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DRAFT

STATEMENT OF WORK

FOR

PHARMACEUTICAL RETURN PROGRAM

1.  GENERAL.  The Contractor shall provide all facilities, supplies, equipment and labor to process for credit return and/or proper disposal of designated pharmaceuticals, including scheduled drugs 2,3,4 and 5 in accordance with the EPA Code of Federal Regulation (CFR) 40 (Protection of the Environment) and Code of Federal Regulation 49 (Department of Transportation), Occupational Safety and Health Administration (OSHA), Department of Defense (DOD), Department of the Navy (DON), Federal Drug Administration (FDA), and Drug Enforcement Agency (DEA) regulations.

2.  The Contractor shall be responsible for obtaining and maintaining throughout the period of performance all required permits, certifications and/or licenses required by federal, state and local authorities (EPA, FDA and DEA).  This includes any required permits and licenses to be a small and/or large hazardous waste generator and for interstate transport, storage and disposal of both hazardous and non-hazardous unserviceable items or returns (i.e. miscellaneous drugs, pharmaceuticals, schedule 2,3,4 and 5 pharmaceuticals, chemicals and chemo-therapeutic drugs).

3.  The Contractor shall ship all designated items from the military installation to the contractor's facility for processing.  The Government will notify the contractor and schedule a date and time when items will be available for packing/pickup as applicable.

    a.  The Contractor shall process all designated items by sorting and returning items which qualify for a manufacturer’s credit program, for item replacement, or for destruction in accordance with applicable regulations listed in Paragraph 1, above.

    b.  The Government and the Contractor shall ensure separate shipping documents and packing lists indicating quantities shipped covers shipments of controlled substances.  The contractor will arrange all shipping.

4.  For items which qualify for manufacturer’s return, the Contractor shall:

    a.  Provide a return detail report.  This report shall indicate the manufacturer, contract number and applicable call number, National Stock Number (NSN), National Drug Code (NDC), product name, lot or batch number, expiration date, quantity, weight (lbs.), estimated acquisition cost and Estimated Return Value (ERV);

    b.  Provide a computer generated audit trail sufficient to track items from point of origin to point of disposal;

    c.  Select an appropriate courier service for transportation of returns to manufacturer and be responsible for any and all freight charges incurred;

    d.  Obtain and complete all manufacturers’ return authorization forms;

    e.  The Contractor shall base the Estimated Return Value(ERV) on the Government’s purchase price using per unit of measure, e.g. bt, tu, ea, etc, as listed in the most current “Federal Supply Schedule” or “Red Book” for open market items.

5.  For items, which do not qualify for return to manufacturer, the Contractor shall:

    a.  Assume ownership of each item as the legal EPA licensed operator and be responsible for proper storage, transportation and disposal of each item in accordance with the EPA and State Resource Conservation and Recovery Act (RCRA) guidelines;

    b.  Separately list all items for disposal on a destruction manifest.  The destruction manifest shall indicate the manufacturer, contract number, product name, National Stock Number(NSN), National Drug Code(NDC) or catalog number, quantity, weight (lbs.), estimated acquisition cost, disposal date, method of destruction, location of destruction, and name of disposal facility;

    c.  Provide a separate disposal manifest for disposal of scheduled (controlled) drugs;

    d.  Provide a separate uniform hazardous waste manifest when disposing of hazardous waste items as defined by the EPA under the RCRA guidelines.  The manifest shall indicate manifest tracking number, addresses and EPA identification numbers for the generator, transporter and the disposal facility, item description, quantity, weight (lbs.)/volume(gls.), EPA and applicable state waste codes, and signatures by the generator, transporter and the disposal facility;

    e.  Destroy all non-returnable items at an EPA licensed disposal facility;

    f.  Select an appropriate licensed courier service for transportation of non-returnable hazardous and non-hazardous items to the Contractor’s disposal facility and is responsible for any and all freight charges incurred;

    g.  Witness destruction of scheduled/non-scheduled drugs;

    h.  Provide copies of certificates of destruction (e.g., DEA Form 41) with the invoices for payment;

    i.  Destroy item(s) in accordance with applicable federal and state (EPA, FDA and DEA) laws and regulations.  Provide disposal for scheduled CII-CV’s, hazardous and non-hazardous items at no additional cost to the government;

    j.  The Contractor shall forward all copies of certificates of destruction, manifests, and reports to the COR, at the ship(s) turning in the pharmaceuticals;

    k.  The Contractor shall arrange payment for all services through the applicable Prime Vendor unless otherwise approved by the Contracting Officer issuing the Delivery Order.  Payment terms will then be identified on the Delivery Order.

6.  Special Requirments:

    a.  All Estimated Return Value credits shall be received by the ship within six(6) months of the date of service and receive 100% of the aggregate, estimated return value, on credit worthy pharmaceuticals, or the contractor shall reimburse the facility the amount they were overcharged;

    b.  Contractor shall provide the government proof of current certification by FDA and maintain certification throughout the contract performance period;

    c.  Contractor shall provide the Government proof of current registration with the DEA;

    d.  Contractor shall be licensed to provide services in the Continental United States and/or Overseas areas as applicable;

    e.  Contractor shall be certified a large hazardous waste generator and provide the government copies of the EPA Hazardous Waste Generator, transporter, and Disposal Permits;

    f.  Contractor shall be licensed and capable of complete verification of destruction of unserviceable items, including DEA schedules with inventories, manifests of incineration or other appropriate documentation;

    g.  Contractor shall comply with all Federal, State and Local laws and regulations and be completely knowledgeable of manufacturer’s return policies and procedures; and

    h.  Contractor shall provide all required forms, authorizations, and maintain liaison with manufacturer representatives.

