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Food and Drug Administration
Rockville, MD 20857

NDA 21-346/ S-009

Johnson & Johnson Pharmaceutical Research & Development, LLC
Attention: Manisha Padhye, Ph.D.

Associate Director, Regulatory Affairs

1125 Trenton-Harbourton Road

Titusville, NJ 08560

Dear Dr. Padhye:

Please refer to your supplemental new drug application dated February 23, 205, received February 25,
2005, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Risperdal
Consta (risperidone) Long Acting Injection

This*“Changes Being Effected” supplemental new drug application provides information regarding
patients with Dementia with Lewy Bodies or Parkinson’s Disease to strengthen the PRECAUTIONS
(Usein Patients with Concomitant 111ness) section of the labeling. The following statement
(highlighted) has been added:

Usein Patients With Concomitant IlIness

Clinical experience with RISPERDAL® in patients with certain concomitant
systemic illnesses is limited. Patients with Parkinson’s Disease or Dementia with
Lewy Bodies who receive antipsychotics, including RISPERDAL®, are reported
to have an increased sensitivity to antipsychotic medications. Manifestations of
this increased sensitivity have been reported to include confusion, obtundation,
postural instability with frequent falls, extrapyramidal symptoms, and clinical
features consistent with the neuroleptic malignant syndrome.

We have completed our review of this application and it is approved, effective on the date of this letter,
for use as recommended in the agreed-upon labeling text (see NDA 20-272 / S-036 approval dated
10/6/06). The Risperdal Constafinal printed labeling (FPL) must carry the identical statement.

Please submit an electronic version of the FPL according to the guidance for industry titled Providing
Regulatory Submissionsin Electronic Format - NDA. For administrative purposes, designate this
submission "FPL for approved supplement NDA 21-346 /S-009.” Approval of this submission by
FDA isnot required before the labeling is used.

If you issue aletter communicating important information about this drug product (i.e., a“Dear Health
Care Professional” |etter), we request that you submit a copy of the letter to this NDA and a copy to
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the following address:

MEDWATCH

Food and Drug Administration
5515 Security Lane

HFD-001, Suite 5100
Rockville, MD 20852

We remind you that you must comply with reporting requirements for an approved NDA (21 CFR
314.80 and 314.81).

If you have any questions, call Keith Kiedrow, Pharm.D., Regulatory Project Manager, at (301) 796-
1924

Sincerely,
{See appended €electronic signature page}

Thomas Laughren, M.D.

Director

Division of Psychiatry Products

Office of Drug Evaluation |

Center for Drug Evaluation and Research



This is arepresentation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Thomas Laughren
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