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1. purpose

To describe the development and management of process documents and forms by Company A.
2. scope

This standard operating procedures (SOP) applies to all policies, SOPs, guidance documents and forms for working processes and defines the process of production, approval, distribution and scheduled review of these documents.
3. responsibility

All company A staff involved in the development and management of policies, SOPs, guidance documents and forms are responsible for following this SOP.  
The Quality Manager (QM) is responsible for maintaining the process documents and forms in both electronic and paper format and for ensuring their regular review.

Managers are responsible for ensuring that employees comply with this SOP.

4. Background
1. It is Company A policy that process documents are managed in a controlled system in line with the requirements of the United Kingdom Statutory Instrument (UKSI) 2004 No. 1031 and UKSI 2006 No.1928 as well as the European Union Clinical Trials Directive 2001/20/EC.
2. It is Company A policy that key business processes are documented and similarly managed to standardise processes, manage business risk and support the efficient use of Company A resources.

Company A will produce and maintain SOPs, policies and guidance documents that serve to define policies and processes which staff may need to follow in the performance of their duties.  

1. Policies are provided to outline the background and ethos behind a topic. They provide a framework within which SOPs are written. They should not contain specific procedures to be followed.

2. Compliance with SOPs is compulsory; any deviation from these processes should be discussed and documented with managers with a full explanation, description of alternative requirements provided by the client (if deviation is requested by the client) and any other supporting materials.

3. Guidance documents are provided as a source of reference on topics of interest and instruction. Guidance documents may include recommendations that staff are encouraged to consider, compliance with these documents is not mandatory.  Staff are encouraged to consider the points and issues discussed in these documents but are not bound to follow the recommendations put forward.
4. Company A policies, SOPs and guidance documents will be open to amendment and changes that serve to complement client-based policies, procedures and/or requirements.  

5. Forms will be provided for Company A staff to use and record their activities as they carry out their duties.

All process documents will be reviewed by the appropriate Company A team(s) (as agreed between the author and QM) and approved by one of the following: Managing Director, QM, Head of Department 1 or Head of Department 2.
1. The reviewers and approvers will ensure that all SOPs and guidance documents reflect the needs of each discipline involved in the activity described.  
2. Final approval of SOPs and guidelines will reside with the approving manager.  
All forms will be reviewed and agreed by the appropriate Company A team(s) (identified by the author and QM) and approved via email by the Managing Director, Head of Department 1, Head of Department 2 or QM. The QM will store all approval emails.
5. procedure

5.1. Production, Review, and Approval of Policies, SOPs and Guidelines

5.1.1. New Document Proposal
Suggestions for a new SOP may arise from discussions within Company A, new regulatory requirements, audit findings etc. The QM will approve the production of a new document and assign the appointed author the next available number. The QM and author will agree on the team(s) required to review the document and the manager who will approve it.
5.1.2. Document Development
The author will be responsible for obtaining input from all relevant parties and coordinating the preparation of a draft document using the current version of the Company A SOP, policy or guidance document template.  

5.1.3. Document Review 

Once the first draft is complete the author will send the document to the appropriate team(s), identified in Section ‎5.1.1, for review. Comments should be returned to the author within a maximum of 10 working days. If substantial comments are provided, the author may send out the document for a second round of review if this considered appropriate.

Once all comments have been incorporated appropriately, the author will send the document to the QM for review. The QM will review the document and provide comments within 5 working days. All comments should be addressed prior to sending it for approval.
5.1.4. Document Approval
The author will provide the designated manager with the document for review. The manager will review the document within 5 working days. Once any comments have been incorporated the effective date will be entered into the document and the front page will be signed by the author and approving manager. The signature page and Microsoft Word version of the document will be returned to the QM.
5.1.5. Releasing the Approved Document

Approved documents will be emailed to staff in a pdf format in advance of the effective date. Company A employees will read the approved version, if appropriate to their role, and document this in their training record (as per Company A’s training SOP). The approved final version of the policy, SOP or guidance document will be placed on the designated area of the Company A server by the QM and the old version will be removed on the effective date of the new document.  
Managers will be responsible for ensuring that all staff are aware of and familiar with any new policy and SOP requirements and for ensuring compliance. 
It is the responsibility of all staff to ensure that current versions of policies and SOPs are followed in performance of their duties.

5.1.6. Document Management

Effective, controlled versions of the policy, SOP or guidance document will be stored on the Company A server in a pdf format which prevents printing. Staff will be reminded on a regular basis that if they download the documents they are only valid for 7 days.
In order to facilitate the use of documents (for example some people find reading SOPs on screen difficult) uncontrolled pdf copies of the process documents will be available in a separate area of the Company A server and the print option will be enabled. These will be clearly watermarked with the text ‘Uncontrolled Copy’ and it will be the responsibility of the person printing the document to ensure that the version they are following at the time of use is the correct version. 

