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CHAIRMAN

The Honorable Edward J. Markey
United States House of Representatives
Washington, D.C. 20515-2107

Dear Congressman Markey:

| am responding to your letter of November 10, 1999, expressing concerns about the U.S.
Nuclear Regulatory Commission’s (NRC's) responses to your questions on potassium iodide
(K1) stockpiles associated with the hearing on July 21, 1999, on the Fiscal Year 2000 NRC
Authorization Act before the Subcommittee on Energy and Power. In particular, you refer to a
letter from Mr. Peter Crane, dated October 15, 1999, concerning alleged misrepresentations by
the NRC of the Federal Emergency Management Agency (FEMA) position on regional Kl
stockpiles, alleged intentionally inaccurate testimony on the cost of buying Ki, and an alleged
misleading representation of the money NRC has spent studying Kl.

| do not believe that the NRC misrepresented FEMA’s position on regional Kl stockpiles. Ina
letter from FEMA Director James L. Witt, dated April 29, 1999, (Enclosure 1) to the
Commission, Director Witt stated, among other concerns, that FEMA did not support
establishment of regional Kl stockpiles. Former Chairman Jackson’s reply (Enclosure 2), dated
June 15, 1999, included a statement that she was confident that the NRC and FEMA staffs
would be successful in resolving the Kl issue. The NRC's responses to the post-hearing
questions reflected that NRC and FEMA were undertaking this effort and NRC's belief that the
agencies would reach a successful outcome. The NRC rever stated nor intended to imply that
FEMA had indicated any change in its position. As a result of former Chairman Jackson’s letter
to Mr. Witt and Commission direction to the NRC staff, the NRC and FEMA staffs have been

meeting to identify options for stockpiling KI.

On January 12, 2000, the NRC received a letter from FEMA, signed by Ms. Kay Goss,
Associate Director for Preparedness, Training, and Exercises (Enclosure 3). The letter
reiterates the concerns expressed by Mr. Witt in his letter of April 29, 1999, including the
statement that FEMA does not support regional stockpiles. (We note that this letter addresses
predecisional issues and there.ore has not been released to the public.) We will provide you a
copy of the NRC response. We have no communications from FEMA to the effect that it has
changed its position on regional stockpiles and, as noted above, NRC did not mean to imply

that FEMA had modified its position.

Originated by:
F. Congel, IRO
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You also requested “updated and accurate figures detailing the cost of buying potassium
iodide,” including “the cost per pill and the expected shelf-life for Kl tablets.” The basis for the
cost figures presented in our response to the referenced Congressional correspondence is
described in Attachment 2 to NRC SECY-97-124, dated June 16, 1997, (Enclosure 4) and
updated in SECY-98-264, dated November 10, 1998 (Enclosure 4a). The estimate provided in
post-hearing question 16a was based on the distribution of two pills, costing 25 cents each, to
80,000 people in the vicinity of each site. The total cost for 70 sites was estimated in the
response at $3.25 million. However, we note that there was an error in the calculation, and the
correct estimate should have been $2.8 million. Obviously, the overall cost for funding the
purchase of K| depends, among other factors, on both the current market price of Kl tablets and
the number of States that would establish stockpiles.

The U.S. Food and Drug Administration (FDA) is currently reevaluating its 1978/1982 Kl
guidance. If FDA proposes Kl dosages other than the current ones, the cost for Ki could
change. Nonetheless, in response to your request, we can estimate the cost of Ki tablets when
purchased in large quantities (greater than about 500,000 tablets). Mr. Crane references
correspondence from a Swedish firm that offers Ki in bulk at 6 cents per pill, with a stated 10-
year shelf-life (Enclosure 5). The Swedish company, RECIP AB, provided costs that ranged
from 11.5 cents per tablet for 1,000,000 tablets to 6 cents per tablet for 50,000,000 tablets.
These cost estimates are for 65 mg tablets, whereas the current recommended FDA Kl dosage
for adults and children over the age of 1-year is 130 mg of Kl per day. The cost per 130 mg
dose is twice the cost per tablet and would therefore range from 23 cents to 12 cents per 130
mg dose. This stated cost does not include shipping nor any costs associated with RECIP AB
obtaining FDA approval of this KI product for use in the United States.

