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[X]  52.209-9P01  SPECIAL INSTRUCTIONS FOR FIRST ARTICLES AND ATTENDANT DOCUMENTATION (JAN 1992) DPSC

    (a)  The contractor shall notify the cognizant Quality Assurance Representative (QAR) in sufficient time prior to the manufacture of the first article in order to accommodate an in-process verification of first article manufacture.

        (b)  The contractor shall notify the contracting officer and the QAR in writing at least____________ days prior to the date the first article will be presented to the QAR (before submission to the facility designated in paragraph (a) of FAR clause 52.209-4, FIRST ARTICLE APPROVAL--GOVERNMENT TESTING).  The same criteria for the acceptance of a Certificate of Compliance for the components of the entire contract quantity shall apply to the acceptance of the first article components unless specifically stated otherwise.

      (c)  All documentation, to include first article examination and testing reports, shall be submitted

           [ ] with the first article.

           [ ] to the following at least 10 calendar days prior to presentation of the first article:

	
	Food and Drug Administration

Medical Products Quality Assurance Staff

Device Section (HFC-122)

5600 Fisher Lane

Rockville, MD 20857
	Food and Drug Administration

Analytical Center

109 Holton Street

Winchester, MA 01890
	Defense Personnel Support Center

Directorate of Medical Materiel

Quality Assurance Division (DPSC-MQ)

700 Robbins Avenue

Philadelhia, PA 19111-5096


     (d)  When first article testing will be conducted at the contractor's plant, the contractor shall provide all facilities, equipment and personnel required to perform the examination and evaluation of the first article and the government reserves the right to charge the contractor for any additional costs of examination and evaluation caused by failure of the contractor to make available the first article or the required facilities, equipment or personnel, at the time specified in the above mentioned notice to the contracting officer.

     (e)  The first article will be approved________________________________________________________________________________

_________________________________________________________________________________________________________________

________________________________________________________________________________________________________________.

     (f)  Materials used in fabrication of first articles shall be in strict conformity with the applicable specification of the contract unless the contracting officer authorizes otherwise.

     (g)  Prior to the approval of the first article, the contractor shall not initiate any cutting or otherwise use of any government-furnished property beyond that required for the first article quantities.

     (h)  In the event the government determines that, as a basis for granting conditional first article approval, a corrective action plan is needed to confirm that first article deficiencies are readily correctable in production, the contracting officer will notify the contractor, in writing, of the requirement to submit such plan to the contracting officer within ten (10) working days of the government notification.  The corrective action plan must clearly detail how the contractor intends to correct cited deficiencies.  Should there be insufficient time to obtain a corrective action plan and comply with the timeframe for notification of first article acceptability in accordance with paragraph (b) of FAR clause 52.209-4, FIRST ARTICLE APPROVAL--GOVERNMENT TESTING, the contracting officer shall request from the contractor an extension to the time period for first article approval.  In the event the contractor (1) does not submit the corrective action plan within the ten (10) working day timeframe, (2) refuses to extend the stated time period for first article approval or (3) submits an otherwise unacceptable plan and the deficiencies are such that the government cannot determine them to be readily correctable without further proof from the contractor, then the government shall take action to disapprove the first article.

     (i)  One approved first article unit shall be held by the contractor at the production facility until all production quantities have been produced and accepted.  This first article unit shall be considered a  production guide or baseline for examination when defects are reported on delivered material or problems are uncovered during production.  In the event of a conflict between the applicable specification and the first article, the specification shall prevail.

  [ ](j)  When progress payments are authorized by the contract, the amount of progress payments for the first article shall not exceed the number of units in the first article times _________% of the unit price of the production line items.
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