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NDA 09818/S-018
SUPPLEMENT APPROVAL
Monarch Pharmaceuticals, Inc.
c/o King Pharmaceuticals, Inc.
Attention: Karen Baker
Director Regulatory Affairs
501 5" Street
Bristol, TN 37620

Dear Ms. Baker:

Please refer to your Supplemental New Drug Application (SNDA) dated September 17, 2003,
received September 22, 2003, submitted under section 505(b) of the Federal Food, Drug, and
Cosmetic Act (FDCA) for Kemadrin (procyclidine hydrochloride) 5mg Tablets.

This “Prior Approval” supplemental new drug application provides for the inclusion of a
“Geriatric Use” subsection in the product labeling.

We have completed our review of this supplemental application. It is approved, effective on the
date of this letter, for use as recommended in the enclosed, agreed-upon labeling text.

Specifically, the following text is being added to the “Geriatric Use” subsection of the product
labeling:

“Clinical studies of KEMADRIN did not include sufficient numbers of subjects aged 65
and over to determine whether they respond differently from younger subjects. Other
reported clinical experience has not identified differences in responses between the
elderly and younger patients. In general, dose selection for an elderly patient should start
at the low end of the dosing range(see Dosage and Administration) and the dose should
be increased only as needed with monitoring for the emergence of adverse events (see
Precautions and Adverse Reactions).”

CONTENT OF LABELING

We note that you are longer marketing Kemadrin Tablets and that labeling is not yet in
compliance with the requirements for content and format of labeling described at 21 CFR 201.56
and 201.57. However, we are granting an extension of the date for compliance with the labeling
requirements until you resume marketing of the product.
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REPORTING REQUIREMENTS

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 Stacy Metz, PharmD, Regulatory Project Manager, at (301) 796-
21309.

Sincerely,

{See appended electronic signature page}

Russell Katz, M.D.

Director

Division of Neurology Products

Office of Drug Evaluation |

Center for Drug Evaluation and Research
ENCLOSURE:

Content of Labeling
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

RUSSELL G KATZ
07/01/2011
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	labeling for kemadrin.pdf
	Indications: KEMADRIN (procyclidine hydrochloride) is indicated in the treatment of parkinsonism including the postencephalitic, arteriosclerotic, and idiopathic types. Partial control of the parkinsonism symptoms is the usual therapeutic accomplishment. Procyclidine hydrochloride is usually more efficacious in the relief of rigidity than tremor; but tremor, fatigue, weakness, and sluggishness are frequently beneficially influenced. It can be substituted for all the previous medications in mild and moderate cases. For the control of more severe cases, other drugs may be added to procyclidine therapy as indications warrant.
	Contraindications: Procyclidine hydrochloride should not be used in angle-closure glaucoma although simple type glaucomas do not appear to be adversely affected.
	Warnings: Use in Children: Safety and efficacy have not been established in the pediatric age group; therefore, the use of procyclidine hydrochloride in this age group requires that the potential benefits be weighed against the possible hazards to the child.
	Precautions: Conditions in which inhibition of the parasympathetic nervous system is undesirable, such as tachycardia and urinary retention (such as may occur with marked prostatic hypertrophy), require special care in the administration of the drug. Hypotensive patients who receive the drug should be observed closely. Occasionally, particularly in older patients, mental confusion and disorientation may occur with the development of agitation, hallucinations, and psychotic-like symptoms. Patients with mental disorders occasionally experience a precipitation of a psychotic episode when the dosage of antiparkinsonism drugs is increased to treat the extrapyramidal side effects of phenothiazine and rauwolfia derivatives.
	Geriatric Use:  Clinical studies of KEMADRIN did not include sufficient numbers of subjects aged 65 and over to determine whether they respond differently from younger subjects.  Other reported clinical experience has not identified differences in responses between the elderly and younger patients.  In general, dose selection for an elderly patient should start at the low end of the dosing range(see Dosage and Administration) and the dose should be increased only as needed with monitoring for the emergence of adverse events (see Precautions and Adverse Reactions). 
	Adverse Reactions: Anticholinergic effects can be produced by therapeutic doses although these can frequently be minimized or eliminated by careful dosage. They include: dryness of the mouth, mydriasis, blurring of vision, giddiness, lightheadedness, and gastrointestinal disturbances such as nausea, vomiting, epigastric distress, and constipation. Occasionally an allergic reaction such as a skin rash may be encountered. Feelings of muscular weakness may occur. Acute suppurative parotitis as a complication of dry mouth has been reported.