In the United States, two companies advertise Ki tablets that have received FDA approval for
sale to the general public. ANBEX charges $10 per package of 14 Kl tablets (130 mg dose)
plus $4.00 for shipping up to 10 packages. The shelf-life is stated by ANBEX to be “indefinite.”
Based on the staff’s informal inquiry, the company indicated that the cost could be reduced to
about $2.50 - $2.60 per package of 14 tablets in quantities of about 1,000,000 tablets, resuiting
in a cost of about 18 cents to 19 cents per tablet. Carter-Wallace Laboratories sells Thyro-
Block Tablets, a 130 mg Kl tablet. The tablets are sold in a 98-day supply (98-130 mg tablets)
for individuals at a cost of $42.95 or in a case of 100 bottles of 14 Ki tablets (130 mg) per bottle
for $560. This is about 40 cents to 43 cents per tablet. The company estimated that
purchasing a million or more tablets at a time could reduce the price to about 20 cents per
tablet. In sum, we believe that the cost estimate used in our response -- 25 cents per tablet --

is an appropriate (albeit perhaps slightly conservative) estimate.

You also requested that NRC provide an accurate account of the actual expended costs of
studying the Kl issue. In our ai.swer to the hearing question, we estimated that our spending to
study the Kl issue exceeded $2.6 million over the period from October 1989 to August 11, 1999.
The sum for the individual items listed came to $2.64 million. This estimate is based on
information available in the internal work tracking system and estimates of staff and
management overhead costs. The specific costs are detailed in the enclosed response to

Mr. Crane (Enclosure 6).
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If you would like additional information, please do not hesitate to contact me.

Richard A. Meserve

Enclosures:

1.

2.

3.
4.

4a.

Letter to NRC Commission fm J. L. Witt, FEMA,
dtd April 29, 1999

Letter to J. L Witt, FEMA fm Chalrman S. Jackson, NRC
dtd June 15, 1999

Letter from Ms. Kay Goss, FEMA, dtd January 12, 2000

NRC SECY-97-124, dtd June 16, 1997 - Proposed Federal
Policy Use of Potassium lodide After a Severe Accident at
a Nuclear Power Plant

NRC SECY 98-264, dtd November 10, 1998 - Proposed
Amendments to 10 CFR 50.47; Granting of Petitions for
Rulemaking (PRM 50-63 and 50-63A) Relating to a
Reevaluation of Policy on the Use of Potassium lodide (KD
After a Severe Accident at a Nuclear Power Plant

E-mail fm Swedish firm, dtd December 17, 1998 re KI SUPPLIER

Letter to P. Crane fm W. Travers, NRC
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Congressman Markey

cost figures presented in our response to the referenced Congressional correspondence is
described in Attachment 2 to NRC SECY-97-124, dated June 16, 1997, (Enclosure 3) and
updated in SECY298-264, dated November 10, 1998, (Enclosure 3a). At this time, the U.S.
Food and Drug Adiginistration (FDA) is currently reevaluating its 1978/1982 KI guidance. If
FDA proposes Kl dosages other than the current ones, the cost for Ki could change. It is not
practical or possible &t this time to provide an exact total cost of Ki.

Notwithstanding these liitations, in response to your request, the cost of Kl tablets, when
purchased in large quantities (greater than about 500,000 tablets), can be estimated. Mr.
Crane references correspohdence from a Swedish firm that offers Kl in bulk at 6 cents per pill,
with a stated 10-year shelf-lifg (Enclosure 4). The Swedish company, RECIP AB, provided
costs that ranged from 11.5 cets per tablet for 1,000,000 tablets to 6 cents per tablet for
50,000,000 tabiets. It should be\poted that these cost estimates are for 65 mg tablets whereas
the current recommended FDA Kl\dosage for adults and children over the age of 1-year is 130
mg Kl per day. The cost per 130 my dose is twice the cost per tablet and would therefore
range from 23 cents to 12 cents per N30 mg dose. Additionally, this stated cost does not
include shipping nor any costs associated with RECIP AB obtaining FDA approval of this Kl
product. In the United States, there are Ywo companies advertising Kl tablets for purchase by
the general public that have received FDA\approval. ANBEX charges $10 per package of 14 Kl
tablets (130mg dose) plus $4.00 for shipping up to 10 packages. The shelf-life is stated by
ANBEX be “indefinite.” Based on the staff’s lpformal inquiry to the company, it was indicated
that the cost could be reduced to about $2.50 \ $2.60 per package of 14 tablets in quantities of
about 1,000,000 tablets, resulting in a cost of about 18 cents to 19 cents per tablet. Carter-
Wallace Laboratories sells Thyro-Block Tablets, & 130 mg Kl tablet. The tablets are soldina
98-day supply (98 130 mg tablets) for individuals & a cost of $42.95 or in a case of 100 bottles
of 14 130 mg Kl tablets per bottle for $560. This is §bout 40 cents to 43 cents per tablet. Itis
estimated that purchasing a million or more tablets al\a time could get the price down to about

20 cents per tablet.

