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March 22, 2002

Richard A. Meserve, Chairman 
USNRC 
One White Flint North 
Mail Stop 16C1, 11555 Rockville Pike 
Rockville, Maryland 20852-2738 

Dear Mr. Meserve: 

As you know, New York State recently accepted potassium iodide 
(KI) from the Nuclear Regulatory Commission (NRC) to augment existing 
public safety programs that mitigate the threat posed by nuclear power 
plants. The state is committed to ensuring that, if needed, KI will be 
available for this purpose. I am writing to request your assistance in 
gaining FDA approval for doses in other than the 130mg. size currently 
approved.  

As you know, FDA's guidelines, released in December, 2001, 
provide recommended doses of KI for different risk groups. FDA 
guidance proscribes that a 130 mg. dose of KI would be appropriate for 
adults aged 18 - 40 and for adolescents weighing approximately 70kg.  
This guidance prescribes doses of 65, 32, and 16 mg. for the remaining 
younger segments of the population, including infants.  

Of particular concern is the inability to divide the 130-mg tablets 
accurately into the doses of 65 mg. recommended for most children and 
young adults. Accurately dividing the current pill into the even smaller 
doses prescribed in the FDA guidance is even more unrealistic. During an 
emergency requiring KI distribution, the need to divide KI tablets into 
these small doses would present considerable logistical problems. Given 
the potential that overdosing may produce side effects for this vulnerable 
segment of the population, the State is very concerned about distribution 
of solely the adult-sized doses during a disaster. An inability to verify 
proper dosing could affect public acceptance for the use of KI and could 
also raise legal concerns for those distributing it. As you know, New York 
State has already requested KI in the 65 mg. doses consistent with FDA 
guidance.
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I have been made aware that the NRC's KI contractor has stated that it is able to provide 
KI in a 65-mg dose size that adheres to the same quality and potency standards under USP 
guidelines that presently apply to the 130-mg tablets. Doing this, however, would require 
approval from FDA in order for the product to be marketed as a radiation protection drug. I 
have also seen other sources for KI in smaller dosages and in a liquid form.  

I strongly urge that NRC support an expedited FDA approval of a 65-mg KI tablet of the 
same approximate size as the existing 130-mg tablet, with an appropriate means of distinguishing 
between the two tablet sizes through color, shape or packaging. The combination of the 130-mg 
tablet and tablets at other dosages would provide a viable method of reducing the potential risk 
of complications from misuse of the drug by the public. Further, I also request your support for 
prompt FDA approval of the 32mg. and 16 mg. doses and that alternative forms of KI, such as a 
liquid, be examined and approved as appropriate.  

In light of the federal government's current KI stockpiling initiatives, we believe there 
should be no reason for FDA to delay approval of smaller dose production that would facilitate 
compliance with the agency's own guidelines.  

Thank you in advance for your support of this request.  

Sincerely,

Edward F.  
Chairman

EFJ:lw



STATE OF NEW YORK 

STATE EMERGENCY MANAGEMENT OFFICE 
1220 WASHINGTON AVENUE 

BUILDING 22, SUITE 101 
ALBANY, NEW YORK 12226-2251

I R i0 Z SN• /> - -. ,-.,•- .,

Richard A. Meserve, Chairman 
USNRC 
One White Flint North 
Mail Stop 16C1, 11555 Rockville Pike 
Rockville, Maryland 20852-2738

stletsstsvo u ti lt l,,IIIII II I , i IIII,, i t II,,h l, ll t h ,,III II 1 1 1h11 11 1 ,,,l 1 11


