coverletter.pdf Page 1 of 2

May 14, 2013

Meghna Jairath
Food and Drug Administration
Center for Drug Evaluation and Research
Division of Metabolism and Endocrinology Products
5901-B Ammendale Road
Beltsville, MD 20705-1266
RE:

NDA 20-862 Hectorol® (doxercalciferol capsules) Sequence No. 0018

Subject: DEFERRAL EXTENSION REQUESTED
Postmarketing Requirement Commitment # 513-1
Dear Ms. Jairath:

Reference is made to IND 31,423 and NDA 20-862/S-006 approved April 23, 2004. The approval of the
supplement included a post-approval commitment (under the Pediatric Research Equity Act (PREA) to
conduct a study with Hectorol Capsules in chronic kidney disease (CKD) Stage 3 and 4 patients with
secondary hyperparathyroidism. Additional reference is made to an e-mail received on March 27, 2013
following up on a Deferral Extension Request letter from the FDA dated October 31, 2012.
Unfortunately, Genzyme did not recieve the Deferral Extension Request letter until it was included in
the March 27, 2013 e-mail. Genzyme would like to take this opportunity to request a deferral extension
of the Hectorol pediatric study commitment as outlined in the October 31, 2012 letter.
Efforts to develop a protocol to fulfill the post approval commitment to conduct a study with Hectorol
Capsules in CKD Stage 3 and 4 patients with secondary hyperparathyroidism have been ongoing since
the commitment was set forth upon the approval of NDA 20-862/S-006. Proposed pediatric study
requests were previously submitted to IND 31,423 as Serial No. 140 (Sept 28, 2004), Serial
No. 147 (December 19, 2005) and Serial No. 165 (November 14, 2006). Despite various
correspondence and interactions with the FDA, none of the above cited protocols were found to be
acceptable to fulfill the requirements of the commitment to conduct a study under PREA.
Correspondence and discussions continued, including a teleconference to discuss protocol design held
(b) (4)
on August 28, 2007. At this meeting the FDA recommended that a lower dose of Hectorol
would need to be developed to help determine a “lowest efficacious dose” of Hectorol for pediatric
(b) (4)
patients. The
dose was developed, and communication with the FDA continued through 2010,
including a teleconference on November 30, 2010, in efforts to develop an acceptable protocol.
On December 22, 2010,Genzyme submitted a revised pediatric development plan (Serial No. 212) which
was intended to address FDA feedback and concerns that had been received to date. This submission
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