You also requested that NRC provide an accurate accoult of the actual expended costs of
studying the Kl issue. In our answer to the hearing questidn, we estimated that our spending to
study the Kl issue exceeded $2.6 million in period from Octaber 1998 to August 11, 1999. The
precise sum for the individual items listed came to $2.64milliqpn. We do not have a more
precise estimate of the spending because our internal work tracking system does not capture
much of the effort expended on the Kl issue. Much work on KI{did not have a specific tracking
number and was recorded under categories such as “analytical igethods,” “technical review,”
“management,” and “support to other organizations.” Therefore, i\was necessary for us to

estimate the staff time spent.

A copy of the response to Mr. Crane’s letter of October 15, 1999 is atiached (Enclosure 5).
Sincerely,

Richard A. Meserve
Enclosures: See next page
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Federal Emergency Management Agency
Washington, D.C. 20472

Chairman Jackson

Commissioner Dicus

Commissioner Diaz

Commissioner McGaffigan
Commissioner Merrifield

U. S. Nuclear Regulatory Commission
Washington, D.C. 20555-0001

Dear Madam Chairman and Commissioners:

I read in the April 24, 1999 New York Times and in your press release that you
voted to withdraw your commitment to find the purchase of potassium iodide for States
that elect to stockpile it for use by the general public in the event of a radiological release
from a nuclear power plant. In addition to deciding that the NRC would not pay for State
stockpiles, you announced that FEMA should pay for both regional and state stockpiles.

I strongly oppose this unilateral decision that reverses your previous position and
adversely affects the implementation of the policy proposed by the Federal Radiological
Preparedness Coordinating Committee (FRPCC). The policy provides that if a State
chooses to add potassium iodide as a supplement to its evacuation and sheltering
protective actions, the State will inform FEMA and we will forward that request to the
NRC to support the purchase.

Your abrupt retreat from repeated promises to the Federal commumty, states and
the public is apparently based on a misapprehension of FEMA’s authorizing legislation
and a disregard of our view—and that of other FRPCC agencies—that regional potassium
iodide stockpiles will not enhance local radiological emergency preparedness. On
funding, we stand fast on our position that FEMA lacks authority and appropriations for
acquisition of potassium todide and thus, cannot and will not assume the NRC financial
commitment to the States.

Based on concerns expressed by States, FEMA has always opposed the notion
that Federal regional stockpiles of potassium iodide would be effective in the event of a
release from a nuclear power plant. The complex logistics of storage and distribution far
outweigh the usefulness of such a stockpile. Regional stockpiles of potassium iodide
would complicate, not strengthen radiological emergency preparedness.

NRC and FEMA must work together with the States to implement the FRPCC
policy. As you may recall, this proposed policy would leave the option to the State on
whether it would use potassium iodide as a supplemental protective measure for the
general public. If a State opted to incorporate its use as a protective measure for the
general public, and the NRC fulfills its commitment, funds will be provided for such a
purchase.
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In light of the significance of this issue, and the concerns being raised by the
States, I would appreciate a response to this letter by May 28, 1999.

Sincerely,

dw%w

James Lee Witt
Director

Attachments: NRC Potassium lodide Funding Commitments
Federal Radiological Preparedness Coordinating Committee proposed
policy and scheme for potassium iodide request & funding .

cc: William Tr‘avers, EDO
FRPCC Agencies
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UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON. D C 205550001

Junc 15, 1699

CHAIRMAN

The Honorable James Lee Witt, Direclor
Federal Emergency Management Agency
500 C Street, SW.

Washington, D.C. 20472

Dear Mr. Witt:

I'am responding to your letter of April 29, 1999, to the U.S. Nuclear Regulatory Commission
(NRC) in which you commented on the NRC's recent action concerning the possible use of
potassium iodide (KI) as supplemental protection for the public in case of a severe accident at a
nuclear power plant. As indicated in a staff requirements memorandum (SRM) (a copy.is _ .
enclosed for your information) to the NRC staff on April 22, 1999, and in a press release on
April 23, 1999, the NRC is proposing to revise its emergency preparedness regulations to add
Kl to the protective actions that must be considered, along with evacuation and shelter ing, in
nuclear power plant emergency plans. The Commission also has decided not to fund State
stockpiles ot KI. We regret that we did nol inform the Federal Emergency Management Agency
(FEMA) sooner of our Kl decision. ’

A related issue that recurs in the debate on the use of Kl as a protective action for nuclear
power plant accidents has been the role of the Federal government, in particular the NRC, in
funding the purchase of a stockpile of K1 for those States that may wish to include Ki in their
emergency plans. As previously discussed by the Commission in the Federal Register notice
on emergency planning (45 FR 55402, August 19, 1980) under the section on funding, the
Commission stated that “any direct funding of State or local governments solely for emergency
preparedness by the Federal Government would come through FEMA." Notwithstanding earlier
draft positions indicating that “the Federal Government (most likely the NRC)'(would fund the
purchase of State stockpiles of KI, this previously established NRC policy precludes NRC from
funding such purchases. In addition, the NRC budget has continued to decrease and offers
little margin for the Commission to divert resources to new initiatives. o

