September 30, 1998

MEMORANDUM TO: L. Joseph Callan
Executive Director for Operations

FROM: John C. Hoyle, Secretary /s/
SUBJECT: STAFF REQUIREMENTS - COMSECY-98-016 - FEDERAL REGISTER NOTICE ON POTASSIUM
IODIDE

The Commission has approved the attached revision to the Federal Register Notice (FRN) on potassium iodide (KI). The draft FRN should be provided to
FEMA for distribution to other Federal Agencies that are members of the Federal Radiological Preparedness Coordinating Committee (FRPCC) for their
review.

(EDO) (SECY Suspense: 10/2/98)

The staff should issue a Federal Register notice that states that, in light of the many useful public comments on draft NUREG-1633, a substantially
revised document that takes those comments into account will be issued in its place, and that the draft NUREG is therefore being withdrawn (it should
also be withdrawn from the NRC's Website). The reissued document should include an improved discussion of how the practical problems in KI
stockpiling, distribution, and use are handled in the states which already use KI as a supplement and in the numerous nations who use KI as a
supplement. A discussion, in some detail, of the various guidance documents of the World Health Organization and International Atomic Energy Agency,
as well as the U.S. Food and Drug Administration, would be very useful to state and local decisionmakers. The guidance document should be consistent
with the policy adopted by the Commission in response to the petition for rulemaking and should fairly discuss the factors that need to be weighed in the
state and local decisions. The revised document should be submitted to the Commission as a SECY information paper.

(EDO) (SECY Suspense: Date
Draft Final Rulemaking is Provided
To the Commission)
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Revised Federal Policy on Use of Potassium Iodide for Thyroid Protection in Radiological Emergencies at

Commercial Nuclear Power Plants Aceidents
AGENCY: Federal Emergency Management Agency.

ACTION: Issuance of Revised Federal Policy on Potassium Iodide.



urchase, stockpiling and use of the drug potassium iodide (KI) as a prophylaxis to protect fer the thyroid gland from radioiodine and substantially lower
the risk of thyr0|d cancer in the unI|ker event of a ma]or radlologlcal emergency at a commercial nuclear power plant. In 1978‘ the U.S. Food and Drug

exposure, especially in children. It can therefore supplement other protective actions, i.e., evacuation and in-place sheltering, used to protect the
general public in a radiological emergency. Believing that state and local decision-makers may find that prophylactic use of KI is a reasonable and

prudent measure for specific local conditions, the Federal government will purchase supplies of KI for those states (or in some cases, local governments)
h | make KI kpilin istribution, an rt of their emergen lans.

Current Federal policy already provides that KI should be stockpiled and distributed to emergency workers and institutionalized persons during
radiological emergencies. In developing the range of protective actions for the general public for severe accidents at commercial nuclear facilities, the
available technical information indicates that evacuation and |n—place shelterlng provide the best Qrotectlon for the general Qub|IC, because they protect

rotective action decisions. A few States have long included KI as rotective action for the general lic, others have recently decided to stockpile

and distribute KI, and still others are considering whether to do so. The FRPCC does not want to deny a State the option of incorporating the use of KI

as a protective measure for the general public. Therefore, the Federal government is prepared to provide funding for the purchase of a supply of KI. Any
rin som | | government) which sel h f KI r ive m re for th neral lic m notify FEMA, and m

r funding for th r f purchasin ly of KI.

In addition, the Federal government is also required to prepare for a wider range of radiological emergencies. To that end, and as an added assurance
for radiological emergencies in which the location and timing of an emergency are unpredictable and for which, unlike licensed nuclear power plants,

extremely limited and are not likely to provide enough KI for use by the general public in a major radiological emergency.

The policy herein, which was endorsed by both the FRPCC and the Commissioners of the Nuclear Regulatory Commission (NRC), |ncorgorates changes

at a State's request; the establishment of a Federal stockpile; and the explicit recognition by the Federal government, reflected in the offer to purchase
KI, that use of this medicine can under certain conditions be a reasonable and prudent supplement to other protective measures and thereby enhance
protection of the public. The Federal Emergency Management Agency (FEMA) chairs the FRPCC, thereby assuming the responsibility for this publication.

EOR FURTHER INFORMATION CONTACT: William F. McNutt nior Policy Advisor, room 634, Federal Emergency Man ment Agenc treet
SW., Washington, DC 20472, (202) 646-2857; facsimile (202) 646-4183.

SUPPLEMENTARY INFORMATION

Background

This policy on the use of KI as a thyroidal blocking agent is the result of a Federal interagency effort coordinated by the Federal Emergency Management

responsibilities assigned to the Department of Health and Human Services (HHS) and in turn delegated to the Food and Drug Administration (FDA) was
roviding guidance to State and local Governments on the use of radioprotective substances and prophylactic use of drugs (e.g., potassium iodide

including dosage and projected radiation exposures at which such drugs should be used to reduce radiation doses to specific organs.

