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UNITED STATES
NUCLEAR REGULATORY COMMISSION Conmmmn
WASHINGTON, D.C. 20555 ¢ ORR

October 29, 1979

The Honorable El1la T. Grasso
Governor of Connecticut
Hartford, Connecticut 06115

Dear Governor Grasso:

Thank you for your letter of July 19, 1979, expressing your concerns

on radiological emergency response planning activities. We at the
Commission are also concerned about this and we are now reviewing all
aspects of the program. Tnis review will no doubt result in recommendations
for improvements.

Let me specifically address the numbered questions and points in your

letter:

1.

You asked about actions to make a thyroid blocking drug available
for institutionalized citizens, emergency workers and the
general public.

The recent letter concerning thyroid blocking sent to

Mr. Alan Hekking of your Office of Civil Preparedness staff

by Mr. Jerome Halperin of the U.S. Food and Drug Administration
(enclosed) partially answers this question. In addition, we

also believe that all inrvolved agencies (State, Federal, local)

must resolve the issue of stockpiling a thyroid blocking agent

and associated funding shortly. At a recent meeting between

FDA and NRC staff, this was one of the topics of discussion.
Whatever policy does result will probably be developed under the
auspices of the several Federal agencies involved in radiological
emergency resporse planning with State and local governments.

Mr. Frank Mancusa, the [irector of your Office of Civil Preparedness
will be kept abrezast of developments through an Interorganizational
Advisory Committze of State and local government emergency prepared-
ness officials of which he is a member.

You proposed that I recommend to the Secretary of Transpcrtation
that his Departmant work with Commissioner Powers of the Connecticut
Department of Transportztion to provide highway signs showing
evacuation routes and contaminated areas.

I have written & letter tn Secretary Goldschmidt of the Department
of Transportaticn.asking that he honor your request. A copy
of the lstter-is enclosed.
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You zsked whey refresher training will be available for State
emercancy resionse perconnel,

I am pleased that Connecticut has taken advantage of the training
provided by tie NRC. The training programs are still available
and w2 will ettartain additional requests for training of those
personnel whe have not received the training. As a matter of
fact, as a result of a recent request from some of the other

New England States, we are contemplating scheduling two of the
cours2s in Nev Zngland within the next several months. These would
be th2 Radiolagical Emergency Response Planning Course and the
Radiclegical Imergency Response Coordinators Course. If you have
perscan2]l whe would benefit by attendance, please inform

Robert 5. Ryaz, Director of the Office of State Programs. He

can be reache: at (301) 492-8170.

We dc not as set have any formal programs for refresher training
since tne job of initial training has absorbed available training
resources., k2 do expect to be in a position to work on refresher
trairing during the next calendar year. .'essrs. Frank Mancuso
and F~thur T. Heubner, your Radiation Contirol Director, will be
advisad when ~e“resher training is available.

You expressec concern about nuclear reactors in other States close tc
the borders o° Connecticut and the need for sharing resources to
respond to an accident at one of these reactors.

ke skare your concerns about contiguous State planning. As a
matte~ of fac:, section II.C of our Emergency Planning Guide and
Checklist NURZG-75/111 (which was published in 1974) contains the
elements of t=is planning which we believe should be addressed in
State anc Toc:1 Radiological Emergency Response Plans. Contiguous
S%ate'laca1 panning is necessary before we will concur in a State
plan.

Specificelly with regard to New England, we have recently been in
contz:t with ~eoresentatives of Vermont, New Hampshire, Massachuse:ts
and Maine to Ziscuss the development of their plans for concurrenc:.
Contiguous Stite planning and accident classifications and
notificaticns have been covered in these discussions. At the most
recer: meetin:z, in which representatives of three of those States
partizinzted, Vermont agreed to write an emergency plan annex whic*
coulc be usec by all four States to describe mutual support and
assistance du~ing an accident. We have informed Vermont of your
conce ns in t-is area and you will receive a copy of the draft
anrex wnen it is ready.
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k2 z2re aware of the New England Radiological Health Compact to
wiizh all hew England States belong and which allows each State
1> zall upen its neighbors in time of need in responding to
raciological emergencies. We believe this is essentizl, especially
in New England, because of the relatively small geogrzphical area
civared by each State. We are also pleased by the passage on

May 15, 1979 of Resolution Number 206 by the hew England Recional
Carmission which expresses the Governors' desire to werk together
g3 3 region in planning for nuclear emergencies. We look forward
ty the reports which each State will be preparing this fall to
cztarmine if there is any help we can provide.