According to your letter, the NRC announced that it expects the FEMA to pay for both regional
and State stockpiles. This is not the case. Aclually, the Commission supports the position that
the Federal government should fund the purchase of Kl for Federal stockpiles at appropriately
located regional centers, possibly collocated with some of the three national and 27 regional
stockpiles being established by FEMA to respond to possible nuclear, biological, and chemical
(NBC) terrorism, discussed in the draft Federal Radiological Preparedness Coordinating
Committee Policy Statement on KI. The Commission supports NRC funding of the initial
purchase and resupply of Kl for such regional stockpiles to the extent there are no constraints
on the FEMA receiving money from the NRC for this purpose. The Commission believes that .
funding for State stockpiles of Kl for States that elect to use it should come from the traditional
sources of funding for State and local emergency response planning rather than the Federal
government. Your letter also states that FEMA has always been opposed to regional
stockpiles Although our staffs meet frequently and your staff has made presentations directly
to the Commission, we did not understand that FEMA opposes regional stockpiles.
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The Commission has directed the NRC staff to work with the FEMA staff to establish and
maintain regional Kl stockpiles to be used in the event that local stockpiles prove to be
insufficient, or when a State without a stockpile elects to use Kl on an ad hoc basis in the case
of a nuclear emergency. In your letter, you indicate that FEMA opposes the concept of Federal
regional stockpiles of Kl and that the complex logistics of storage and distribution of Ki from
regional stockpiles far outweigh the usefulness of such stockpiles. We agree that the storage
and distribution of KI are among the vexing problems associated with the use of Kl in an
emergency, but believe that under the current draft policy that provides for only extremely
limited Federal regional stockpiles, it would be difficult, if not impossible, for the Federal
government to respond to requests for Ki in the event of a nuclear emergency. Irrespective of
whether the Federal government offered to pay for Kl stockpiles, because States are not
required to stockpile, we believe it is reasonable to assume that many States will not have
stockpiles of their own. Therefore, regional stockpiles seem appropriate.

The NRC and FEMA have worked together as partners-in protecting the health and safety of -

" the public since President Jimmy Carter directed the FEMA to assume the lead responsibility for

State and local government emergency planning and preparedness for nuclear power reactors
on December 7, 1979, eight months after the accident at the Three Mile Island facility. The role
of the FEMA in the NRC regulatory process is recognized in both NRC and FEMA regulations
and in a memorandum of understanding between the two agencies that became effective on
January 14, 1980. Presently, the NRC, with the assistance of the FEMA, representatives from
other Federal agencies, and several States and locai governments, is developing a substantially
revised version of a study related to Kl and an associated information document to assist State
and local emergency planning officials in making decisions relative to the use of Kl for the
general public. | am confident that our two staffs, working together in a spirit of cooperation
and dedication similar to the ongoing FEMA strategic review of its radiological emergency
preparedness program, will be successful in resolving the Kl issue.

Sincerely,
Shirley Ann Jackson

Enclosure:
Staff Requirements Memorandum



UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON. D.C. 20555-0001

OFFICE OF THE April 22, 1999
SECRETARY )
MEMORANDUM TO: - William D. Travers
Executive Director for Operations
FROM: Annette Vietti-Cook, Secretary V/ o W
SUBJECT: STAFF REQUIREMENTS - SECY-98-264 - PROPOSED

AMENDMENTS TO 10 CFR 50.47; GRANTING PETITIONS FOR
RULEMAKING (PRM 50-63 AND 50-63A) RELATING TO A
REEVALUATION OF POLICY ON THE USE OF POTASSIUM
ODIDE (KI) AFTER A SEVERE ACCIDENT AT A NUCLEAR
POWER PLANT =

and
COMJSM-98-002 - FUNDING FOR POTASSIUM IODIDE

STOCKPILES

The Commission has approved issuance of the propased rule for comments subject to the
following comment and attached changes to the Federal Register Notice (FRN). The FRN

should be revised and returned to SECY for signature and publication.
(EDO) ' . (SECY Suspense: 5/31/99)

The staff should amend the draft Federal Register Notice on the federal Kl policy provided to
FEMA to conform to this SRM, particularly with respect to the Commissicn’s decision not to fund

State stockpiles.
(EDO) (SECY Suspense: 5/31/99)

The staff should work with FEMA to establish and maintain regional Kl stockpiles to be used in
the event of a severe nuclear power plant accident. The Commission supports the position that
the federal government should fund the purchase of Kl for federal stockpiles at appropriately
located regional centers. The Commission supports NRC funding of the initial purchase and
resupply of Ki to the extent that this cannot “e covered by FEMA under its initiatives, and to the
extent that there is no Economy Act constralnt on FEMA's receiving money from the NRC for

this purpose.

