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10/10/2007
Company Name Monterey Bay Aquarium Research Ins. 
Company Contact Scott Jensen 
Company Address

Dear _____________________,

Thank you for your interest in the (circle one) Dow Corning® 360 Medical Fluids or Dow Corning®Q7-9120, Silicone Fluids (Dimethicone NF). 

Please find enclosed our sales policy for these products.  Please complete the appropriate form and return to Ashland.  The Dow Corning® 360 Medical Fluids Affidavit must be completed with a signature, notarized, and MAILED to Ashland.  The Dow Corning®Q7-9120, Silicone Fluids (Dimethicone NF) must be completed with a signature and can be FAXED to Ashland.

If you have any questions, please feel free to call me at______________________.

Sincerely,

Ashland Associate Name Sarah Morin 
Ashland Title Customer Serv. 
Telephone number 800-715-8740
SALES POLICY FOR

Dow Corning( 360 Medical Fluids 

Dow Corning® Q7-9120, Silicone Fluids (Dimethicone NF)
In an effort to comply with Dow Corning Corporation policies and with government regulations, the sales and sampling of Dow Corning( 360 Medical Fluid and the Dow Corning( Q7-9120 Silicone Fluid (Dimethicone NF) is limited to only those companies or institutions that have submitted a sworn affidavit to the effect that the fluid will be used only for acceptable purposes.

There are numerous applications for Dow Corning( 360 Medical Fluid and the Dow Corning( Q7-9120 Silicone Fluid (Dimethicone NF), however, the use of silicone fluid for injection into humans for any purpose is regarded by Dow Corning Corporation, and its affiliates, and many regulatory agencies as a “new drug use” or a “new device use.” Dow Corning will not support use of Dow Corning( 360 Medical Fluid and the Dow Corning( Q7-9120 Silicone Fluid (Dimethicone NF) for injection into humans nor will it support the use as a new drug or new device, unless the proper regulatory requirements have been met.

Before any order of Dow Corning( 360 Medical Fluids can be shipped, one copy of a completed and notarized affidavit, signed by the user, must be on file. Before any order of Dow Corning( Q7-9120 Silicone Fluid (Dimethicone NF) can be shipped, a Dimethicone NF Approval Form must be completed and approved.  Without this information, ASHLAND DISTRIBUTION could inadvertently be placed in the unacceptable position of supplying a material that may be considered a “new drug” and/or a “new device”, for which the proper regulatory requirements have not been met.

If the Dow Corning( 360 Medical Fluids and the Dow Corning( Q7-9120 Silicone Fluid (Dimethicone NF) is to be used in research, ASHLAND DISTRIBUTION MUST receive written approval (based on the research objectives and the clinical parameters such as a study protocol or detailed protocol summary) from the Dow Corning Healthcare Industries Product Steward. In the absence of written approval from Dow Corning, ASHLAND DISTRIBUTION will have no recourse but to refuse to approve the request. ASHLAND DISTRIBUTION must have every reasonable assurance that the Dow Corning( 360 Medical Fluids and the Dow Corning( Q7-9120 Silicone Fluid (Dimethicone NF) will only be used for legitimate research purposes.

Dow Corning( 360 Medical Fluid is available from warehouses around the world; therefore, purchases of fluid for use in a country outside the United States should be made directly from that particular country.

A SEPARATE 360 FLUID AFFIDAVIT/DIMETHICONE APPROVAL FORM MUST BE SUBMITTED FOR EACH SHIP-TO STREET ADDRESS: If there is a registration number assigned by a regulatory agency (for example, an FDA establishment number), inclusion of that information is requested.

The required affidavit and any supporting documentation noted are only for the reasons stated above and will be maintained in strictest confidence.

Dow Corning( 360 MEDICAL FLUID AFFIDAVIT

COMPANY NAME: ___Monterey Bay aquarium Research Instittute_____________________________________

hereafter referred to as the “Company”

SHIP-TO-ADDRESS:


___7700 Sandholdt Rd______________________________________________

(MUST BE THE SHIP-TO ADDRESS)




___Moss Landing, CA 95039______________________________________

TELEPHONE NO.:


___(831) 775-2032________________________________________________

REGULATORY AGENCY REGISTRATION NUMBER: ____________________________________________________

I,__Scott Jensen_____________________, {a duly authorized officer or employee of the Company}being duly sworn, depose and say as follows:

I certify that the Dow Corning( 360 Medical Fluid, hereafter received by the Company/Undersigned from Ashland Distribution, will not be knowingly used, in either its pure state or as a component of some other material, in humans for injection into any area of the body, nor will said product be supplied to others for such purposes.

