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PROPRIETARY & CONFIDENTIAL

February 3, 2022

Andrea Lotze, M.D.
Medical Director
Infant Formula and Medical Foods Staff
Office of Nutrition and Food Labeling
Center for Food Safety and Applied Nutrition

Dear Dr. Lotze,

      As a follow-up to your letter dated 1/28/2022, reference to  use for the 
medical condition  has been  from the 

 websites.   

     Should we determine a need for expanding the product indications for  in 
the future, we will provide the rationale via an exempt infant formula submission as indicated in 
your letter.  Please feel free to contact me if you have additional questions or concerns.

Sincerely,

Cristie Harry, RD  
Associate Director, US Regulatory Science
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May 3, 2022

Andrea Lotze, M.D.
Medical Director
Infant Formula and Medical Foods Staff
Office of Nutrition and Food Labeling
Center for Food Safety and Applied Nutrition

Dear Dr. Lotze,

       In response to your letter dated 4/19/2022, footnotes associating 
have been  from  and 

. Third party websites are also being reviewed for similar references. While 
digital changes have been made quickly, we do have non-digital pieces that need to be 
updated which will require more time; therefore, we are requesting an additional 6 months of 
enforcement discretion to enable us to make these necessary changes. As we discussed earlier 
today, the use of the 

       As mentioned in a previous communication, should we determine a need for expanding 
the product indications for in the future, we will provide the rationale via an 
exempt infant formula submission as indicated. Please feel free to contact me if you have 
additional questions or concerns.

Best regards,

Cristie Harry, RD
Associate Director, US Regulatory Science
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Cristie Harry

   





Ce message électronique et tous les fichiers attachés qu'il contient sont confidentiels et destinés
exclusivement à l'usage de la personne à laquelle ils sont adressés. Si vous avez reçu ce message par
erreur, merci de le retourner à son émetteur. Les idées et opinions présentées dans ce message sont
celles de son auteur, et ne représentent pas nécessairement celles de DANONE ou d'une quelconque
de ses filiales. La publication, l'usage, la distribution, l'impression ou la copie non autorisée de ce
message et des attachements qu'il contient sont strictement interdits. 

This e-mail and any files transmitted with it are confidential and intended solely for the use of the
individual to whom it is addressed. If you have received this email in error please send it back to the
person that sent it to you. Any views or opinions presented are solely those of its author and do not
necessarily represent those of DANONE or any of its subsidiary companies. Unauthorized
publication, use, dissemination, forwarding, printing or copying of this email and its associated
attachments is strictly prohibited.







NOTICE

P Please Consider the Environment before printing this Email

This email was sent from within the Reckitt Benckiser Group plc group of companies (http://www.reccol.com). This email (and
any attachments or hyperlinks within it) may contain information that is confidential, legally privileged or otherwise protected from
disclosure. If you are not the intended recipient of this email, you are not entitled to use, disclose, distr bute, copy, print,
disseminate or rely on this email in any way. If you have received this email in error, please notify the sender immediately by
telephone or email and destroy it, and all copies of it.
We have taken steps to ensure that this email (and any attachments) are free from computer viruses and the like. However, it is
the recipient's responsibility to ensure that it is actually virus free. Any emails that you send to us may be monitored for the
purposes of ascertaining whether the communication complies with the law and our policies.
 

















Sincerely,
Andrea
Andrea Lotze M.D.
Medical Director, Infant Formula and Medical Foods Staff
Center for Food Safety and Applied Nutrition
FDA





NOTICE: This e-mail message and any attachments are confidential and intended solely for use of the
intended recipient. If you are not the intended recipient, you should not review, retransmit, convert
to hard copy, copy, use or disseminate this e-mail or any attachments to it. If you have received this
e-mail in error, please immediately notify us by return e-mail and delete this message and any
attachments from your computer system. Please note that if this e-mail message contains a
forwarded message or is a reply to a prior message, some or all of the contents of this message or
any attachments may not have been produced by the sender. This notice is automatically appended
to each e-mail message leaving the senders e-mail domain. Thank you. This email has been sent
from an employee, representative or officer of Perrigo Company plc (a Public Limited Company
registered in Ireland under the registration number 529592 and having its registered office at The
Sharp Building, Hogan Place, Dublin 2, D02 TY74, Ireland) or one of its subsidiary companies. Further
information on the Perrigo Group can be found at www.perrigo.com













to each e-mail message leaving the senders e-mail domain. Thank you. This email has been sent
from an employee, representative or officer of Perrigo Company plc (a Public Limited Company
registered in Ireland under the registration number 529592 and having its registered office at The
Sharp Building, Hogan Place, Dublin 2, D02 TY74, Ireland) or one of its subsidiary companies. Further
information on the Perrigo Group can be found at www.perrigo.com





















use of, or taking of any action in reliance upon, this information by persons or
entities other than the intended recipient is prohibited, and all liability arising
therefrom is disclaimed. If you received this in error, please contact the sender
and delete the material from any computer























phone 240-402-1460
 
 























and/or privileged material. Any review, retransmission, dissemination or other
use of, or taking of any action in reliance upon, this information by persons or
entities other than the intended recipient is prohibited, and all liability arising
therefrom is disclaimed. If you received this in error, please contact the sender
and delete the material from any computer
 
