If FEMA decides after working with the States to develop any formal funding request to
Congress for a program of federally funded grants for State Kl stockpiles, the NRC should assist

FEMA in developing its funding request.

The section entitied “Analysis of Issues raised by Public Comments” represents technical
responses to questions and statements and does not represent policy decisions by the
Commission. Therefore, the statements that are currently attributed to the Commission in this
section should be changed to indicate that the responses are those of the NRC staff.
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On page 17, after the last sentence, insert ‘The Commission has considered the Kl policy
question on numerous occasions since 1984. The voting history of the Commission shows that
reaching consensus on this policy question has been an elusive goal. Animportant reason for
this historical lack of consensus is th&t this policy question is not a clear cut gne. Individual
Commissioners, past and present, have differed in their views with respect to the relative
importance to be given to factors bearing gn the Kl issue. These honest differences have led to
divided Commission views on how to resolve the policy question. The-Commission is agreed
that its historical difficulty to reach consensus on the Kl policy question underscores the reality
that this policy question is not a simple one, is not one that is easily resolved and, as a result,
has been the subject of protracted deliberation. With that relevant background, following are the

Commission's views on specific issues raised by the Petition.’

The FRN should include reference to the fact that the staff is developing a final version of the
NURERG related to Kl and the associated development of an information document for State and
local decision makers. On page 4, at the end of the second full paragraph, add a new sentence:
- NRC staff is preparing a technical report and ‘an information brochure to enable State and local
decision makers to make an informed decision in this matter.

Attachment:
As stated

cc: Chairman Jackson
Commissioner Dicus
Commissioner Diaz
Commissioner McGaffigan
Commissioner Merrifield
OGC
Clo
CFO
OCA
OIG
OPA _
Office Directors, Regions, ACRS, ACNW, ASLBP (via E-Mail)
PDR '
DCS



Changes to the Fedéral Register Notice

On page 1, paragraph 2, sentence 2 should be revised to read “The proposed rule would
amend the current regulations to require indieate that consideration shall be given to
including potassium iodide (KI)——aleng-mm—shekeﬁﬁg-aﬁd-eveeueﬂeﬁ- as a-stpptemental
protective measure for the general public: that would supplement sheltering and
evacuation. Kl would help prevent thyroid cancers in the unlikely event of a major

release of radioactivity from a nuclear power plant.

The FRN currently states incorrectly that the Commission granted two petitions

(PRM 50-63 and 50-63A). PRM '50-63 was replaced by PRM 50-63A which the
Commission has granted. Therefore, the FRN should be revised to clarify this fact. On
page 2, paragraph 1 under Supplementary Information, revise to read “By undertaking
this rulemaking, the Commission, while not adopting the exact language suggested by
the petitioner, is proposing to grant a petition for rulemaking (PRM 50-63A) submitted by
Mr. Peter Crane on November 11, 1997. That petition is a revus:on of a petmon (PRM

- 50-63) that he submitted on September 9, 1995.

On page 3, line 5, insert a new sentence after ‘conditions’ as follows: When the
Commission amended its emergency planning regulations on November 3, 1980, it
stated that ‘any direct funding of State or local governments solely for emergency
preparedness purposes by the Federal government would come through FEMA." Begin
the next sentence with 'In its decision on June 30, 1997, the Commission ...." Inlines 5
and 6, delete ‘consistent with the Commission's decision on June 30, 1997,".

On page 3, line 7 and 8, replace the sentence ‘The NRC staff will ... Kl is established.’
with ‘The Commission has determined that notwithstanding the June 30, 1997 intention
that “most likely the NRC” would fund the purchase of State stockpiles of Kl, the NRC
budget has continued to decrease and offers little margin for the Commission to divert
resources to new initiatives. Historically, funding for State and local emergency
response planning has been the responsibility of those governments usually working with
licensees. The Commission notes that the Petitioner has not requested the Federal:
funding of stockpiles of KI.' Start the hext sentence as follows: ‘In the alternative, the
NRC will ... On page 3, line 9, delete ‘also’. In lines 9 and 10, replace ‘procedures to
enable the national’ with robust, pre-positioned regional’ and add an ‘s’ to 'stockpiles’. In
line 10, delete ‘for terrorist activities’. in line 11, replace ‘national’ with ‘regional’.

On page 4, first full paragraph, sentence 1, insert ‘NRC staff's’ before ‘proposed'.

