MEMORANDUM FOR:

FROM:.

SUBJEZCT:

UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON, D. C. 20555

JUN 2 4 1985

Richard W. Krimm, Chairman

Federal Radiological Preparedness
Coordinating Committee

Federal Emergency Management Agency

tEdward L. Jordan, Director

Division of Emergency Preparedness
and Engineering Response

Office of Inspection and Enforcement

DRAFT FEDERAL POLICY STATEMENT ON THE DISTRIBUTION
AND USE OF POTASSIUM I0DIDE

This responds to your request of November 15, 1984 regarding the proposed

draft Feceral policy statement on the distribution and use of potassium icdide.

The Commission has reviewed the draft policy statement that was distributed to

the FRPCC on March 26, 1985 and finds that it is consistent with its views and

opinions on this protect.ve action. Accordingly, the NRC agrees with the accept-

ability of the draft pclicy statement and concurs with its distribution to state

end Tocal governments as Federal guidance with the minor editorial changes

znno.ated on the enclosed copy.

Enclosure:

é%/. Jordan, Director

Divisigh/of Emergency Preparedness
and BAgineering Response
Office of Inspection and Enforcement

Craft Federal Policy Statement

cc: See page 2
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Policy on Distribution of Potassium Todide Around Nuclear Power Sites
for Use as a Thyroidal Blocking Agency

“ne purpose of this document is to provide Federal policy and guidance with regard

-2 distribution of potassfum fodide (KI) and 4ts usage as a thyroid blocking agen:
-~ound operating nuclear power sites. The {ssue has been addressed in terms of two
>mponents of the population that might require or desire potassium fodide use: (1)
-mergenCy workers and institutionalized {ndividuals, and (2) general populatéon,

nis guidance is advisory to State and local governments who, within the limits of
neir authority, should consider these recommendations in the development of emergency
clans and i{n determining appropriate actions to protect the general public. In
-<mmary, the policy recommends the stockpiling or distribution of KI during emergencies
“or emergency workers and institutionalized persons, but does not recommend requiring
redistribution or stockpiling for the general public. The bases for thcse
:commendations are given below. It s recognized, however, that options on the
-istribution and use of KI rests with the States, and hence, the policy statement
~ermits State and local governments, within the 1imits of their authority, to take
“s2sures beyond those recommended or required nationally.

The U.S. Nuclear Regulatory Commission (NRC) and the Federal Emercencv Manacement
roency (FEMA) have already issued cuidance to State and local authorities as well

*s licensees of operating commercial nuclear power plants 4n NUREG-0654/FEMA-REP-1,

ve 1, recommending the stockpiling and d4stribution during emergencies of Ki

.or thyroical dlocking to emergency workers and to institutionaldzed individuals.
That recommendation {s endorsed as an available protective action in the event of

an incident 2t a nuclear power plant. Thyroid blocking for emergency workers and
instituticnalized 1tﬁaid1duals was recommended because: X

!

#e

(V) These individuals would be more likely to be exposed to the radioiodine in
an airborne radioactive release from the plant in the event of an accident;

(2) The number of individuals involved at any site is relatively small and
- requires a Timited supply of KI that can be readily distributed;

(3) The storage, distribution, and administration of KI can be readily controlled;
(4) The known sensitivity to potassium {odide of this limited number of
individuals can be reviewed; and,

(5) These individuals can be readily monitored for adverse side effects by
medical “personnel.

“ne Federal position with recard to the predistribution or stockpiling of potassium

‘ocice for use by the aeneral publiC 1S that it should not be recuired. While valid

-Touments may be made for the use of KI, the preponderance of information indicates

- 2 nztionwide requirement for the predistribution or stockpiling for use by the

s« .2l public would not be worthwhile. This 1s based on the 2bility to evacuate the
neral population and the cost effectiveness of a natfonwide program which has been
2lyzed by the NRC and DOE National Laboratories (NUREG/CR=1433, ) zrrir3geas While

cne use of KI can clearly provide additional pretection in certain circumstances, the

zsessment of the effectiveness of KI and other protective actions and their irylemen-
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important to stress that the use of potassium fodide in a radiation emergency
s not 2 panacea in that it does not block the uptake of other radionuclides and
-2es not protect against external radiation. Furthermore, its use needs to be balanced
g2inst the cost and effectiveness of other protective measures such 2s” gheltering
nd evacuatfon. This recommendation is made 4n full recognition of the potential
>sitive effects of the drug, action by the FDA permitting KI over-the-counter sales,
-nd the authority of State and local health officials to elect to distribute and use
-1e drug based on the specific needs of individual sites.