In the June 29, 1982, Federal Register, 47 FR 281 the F nd Drug Administration lished recommendations for State and local agencie:
regarding the projected radiation dose to the thyroid gland at which State and local health officials should consider the use of KI. The Federal policy on
stockpiling and distributing KI was published in the July 24, 1985, Federal Register, 50 FR 30258. This policy recommended stockpiling or distribution of

On September 11, 1989, the American Thyroid Association requested FEMA, as Chair of the FRPCC, to reexamine the 1985 policy and to revisit the issue
fstockglllng and distributing KI for use by the general public. In response, the FRPCC established first one, then a second ar Ad Hoc Subcommittee on




the-generat-publiethey-wotldneed-te include such a measure in their emergency plans.

In addition to the FRPCC act|ons, the Federal government has broadened the scope of emergency Qregaredness to include resources to respond to

stockpiles would be available on an ad hoc basis, in the event of an accident at a commercial nuclear power plant. However, the stockpiles are limited
and are not likely to provide enough KI for use by the general public in a major radiological emergency.

roved the its staff's recommendation to endorse the FRPCC position and to recognize the availability to State and local governments of

the limited Federal stockpile of KI in connection with preparedness for acts of terrorism. The NRC Commissioners also asked that licensed nuclear power
plant operators to discuss this revised Federal policy on KI with their counterparts in State and local agencies.

7. th
consider the petition and proposed changes to the Federal policy on the use of KI. In part as a result of the meeting, the petitioner amended his petition
to ask for a rule that would require that consideration would be given in the formulation of emergency plans to the use of KI as a supplement to
evacuation or shelterlng, and on June 26, 1998, the Commission granted the amended Qet|t|on, and directed the NRC staff to initiate the reguested

n September 1998, the Commission approved raft Federal Register notice and directed that it be sent to the FRPCC.

Policy on Use of Potassium lodide as an Emergency Preparedness Measure for Commercial Nuclear Power Plant Accidents

In 1978, the U.S. Food and Drug Administration found KI "safe and effective" for use in radiological emergencies. The current Federal policy is already
provides that KI should be stockpiled and distributed to emergency workers and institutionalized persons during radiological emergencies;—butteaves—the

nd in-place sheltering provide the best protection for the general lic, because they protect the whole . However, complete evacuation of the

affected area may not always be achievable. KI provides additional protection for one radiation-sensitive organ, the thyroid, when used in conjunction
with evacuation and/or sheltering.

nd use of KI as rotective measure for the general lic is left to the discretion of State (or in some cases, local government.) However, states

should be aware that the Federal government believes that the use of KI is a reasonable and prudent measure for specific local conditions, and that for

states with nuclear power plants within their borders, the NRC has initiated rulemaking that will require consideration in the formulation of emergency
lans whether incl h kpilin istribution, an f KI.

It is recognized that options on the stockpiling, distribution, and use of KI for the general public rest with the States, and hence, State and local
overnments, within the limits of their authority, can take supplemental measures beyond those recemmended-or required i by the Federal

government. The availability of KI as a protective measure for the general public supplements other options for public officials responsible for protective

protective measure for the general public. Therefore, the Federal government is prepared to provide funding for the purchase of a supply of KI.



Any State, or in some cases, local government, that selects the use of KI as a supplemental protection measure for the general public may so notify the
EEMA Regional Director from the FEMA Region in which the State is located, and may request funding for the purpose of purchasing a supply. State and
local governments that opt to include KI as a supplemental protective measure for the general public will be responsible for preparing guidelines for its

may also contact FEMA when the shelf life of the drug has expired and the supply needs to be replenished.

In add|t|on. the Federal government is also required to Qrepare for a wider range of radlologlcal emergenaes To that end, and as an added assurance

Federal stockpiles will be available on an ad hoc basis to any State for any type of radiological emergency, at any time. However, the stockpiles are
extremely limited and are not likely to provide enough KI for use by the general public in a major radiological emergency.

Poli nsideration

The NRC and FEMA have issued gwdance to State and local authorities as well as to licensees of ogeratlng commercial nuclear power plants in NUREG-

the radioiodine in an airborne radioactive release than other members of the public. In addition, the number of emergency workers and institutionalized
individuals potentially affected at any site is relatively small and requires a limited supply of KI that can be readily distributed.

the Food and Drug Administration declared KI "safe and effective" as long ago as 1978, the drug had never been deployed on a large scale until
Chernobyl. The experience of Polish health authorities during the accident has provided confirmation that large scale deployment of KI is safe.

in place after the Three Mile Island accident.

