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1. PURPOSE:

1.1 To ensure all quality related documents used at SML are current, controlled and available to appropriate personnel.
  
2. SCOPE:

2.1 This procedure applies to all documents used by SML in the completion of normal operations. In this context “documents” could be policy statements, procedures, specifications, calibration tables, charts, textbooks, posters, notices, memoranda, software, drawings, plans, etc. These may be on various media, whether hard copy or electronic, and they may be digital, analog, photographic or written.


3. RELATED DOCUMENTS:

3.1 All controlled documents are affected by this procedure.
3.2 SML-149, Master Record List defines the retention interval and location for all controlled documents.

4. DEFINITIONS: 

4.1 Quality-Related Documents/Records: Objective, multi-media accounts of inspections, test, and observations in the form of raw data, graphics, analytical summaries, and reports which serve as evidence of product or system conformance and acceptance and which document nonconformities and dispositions.

They include internal or external documents, such as:
· [bookmark: _Hlk205983469]Calibration methods/standards (these are also used as calibration methods or instructions),
· Internal drawings (including circuit diagrams) related to calibrations/inspections,
· Calibration / inspection readings / observations,
· Calibration / inspection reports and related supporting documents,
· Software used for processing calibration / inspection data,
· Specifications generated by calibration process/inspections, and
· Technical manuals, as well as our quality manual,
· Standard Reference Material (SRM) certificates /tables, charts, related correspondence, etc.; and
· Any standardized data sheets or report templates. These may be in various media, such as paper copies or electronic copies.

4.2 “Controlled”:  A document is considered "controlled" when:
· Documents are reviewed for adequacy and approved prior to issue.
· They are updated as necessary and re-approve as necessary to maintain relevancy.
· The documents revision status is up-to-date and clearly identified.
· Relevant versions of applicable documents are available at points of use.
· Documents remain legible and readily identifiable.
· Documents of external origin determined by the organization to be necessary for the planning and operation of the quality management system are identified and their distribution controlled, and
· The Unintended use of obsolete documents is prevented and suitable identification is applied to them if they are retained for any purpose. 
 

5. RESPONSIBILITIES:

5.1 SML Quality Assurance Coordinator: Shall control documents as explained in “Definitions”.
5.2 SML Quality Assurance Coordinator shall ensure that only the most current versions, as released by the review board, are used. They shall clarify any questionable documents prior to their use; and before commencing a test/inspection project involving their use.  
5.3 The Calibration Lab Manager shall ensure that Calibration Methods/Procedures and SRM history records are maintained and up to date
5.4 The Administrative Support Manager is responsible for filing, maintaining and storage of all accounting related documents (Work Orders, Purchase Orders, Sales Orders, Etc.). 
5.5 Computerized records are stored on the local server and are backed up to cloud storage on a constant basis. Calibration records are maintained in IndySoft and backed up electronically on a regular basis by the software.

6. GENERAL REQUIREMENTS:

6.1 In the event that active quality records become lost, they can be replaced providing other quality data is available for substantiation. If such data is non-existent, then re-inspection or re-testing must be ordered to re-establish the quality status of the item.

7. STORAGE:

7.1 All QMS record locations and storage details are defined on SML-149 Master records List.
7.2 Any inactive records are to be removed from the active files at the end of the active phase, packaged, indexed and stored in a suitable environment to minimize deterioration or damage and to prevent loss.
7.3 Storage containers used are to be clearly marked as to contents, retention dates, and department ownership.
7.4 Computerized records are backed up to the cloud consistently for local files, and regularly by IndySoft for calibration records and procedures.

8. RECORD RETENTION:

8.1 Records will be retained for a period of time, in accordance with SML-149 Master Records List.
8.2 Records will be made available to the customer when requested.


9. RECORD TYPES:

	9.1 	All company record types are maintained on SML-149 Master Records List 






10. IDENTIFICATION OF DOCUMENTS:

10.1 Documents are defined by their level:
· Level I –   Company Policy: 		Controlled Document		Electronically
· Level II –  QMS Manual		Controlled Document		Electronically
· Level III – Quality SOP’s		Controlled Document		Electronically
· Level IV – Work Instructions  	Controlled Document		Electronically
· Level V –  Calibration Instructions	Controlled Document		Electronically

10.2 All documents that are assigned an SML-XXX number are considered controlled, as their core content can not be edited without going through the Document Change Control Process described in SML-200, Requirements For Process Procedures. 
10.3 Non-controlled Documents are defined as:
10.3.1 Documents used for temporary or reference purposes such as training, estimating, R&D, etc. are identified with a stamped: REFERENCE ONLY.
10.3.2 Calibration methods/procedures that are maintained online, SML controls the use through linking the document to the item type in IndySoft. When a method or procedure moves from 
 

11. REVISIONS:

11.1 All document changes/revisions will be processed in accordance with SML-200 Requirements For Process Procedures.
 

12. MASTER LISTS:

12.1 Quality Assurance Coordinator is responsible for maintaining and updating the following Master lists:

12.1.1 Master Document List (SML-150)
12.1.2 Master Records List (SML-149.
12.1.3 Master Forms List (SML-148)

12.2 The Calibration Laboratory Manager maintains a master list of all approved Calibration instructions used by the technical services department. (Level V)
12.3 This Master list is maintained electronically in our calibration management software program IndySoft entries include:
· Document ID
· Revision Letter
· Revision Date
· Title
12.4 Each master list is updated by the Quality Assurance Coordinator as revisions are approved.

13. DISTRIBUTION:

13.1 The Quality Assurance Coordinator maintains a protected copy of all SML SOPs electronically on a common local directory. Copies of these procedures are made available to employees for reference and guidance in performing their jobs.




14. OBSOLETE DOCUMENTS:

14.1 Obsolete documents are removed from service and quarantined to an “Obsolete Documents” folder on the shared drive.
14.2 Where necessary, obsolete documents may be retained for legal reasons or for knowledge preservation.
14.2.1 The Quality Coordinator identifies obsolete documents with an “OBSOLETE” ink stamp. Electronically stored documents are unlinked, making them unavailable and precluding the use of invalid and/or obsolete documents
14.2.2 Quality Assurance maintains control of obsolete documents.
14.3 Where available, Quality Assurance and Technical Services use the Internet and GIDEP to verify the revision status of calibration procedures.

15. CHANGE RECORD:

15.1 Records of change are retained for a period of seven years and maintained by Administrative Support, Technical Services, or Quality Assurance as specified in section 9.
15.2 Records of change will be made available to customers upon request. 

16. DOCUMENTS OF EXTERNAL ORIGIN:

16.1 The Calibration Laboratory Manager controls all external documents/standards. Each standard is maintained in the instructions database.
16.2 The instructions database maintains the following information:

16.2.1 Instruction No.
16.2.2 Description
16.2.3 Revision Level
16.2.4 Revision Date
16.2.5 Approved By
16.2.6 Approval Date

16.3 This database is controlled through security levels, defined by log in name, Job title, and password protection.
16.4 Where possible, this database links to digital copy of the current document or standard and this digital copy is available to employees at their workstation through database linking.