“he use of KI {s effective as 2 thyroidal blocking agent in reducing accumulation
“y the thyroid gland of radioiodine which has entered the body through {nhalation or
ngestion.  Radiofodine accumulation in the thyroid can be reduced to less than 10
carcent of what it would be without a blocking agent by a daily oral intake of (130
silligrams for adults, 65 milligrams for infants) KI providing administration is
-tarted before or immediately after the exposure to the radiofodine, and treatment
continues for at least 48 hours beyond the time of the last exposure. - This
:ffectiveness decreases to less than 50 percent blocking of the radiofodine uptake,
¢ administration of the KI s delayed until &4 hours after an acute ingestion or
~nhalation,

-% 1s recognized that the ootions on distribution and use of KI for thyroidal
-locking to protect the public health and safety resides with the State and, 4n
:~  cases, local health authorities. Therefore, with the exception of Federa)
s and utility personnel, the decision for use of KI during an actual emergency
. wne general public {s the responsibility of these authorities. In deciding whether
-0 distribute and use KI for the general population, these authorities must consider
- _number of factors.

-ne of the considerations in deciding whether to implement the distribution and use

¥ KI for the general population is that Kl blocking effectively reduces the radiation
:xposure of only the thyroid gland. While this is an important contribution to the
e2lth and safety of the individual, it is not nearly as effective as measures which
crotect the total body of the individual from radioactivity. Both in-place sheltering
:nd precautionary evacuations can reduce the exposure to the thyroid and total body.
“he use of KI for thyroidal blocking 1s not an effective means by itself for protecting
‘ndividuals from the radioactivity in an airborne release resulting from a nuclear
mower plant accident and, therefore, should orly be considered in conjunction with
zheltering, evacuation, or other protective methods.

%he Food and Drug Administration (FDA) has evaluated the medical and radiological

~isks of administering KI for thyroidal blocking under these emergency conditions and
2s concluded that it {s safe and effective and has approved over-the-counter sale of
-he drug for this purpose. FDA gufdance states that risks from the short term use of
~elatively low doses of KI for thyrofdal blocking in a radiation emergency are
~uiweighed by the risks of radiofodine induced thyroid nodules or cancer at a projected
£2" to the thyroid gland of 25 rem or greater. Since FDA has authorized the non-

& ‘iption sale of KI, 1t 1s lecally availabie to individuals who, based on-their
“n personal analysis, choose to have the diug immediately avaiiable. -
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considerations and problems to be evaluated by the State and local authorities

z:ciding whether to institute this program include: (1) Whether the KI should be
ctributed to the population before an accident occurs or as coon as possible after
» accident occurs; (2) whether the risks of exposure to radioactivity will be lower
- the evacuation of the general population is {nitiated or if the general population
: sheltered and the administration of KI inftiated; (3) how the KI will be distributed
-7ing the emergency; (4) what medical assistance will be available to assist the
“cividuals who may have some adverse reaction to KI; (5) how medical authorities
“11 advise the population to take KI and under what circumstances this advice will
> given; (6) 4f KI s predistributed, what assumptions should be made about {ts
czval availability and use in the event of an incident. (7) how the authorities
11 provide KI to transient populations; and (8) whether use of other respiratory
~ctection-(e.g., dust masks, or breathing through wet towels) may be equally effective,
specially in conjunction with sheltering.

+ summary, the use of KI to prevent radioiodine from accumulating in the thyroid
‘znd can be an effective ancillary protective action during a nuclear power plant
ccident. However, many factors make stockpi1ing and/or pre-distribution to the
:neral public questionable. Whether KI should be stockpiled and distributed to the
zneral public around a particular site depends on local conditions. Additionally,
-tisions on its use or the use of alternative protective measures during an emergency
pends on accident and environmental conditions that may prevail at the time. Any
:cisfon by State and local authorities to use KI should be based on the conditions
ite environment for the specific operating commercial nuclear power plant and
.d include cetailed plans for distribution, administration, and medical assistance.
following references are intended to assist State and local authorities 4n
.cisions related to use of KI.