For the general Qubllc, in the event of a radlologlcal emergency at a commercial nuclear facility, evacuation and |n—p|ace sheltering are considered

neficial in in circumstan r niz he Worl Ith Organization, the International Atomic Energy Agen nd many Eur n
governments. The use of KI is not without controversy. On the one hand, KI can be an effective and safe drug for protecting the thyroid from the uptake
of radioiodine, particularly I-131, especially for children 15 years of age or younger. The Food and Drug Administration has evaluated the medical and

radiological risks of administering KI for emergency conditions and has concluded that it is safe and effective and has approved over-the-counter sale of
h for thi . F nd Drug Admini ion guidan hat risks from the short term f relatively low f KI for thyroidal

Although the post-Chernobyl data from Poland revealed few serious side effects, their possibility cannot be discounted, especially in certain groups of
people. For example, Qeople who are aIIerglc to iodine should not take KI. Although the Federal QO|IC¥ is that use of KI is a reasonable and prudent

lemen

jurisdictions from i

It should be noted that the timely use of KI effectively reduces the radiation exposure of only the thyroid gland. While this is an important contribution
to the health and safety of the |nd|V|dua|I it is not as effective as measures which protect the total body of the individual from radloacthlty Both in-place

should only be considered in conjunction with sheltering, or evacuation, or a combination thereof. Therefore, Wwhile the use of KI can clearly provide
additional Qrotectlon in certain mrcumstances, the assessment of the effectiveness of KI and other Qrotectlve actions and their |mg|ementatlon indicates




eneral public include: (1) Whether the KI should be distributed to the population before an accident occurs or as soon as possible after an accident

rticular site m epend on local conditions. Decisions on its use and the use of alternative protective measures during an emergency m epend on
prevailing accident and environmental conditions.

mmar

In summary, the revised Federal policy is that KI should be stockpiled and distributed to emergency workers and institutionalized persons for radiological
emergencies, but leaves the decision on whether to stockpile, distribute and use KI for the general public to the discretion of State and, in some cases,
local governments Any State or local government that selects the use of KI as a protective measure for the general public may so notify the appropriate

of the public. State and local governments that opt to include KI as a protective measure for the general public will be responsible for preparing
guidelines for its stockpiling, maintenance, distribution and use. State and local governments may also contact FEMA when the shelf life of the drug has
expired and the supply needs to be replenished. It should also be noted that medical supplies, including KI, will be stockpiled in 27 metropolitan areas

plants, this additional stockpile can be acquired ad hoc by State or local government officials if they determine its use would be beneficial.

The following references are intended to assist State and local authorities in decisions related to use of KI:

Accidents. NURE R-14 ri . Prepar ndia National Laboratories for the NRC.

45. Halperin, J.A., B. Shleien, S.E. Kahans, and J.M. Bilstad, Background Material for the Development of the Food and Drug Administration's
Recommendations on Thyroid Blocking with Potassium Iodide. FDA 81-8158, U.S. Dept. of Health and Human Services, March 1981.

Noti f Availability 47 FR 281 ne 29, 1982.

#8. Federal Emergency Management Agency, Federal Policy on Distribution of Potassium Iodide Around Nuclear Power Sites for Use as a Thyroidal
Blocking Agent, 50 FR 30258, July 24, 1985.




813. Nuclear Regulatory Commission, Re-Evaluation of Policy Regarding Use of Potassium Iodide After a Severe Accident at a Nuclear Power Plant.
SECY-93-318, November 23, 1993.

14. Nuclear Regulator: mmission, Re-Evaluation of Policy Regardin se of Potassium Iodide After evere Accident at a Nuclear Power Plant. SECY-
93-318, November 23, 1993.

. r R
Associates, inc., for the NRC.

1016. Nuclear Regulatory Commission, Addendum to SECY-93-318, Re-Evaluation of Policy Regarding Use of Potassium Iodide After a Sever Accident at
a Nuclear Power Plant. SECY-94-087, March 29, 1994.

3219. Nuclear Regulatory Commission, An Analysis of Potassium Iodide (KI) Prophylaxis for the General Public in the Event of a Nuclear Accident.
NUREG/CR-6310, February 1995. Prepared by S. Cohen and Associates, Inc., and Scientech, Inc., for the NRC.

1422. Federal Radiological Preparedness Coordinating Committee, Ad Hoc Subcommittee on Potassium Iodide, Subcommittee Report and

Recommendations, October 3, 1996.

. Nuclear R | ission, Pri
97-124, June 16, 1997.

24. International Atomic Energy Agency, Method for the Development of Emergency Response Preparedness for Nuclear or Radiological Accident. Tecdoc-
953, July 1997.

25. International Atomic Energy Agency, Generic Assessment Procedures for Determining Protective Actions During a Reactor Accident. Tecdoc-955,
August 1997.

Dated:

O. Megs Hepler, 111
Chair
E ral Radiological Pr redn rdinatin mmi
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