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1. PURPOSE

This purpose of this procedure is to describe the process by which change(s) related to Active Pharmaceutical Ingredients (APIs) or Finished Drug Products (FDPs) will be evaluated, reviewed, and approved by Novalar.  
2. OBJECTIVE/SCOPE

2.1
This procedure applies to all Change Proposals generated either by Contractors or by Novalar that may impact:

· Any validated or qualified system, process, or vendor.

· The quality of a Drug Substance or Drug Product. 

· Information submitted in current regulatory filings.

· Information planned to be submitted in future regulatory filings. 

2.2
This procedure includes, but is not necessarily limited to, changes to the following, as related to APIs or FDPs:

· Manufacturing Processes/Equipment

· Master Batch Records

· Specifications

· Analytical Test Methods/Instrumentation

· Stability Protocols/Reports

· Validation Protocols/Reports

2.3 Labeling changes are to be addressed in accordance with Novalar Labeling procedures.
2.4 All changes must be executed in a manner that ensures appropriate Novalar authorization is obtained for change requests.
3. REFERENCES

· 21 CFR Part 211.22– Responsibilities of Quality Control Unit

· SOP XXX- Document Management and Storage
4. DEFINITIONS

4.1 Administrative Change: A minor change to a document that does not affect the technical content or function of the document, or the related product or process.  For example: typographical corrections, document format changes, etc.
4.2 Approver:  A person other than the Change Requestor or Initiator who must agree to the validity of the change(s) requested.

4.3 Change Control Request: A formal mechanism by which proposed change(s), actual change(s), and approvals/disapprovals are documented.

4.4 Change Control Number (CCN#): A number assigned and used to track changes entered into the change control system.  This number is a unique identifier of each change.
4.5 Change Assessment: An assessment of the impact or potential impact of a Change Proposal from Product Development, Quality, and Regulatory perspectives.
4.6 Change Proposal:  A document package describing a proposed change, which may include a change control summary document and/or redlines of affected documents.
4.7 Contractor:  An organization retained to perform GXP activities on behalf of Novalar.

4.8 GXP: Those activities pertaining to GCP, GLP, and GMP regulations and guidelines.

5. RESPONSIBILITIES
5.1 Quality Assurance (QA):  The Novalar QA Department is accountable for Change Control and is responsible for: 

· Coordinating the Change Control process with Originators.

· Receiving Change Proposals.

· Initiating the Change Control Form.

· Providing Quality review and assessment of Change Proposals
· Providing the approval signature on the Contractor’s Change Proposal document(s)
5.2 Regulatory Affairs (RA):  The RA Function is responsible for providing Regulatory review and assessment of Change Proposals.

5.3 Additional Functional Areas: Additional Functional Areas are responsible for providing input into review and assessment of Change Proposals, as requested by the QA or RA Functional Areas.
6. PROCEDURE

6.1 Receipt of Change Proposals 

6.1.1. Change Proposals are generally initiated by Contractors; however, they may also be initiated by Novalar.

6.1.2. QA will receive all Change Proposals.

6.1.2.1. Change Proposals may be received via electronic mail, fax, or US mail.

6.1.2.2. If documentation is incomplete, QA will communicate the need for complete documentation to the Originator. 

6.2 Initiation of Change Control Form

6.2.1. Upon receipt of complete documentation, QA will enter the Change Control information in the Novalar Change Control Log.  The log shall contain the following information:
· Change control number

· Change control receipt date

· Affected Product(s)

· Contractor (if applicable)

· Brief description of change

· Approval date

6.2.2. QA will initiate the Change Control Form, enter required information (CCN#, Date Received, Contractor Name (if applicable), etc., and attach the related Change Proposal and any supporting documentation
6.2.3. QA will determine whether the Change Proposal represents an Administrative Change.  

6.2.3.1. If so, then QA will indicate the Administrative Change on the Change Control Form, and approve the Form.  

6.2.3.1.1. QA will then provide a final Novalar approval signature on the Originator’s Change Proposal document(s), and return the approved document to the Originator.  This signature will serve as Novalar’s Approval to implement the change.
6.2.3.1.2. The Change Control Form and related Change Proposal will be maintained in the Novalar QA files.

