Document / Record Control Procedure 
 


Purpose:  For the purpose of this work instruction Documents and Records shall include all documents, records, logs, forms, and reference materials needed to support the QMS and our manufacturing capabilities. Documents and Records may be either hard copies or electronic. Documents and records may be either hard copies or electronic. Each functional manager is responsible for documents that establish the controls for their department. The control documents shall define responsibility and authority for the tasks and activities that affect the quality of our products and service to our customers. Functional managers shall ensure that documents are complete, correct, current, and in compliance with all applicable technical, quality, and administrative requirements.

Scope: Metro Plastics Technologies, LLC, has established a documented quality management system to define the controls needed for the realization of our products and compliance with the ISO Standards.
Document Control 

Each functional manager is responsible for documents that establish the controls for their department.  The control documents shall define responsibility and authority for the tasks and activities which affect the quality of our products and service to our customers. Functional managers shall ensure that documents are complete, correct, current and in compliance with all applicable technical, quality, and administrative requirements.
QMS Management Representative

1. Shall define the method for creating, approving, distributing, and changing documents, 70.4202QMS.
2. The QMS documents and records are uniquely identified through a numbering system that identifies the section of the ISO Standard and the sequential processes needed to carry out the QMS and Standard’s requirements. 

At a minimum, all Documents and Records are titled, sequentially numbered, and dated.  Responsibilities and retention periods are encoded on the documents and records where appropriate. R70.4501.1
3. Shall establish the requirements for the release and issue of approved documents to ensure that responsible personnel are promptly provided with the current document revisions.

4. On the Document Change Request F70.4202.2 will identify what has been revised on the document.

5. Shall maintain a documentation master list L70.4103.1.
6. During the document preparation and change cycle, confer with functional managers to review documents to ensure accuracy and that the requirements can be met within a timely manner once the document is formally issued.

7. Ensure changes to procedures, instructions, and drawings are approved and documented prior to implementation.

8. To ensure documents requiring changes are revised in a timely manner and receive the required approvals. To ensure that only current revisions of documents are available to personnel.

9. Once the new/revised document has been approved, it will be published to the Company’s Intranet; except for policies, which must have the ARB’s approval before publication. Documents do not become effective until publication to the Intranet system.

10. As documents are published, they will be distributed for training to the affected staff members per their job title.
11. Documents are only controlled while on the Intranet.  Once printed they should be considered reference material only and should be discarded when the task is complete.
Document Sequence 
Policies and Procedures

1. A single digit shall be assigned to reflect the corresponding ISO 9000:2015 Policy Category to which it pertains.

2. A Procedure shall be two to three digits and designated as a Quality Engineering Procedures (QEP).

3. Procedures shall define the process needed to give structure to the policies.

4. The first digit shall tie the procedure back to the corresponding ISO policy.

5. Numbers shall be assigned sequentially to identify the flow of the organization.

Work Instructions

1. Shall contain two to three digits that correspond back to the applicable Policy number then a dot (.) followed by the sequential identification of the flow of the task. Alpha designations of the department having responsibility to perform the task or conduct the specific work activity will be attached to the end of the identifying number.

Forms and Logs

1. Form identifications shall be preceded by the prefix “F”, numerical digits identifying the corresponding work instruction.

2. If there is a corresponding log associated with the form the log identifications shall be preceded by the prefix “L” and then numerical digits identifying the corresponding work instruction.

3. Logs associated with forms shall be given the first order in a sequence. 

4. Reference materials, i.e., Document Encoding Chart shall begin with the prefix “R”, and the corresponding numerical sequence. 

Record Control 

The preservation of the documents and records established to provide evidence of conformity to requirements and of the effectiveness of the operation of the quality management system shall be controlled. 

1. Records need to be legible – Handwritten/typed records or entries on records must be easily read and paper records are to be protected from deterioration that might affect their readability. 

