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Resubmission

This memo refers to Neos Therapeutics resubmission received December 19, 2016 of their 
505(b)(2) application for Methylphenidate Extended-Release Orally Disintegrating Tablets (XR-
ODT) - 10 mg, 20 mg, and 30 mg for ADHD. The proposed tradename is Cotempla XR-ODT.

EDR Location: \\CDSESUB1\evsprod\NDA205489\0027

Reference is made to the New Drug Application (NDA) dated January 9, 2015 and the Complete 
Response (CR) Letter dated November 6, 2015. In the CR letter FDA requested a study to bridge 
between the clinical trial formulation and the to-be-marketed formulation and from the to-be 
marketed product to the reference product (i.e., Metadate CD). The other major issue was a CMC 
problem (i.e.,  operation and control).

Further reference is made to the statistical review of the original submission filed to DARRTS on 
10/14/2015 [Reference ID: 3829245]. The conclusion of the original statistical review was that 
the results of the clinical study provide adequate statistical evidence that Methylphenidate XR-
ODT is superior to placebo in the treatment of ADHD in the pediatric population (6-12 years) on 
the endpoints studied:

“Patients randomized to MPH XT-ODT in the laboratory classroom study 
(NT0102.1004), the only efficacy study under this 505(b)(2) application, achieved on 
average better results on the SKAMP compared to the placebo patients. The primary 
analysis estimates a difference of -11 points (95% CI: -13.9, -8.2) when averaging the 
results over the 13 hour classroom session (primary endpoint). This difference is highly 
statistically significant.” (Statistical review p. 30)

Labeling was not negotiated with the sponsor during the review of the original submission. The 
sponsor submitted an updated version of the label with the resubmission. The statistical 
contribution to the review of this resubmission was the review of section 14 of the proposed 
label. An efficacy table describing the results for the primary efficacy endpoint was added to 
section 14.
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