VFD Information for Distributors

DISCLAIMER: ARCHER -DANIELS-MIDLAND COMPANY (&guot;ADM&quot;) IS PROVIDING
INFORMATION THAT IS CORRECT AS OF THE DATE IT WAS UPLOADED ON THIS WEBPAGE. THIS
INFORMATION (INCLUDING THE FDA'S RULES AND REGULATIONS) MAY CHANGE AT ANY TIME.
ADM SUCGESTS THAT YOU REVIEW THE FDA'S WEBSITE TO ENSURE YOU HAVE UP-TO-DATE
INFORMATION. BY PROVIDING THIS INFORMATION, ADM 1S NOT PROVIDING ANY KIND OF LEGAL
ADVICE, EXPLANATION, OPINION, OR RECOMMENDATION ABOUT POSSIBLE LEGAL RICHTS OR
OBLICATIONS. YOU ARE RESPONSIBLE FOR YOU AND/OR YOUR BUSINESS OR OPERATIONS'
COMPLIANCE WITH ALL LEGISLATIVE AND REGULATORY REQUIREMENTS. WE SUGGEST THAT YOU
INDEPENDENTLY EVALUATE YOUR LECAL OBLICGATIONS AND REQUIREMENTS WITH YOUR
COUNSEL. YOU AGREE THAT ADM WILL NOT BE RESPONSIBLE FOR ANY DAMAGES CAUSED BY
YOUR USE OF THE INFORMATION ON THIS WEBPAGE. ADM DISCLAIMS ANY AND ALL
WARRANTIES, WHETHER EXPRESS OR IMPLIED, AND SPECIFICALLY DISCLAIMS THE IMPLIED
WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR USE, AND NON-INFRINGEMENT

<strong>What does a VFD distributor need to know?<br /> <br /> </strong>You are
required to notify the FDA in writing of your &quot;intent to distribute&quot; prior to the first
time you distribute VFD drugs or VFD-medicated feeds. <br /> <br [>By notifying the FDA, you
will be added to their list of VFD Distributors and may be visited by an FDA inspector for a
compliance check. Visit the <a
href="http://www.fda.gov/AnimalVeterinary/DevelopmentApprovalProcess /ucm4554 15 .htm"
target="_blank"> <u>FDA's Distributor VFD page</u></a> for more information about the
one-time notification<br /><br />You will also need to give your suppliers an
acknowledgment letter, sometimes called an AOD, in order to purchase VFD drugs or VFD-
medicated feeds. <em>What's an ADD? See below for more information.< /em> <br /> <br
/= <strong>What documentation does a distributor need to have for each VFD-medicated feed
sale?< /strong><br />You must have the correct documentation from your customers when
you sell them a VFD drug or VFD-medicated feed.<ul> <li>If you're selling to anyone other than
the producer, you need to have an acknowledgment letter, sometimes called an AOD, from your
customer before the product ships</li> <li>If you're selling to the producer, you are required
to have a lawful VFD that corresponds with the product you're selling<ul> <li>In addition to the
other information required to be on the VFD form, the claim, the species and production class
on the product label must also match the information on the VFD form< /li= <li>You must also
make sure that the product is shipped to the customer before the VFD
expires</li= < ful> </li> </ul> <strong>What is an &quot; AOD&quot;?< /strong> <br /> AOD
stands for &quot;Acknowledgement of Distribution Limitations for VFD Feeds&quot;
<ul><li=The AOD must include specific language that addresses the VFD requirements in the
regulations.</li> <li>To find the specific language that must be on the AQD, visit the <a
href="http://www.fda.gov/AnimalVeterinary/DevelopmentApprovalProcess /jucm4554 15 .htm"
target="_blank"> <u>FDA's Distributor VFD page</u></a> </li> <li= An AQD is the only



documentation that one VFD distributor must give another VFD distributor in order to purchase
WVFD drugs or VFD-medicated feeds < /li> <li>You will also get an AOD from your customers if
they are distributors rather than end-users</li> < ul> <img src="[!--
SwcomUrl('resource','wctrprd _004 786" --]" alt="VFD-Requirements" /> <br /> <br