2
-
-
-

1 Nationzl Counci{l on Radfation Protection and Measures (NCRP), Protection of

the Thyreid Gland in the Event of Peleases of Radiofodine. NCRP Report No, 55,
August 1, 1877. .

ro

- Food and Drug Administration (HEW), Potassium lodide as a Thyroid-Blocking
Agent in a Radiation Emergency. 43 FR 58798, December 15, 1978.

3. Halperin, J. A., B. Shlefen, S. E. Kahana, and J. M. Bilstad, Background
Material for the Development of the Food and Drug Administration's Recommendations
on Thyroid-Blocking with Potassium lodide, FDA 81-8158, U.S. Dept. of Health
and Human Services (March 1981).

4. Food and Drug Administration, Potassium lodide as a Thyroid-Blocking Agent in -
3 Radiatiom Emergency: Final Recommendations on Use. (Notice of Availability)
&7 FR 28158, June 29, 1982, .

$. Food and Drug Administration, Potassium lodide as a Thyroid-Blocking Agent in
2 Radiation Emergency: Recommendations on Use. (April 1982) Prepared by the

Bureau of Radiolo?ical Health and Bureau of Druas, Food and Drug Administration,
epartment of Health and Kuman Services. ’
§. Nuclear Requlatory Commission, Examination of the Use of Potassium lodide (KI) i
" hS an ELmergency Erotec:1ve Measure for Nuclear Reactor ch1dewts}(narch 1980). ?

Prepared by Sandia National Laboratories for the NRC.
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that day. New appleations involving
this project site, to the extent povided
for under 18 CFR Part 4, may be filed an
the next business day.

Kenaoeth F. Plumh, 2 —

Secretory. L

[FR Doc. 85-14846 Filed 6-19-85. 845 am|
BILLING COOE 6717-01-M

[Docket Na. RP8S- 162-000

Southern Natural Gas Co.: Proposed
Changes in FERC Gas Tariff

June 17, 1985

Take notice that Southern Natural
Gas Compaany (Sauthern] en june 12,
1985. tendered for filing the following
revised tariff sheets to its FERC Gas
Tanil. Sixth Revised Volume No. 1:
First Revised Sheet No. 40}
Fourth Revised Sheet No. 41
Origina! Sheet No. 114
The proposed effective date of the
sheets is July 15, 1985.

n's present Sectioa 13 of the

General Terms and Conditians provides
that a purchaser may, within any 12
month perfed. decrease its contract
demand at any delivery point if that
purchaser or another pusct.aser or othes -
purchasers increase their contract
demands at other delivery points in total
emoun! equal to the decrease, provided
that the increased cantract demand can
be delivered withou investment in new
facifities fexcept minor measurement or
delivery facilities) by Southemn. As
proposed. revised Section 13 of the
General Terms and Canditions would
allow each of Southemn's resate
customiers, subject to Southern’s abikity
ta deliver the gas, an oppertunity o
receive a pro rata share af the cantract
demand made available when one of
Southern’s resale customers requests a
reduction in its total contraet demand in
an amount greater than 1.000 Mcf. In
addition. all customers desiring to
increase their total contract demands
would be entitled. subject to the ability
of Southern to deliver the gas. bo receive
5Mcf as a minimam share of the
contract demht:d made h. vailahie

Copres of this filing ha ve been served
upon Southern's purisdictionzl customers
and interested state public service

“commissions. .

Any person desiring to be keard ar to
protest said filing shoald file a motion to
wiervene or protes! with the Federal
Energy Commrission, 825 North Capitol
Street, NE., Washicpton, D.C. 20475, in
accordance with Rules 211 and 214 of
the Commission’s Roles of Practice and
Procedure f18 CFR 285 211, 385 214} All
such motions or praotests shoutd be fited
on or befare jume 22, 19585 Protests will

be considered by the Commission in
determimng the apprapriate actian to be
takeg, but will not serve ta make
protestanis parties to the proceedmg.
Any persoe wishing to become a party
must file a motion ta intervene. Capies
of this filing are on file with the
Commissian and are available for public

inspection.
Kenneth F. Plumh,

Secretary.
{FR Doc. 85-14847 Filad 6-19-85; 8:45 am)

071 CO08 7014

[(Docket No RP85-156-001)

Valero Interstate Transmission Cog
Corrected Filing

June 14, 1685,

Take notice that on June 12, 1985,
Valero Interstate Transmission
Compeny (Vitco) tendered for filing the
following substitute tariff sheets
carrecting its previous filing of May 31.
1585 in Docket No. RP85-156-000: .
FERC Gas TadifT, Original Volume No. 1

