be encouraged.  Each element of the record of a nonconformity is important, hence a record of a nonconformity is seen as Not Acceptable if any element is graded as Not Acceptable. 
Assumptions:
-         Assessors should assume that the primary audience (the Reader) for a NC and AR is the manufacturer as the AO is conducting an audit to determine compliance with requirements, including regulatory requirements.  Its purpose is to assist manufacturers to implement corrective actions to bring their QMS into compliance and prevent recurrence.  (If the AR and NCs don't assist with that process then it is not an effective audit and should be evident from the assessment score).
-         A secondary audience include:
o         Auditing organization's reviewer for example with the purpose of making a decision about the certification status of the audited manufacturer, following up on the nonconformity, or for internal audit.
o         a Regulatory Authority, for example when a regulatory action towards the manufacturer is being considered or to support a decision (e.g. waiving the need for an inspection, lifting a sanction, etc.). 
How to use the form: 
Step 1: Open the nonconformity grading and exchange (NGE) report to review. Click on the "Email XML" button and save XML data file attached to the draft email. 
Step 2: Click the "Import NGE data" button and select the XML data file created in step 1.This  populates the form with the identification information from the NGE, as well as the description information for each nonconformity (i.e. identifier, statement of nonconformity, context and significance, unfulfilled requirements and grading)
Step 3:  Open the audit report (AUR) from the same audit. Click on the "Export Data" button and save XML data file attached to the draft email.
Step 4: Click the "Import AUR data" button and select the XML data file created in step 3.This further populate the form with additional information on the audit (i.e. audit type, applicable MDSAP jurisdictions, audit team). It also highlights some audit information from the audit report that is inconsistent with the information imported from the NGE (i.e. audited facility name and ID, auditing organization and audit dates). 
Step 5: Fill in the evaluation form. When a criterion is rated as "Not acceptable" a rationale is necessary in the corresponding Comment field.
Form's features: 
- The numbered buttons in the summary table enables to jump to the corresponding nonconformity page.
- Click on the + or - buttons next to any rubric criterion to show or hide the details of that criterion rating value.
Audit Information
Complete & correct?
Each individual nonconformity is uniquely referenced
 Audit type
Jurisdiction(s)
 Audit team members
Identification rating
States all relevant NGE information: 
-  Facility name and REPS Facility ID 
-  Auditing organisation 
-  Audit dates 
-  Date of issue of the NC 
-  NC# or Reference
-  Date of the last  NC status update
States at least the following NGE information: 
-  Facility name and REPS Facility ID 
-  Issuance date of the NC
The required information is incorrect or unsatisfactorily incomplete.
Summary
NC ID
Statement of nonconformity
Objective evidence
Context & significance
Selected requirement
Grading
Consistency /w audit report
Overall score
Rubric criterion #1: Statement of nonconformity
 Criterion rating
Describes how the requirement was not fulfilled, using at least some of the words of the requirement.
Is clear, precise and concise. 
Is not opinionated.
If applicable, qualifies a process as not being (fully) defined or documented, implemented or effective in coherence with the other documented elements of the nonconformity.   
Describes how the requirement was not fulfilled but does not use some of the words of the requirement. OR The lack of clarity or precision does not affect the reader's ability to understand the nonconformity OR Incoherently qualifies a process as not being (fully) defined or documented, implemented or effective, considering other documented elements of NC information.   
Does not adequately describe how the requirement was not fulfilled; OR Is opinionated or subjective; OR Does not make sense to the reader. 
Rubric criterion #2: Objective evidence
 Criterion rating
Lists the reference of evidences supporting the nonconformity, including as applicable:
-       Reference of document (including revision) or records;
-       Interviewed people (preferably by title/position) and what their input was;
-       Recorded media (e.g. photo, video, audio recording);
Detailed  examples justifying or illustrating the nonconformity including as applicable:
-       Description of what was observed;
-       Information on the affected products or processes;
-       Specific elements that are missing, incomplete or inaccurate in existing documents or records;
If applicable, combines multiple instances (examples) of non-fulfillment of the selected requirement into a single nonconformity, unless the instances originate or relate to different aspects of a sub-clause.
The reference to supporting evidences does not assure the full traceability
Includes any of the followings:
-       Is an opinion or not objective,
-       Does not prove the nonconformity to be true
-       Is not related to the selected requirement or statement of NC.
-       Does not provide for traceability
-       Groups instances that are not related to the same requirement
Rubric criterion #3: Context and significance
 Criterion rating
Includes additional details to understand the context of the nonconformity and its significance, how it does or may affect the products/medical devices.   Includes a rationale for the choice of the selected ISO 13485 subclause, when several subclauses could have been selected.   As applicable, includes auditors assumptions and limits to how far the NC could be investigated during the audit. 
Provides sufficient information to understand the significance of the nonconformity, but the Reader has remaining questions especially relevant to the context.
Does not enable the reader to understand the context and significance of the nonconformity
Rubric criterion #4: Selected requirements
 Criterion rating
Lists:
-       The most relevant and specific sub-clause from ISO 13485
-       Country-specific requirements, especially if more specific than the requirement from ISO 13485
-       Other applicable requirements, either external (e.g. standard against which the manufacturer claims compliance to) or internal (e.g. procedure)
The selected clause from ISO 13485 is coherent with the need to convey that the nonconformity has direct or indirect influence on design, and manufacturing controls, and therefore on medical device safety and performance.
Does not:
-       List the most specific ISO 13485 subclause, OR
-       List some applicable regulatory requirements which are otherwise implied by the documented elements of the nonconformity, OR
-       List some other applicable internal or external  requirements which are otherwise implied by the documented elements of the nonconformity, 
OR
The reader has additional questions on the appropriateness of the selection of the requirement (e.g. due lack of clarity or incoherences in the NC information)
Lists an ISO 13485 sub clause unrelated to the statement of nonconformity;  OR Lists an ISO 13485 general clause resulting in a lower NC grading, i.e. that fails to convey the direct  influence of the nonconformity on design or production controls or on the medical device safety or performance. 
Rubric criterion #5: Nonconformity Grading
QMS Impact ?(from selected ISO clause)
Repeat NC ?
Failure to document and implement ?
Nonconforming Product Released ?
 Criterion rating
Includes* the rationale for the application of grading escalation, considering as applicable:
-       Whether it is a repeat nonconformity, including the reference of past NCs against the same subclause. If an previous NC had been raised against the same sub-clause but the audit team decides not to escalated, explains why;
-       Whether the observed nonconformity observed on the implementation of a process is associated with the absence of a required procedure to control that process;
-       Whether the nonconformity is likely to lead to nonconforming medical devices being released in the field.
* if not self-explanatory considering the other NC information
The rationale for the application of escalation rules is unclear or inconsistent with other documented element of NC information.
Incorrect application of an escalation rule resulting in the NC being downgraded, considering the other documented element of NC information. 
 Rubric criterion #6: Consistency with the Audit Report
 Criterion rating
The audit report is consistent with the NGE.
The audit report includes some inconsistencies but does not contradict the nonconformity.
The audit report contradicts the nonconformity.  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