Microsoft Word versions of the policies, SOPs and guidelines will be stored on the Company A server. These will be password protected to prevent them being opened. Anyone wishing to update a policy, SOP or guideline should approach the QM and request the password for that document. Once the document has been updated and finalised the password will be updated to prevent further changes. The password list will be maintained by the QM and a copy given to the Head of Department 2 to enable access if the QM is unavailable.
The QM is responsible for updating all three areas of the server when a process document is updated or a new document released.

If an external person requires a policy, SOP or guideline for review (e.g., in the case of an audit) they will be required to sign a confidentiality agreement. The QM will send the required document in an email that cannot be forwarded and notify the recipient that the document is only valid for 7 days. 

If an external person is required to follow a Company A process document (e.g., in the case of a contract monitor) they will be required to sign a confidentiality agreement. The Company A employee managing the contractor will send the required document (controlled version) in an email that cannot be forwarded and request confirmation of receipt and review. The Company A employee managing the contractor will be responsible for updating the external person if the document is updated.

5.2. Document Review Cycle and Update Process
All effective policies, SOPs, and guidelines will be reviewed at least every 2 years to confirm the document continues to meet business needs and reflects current practice.  
If the documents do not require updating then a standard file note will be completed noting the date of review, that no review was required and the date of the next review. This file note will be signed by the person conducting the review.

Documents may be reviewed more frequently, if appropriate, for changes in business needs (e.g., to assess the impact of a change in regulatory requirements, etc). 
If updates to the document are required the review, approval and release will occur according to the processes outlined in Section ‎5.1.
5.3. Retiring Approved Documents
If an effective document needs to be retired (either due to a new document removing the need for the old document or the old document no longer being required as the process is no longer performed), this will be agreed by the QM and approving manager. Superseded versions of current process documents will be retired automatically by the QM when the new version of the document becomes effective.

The electronic copies of the document will be archived appropriately so that they can be accessed if needed. The paper copy of the signature page will be marked superseded and archived. The remaining pages of the paper copy will be disposed of according to the process described in Company A’s SOP on document destruction. 
5.4. Production, Review, and Approval of Forms

5.4.1. New Form Proposal and Development

Suggestions for a new form may arise from discussions within Company A, new SOPs etc. The QM will assign the appointed author the next available number. The QM and author will agree on the team(s) required to review the form. The author will be responsible for coordinating the preparation of the draft form. 

5.4.2. Form Review, Approval and Release
Once the first draft is complete the author will send the form to the appropriate team(s), identified in Section 5.4.1, for review. Comments should be returned to the author within a maximum of 5 working days. If substantial comments are provided, the author may send out the form for a second round of review if this considered appropriate.

Once all comments have been incorporated appropriately, the author will send the form to the Managing Director, Head of Department 1, Head of Department 2 or QM for review. The approver will review the form and provide comments within 3 working days. Once any comments have been incorporated approval will be given via email. The effective date will be entered into the form and the QM will release it by placing the new form on the server. The QM will email the company to notify them of the new form being released.
5.4.3. Form Management

Effective versions of the form will be stored on the Company A server in a Microsoft Word protected format. Staff will be reminded on a regular basis that they must download the current version of the form on each occasion rather than re-using an old form.

If a form needs updating the review, approval and release processes will occur according to the procedures outlined in Section 5.4.2.

The password required to remove the protected setting on each form will be stored in a password list. The password list will be maintained by the QM and a copy given to the Head of Department 2 to enable access if the QM is unavailable. If a form needs updating then the QM will provide the author of the new version with the appropriate password.
The QM is responsible for updating the server when a form is updated or a new form is released.

If an external person requires a form for review (e.g., in the case of an audit) they will be required to sign a confidentiality agreement. The QM will send the required form in an email that cannot be forwarded and notify the recipient that the form is only valid for 7 days. 

If an external person is required to use an Company A form (e.g., in the case of a contract monitor) they will be required to sign a confidentiality agreement. The Company A employee managing the contractor will send the required form (read-only version) in an email that cannot be forwarded and request confirmation of receipt and review. The Company A employee managing the contractor will be responsible for updating the external person if the form is updated.

6. Review and Revisions

This SOP will be reviewed periodically (at least every 2 years) and updated if necessary.

7. Contingencies

Adherence to the requirements of policies and SOPs is mandatory. Compliance with guidance documents is not mandatory.

Under certain circumstances an exemption from the requirements of an SOP may be permitted. Details on this are provided in Company A’s SOP on SOP exemptions.
8. reason for change

This SOP was updated to include the development, review, approval, release and management of forms following the formalisation of these systems.
9. Previous history of sop
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