5. Yiu asked how we propose to handle the media during an accident
&> 2 nuclear powe plant, particularly in light of the lessons
J2a~ned at Thre. Mile Island.

In ~egard to communicating with the news media during an accident,
t-e NRC Office of Public Affairs will be working with the NRC

(“fice of Nuclear Reactor Regulation to provide facilities for

t'e news media as part of an Emergency Operations Center to be
estzblishad in the vicinity of all nuclear power planis. Establish-
man< of such a center is one element of an action plan developed

b/ <he NRC Office of Nuclear Reactor Regulation to imgrove emergency
preoaredness at all of these facilities and is intended to accom-
m:ézte Federal, State and local personnel as well as raws media
rzp-esentatives. Coordination with State and local officials is

2 k2y part of this overall plan. Moreover, there are a number of
0°g2ing investigations into the Three Mile Island accident which

may provide some additional recommendations for workirg with the
m:d<a to provide accurate reporting in cases of future nuclear
g:c“dents. The Commission will be giving all recommerdations in
t-is area careful attention.

th

Y:u expressad concern about Connecticut's ability to randle a
n.c ear crisis.

Y:u have 2 good radiological emergency response plan. This paper
pan is of Timited value, however, unless it is annually tested
a~d supported by appropriate preparedness resources. This is the
m:in reason we have a requirement for an annual exercise as a
cincition to maintaining NRC concurrence in the State plan.

T-iz, we believe, is the best way to identify deficiencies and
cir-ect them.

I= zhis connection, we are in the process of developing accident
scemarios for exercising State plans. Our initial effaort is to
p-cvide tnis scenario for those States, such as Connecticut,
w=izh already have a concurred plan. For the long ter, we have
¢ contract “or ‘the development of a series of 10-12 scanarios
wizh we node will provide a spectrum of postulated accidents
w:izn can bz used to exercise either part of a plan or the entire

pa-.
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Monitoring will play a big part in response and we realize that
help is needed in this area. You can be sure that the Federal

government will respond with assistance as was the case during

the Three Mile Island accident.

Related to monitoring of airborne radiological releases is an
identified need to be able to measure a dominant radioisotope,
i.e., radioiodine. Under contract to us, Brookhaven National
Laboratory has deveioped a relatively inexpensive radioiodine
monitoring instrument which is currently undergoing independent
evaluation by the Idaho National Engineering Laboratory (INEL).

We also have another research program with INEL to develop a
series of guidance documents for the use of Federal, State and
lTocal agencies in responding to radiological emergencies. This
guidance will provide information on measuring certain critical
isotopes such as radioiodine, radiostrontium and radiocesium
which might be components of any serious radiological release.

These documents are scheduled for completion by about the end of
1980.

Finally, you should be aware that the Congress is also concerned about
responses to radiological emergencies and the coordination of responses by
all parties. In S.562, the Senate version of the NRC 1980 Authorization
8i11, there is a requirement that the NRC develop an agency plan for response
to nuclear emergencies and another requirement that the Federal government
develop a Federal response plan over and above the existing Interagency
Radiological Assistance Plan which is being reevaluated.

Please be assured that we do share your concerns and that we will continue
to work with you to be better prepared to respond to nuclear emergencies.

Sincerely,
A\

N\
(__gose M. Hendrie

Chairman
Enclosures:

As stated
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-

»ire Alan M. ekking
Cperations Offizcr

State of Conncecticut
Departinent of Public Sxfety

Office of Civil Preperecness q A‘L
360 Droad Street P@@R @R
Hariford, Connecticut 05115

| Dear Mr. Hexking:

e i . — . ————— ] - A —

-

Your letter of July 24, 1979 rcquests that the Buresu of Drugs issue general
guidanee on use of petessivmm Cide for thyroid blocking and encoursoe
i productnon of the drugz for use by state groups in conjunction with the state
: Radiolozical Cniergency Zesponse Jlon. It also suggests that the Food and Drug
i Administration make funids &vcile:ie for regional stockpiles of the drug.

In the openin® parazraph of ycur letter you cite a letter which I wrote to Mr.
Robert G. Ryen, Dirceter of th: Office of State Programs of the Nuclear
Regulatery Commissicn, on llay 22, 1278. You appear to be eware of the faet
that the Food and Druz Admirstoation published a notice in the Iederal
Reerister on  Decembser l.). :97¢ inviting applicants to submit new drug
applications for manulaciure ¢ pitassium icdide in tablet or liquid forms for
thyroid blockinz in nuclear emogenciess The notice also announced the
availability of guidchne iabeling Iar such products. 1 am enclosing copics of
| these documents for your use. o addition, the Federal Register of iriday,
August 17, 1979, conlairs @& notixe of availability of an amended guideline
labeling (al.,o e...losoc.) I am encwosing a copy of this new labeling for your usc.