Substitute 8th Revised Sheet No. 14
superseding 7th Revised Sheet No. 14

FERC Gas Tariff, Original Volume No. 2

Substitute 2ad Revised Sheet No. 6
superseding 1st Revised Sheet No. 6
Vitco's filing of May 21, 1985 for the

purpose of reinstating its base tariff

rates did aot correctly reflect gas costs
consistent witi: Viten's PGA efiective

June 1, 1985,

Any persan desiring to be heard ar to
protest said filing skould file a motion to
intervene or a protest with the Federal
Energy Regnlatory Commission, 825
North Capital Street. NE. Washington,
D.C. 20428, in accoedance with Rules 21°
and 214 of the Cammission’s Rules of
Practice and Pracedure (18 CFR 385.211,
385214} Al such metions or protests
should be filed on or before June 21,
1985. Protests will be considered by the
Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties ta
the proceeding Any person wishing to

€ 8 party must fi’e a motion to
intervene. Copies of this filing are on file
with the Commissian and are available
for public inspectian.

Kenaeth F. Plumb,

Secretury.

[FR Doc. 8614848 Filed 6-13-85. A 45 am|

BILLING CODE §716-47-8

[Docket Na. 1D-218 +-000}

Virgil C. Summer; Application

June 13, 1985.

Take notice that on May 17, 1885,
Virgil C. Summer (applicant] filed an
application pursuant to Section.305(b) of
the Federal Power Act to hold the
following positions:

Directer, Sauth Carolina Elect-ic & Gas

Company
Chief Executive Officer, Sout! Carolina

Electric & Gas Company
Chairman of Board, South C .rolina

Electric & Gas Company
Director, South Carolina Generating

Company, Inc.

Chairman. Seuth Carolina Generalting

Company, Inc.

Any person desiring to be heard or ta
protest said filing should file 1 motion ta
intervene or protest with the Federal
Energy Regulatory Commission, 825
North Capitol Street, NE., Washington,
D.C. 20426, in accordance with rules 211
and 214 of the Commission's Rules of
Practice and Procedure (18 CFR 385.211,
385.214). Ali such motions or protests
should be filed on or before June 24,
1885. Protests will be considered by the
Commission in determining the
appropriate action ta be taken, but w.ll
not serve to make protestants parties to
the proceeding. Any person wishing to
become a party must file a motion to
intervene. Copies of this filing are on file
with the Commission and are available
for public inspection.

Keaneth F. Plumb, '

Secretary.

[FR Doc. 85-14849 Filed 6-19-85, 8.45 am}
BILLING COOE 6717

FEDERAL EMERGENCY
MANAGEMENT AGENCY

Federal Policy on Distribution of
Potassium lodide Arcund Nuclear
Power Sites tor Use 2s a Thyreoidal

Blocking Agent

AGENCY: Federal Euiergency
Management Ageucy.

AcCTION: Notire of Issuance of Federal
Policy.

SUMMARY: The Federal Radiological
Preparedness Coordinating Committee
(FRPCC) is publishing this petice to
provide guidance to State and ‘ocal
agencies res poasible for radiclogical
emergency plaaning and preparedness
regarding the distribution of potassium
todide for ese as & thyraidal blockimg
agent by the general - olic in the
vicinity of nuclear power plants. The
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Cederal Emergency Management
gency }‘\1\ hairs the FRPCC,
reby assuming the respc
this p'hnll ation

onsibility

FOR FURTHER INFOR“AYION CONTACT:

Gerard W. Smith, Technological
Hazards Division, Office of Natural and
Technological Hazards Programs, State
and Local P'r srams and Support
Federal Emergency Management
Agency, axlr( Street SW., Washing
D.C. 20472, 202-646-2869

SUPPLEMENTARY INFORMATION:

Background

This guidance on distribution of
potassium iodide as a thyroidal blocking
agent to the gen yeral public in the
vicinity of nuclear power plants is par
of a Federal interagency effort

ordinated by the Federal Emergenc)
Management Agency (FEMA) for the
Federal Radiological Preparedness
Coordinating (,ummm»*e (FRPCC)
FEMA issued a final regulation in t‘w
Federal Register of March 11, 1882, (4
FR 10758), which reflected governmental
reorganizations and reassigned agency
responsibilites for radiological incident
emergency response planning. A
respo ility assigned to the
Department of Health and Human
Services (H"\ and in turn delegate to
the Food and Drug Administration
(FDA] is the responsibility to provide
guidance to H ate arf! 'mm] g«)w"mw"s
on the use tective subs
‘ of drugs (e.g
potassium iod y reduce radiation
dose to specific organs including dosag
and projected radiation exposures al
which such drugs should be used