- On page 4, second full paragraph, line 1, insert ‘portion of the' before ‘petition’. In line 2,
replace ‘by directing’ with ‘regarding’.

On page 6, last line, replace ‘in favor of with ‘which favored'.

On page 15, at end of second full paragraph insert: However, FEMA recently reported
that the federal stockpiles of Ki are few and stocked only for first responders to terrorist
action. As things stand now, needs of members of the public for KI on an ad hoc basis
would have to be supplied from other sources. As stated above, the Commission
intends to work with FEMA to assure that stockpiles contain adequate supplies of Ki.
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1.

12.

13.

14.

15.

16.

On page 17, before the Analysis of Issues raised by Public Comments insert a new
paragraph as follows: On November 5, 1997, the Commission held a public meeting with
its staff, FEMA representatives, and the author of the 1995 rulemaking petition to
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 Kl as a supplement to evacuation or sheltering, and on June 26, 1998, the
Commission granted the amended petition, and directed the NRC staff to initiate the
requested rulemaking. The Commissioners also decided that the FRPCC Federal
Register notice on Federal Kl policy shculd include a statement to the effect that the
State and local decision makers, provided with proper information, may find that the use
of Kl as a protective supplement is reasonable and prudent for specific local conditions.
On September 30, 1998, the Commission approved a draft Federal Register notice and

directed that it be sent to the FRPCC.

On page 21, first full paragraph, line 1, insert ‘thyroid’ after ‘excess’.
On page 22, second full paragraph, fine 1, correct spelling of ‘measures’.

On page 23, paragraph 2, add a footnote at end of second sentence, to read ‘A
“medically significant” reaction was one for which the person suffering the reaction
consulted a physician more than once. Nauman and Wolff, “lodide Prophylaxis in
Poland After the Chernobyl Reactor Accident: 3enefits and Risks,” The American
Journal of Medicine, Vol. 94, May 1993, p.530. About .02% of the population that
received Kl had “medically significant” adverse reactions to KI. 1d. However, “[i}t should
be pointed out that control values for these side effects in a population not receiving Ki
are not available.” 1d." That s, it is not known what the incidence of such reactions
would be in a population under similar stress, but not receiving KI, and thus it is not
known to what extent these adverse reactions were the resuit of KI.

On page 24, under Conclusions from Polish Expenence line 1, insert ‘In Poland’ before
‘(1). Inline 2, delete ‘in Poland'

On page 25, first full paragraph, line 1, insert 'In contrast to the Chernobyl experience,’
before ‘in the event’. In lines 2 and 3, remove the parentheses. In line 3 replace ‘that
would’ with ‘all of which’. In line 3, replace ‘risk to' with ‘risk of exposure of’. Also in line
3, insert 'to all radionuclides' after, ‘public’. In line 4, add ‘or especially sheltering’ after
‘evacuation’, and replace ‘further’ with ‘resulting from exposure to one important group of
radionuclides, the radioiodines.’ That is why current NRC guidance discusses Ki for
plant personnel, emergency workers, and institutionalized persons unlikely to be

evacuated promptly.

On page 25, delete the start of the second full paragraph (One public commenter ....) to
the start of Issue 3 on the next page. Replace it with ‘In this light, the Commission
agrees that the use of KI may be determined by State and Iocal emergency response

planners to be a useful supplementary protective measure.’

On page 26, line 7 from the bottom, correct spelling of “nodules”.
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18.

19.

20.

21.

22.

On page 27, under Commission Response, line 4, insert ‘such as by making it available’
after ‘available’. In line 9, replace ‘Other approaches’ with ‘Another approach’ and

replace ‘could’ with ‘is to'.

On page 28, paragraph 1, replace with “The commenter is correct, in that it was difficult
to obtain K| after the Three Mile Island accident. That is one reason why the
Commissicn believes that planners should consider stockpiling KI; and why the
Commission supports Federal stockpiles, so that States that have chosen not to
stockpile KI could have access, albeit ad hocand deldyed, to an adequate supply-in.a
radiological-emergency at a nuclear power plant.” As noted elsewhere inthis'notice, the
Commission will work with other agencies to assure that there are Federal regional
stockpilés:that contain adequate supplies-of-KI. Hewever-with-the-limited-Federal

i
-
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measure-for-the-general-publie; Moreover, the general availability of Kl is greater now

than‘at thie time of the TMI:accident, paitly because of the' FDA's approvalof Kl'as an
over the counter drug. Some States have elected to incorporate. Kl into the emergency
response plans and have obtained adequate supplies for this‘purpose.- The Commission
is not aware of any factors that would constrain the availability of Ki for stockpiling
purposes. The Commission believes that an adequate supply of Kl could be obtained.