6.2.3.2. Non-Administrative Change Proposals will be addressed per Sec. 6.3 of this SOP.

6.3 Review, Assessment, and Approval of Change Proposals 

6.3.1. QA will route the Change Control Form and associated Change Proposal to Product Development.
6.3.2. Product Development will review the Change Proposal and document their Change Assessment and approval or rejection on the Change Control Form. 
6.3.2.1. Product Development Assessment may include, but is not limited to technical Impact  of the proposed change on the current system, process, etc.
6.3.3. The Change Control Form and associated Change Proposal will be routed to RA.

6.3.4. RA will review the Change Proposal and document their Change Assessment and approval or rejection on the Change Control Form. 
6.3.4.1. RA Assessment may include, but is not limited to:

· Impact on existing regulatory filings

· Determination if additional regulatory filings are needed.  If yes, indicate filing requirements and any restrictions on change implementation on the Change Control Form.
6.3.5. QA will review the Change Proposal and document their Change Assessment and approval, modifications, or rejection on the Change Control Form.
6.3.5.1. QA Assessment may include, but is not limited to:

· GMP Impact

· Validation Impact

· Stability Impact

· Related Documentation Impact (list on Change Control Form)

· Associated Systems Impact

· Change restrictions or conditions
6.3.6. If necessary, a meeting may be held to discuss the Change Proposal.  Additional Functional Areas may be invited to give input.

6.3.7. If any necessary changes or additional requirements are identified, these will be communicated to the Originator by QA.  Approval to implement, as defined in Sec. 6.4 of this SOP, will be withheld until the issues are satisfactorily resolved.

6.3.8. Novalar documents affected by the Change Proposal (e.g. Specifications) are revised accordingly.  

6.4 Approval to Implement Change Proposal

6.4.1. Once all issues have been satisfactorily resolved, and Product Development, Regulatory Affairs, and Quality Assurance have documented their Change Assessments and approvals on the Change Control Form:

6.4.1.1. QA will provide a Novalar approval signature on the Originator’s Change Proposal document(s).  This signature will serve as Novalar’s Approval to implement the change.

6.4.1.2. QA will return the approved document(s) to the Originator.  Acknowledgement of receipt or implementation may be requested from the Originator, as necessary.
6.5 Rejection of Change Proposals

6.5.1. If Quality Assurance, and Regulatory Affairs all agree that the Change Proposal should be rejected:

6.5.1.1. Each Functional Area will indicate the rejection and the reason(s) for the rejection on the Change Control Form.

6.5.1.2. QA will communicate the rejection to the Originator.

6.6 Product Manufactured Under Changes Not Yet Approved by Novalar

6.6.1. Product manufactured under changes prior to Novalar approval of the related Change Proposal is subject to Novalar QA hold, until completion of change review and assessment per Sec. 6.3 of this procedure.

6.7 Archival of Change Control Documents

6.7.1. The Change Control Form and related Change Proposal, whether approved or rejected, will be maintained in the Novalar QA files, in accordance with SOP XXX- Document Management and Storage
7. Revision HiSTORY

	Revision Number
	Reason for Revision

	0
	New SOP


8. Attachments
Attachment 1:
Change Control Flow Diagram

Attachment 2:
Change Control Form
Attachment 1: Change Control Flow Diagram
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	CCR#

	Date Received:

	Change Proposal/Document Title: 



	Contractor:



	Date Received:



	Brief Description of Change Proposal/Document:



	Administrative Change?

 FORMCHECKBOX 
 YES- “N/A” Section B

 FORMCHECKBOX 
 NO- Proceed to Section B 

	Initiated by:

Signature                                                                                                         Date

Title




B. 
Review/Assessment/Approval    FORMCHECKBOX 
 N/A

	Product Development Change Assessment:

      FORMCHECKBOX 
  Approved
 FORMCHECKBOX 
  Modified       FORMCHECKBOX 
  Rejected



	Product Development Comment:

	Signature                                                                                                         Date

Title



	Regulatory Affairs Change Assessment:
      FORMCHECKBOX 
  Approved
 FORMCHECKBOX 
  Modified       FORMCHECKBOX 
  Rejected

	Regulatory Comment:

	Signature                                                                                                         Date

Title




B. 
Review/Assessment/Approval    FORMCHECKBOX 
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	Quality Assurance Change Assessment:

      FORMCHECKBOX 
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	Signature                                                                                                         Date
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