In the Federal R?gnter of ]'xr e 2

47 FR 28158), FDA published
recommendations for State and local
agencies regarding the pm-vr'nd
raciation dose to the thyroid gland at
which State an i loca! health officials
should consider the use of potassium
iodide. The recommendations stated
that: (1) Potassium iodide be used during
radiation emergencies by people who
are likely to recei \e more than 10 to 20
rads to the thyroid. (2) The drug at the
recommended doses could block at least

90 percent of radioiodine absorption if
the first dose is given shortly before or
immediately after npvsure to
radiciodine. The drug cou
percent of radioiodine upmhﬁ |f the first
dose is administered within 4 hours
after ex pl)Su"‘ (3) State and local
afficials should establish a system for
informing the public how to use
potassium iodide, how to report side
effects of the drug, and how to get
treatment for any adverse reactions

ynsibi

1aa”
A 0L

The “Al,‘;-‘”l( pu 1).10x‘h~’ contau
the rationaie on Ihn use of potassium
iodide for emergency workers and
institutionalized individuals. It also
incorporates the considerations that
should be made in deciding to
implement the distribution and use of
;*u%.:ss:n'.. odide for the general
populat The decisions on
1.‘.!.'.‘ yution and use of potassium iodide
for thyroidal blocking to protect the
public 'w 1Ith and safety resides with the
State and. in some cases, local health
authorities. It suggests that any decision
by State anc tal authorities to use
potassium iodide should be base d on the
site environment and conditions at the
time of an emergency for the specific
n'wrn ing commercial nuclear power
plant and should include detailed plans
for dis trit bution, administration, and
medical assistance

The Federal position with regard t
the predistribution or stockpiling of
potassium iodide for use b the general
public is that it should not be required
Richard W. Krimm,
Chairman, Federal Radiological
Preparedness Coordin

1
i
11

pin 5 Committee
{FR Doc. 85-14810 Filed 6-18-85; 8:45 am]

SILLING CODE §718-01-M

[Docket No. FEMA-REP-5-Wi-2 and FEMA-
REP-5-Wi-3]

The Wisconsin fadiological
Emergency Response Plans Site-
Specific for the Kewaunee and Point
Beach Nuclear Power Plants

ACTION: Certifica
and U"‘»"f"..".:i"-:)!‘.“»

yn of FEMA Findings

In accor 'ance with the Federal
Emergency Management Agency
(FEMA)] rule 44 CFR Part 350, the State
of Wisconsin submitted its plans
relating t e Kewaunee and Point
Jeach Nuclear Power Plants to the
Director of FEMA Region V on April 6,
1981, for FEMA review and approval
On August 30, 1984, the Regional
Director forwarded his evaluations to
the Associa's Director for State and
Local Programs and Support in
accordance with § 350.11 of the FEMA
rule. Included in the evaluations are
reviews of the State and local plans
around the Kewaunee and Point Beach
facilities, and evaluations of the joint

exercises conducted on January 21, 1981,

March 9, 1982, November 1, 1983, and
]tmr‘ 19, 1984, in accordance with § 350.9

he FEMA rule. A report of the public
m l‘PHY‘h held on January 22, 1981, to
discuss the site-specific aspects of the
State and local plans in mmrddm e witl
§ 350.10 of the FEMA rule was also
included

Based on the evaluations by the
Reginnal H‘.'-n tor and the review by the
FEMA Hea ‘..Jr‘-'r‘» staff, I find and
m"r' mine ”' 1' subject to the condition
stated below, the State and local plans
and ;':";ua:vwhn"‘\ for the Kewaunee and
Pcint Beach Nuclear Power Plants are
ate to protect the health and
lic living in the vicinity
These offsite plans and

adequ
safety of l'\v p\,.
of the plar
preparedness are assessed as adequate
in that they provide reasonable
assurance that appropriate protective
actions can be taken offsite in the event
of a radiological emergency and are
capable of being implen iented. The
um(‘mnn for the above approvals is that
the adequacy of the public alert and
notification system already installed
and ope ”i.u‘hd] mu s‘! be verified as
ntew?x'- the standards set forth l"
Appendix 3 of the Nuclear Regu latory
(Lu..‘mss on (NRC)/FEMA criteria ¢ f
NUREG-0654/FEMA REP-1, Revision 1
and FEMA-43, “Standard Guide for the
Evaluation of Alert and Notification
Systems for Nuclear Power Plants.”