-~

You will note that the announeeasnt inviting agplications was In the public
domain more than three menths beore the aceident at Three Alile Isiand. Durinz
this time no pharmaccutical mancazturers expressed an interest in making the
{ drug. Sinece the Three ifiile lslané accidant, new drui; applications for potussium
iodice tablets and =zatucated stwtion were submitted by the MMallinekrod

Company of S&t. Louis, liincis in a recant 2cequistion, that part of the
Mallinekrodt orzanizatien has Socx purchased by Carter-iwallace Ine., Cranbury,
New Jersey). We exncct that tiiese applicetions wiil be approved shortly und that
the products will be a zilable fer aaarketing. I the State of Connecticut is
interested in purchains a2 supply of potarcium iodide to stocitpile around nuclear

. ——— . - — .
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sites in Connceticut, you may wish to contact the Carter-Wellace firm and
inquire about price ard eveilasility. In that iegard, you may wish to contact
Joseph S. Harun, M.D., Corporatz Viee President, Medicul and Seientific.
Services, Carter-Wealicee, Ine,, Hall Acre Road, Cranbury, New Jersey, 08512,
phone, G05-635-6000.

The Yood und Druz Administreution has long advoeated the desiredbility of
stockpiling potassium jocide products for thyroid blocking in response * to
radiological emergencics. We worked closely with the Ad lioe Committee on
Thyroid Blocking of tha National Council on Radiation Protection and licasurc-
ments (HCRP) in the davelopment of its Report MNo. 55. That report was an
important clement in th2 procass through which we establishad the safety and
eflectivencss of potassium iodide {or this purpose and thereby were 2dle to
wiaive the requirerment for clizical trieds and pre-clinical (animals) tests to
celermine the cruv's saiety exd cffeectiveness as u condition of granting a
new Cruz epplicetion. I am pweascd that the applications will be approved
shortly end that the drug will finally be available for stockpiling.

Speakiny of steckpilirg, the Food end Drug Administration is nct a drug supplier.
With the exception of the Three llile Isiand accidernt, where we had 2 supply of
potassium iodide solutien manifectured and transported te lerrisburg, Pennsyl-
vania, we have not boen a sugplier of drugs before and we do not intend to <o
so in thu fvture. In [2ct, the susply that was stockpiled in llarrisburg has since
been retricved by T0. -nd is now being stored in en FDA facility in Arkansas,
Our job is to evaluate the saioty and eflfectiveness of drugs for marketing but
not to act gs a supplier. Therefore, your request for funding is not pessible to
grant. We believe that suppiez of the drug can be made evailable ecither by
State emergency response acencies purchasing and stockpiling it or by Federal
(NRC) or state agencies requiting that utilities operating nuclear povier plants
as a condition of their cpcrating licenses or permits, be requircd to purchase
adequate supplics of the drugs [or use by states in conjuneticn with emerzency
radiclogical respoise plans.

In terms of guidance for use sf the drug, the only guidance currently available
is that contrired in tha NCIAP Qeport No. 550, My colleazues end 1 ere preparing
& paper which we hepe to submit to the literature shortly which may be helpfa!
in terms of emplifyiny some of that guidance. From the experience ot Three
nille Island, it wes feund that in addition to the vequirement for a stockpile of
the druz, it was clso neccssery to have a detailed pien for its disiribution.

The Staile of Pennsylvenia prexased sush a plan o1 | you may wich Lo contact Dr,
Gerdon I1nclood, Seeretory of the Commanwealth Depertracnt of Publie lealth
i Hareici-re, 1o r2quest a copy of the Fernsylvania glen we o example of wwhat
one state has done. In cdditicz to the distribution plar, it 15 also impertent that
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the state develop & decision rule and document what conditions would have to
prevail for the crug to be used and to determine who would be the official
responsible for circeting its use and how that decision would be communicated
to the gencral public and environs of the plant. These arc elements of state

emerganey respense plan which can be done well in edvance of actually sceuring
a stockpile of the drug.

I hope that I have been able to clear up any misconceptions you had about the
status of potassium idodide for thyroid blocking and FDA's role in terms of

making it availadle for use. If I can be of further essistance, please feel {ree
L0 contacet me.

Sincerely yours,

Jerome A. Halperin
Decputy Director
Bureau of Drugs

Enclosures:

December 15, 197: Federal Register
Guidelire Labeling -
August 17, 1979 Federal Recister
Amended Guideline Labeiing

cce:
HFA-224
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