Today's article was suggested by Dr. Glew, and comes from the Associated Press.  The article is titled, "FDA OKs first Attention Deficit Patch", and describes the FDA approval of Daytrana, which is a transdermal delivery of methylphenidate.  Actually, the promise of the patch (originally referred to as "Methypatch" many years ago) has been stymied for several years for all sorts of cautionary reasons.
 

Another transdermal psychotropic medication that is quite popular is the clonidine patch (Catapres) for ADHD, tics and other developmental problems.  A 3rd patch is nicotine, used for kids and adults with tics/Tourette -- but controversial, especially for kids.
 

You'll find lots of nervousness in parents surrounding the issue of psychotropic medications, and it's useful to have resources available for you and them to discuss evidence-based information that addresses safety and efficacy of these meds, and decision-making factors.  Suggested resources include:
 

BOOK:
Straight Talk About Psychiatric Medications For Kids - 2nd edition (2004), by Timothy Wilens, M.D. [This is THE book to recommend to parents.  Ask me if you'd like to look at a copy]
 

INTERNET SITES:
1. Go to training website at http://depts.washington.edu/dbpeds
2. Select "Resources for Community"
3. Select "Medication - Psychiatric"
 

BROCHURE:
1. Go to training website at http://depts.washington.edu/dbpeds
2. Select "Resources for Community"

3. Select "Autism and Asperger Syndrome"

4. Select "Autism Medications Brochure for Parents" [I wrote this, and it's in plain-speak, and includes a "worksheet" for parents to help them in decision-making]

 

And that's Developmental/Behavioral Pediatrics: IN THE NEWS! for Wednesday, May 10.

FDA OKs first attention deficit patch

9-hour skin patch approved amid controversy over ADHD drug warnings


Updated: 8:29 p.m. ET April 6, 2006

WASHINGTON - The FDA on Thursday approved the first skin patch to treat attention deficit hyperactivity disorder in children.

The patch called Daytrana, designed to be worn for 9 hours, contains methylphenidate, which has been shown to help children with ADHD. It is the same stimulant that is in Ritalin. The patch is made by Noven Pharmaceuticals Inc. of Miami.

In December, a Food and Drug Administration panel of independent experts voted to recommend that the patch's label encourage its use as an alternative treatment for children ages 6 to 12 with ADHD, meaning doctors should prescribe it only if taking pills is too difficult for a child.

Unlike pill forms of the drug, the patch can be removed if it causes side effects.

Noven Pharmaceuticals in 2003 submitted a 12-hour version of the patch to the FDA. The agency rejected it and recommended that Noven test a nine-hour version. That is the version approved for use Thursday.

U.K.-based Shire Pharmaceuticals Group PLC co-developed the patch with Noven Pharmaceuticals.

Approval of the patch comes as use of methylphenidate and other ADHD drugs increases. Nearly 3.3 million Americans age 19 and younger used an ADHD drug last year, according to Medco Health Solutions Inc., a prescription drug benefit program manager.

The FDA continues to grapple with whether to require more severe warnings on the labels of the drugs.

A panel of outside experts recently recommended to the FDA that the drugs bear labels that caution users in plain language about possible dangers, including stroke and hallucinations. Earlier, another FDA panel recommended that the medicines include so-called "black-box" warnings. That is the strongest warning a prescription drug can bear.

The Daytrana label for now will include the standard warnings other methylphenidate products bear, including cautionary statements about insomnia, decreased appetite and nausea, as well as a warning about sensitization, where patients can develop antibodies to the drug. Methylphenidate — in any form — cannot be taken if sensitization occurs.

"We feel that the labeling approved with this product is adequate and adequately provides for safe and effective use," said Dr. Thomas Laughren, director of the FDA's Division of Psychiatry Products. The companies have pledged to study the sensitization issue, he added.

Last year, an FDA reviewer initially said trials showed the patch produces troubling side effects too often to be considered safe. The reviewer later told a panel of experts that he had reconsidered his opinion and now judged the drug to be safe enough to approve.That panel, the FDA's Psychopharmacologic Drugs Advisory Committee, voted unanimously to recommend approval.

The patch form of the drug was studied in just two short-term clinical trials that included roughly 765 children, Laughren said. The patch has not been tested head-to-head against any other ADHD drugs, including the pill form of methylphenidate.

The patch will be available in four doses: 10, 15, 20 and 30 milligrams per nine hours, Laughren said.