FEMA will continue to review the
status of offsite plans and preparedness
associated with the Kewaunee and Point
Beach Nuclear Power Plants in
accordance with § 350.13 of the FEMA
rule

For further details with respect to this
action, refer to Docket Files FEMA-
REP-WI-2 and FEMA-REP-5-WI-3
maintained by the Regional Director,
FEMA Region V, Federal Center, Battle
Creek, Michigan 49016

Dated: June 14, 1985

For the Fede
Agency
Samuel W. Speck,
Associate Director, State and Loca
and Support
[FR Doc. 85-14809 Filed 6-19-85 8:45 am|
BILLING CODE §718-01-M

a! Emergency Management

Programs

FEDERAL RESERVE SYSTEM

First Railroad & Banking Company of
Georgia and First Financial
Management Corp.; Acquisition of
Compary Engaged in Permissible
Nonbanking Activities

The organization listed in this notice
has applied under § 225.23 (a)(2) or (f) of
the Board's Regulation Y (12 CFR 225.23
(a)(2) or () (ur the Board's approval
under section 4(c)(8) of the Bank
Holding Com '\mx Act(12USC
1843(c)(8)) and § 225.21(a) of Regulation
Y(12CFR 2 “'» “H.H' to acquire or
control voting securities or assets ofa
company engaged in a nonbanking
activity that is listed in § 225.25 of
P-‘y'l'.a’!':r' Y as closely rvllu‘m? to
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FEDERAL EMERGENCY
MANAGEMENRT AGENCY

Federal Policy on Distribution of
Potassium lodide Around Nuclear
Power Sites for Use as a Thyroidal
Blocking Agent

AGENCY: Federal Emergency
Management Agency.

acTion: Notice of Issuance of Federal
Policy—correction.

SUMMARY: The Federal Radiological
Preparedness Coordinating Committee
(FRPCC) is publishing this notice 1o
provide guidance to State and loca!
agencies responsible for radiological
emergency planning and preparedness
regarding the distribution of potassium
iodide for use as a thyroidal blocking
agent by the general public in the
vicinity of nuclear power plants. The
Federal Emergency Management
Agency (FEMA) chairs the FRPCC,
thereby assuming the responsibility for
this publication. ~

In FR Doc. 85-14810 beginning on page
25624 in the issue of Thursday June 20,
1985, the statement of Federal Policy
was inadvertently not included. The
complete policy is stated herein. In
addition, e portion of the Supplementary
Information has been deleted because it
was inconsistent with previously
published Food end Drug
Administration policy.
FOR FURTHER INFORMATION CONTACT:
Gerard W. Smith, Technological
Hazards Division, Office of National
and Technological Hazards Programs,
State and Local Programs and Support,
Federal Emergency Management
Agency, 500 C Street SW.. Washington,
D.C. 20472 2026462869
SUPPLEMENTARY INFORMATION:

Background

This guidance on distribution of
potassium iodide as a thyroidal blocking
agent to the general public in the
vicinity of nuclear power plants is part
of a Federal interagency effort
coordinated by the Federal Emergency
Management Agency (FEMA) for the
Federal Radiological Preparedness
Coordinating Committee (FRPCC).
FEMA issued a final regulation in the
Federal Register of March 11, 1982 (47
FR 10758), which reflected governmental
reorganizations and reassigned agency
responsibilities for radiological incident
emergency response planning. 44 CFR
351 A responsibility assigned to the
Department of Health and Human
Services (HHS) and in turn delegated to
the Food and Drug Administration
(FDA) is the responsibility to provide
guidance to State and local governments

on the use of radioprotective substances
and prophylactic use of drugs (e ¢
potassium iodide) to reduce radiztion
dose to specific organs including dosage
and projected radiation exposures a!
which such drugs should be used.

In the Federal Register of June 29, 1982
(47 FR 28158), FDA published
recommendations for State and local
agencies regarding the projected
radiation dose to the thyroid gland at
which Stete and local health officials
should consider the use of potassium
fodide.

