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Basic Process

 Parties transfer application(s) effective X/X/XX
* Parties notify FDA
* FDA updates its records

e DUFMBF assesses user fees
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Simple, right? What can go wrong?

* One party fails to submit its letter

* Agency records are not updated
 Seller of application assessed higher GDUFA
program fee than expected at next fiscal year
* There can be a lag in updating FDA systems
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What can go wrong? (continued)

* Parties’ submissions cross fiscal years

* If second letter is received after the new fiscal year
has begun, seller may incur higher user fee liability
* May impact designhation of a facility as CMO
* The effective date is not included
* DUFMBEF uses latest date for user fee purposes
* If this crosses fiscal years, can be a surprise for
seller
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What can go wrong? (continued)

* Buyer doesn’t have all the documentation it needs

* Buyer required to confirm that it has all the
documentation, or that it is asking the FDA for it

e Use the FOIA process: electronic! or written?

* Fees will apply, and will vary with size of request

* May request specific years, sequences, etc

L https://www.accessdata.fda.gov/scripts/foi/FOIRequest/index.cfm
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So...lessons learned?

* Be sure that both parties notify the FDA

* Leave time before new fiscal year for changes to be
recorded in FDA's systems

* Do your due diligence in obtaining records from seller

* If you have to request information from FDA, treat it
as a last resort and be selective.
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