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Kay Forshee 
Technical Contact 
Questcor Pharmaceuticals/Mallinckrodt 
675 McDonnell Blvd 
Hazelwood, MO 63042 

Dear Kay: 

It has recently come to our attention that even though H.P. Acthar Gel is shown to be approved 
under NDA 022432 on Drugs@FDA, NDC 63004-8710-01 is listed as approved under NDA 
008372 on FDA Online Label Repository at http://labels. fda.gov/getPackageCode.cfm. As a 
result of this discrepancy, we have reviewed the approval status of H.P. Acthar Gel and it is our 
understanding that H.P. Acthar Gel is marketed under NDA 0083 72 not NDA 022432. In the 
FDA approval letter for H.P. Acthar Gel provided by Drugs@FDA at 
http://www.accessdata.fda.gov/drugsatfda_docs/appletter/2010/022432s000ltr.pdf, the approval 
letter shows that although the NDA for the use ofH.P. Acthar Gel for infantile spasms was 
initially assigned number 022432, that any future submissions "should be addressed to the 
original NDA 008372 for this drug product, not to this NDA [022432]". 

When reviewing the reporting ofNDC 63004-8710 to the Medicaid Drug Rebate (MDR) 
program in the Dmg Data Reporting for Medicaid (DDR) system, we noti ced that this NDC has 
NDA 022432 repotted as its FDA application number, which is incorrect pursuant to the FDA 
approval letter indicated above and the listing information provided by the manufacturer to FDA 
Online Label Repository. Therefore, we are requesting the manufacturer to review and correct 
the reporting of its product data in DDR to ensure that accurate infonnation is reported to the 
ivIDR program. 

Additionally, as provided in Manufacturer Release No. 90 at 
http://www.medicaid.gov/Medicaid-CHIP-Prograrn-Information/By
Topics/Benefits/Prescription-Drugs/Downloads/Rx-Releases/NIFR-Releases/mfr-rel-090.pdt: the 
baseline data of an NDC for a single source drug or innovator multiple source drug must follow 
the NDA. Therefore, the baseline data of NDC 63004-8710 need to follow the baseline data of 
the original NDC 63004-773 1-01, which includes revision to the base AMP of.NDC 63004-
8710. 
As requested above, please review the data reported in the DDR system as soon as possible and 
make the necessary correction to ensure accurate information is reported to the l\IDR program. 
Also, please send a reply e-mail to advise us when the correction has been completed. 
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If you have any questions or concerns, or would like to discuss further, please contact Ruth Blatt 
at or 

Sincerely, 

Isl 

John M. Coster, Ph.D.,R.Ph. 
Director 
Division of Pharmacy 
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