[Type the date here]

Dr. Mark McClellan

FDA Commissioner

Food and Drug Administration
5600 Fishers Lane

Rockville, MD 20857
RE:
Citizen’s Petition - Docket No. 2003P-0274/CP1

Dear Dr. McClellan,

I am writing to you to express my support for the petition asking you to implement the Tier 1 Initial Approval concept.  We need immediate, effective action from the Food and Drug Administration to improve access to “investigational” drugs for terminally-ill patients.  The Tier 1 Initial Approval concept and the other proposed regulatory changes proposed in the petition represent a reasonable and workable approach for addressing this critical issue.

[Note:  If you wish, consider including a brief paragraph here describing the basis for your interest in this matter.  For example, if you are a patient with a life-threatening disease, cancer survivor, caregiver, family member or friend of a patient (living or deceased), health care professional, concerned citizen, etc, include that information.  If you have experience events that caused you to support the initiative, and you are comfortable with providing a brief description of those events, consider including that information here. If you do not wish to add any information, simply delete this note and send the letter over your signature and address.]   

The Citizen’s Petition provides the FDA with an opportunity to fix its well-intentioned but clearly inadequate policies and regulations that have fallen far short of filling the legitimate need of Americans suffering from life-threatening diseases.  It is unacceptable to deny many thousands of Americans each year access to new treatments that offer the most promise for improving, extending and even saving their lives.  We must stop abandoning the people that need our help the most.

I support the efforts of the Abigail Alliance for Better Access to Developmental Drugs and the Washington Legal Foundation.  Please act now to address this health care emergency - approve Citizens Petition 2003P-0274/CP1.

Most Sincerely,

[Type Your Name Here]

[Include Address Here] 