On page 32, line 7, replace the ‘of after ‘State' with ‘or'.
On page 32, line 2 from the bottom, replace’ NRC staff’ with ‘Commission’.

On page 33, line 1, replace ‘considers’ with ‘believes’. Delete the second full paragraph
under the Commission Response. '

On page 33, replace the Commission Decision with the following: ‘Kl is a reasonable,
prudent, and inexpensive supplement to evacuation and sheltering for specific local
conditions. Therefore, the Commission's guidance on emergency planning has long
taken Kl into consideration (NUREG-0654/FEMA-REP-1, Rev. 1, p. 63, items e. and f.).
However, since the last revision of that guidance, there has been experience with the
mass distribution of Kl during a radiological emergency, and though the record on that
distribution is not complete, the indications thus far are that mass distribution is effective
in preventing thyroid cancer and causes remarkably few threatening side effects.
Moreover, many nations in Europe and elsewhere, nations as different in their
circumstances, politics, and regulatory structures as France, Canada, and Japan, have
stockpiled Kl and planned for its use. So have some U.S. States. The World Health
Organization and the International Atomic Energy Agency recommend its use.
Therefore, in order the achieve greater assurance that Kl will receive due attention by
planners, it seems reasonable to take a small further step and, continuing to recognize
the authority of the States in matters of emergency planning, explicitly require that
planners consider the use of Kl.

The proposed rule change should not be taken to imply that the NRC believes that the
present generation of nuclear power plants is any less safe than previously thought. On
the contrary, present indications are that nuclear power plant safety has improved since
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the current emergency planning requirements were put in place after the Three Mile
Island accident.

The use of potassium iodide is intended to supplement, not to replace, other protective
measures. This rule change thus represents no alteration in the NRC's view that the
primary and most desirable protective action in a radiological emergency is evacuation of
the population before any exposure to radiation occurs, whenever that is feasible.
(Evacuation protects the whole body, whereas potassium iodide protects only a single
gland, the thyroid.) Depending on the circumstances, Kl may offer additional protection if
used in conjunction with evacuation and/or sheltering.

The NRC .recognizes that the decision to stockpile Kl presents issues of how best to
position and distribute the medicine, to ensure, e.g., that optimal distribution takes place

‘inan emergency, with first priority given to protecting children; that persons with known

allergies to iodine not take it; that members of the public understand that Kl is not a
substitute for measures that protect the whole body; etc. To date, these issues have
been addressed in different ways in the numerous countries that currently stockpife Kl.
The NRC is working with States and localities to develop guidance on these and other
points relating to the use of KI. The'NRC believes that these implementation issues can
be solved, given the level of expertise in the relevant Federal and State agencies, and
the experience of numerous nations that have built Kl into their emergency plans.

It is expected that States will inform FEMA and the NRC of the results of their
consideration of whether to opt for stockpiing. This will enable the Federal government
to engage in better contingency planning for States that decide against stockpifing KI.'

On page 34, first full paragraph, line 3, insert ‘in part and denied in part’ after ‘granted’.
On page 34, under Commission Conclusions ..., line 1, replace ‘agrees with many of

with *, having reviewed'. In line 2, replace the period with a comma and delete ‘The
Commission’. Initem A., line 1, insert ‘when determined by State and local emergency

response planners and" after ‘Kl,".

On page 34, line 7, replace ‘noted’ with ‘finds’ and replace ‘consistent with the

‘Commission’s’ with ‘notwithstanding its’. In line 7, delete ‘(most likely the NRCY'. Inline

8, replace ‘will' with ‘is not prepared to'. In line 9, replace ‘The’ with ‘In the alternative,
the’ and replace ‘also directed’ with ‘is directing’. In line 10, replace ‘procedures to
enable the national’ with ‘robust, prenositioned regional’. In line 12, replace ‘the national’
with ‘regional’.

On page 36, in item E., line1, insert ‘Although the cost of Kl tablets has doubled,’ before
‘the Commission’ and insert *, and other nations’ experience,’ after ‘estimate’. In line 2,
insert ‘relatively’ after ‘is’. At the end of item E., add the following new sentence:
‘However, the overall cost is minimal when placed in the context of emergency planning
and should not be a deterrent to stockpiling Ki for use by the general public should State
and local decision makers determine that the prophylactic use of Kl as a supplement to
evacuation and sheltering is appropriate.’ In item F.. line 1, replace ‘NBC medicinal’ with
‘robust, regional’ and replace ‘provide’ with ‘be established'. Replace lines 2 and 3 with
to enable use by States that have not established local stockpiles and wish to make use
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of Kl in the event of a severe nuclear power plant accident.

