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Use/relationship:  
3.1 The Quality System Plan (QSP) describes the contractor’s specific implementation of the quality management system needed to comply with FAA contract requirements.  The QSP describes quality objectives, procedures and processes consistent with the requirements of ANSI/ISO/ASQ Q9001-2000.  The QSP also addresses specific additional quality requirements contained herein.

3.2 This QSP provides the Government contracting activity a basis for assessment of the quality system and evidence of the contractor’s intent to comply with the contract quality requirements.
7. 1 This Data item Description (DID) contains the format and content preparation instructions for the data product generated by specific task requirements as defined in the contract.

7.2 This DID is used when a QSP is required and the contractor is responsible for prototype system development (hardware and/or software) under a FAA research grant.

7.3 This data item description is intended for use with ANSI/ISO/ASQ Q9001-2000, Quality Management Systems – Requirements.

7.4 Formal third party registration of the contractor to ANSI/ISO/ASQ Q9001-2000 is not required.

7.5  Contractors that have achieved formal third party registration to ANSI/ISO/ASQ Q9001-2000 are not relieved from requirements for delivering the QSP.  Contractors must provide an acceptable Quality System Plan that addresses the requirements described herein.

7.6 The Contract Data Requirements List (CDRL) (DD 1423 or equivalent) will specify whether deliverable data are to be delivered on paper or electronic media; and whether the document is to be in a given electronic form (such as ASCI or compatible with a specified word processor or other support software).
Requirements: 

10.1 General Instructions

a. Format.  Contractor format is acceptable.  The QSP shall be written in a format the follows the structure of ANSI/ISO/ASQ Q9001-2000 (as defined and supplemented in Section 10.2).  If an established plan or manual is used that is based on other similar standards (e.g. previous version of Q9001, FAA-STD-016, etc.) it is not necessary to rewrite the plan to reflect the structure of Q9001-2000.  However, a matrix shall be provided cross-referencing each paragraph of Q9001-2000 and the locations in the QSP where the elements are covered.

b. Alternate presentation styles.  Diagrams, tables, matrices, and other presentation styles are acceptable substitutes for text when data required by this DID can be made more readable using these styles.
10.2 Content Requirements  Content Requirements begin below.  The numbers shown follow the format and structure of Q9001-2000.  For example, paragraph 10.2.4.1 references (and may supplement) QSP requirements from Q9001-2000 Paragraph 4.1.  The corresponding QSP paragraph may be numbered 4.1 to follow the structure of the ISO standard.  Within this DID, the term ‘contractor’ is equivalent to ‘organization’ as defined in Q9001-2000.  For all content requirements, the contractor should describe how their Quality Management System (QMS) meets the requirements of Q9001-2000 and the additional requirements as stated in this DID.  If requirements are covered in other plans submitted by the contractor (e.g. Software Development Plan, Configuration Management Plan), the applicable plan (including applicable section and paragraph number) can be cross-referenced in the QSP.

10.2.4.1  General Requirements  Q9001-2000 requirements should be addressed and their application to contractor’s organization and processes should be explained.

10.2.4.2.1  Documentation (General) Q9001-2000 requirements should be addressed. The contractor Quality Management System documentation should be defined as required by this paragraph.  In addition, the contractor should have documented procedures to address: Design and Development (7.3); Purchasing (7.4); Production and Service (7.5.1); Customer Property (7.5.4); Preservation of Product (7.5.5), to include Handling, Storage, Packaging, and Preservation; and Control of Monitoring and Measuring Devices (7.6). 

10.2.4.2.3  Control of Documents  Q9001-2000 requirements should be addressed.  In addition, documented procedures as additionally required by this DID should be controlled in the same manner.

10.2.4.2.4  Control of Records  Q9001-2000 requirements should be addressed, in addition, the contractor should control records for the documented procedures as additionally required by this DID.  The QSP shall address the availability of records for evaluation by the customer or the customer’s representative.  The contractor shall establish and maintain records, which provide evidence that the product has been inspected and/or tested. 

10.2.5.1 Management Commitment  Q9001-2000 requirements should be addressed.

10.2.5.2  Customer Focus  Q9001-2000 requirements should be addressed.

10.2.5.3  Quality Policy  Q9001-2000 requirements should be addressed.

10.2.5.4  Quality Planning  Q9001-2000 requirements should be addressed for this paragraph and subparagraphs.  In addition, when changes to the QMS are planned and implemented, this QSP will be updated to reflect such changes.

10.2.5.5  Responsibility, Authority and Communications  Q9001-2000 requirements should be addressed for this paragraph and subparagraphs.  The QSP shall describe the management structure responsible for operation of the QMS.  In addition to defining the responsibilities and authorities within the organization, top management should ensure that personnel who verify work affecting quality have the organizational freedom and authority from persons directly responsible for developing products or executing process within the project to:

a. identify and record any problems relating to the product, process, and quality system;

b. initiate, recommend, or provide solutions through designated channels:

c. verify the implementation of solutions.

10.2.5.6  Management Review  Q9001-2000 requirements should be addressed for this paragraph and subparagraphs.  Review input should include provisions for customer feedback and recommendations for improvement from the customer quality assurance representative.

10.2.6  Resource Management  Q9001-2000 requirements should be addressed for this paragraph and subparagraphs.

10.2.7.1  Planning for Product Realization  Q9001-2000 requirements should be addressed for this paragraph.  Planning should address requirements for all documented procedures required by this DID.  Other related contract plans (e.g.  configuration management plan, software development plan, test plan) should be identified in this section and interrelationship(s) with the QSP should be explained.