The guidance published here contains
the rationale on the use of potassium
fodide for emergency workers and
institutionalized individuals. It also

rates the considerations that

should be made in deciding to
implement the distribution and use of
potassium iodide for the general
population. The decisions on
distribution and use of potassium iodide
for thyroidal bl to protect the
pubiic health and safety resides with the
State and, in some cases, local health
authorities. It suggests that any decision
by State and loca! authorities to use
potassium iodid . should be based on the
site environment and conditions at the
time of an emergency for the specific
omnin. commercial nuclear
? t and should include detailed plans

or distribution, administration, and
medical assistance.

The Federal position with regard to
the predistribution or stockpiling of
potassium iodide for use by the general
public is that it should not be required.

Policy on Distribution of Potassium
lodide Around Nuclear Power Sites for

Use as a Thyroidal Blocking Agency

_ The purpose of this document is to
provide Federal policy and guidance
with regard to distribution of potassium
sodide (KI) and its usage as & thyroid
blocking agent around operating nmuclear
power sites. The issue has been
addressed in terms of two components
of the population that might require or
desire potassium iodide use: (1)
Emergency workers and
institutionalized individuals, and [2)
general population. This guidance is
advisory to State and local governments
who, within the limits of their authority,
should consider these recommendations
in the development of emergency plans
and in determining urpropriah actions
to protect the general public. In
summary, the policy recommends the
stockpiling or distribution of Kl during
emergencies for emergency workers and
institutionalized persons, but does not
recommend requiring predistribution or
stockpiling for the general public. The
bases for these recommendaticns are

241955 |/ Notices

gven below. It is recognized, however, |
that options on the distribution and use
of K1 rests with the States, and hence
the policy statement permits State and
loce! governments, within the limits of
their authority, to take measures beyond
those recommended or required
nationally. .

The U.S. Nuclear Regulatory
Commission (NRC) and the Federal
Emergency Management Agency
(FEMA) have already issued guidance
to State and local suthorities as well as
licensees of operating commercial
nuclear power plants in NUREG-0854/
FEMA-REP-1, Rev. 1, recommending the
stockpiling and distribution during
emergencies of Kl for thyroidal blocking
to emergency workers and 10
institutionalized individuals. That  *
recommendation is endors=d as an
available protective action in the event
of an incident at a nuclear power plant.
Thyroid blocking for workers
and institutionalized individuals was
recommended because:

(1) These individuals would be more
likely to be exposed to the redioiodine
in an sirborne radioactive release from
the plant in the event of an accident;

{2) The number of individuals
involved at any site is relatively small
and requires a limited supply of KI that
can be readily distributed;

(3) The storage, distribution, and
administration of KI can be readily
controlled;

(4) The known sensitivity to
potassium iodide of this limited number
of individuals can be reviewed, and

(5) These individuals can be readily
monitored for edverse side effects by
medical personnel. -

The Federal position with regard to the
predistribution or stockpiling of
potassium iodide for use by the general
public is that it should not be required.
While valid arguments may be made for
the use of K1, the preponderance of
information indicates that e nationwide
requirement for the predist-ibution or
stockpiling for use by the general gubhc
would not be worthwhile. This is based
on the ability to evacuate the general
population and the cost effectiveness of
a nationwide program which has been
analyzed by the NRC and DOE National
Laboratories (NUREG/CR-1433). While
the use of Kl can clearly provide
additional protection in certain
circumstances, the assessment of the
effectiveness of Kl and other protective
actions and their implementation
problems indicates that the decision to
use KI (and/or other protective actiors)
should be made by the States and. if
appropriate, local authorities on a site
specific basis.
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It is important to stress that the use of
potassium odide in a radiation
emecrgency is not & panaccea in that it
does not block the uptake of other
radionuclides and does not protec!
against external radiation. Furthermore.
ils use needs to be balanced against the
cost and effectiveness of other
protective measures such as sheltering
and evacuation. This recommendation is
made in full recognition of the potential
positive effects of the drug. action by the
FDA permitting KI over-the-counter
sales, and the authority of State and
local health officials to elect to
distribute and use the drug based on the
specific needs of individual sites.