2. Storage & Retrieval - Departments are responsible for filing and maintaining documents and records generated by their departments unless otherwise specifically noted in the associated work instructions.  Responsibility for the control of Documents and Records, location of documents, and retention periods are incorporated into the work instructions. 

Records shall be stored in such a manner that they are readily retrievable.

See L70.4103.1, Policy, Procedures, WI, and the Forms & Logs Matrix for a listing of where the record will be filed, department responsible for maintenance and access.
3. Retention Time – General Requirements

a. Documents if they are in effect

b. Management Responsibility functions three years

i. Internal Audits

ii. Corrective Actions

c. Management Review


d. Accounting and Human Resource Functions per Federal and State regulatory requirements.

e. Product Realization – life of the project

i. Engineering Records

ii. Quality Assurance Records 


Specific minimum and/or maximum retention requirements for each type of record are generally called out in the associated work instructions.

4. Disposition – Individuals responsible for the retention of records are also responsible for the destruction of records following the retention period. Documents should be destroyed in a manner that ensures that all sensitive or confidential material can no longer be read or interpreted. This means that paper documents should be shredded, and electronic documents should be deleted or otherwise rendered unreadable (contact accounting for assistance with this process). 
Document Distribution for Training 

1. Human Resource will work with the functional manager to prepare a modification of the updated work instruction, a copy of the newly Intranet Posted Document(s).
2. The revision level will be the indicator as to whether the document(s) is (are) a “New Document” or “Document Change”.

3. Human Resource shall generate communication through Paycor platform, Learning Management System (LMS) Training Record.
a. Document name and identifying number

b. Designation of “New Document” or “Document Change”

c. The date posted

d. Affected employees. The affected employees are determined by referring to the employee’s job title. 
4. Employees shall complete the course and sign off on the change via Paycor, Learning Management System (LMS). 

Document Control Historical Files

1. Policies 

a. Policies are to be kept in historical electronic files.
b. The original and/ or revisions are to be filed along with a Document Change Request F70.4202.2 and the completed ARB shall sign off using this Document Change Request. 
c. New revisions are to be placed in front of previous revisions.

d. Previous revisions are to be marked “Obsolete”.

e. Policies, where applicable, do not require training records.

f. Record Retention Requirements are listed on page two.

2. Procedures, Work Instructions

a. Procedures and Work Instructions will be kept in historical electronic files. 
b. The original and/ or revisions are to be filed along with a signed Document Change F70.4202.2.
c. New revisions are to be placed in front of previous revisions. 

d. Previous revisions are to be marked “Obsolete”.

e. Revisions made after 7/1/2006 are to have a training record attached. When no training is necessary, exceptions should be noted, such as being moved to Paycor, platform LMS.

3. Form 

a. Forms will be kept in historical electronic files along with the associated Work Instruction.

b. The original and/or revisions are to be filed along with a signed Document Change F70.4202.2.
c. New revisions are to be placed in front of previous revision 

d. Previous revisions are to be marked “Obsolete”.

e. Revisions made after 7/1/2006 are to have a training record attached. When no training is necessary, exceptions should be noted, such as being moved to Paycor, platform LMS.

Record Retention

QMS (ISO) Policies, Procedures, and Work Instructions

Historical records shall include the current and all obsolete policies, procedures, or work instructions pertaining to the current International Organization for Standardization edition to which we have been certified.

Historical records shall also include, in a separate storage medium, the policies, procedures, and work instructions of the previous edition which has been canceled and replaced by a more current edition. 
Historical records of policies, procedures, and work instructions pertaining to ISO editions prior to the most recently retired edition may be destroyed.

Forms

Historical records shall include the current version of the form and/or the following:

1. the most recent obsolete revision,

2. Or, where there have been frequent revisions there has to be a minimum of one year of historical records.

Reference Material:

References

R70.4501.1 
ISO Document Encoding
F70.4202.2
Document Change Request Form
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Master Log of ISO Documents
70.4201QMS
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