I also certify that the Dow Corning( 360 Medical Fluid will be used in a way which is compliant with all applicable regulatory requirements.

I further certify that the Dow Corning( 360 Medical Fluid will be used only for the following purposes (please provide specifics on your particular application[s] to facilitate processing):

Lubrication of Kloehn glass syringes in a non-medical oceanographic instrument 
I certify that the product WILL / WILL NOT (circle one) be repackaged.   If the product will be repackaged, please attach a letter describing how the repackaged material will be distributed and to whom it will be sold.  Also, please include a sample label from the repackaged container.

I certify that the product WILL/WILL NOT (circle one) be processed by a contract manufacturer.

Signature:
____________________________

Name:
__Scott Jensen_________________

Title:
__Electrical Engineer___________________________

Subscribed and sworn to before me on this _______ day of ________, 20___


Notary Public  ______________________________________________
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Please return by registered mail to: 
Ashland Distribution





Attn: EH&S DS-4





5200 Blazer Parkway






Dublin, Ohio 43017
INSTRUCTIONS

FOR COMPLETING AFFIDAVIT
This affidavit must be filled out PROPERLY and COMPLETELY (in capital letters if possible). The following explanations refer to specific parts of the affidavit and will assist you with completing this form.

Line 1:
COMPANY: Please include complete legal name of the company who is purchasing the product.

Line 2:
ADDRESS refers to the SHIP-TO LOCATION where the shipment will be received. Please DO NOT use your BILL-TO ADDRESS or P.O. BOX NUMBER. NOTE: If or when the address changes, a new affidavit is required.

Line 3:
TELEPHONE NUMBER: Direct dial number of the individual signing the affidavit, whether on behalf of a company or on his/her own behalf.

1st sentence:
Fill in your personal name on the blank line. The name should match the name on the signature line. This does not have to be an officer of the company; however an individual with authority to sign documents on behalf of the company is required.

4th paragraph:
Details must be given about your use of the product. Please BE SPECIFIC on product use. To process the affidavit we must know WHAT the fluid will be used for along with HOW it will be used. For example, what = “used on a hypodermic needle”, how = “as a needle coating.”

NOTE:  If the fluid is to be packaged for sale either as part of a kit or on its own, please denote this in the description of use portion of the affidavit. In the absence of adequate information, Dow Corning will have no recourse but to refuse to approve the request. Dow Corning must have every reasonable assurance that the product will only be used for legitimate purposes.

Signature:
WE CANNOT ACCEPT FACSIMILES of affidavits. This is a legal document, and it requires an official signature. The signature must be certified conform to the original through a certification (by stamp or otherwise) from any notary public, local authority or any other equivalent competent body. Any falsification of this document will be turned over to the appropriate regulatory agency.

YOU MIGHT NEED TO SUBMIT MORE THAN ONE AFFIDAVIT. A SEPARATE AFFIDAVIT MUST BE SUBMITTED FOR EACH SITE OR FACILITY USING THE FLUID. If a contract manufacturer will be processing this fluid for you and/or your company, then the contractor is required to submit an affidavit of his or her own, in addition to yours.

Once the affidavit is received, approval takes THREE TO FIVE WORKING DAYS. We will NOT notify you when your application has been approved. To place your order, you will need to contact your distributor.

AFFIDAVIT RENEWALS ARE REQUIRED. A renewal of the affidavit will be required every on January 1st of 2001, 2003, 2005, 2007, etc. Distributor will notify your location 60 days before your affidavit expires.

If you have other questions, please call customer service.  The correct number is available on the Ashland Website located at http://www.ashchem.com/adc/chemicals/contact.asp.
Q7-9120 Silicone Fluid (DIMETHICONE NF)

APPROVAL FORM

Dear Customer, Please fill out the below information and fax it back to Ashland Distribution at 614-790-3792.
Customer Name:  
______________

Street Address:  
______________

City:  
______________

Region:  
______________

Country:  
______________

Contact:  
______________

Contact Phone:  
______________

Material #:  
______________

Material Description:  
______________

Intended Application:  
______________

Regulatory Registration Number
______________

Authorized Signature:  
______________

Name (Printed):
______________

Title:  
______________

Date:
______________


For Internal Use Only:


Approved / Disapproved


________________EH&S Signature





For Internal Use Only:


Approved / Disapproved


________________EH&S Signature
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