/= <strong>What if the VFD form is incomplete or written incorrectly? < /strong> <br /> While
it's the veterinarian's responsibility to complete the VFD form in its entirety and only write the
WVFD according to the FDA's approval for the VFD drug, it is the distributor's responsibility to
ensure that the order is not filled if the VFD is not lawful. The veterinarian needs to be notified
that the order cannot be filled until all necessary information on the VFD is provided. <br

/> <br > <strong>What records is a distributor required to keep?</strong> <br /> A
distributor is required to keep receiving and distribution records for VFD drugs and VFD-
medicated feeds for £ years.<br /><br /><table width="100%" border="1" cellpadding="5%"
cellspacing="1"> <tbody> <tr> <td bgcolor="#cccccc"> If you ship VFD feed to:< /td> <td
bgcolor="#cccccc"> Records Required: < /td> <td bgcolor="#cccccc"> Records Retained
for:</td> < /tr> <tr> <td>Client-recipients <u>only</u> < /td> <td>VFD form </td> <td> 2
years < /td> < /tr> <tr> <td >Other distributors <u>only</u> < /td> <td>Acknowledgment
letter(s) </td><td> 2 years< /td> < /tr> <tr> <td> Both client-recipients <u>and< /u> other
distributors</td> <td>VFD form from clients and acknowledgement letter(s) from other
distributors</td> <td> £ years</td> </tr> </tbody> </table> <br /> <br />A distributor that
manufactures VFD feeds is also required to keep VFD-medicated feed production records for 1
year.<br /> <br /> <strong>FDA's List of Distributors' Responsibilities</strong> <ul><li>The
FDA's VFD Requirements for Distributors <a
href="http://www_fda.gov/AnimalVeterinary/DevelopmentApprovalProcess /ucm4554 15 htm"
target="_blank"> <u>page< /u></a> says that distributors must do the

following:< [li> <li>File a one-time notice with FDA of intent to distribute VFD drugs or VFD-
medicated feeds before the first product shipment</li> <li> Notify FDA within 30 days of any
change in ownership, business name, or business address< /li> <li>Fill a VFD order only if the
VFD contains all required information</li> <li> Ensure that the distributed animal feed
containing a VFD drug or combination VFD drug complies with the terms of the VFD and is
manufactured and labeled in conformity with the approved, conditionally approved, or indexed
conditions of use for such drug</li><li=Ensure that all labeling and advertising prominently
and conspicuously displays the following cautionary statement: &quot;Caution: Federal law
restricts medicated feed containing this veterinary feed directive (VFD) drug to use by or on the
order of a licensed veterinarian.&quot; < /li> <li> Retain VFD forms and corresponding
distribution documentation for 2 years from the date of issuance</li> <li>Retain records of the
receipt and distribution of all medicated animal feed containing a VFD drug for 2

years< [li> <li> Provide VFD orders for inspection and copying by FDA upon

request</li> <li>Retain records of VFD manufacturing for 1 year in accordance with 21 CFR
&sect;225 and make such records available for inspection and copying by FDA upon
request</li> <li>0btain, as the originating distributor (consignor), an acknowledgement letter
from the receiving distributor (consignee) before the feed is shipped</li><li>Retain a copy of
each consignee distributor's acknowledgement letter for 2 years</li> < /ul> <strong> For more
information: </strong> <br /> <br /> <a
href="http://www.fda.gov/AnimalVeterinary/DevelopmentApprovalProcess /jucm4554 15 .htm"
target="_blank"> <u>FDA's VFD Requirements for Distributors Who Do Not Manufacture Feed
page</u></a» <br /> <a
href="http://www.fda.gov/AnimalVeterinary/DevelopmentApprovalProcess fucm4554 14 .htm"
target="_blank">FDA's YFD Requirements for Distributors Who Manufacture Feed page</a=>