10.2.7.2.1  Determination of requirements related to the product  Q9001-2000 requirements should be addressed for this paragraph.  Requirements review should incorporate applicable contract review activity.

10.2.7.2.2  Review of requirements related to the product  Q9001-2000 requirements should be addressed for this paragraph.   Requirements review should incorporate applicable contract review activity and should consider acceptance criteria.  Review should include consideration of applicable interface requirements.

10.2.7.2.3  Customer communication  Q9001-2000 requirements should be addressed for this paragraph.  The paragraph should address implementation of effective communications with customer quality assurance representative.

10.2.7.3  Design and Development  Q9001-2000 requirements should be addressed for this paragraph and subparagraphs.  The contractor should establish and maintain documented procedures to assure that design and development activity conforms to specified requirements.  Design input should take into consideration any contract review activity.  Applicable contractor development rules, practices and conventions should be incorporated into design and development outputs.  Design and development verification should include provisions to ensure that automated tools perform accurately and correctly.  Design and development validation should consider contract acceptance criteria.

10.2.7.4  Purchasing  Q9001-2000 requirements should be addressed for this paragraph and subparagraphs.  The contractor shall establish and maintain documented procedures to assure that purchased products conform to specified requirements.  The contractor shall ensure that incoming product is inspected or verified on receipt as necessary to assure conformance to specified requirements.  In determining the amount and nature of receiving inspection, consideration should be given to the amount of control exercised by the supplier and recorded evidence of product conformance.  The contractor shall assure provisions are in place to ensure customer access to supplier’s premises when necessary.  The customer shall have access to all facilities necessary to determine product conformance.  Verification by the customer shall not absolve the contractor of responsibility to provide acceptable product.

10.2.7.5.1  Control of production and service provision  Q9001-2000 requirements should be addressed for this paragraph.  The contractor shall plan and control the production processes that directly affect product quality and shall ensure that such processes are carried out under controlled conditions.  The contractor shall establish and maintain documented procedures to assure that such controlled conditions meet specified requirements.

10.2.7.5.2  Validation of production and service provision  Q9001-2000 requirements should be addressed for this paragraph.

10.2.7.5.3  Identification and traceability  Q9001-2000 requirements should be addressed for this paragraph.

10.2.7.5.4  Customer Property  Q9001-2000 requirements should be addressed for this paragraph.  The contractor shall establish and maintain documented procedures to assure that customer property is properly controlled.

10.2.7.5.5  Preservation of product  Q9001-2000 requirements should be addressed for this paragraph.  The contractor shall establish and maintain documented procedures for handling, storage and packaging of the product.  The contractor shall provide methods for handling product to prevent damage or deterioration.  If the prototype configuration item is delivered to the FAA, the contractor shall control packing, packaging and marking processes as necessary to ensure conformance to specified requirements.  

10.2.7.5.6  Control of monitoring and measuring devices  Q9001-2000 requirements shall be addressed for this paragraph.  The contractor shall establish and maintain documented procedures to assure monitoring and measuring devices are correctly maintained and calibrated as needed to assure accurate measurement and provide correct evidence of product conformity.  The QSP shall address the standard used for calibration of test and measuring devices that is traceable to national or international measurement standards.

10.2.8.1  Measurement, analysis and improvement, General  Q9001-2000 requirements should be addressed for this paragraph.

10.2.8.2.1  Customer Satisfaction  Q9001-2000 requirements should be addressed for this paragraph.  The contractor shall include feedback from FAA quality assurance personnel when measuring customer satisfaction.

10.2.8.2.2  Internal Audit Q9001-2000 requirements should be addressed for this paragraph.  In addition, the contractor should describe the planned activities related to software quality assurance audits.  Internal SQA audits should include but not be limited to:

a. Review of plans and related documents to assure contract compliance and to determine that they are mutually consistent.

b.  Review of software life-cycle processes and supporting processes to assure compliance with contract requirements and adherence to project plans.

       c. Verification of internal engineering practices, development environment, test environment, and SW libraries to assure compliance with approved processes and contract requirements.

The contractor should provide results of internal audits to the customer quality assurance representative.

10.2.8.2.4  Monitoring and measurement of product  Q9001-2000 requirements should be addressed for this paragraph.  In-process inspection and/or testing shall be performed as necessary to evaluate product conformance to design requirements. Persons performing such inspection/test shall have authority to prevent any nonconformity related to the product. The customer shall have access to all facilities necessary to evaluate product conformance.  
10.2.8.3  Control of nonconforming product  Q9001-2000 requirements should be addressed for this paragraph.  When practicable, the contractor should physically segregate nonconforming material to prevent misuse.

10.2.8.4  Analysis of data  Q9001-2000 requirements should be addressed for this paragraph.  The contractor should provide results of analysis regarding customer satisfaction and product conformity to customer quality assurance representative.

10.2.8.5.2  Corrective action  Q9001-2000 requirements should be addressed for this paragraph.  The contractor shall provide a written response to the customer quality assurance representative for any corrective action resulting from customer complaint.

10.2.8.5.2  Preventive action  Q9001-2000 requirements should be addressed for this paragraph.  The contractor shall review feedback from the customer ‘s quality assurance representative during the preventive action process.   