The use of Kl is effective as &
thyroidal blocking agent in reducing
accumulation by the thyroid gland of
radioiodine which has entered the body
through inhalation or ingestion.
Radioiodine accumulation in the thyroid
can be reduced to less than 10 percent of
what it would be without a blocking
agent by a daily oral intake of (130
milligrams for adults, 65 milligrams for
infants) KI providing administration is
started before or inmediately after the
exposure to the radioiodine, and
treatment continues for at ieast 48 hours
beyond the time of the last exposure.
This effectiveness decreases to less than
50 percent blocking of the radioiodine
uptake, if administration of the Kl is
delayed until 4 hours after an acute
ingestion or inhalation.

It is recognized that the options on
distribution and use of K1 for thyroidal
blocking to protect the public health and
safety resides with the State and. in
some cases, local health authorities.
Therefore, with the exception of Federa!
agency and utility personnel. the
decision for use of KI during an actual
emergency by the general public is the
responsibility of these authorities. In
deciding whether to distribute and use
K1 for the general population, these
authorities must consider o number of
factors.

One of the considerations in deciding
whether to implement the distribution
and use of KI for the general population
is that KI blocking effectively reduces
the radiation exposure of onfy the
thyroid gland. While this is an important
contribution to the health and safety of
the individual, it is not nearly as -
effective as measures which protect the
total body of the individual from
radioactivity. Both in-place sheltering
and precautionary evacuations can
reduce the exposure to the thyroid and
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tots! body. The use of Kl for thyroidal
blocking is not &n effective means by
isclf for protecting individuals from the
radioactivity in an airberne release
resulting from & nuclear power plant
accident and, therefore, should only be
considered in conjunction with
sheltering. evacuation, or other
protective methods.

The Food and Drug Administration
(FDA) has evaluated the medical and
radiological risks of administering KI for
thyroidal blocking under these
emergency conditions and has
concluded tnat it is safe and effective
and has approved over-the-counter sale
of the drug for this purpose. FDA
guidance states that risks from the short
term use of relatively low doses of Kl for
thyroidal blocking in @ radiation
emergency are outweighed by the risks
of radioiodine induced thyroid nodules
or cancer at a projected dose to the
thyroid gland of 25 rem or greater. Since
FDA has authorized the nonprescription
sale of K1, it is legally available to
individuals who, based on their own
personal ar alysis, ciioose to have the
drug immediately available.

Other considerations and problems to
be evaluated by the State and local
authorities in deciding whether to
institute this program include: (1)
Whether the Kl should be distributed to
the population before an accident occurs

~ or as soon as possible after an accident

occurs; (2) whether the risks of exposure
to radioactivity will be lower if the
evacuation of the general population is
initiated or if the general population is
sheltered and the administration of Kl
initiated: (3) how the KI will be
distributed during the emergency: {4)
what medical assistance will be
available to assist the individuals who
may have some adverse reaction to KI;
(5) how medical authorities will advise
the population to take Kl and under
what circumstances this advice will be
given; (6) if K1 is predistributed, what
assumptions should be made about its
actual availability and use in the event
of an incident; (7) how the authorities
will provide KI to transient populations;
and (8) whether use of other respiratory
protection (e.g., dust masks, or breathing
through wet towels) may be equally
effective, especially in conjunction with
sheltering.

In summary, the use of Kl to prevent
radioidine from accumulating in the
thyroid gland can be an effective
ancillary protective action during &
nuclear power plant accident. However,

many factors make stochpiling and/or
pre-distribution to the general public *
questionable. Whether Ki should be
stockpiled and distributed to the general
public around a particular site depends
on local conditions. Additionally,
decisions on its use or the use of
alternative protective measures during
an emergency depends on accident and
environmental conditions that may
prevail at the time. Any decision by
State and local authorities to use Kl
should be based on the conditions and
site environment for the specific
operating commercial nuclear power
plant and should include detailed plans
for distribution, administration, and
medical assistance. The following
reference are intended to assist State
and local authorities in decisions related
to use of KL

1. National Council on Radiation
Protection and Measures (NCRP),
Protection of the Thyroid G!and in the
Event of Releases of Radioiodine. NCRP
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Blocking Agent in a Radiation
Emergency. 43 FR 58798, December 15,
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Food and Drug Administration's
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4. Food and Drug Administration,
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Agent in a8 Radiation Emergency: Final
Recommendations cn Use. (Notice of
Availability) 47 FR 28158, June 29, 1882.

6. Food and Drug Administration,
Potassium lodide as @ Thyroid-Blocking
Agent in a Radiation Emergency:
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Prepared by the Bureau of Radiological
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Drug Administration, Department of
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