On page 36, revise paragraph F to read “The Commission believes will work to assure

that medieinat regional Federal stockpiles shetid will provide assurence-te-States-and
oeat-governments-that-a-limited-Federal-steckpile-e is-avaitable; . enough K

to enable use by States that have not established local stockpiles and wish to make use

of Kl in the event of a severe nuclear power plant accident.

TGO - - - O »

On page 36, replace ‘Commission approval to fund KI' with ‘Commission decision to fund
-K—ll

On page 36, in the last paragraph, replace the last 2 sentences with: ‘At that time it was
believed that the NRC was the likely Federal agency to fund the stockpiling. Historically,
funding for State and local; emergency response planning has been the responsibility of
those governments usually working with licensees and, absent Congressional funding
specifically for this purpose, NRC is not prepared to fund stockpiling of Ki.

On page 38, paragraph 2 from the bottom, line 1, replace ‘directed’ with disagread with'
and replace ‘in SRM 98-061 to grant’ with ‘recommendation to deny’.

On page 39, item Il., line 2, replace ‘SRM 98-06' with 'SRM 98-061". In item V., line 1,
add an ‘s’ to ‘petitions’ and replace ‘require’ with ‘take".

On page 41, paragraph 2 from the bottom, lines 1 and 2, replace ‘grant the petition for
rulemaking PRM-50-63A by revising' with ‘revise'.

On page 42, second full paragraph, line 1, insert “that" after ‘Given'.

On page 42, prior to the last paragraph, insert a new paragraph as follows: ‘The
Commission notes that when it amended its emergency planning regulations on
November 3, 1980, the regulatory standards for emergency planning were a restatement
of basic joint NRC-FEMA guidance to licensees and to State and local governments
incorporated in NUREG-0654; FEMA-REP-1, “Criteria for Preparation and Evaluation of
Radiological Emergency Response Plans and Preparedness in Support of Nuclear
Power Plants for Interim Use and Comment.” This guidance was cited in the regulation
and speaks to radioprotective drugs including their use by the general public including
quantities, storage and means of distribution and State and local plans for decision
making with respect to their use. The Commission removed the citations of the guidance
from the regulation in 1987 but the guidance has continued in use for planning purposes
and by the Federal agencies for evaluating emergency plans. As a result, it is believed
that all of the affected States have at some point considered the use of KI. Some States
have made the decision to stockpile KI. Thus, in practical terms, the projected costs wili
occur only in those States that have not elected to stockpile Kl and choose stockpiling in
light of the Chernobyl accident, recent international practice, and the NRC requirement to

consider the use of K|.

On page 48, line 1, replace ‘have’ with ‘has’.
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Federal Emergency Management Agency
Washington, D.C. 20472

JAN 122000

Annette Vietti-Cook, Secretary
U.S. Nuclear Regulatory Commission
Washington, D.C, 205 55-0001

Dear Ms. Vietti-Cook:

Enclosed is the Federal Emergency Management Agency’s (FEMA) response to the Nuclear
Regulatory Commission’s (NRC) draft Final Rule, which proposes to include in 10 CFR
50.47(b)(10) “consideration of potassium iodide (KI)” as a supplemental protective measure in
emergency planning and preparedness in support of commercial nuclear power plants.

I am taking this opportunity to reiterate Director Witt’s concern expressed to former Chairman
Jackson in an April 29, 1999, letter. The issue concerns NRC’s reversal of its commitment to
fund the purchase of potassium iodide (K1) for States that elect to stockpile it, locally or near the
nuclear facility, for use by the general public in the event of a radiological release from a nuclear
power plant. In light of the Federal policy developed and unanimously approved by the
members of the Federal Radiological Preparedness Coordinating Committee (FRPCC), which
includes the NRC, FEMA encourages the NRC to reconsider the Commission’s reversal of its
position on this matter. The policy would provide that if a State chooses to add KI as a
supplement to its evacuation and sheltering protective actions, the State would inform FEMA
and we would forward the request to the NRC to support the purchase. The NRC currently has
the autherity to efficiently carry out this policy and pass the cost on through its user fee.

In changing course on this matter, the Commission took the position that it would work with
FEMA to establish and maintain Federal regional KI stockpiles. I would like to emphasize that,
based on input from its State and local partners in emergency management, FEMA continues to
maintain that Federal regional stockpiles of KI will not enhance local emergency preparedness
for responding to commercial nuclear power plant accidents because of the complex logistics
associated with its storage and distribution,

It appears that the NRC, the trade press and the public also have the mistaken impression that
FEMA has a current role in establishing the regional pharmaceutical stockpiles for responding to
acts of terrorism. I should clarify that the Department of Health and Human Services, the
Centers for Disease Control and the Public Health Service are responsible for establishing these
stockpiles and determining the location and composition of those resources.
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I wish to thank the NRC staff for the opportunity to comment on the proposed final rule on KI.
We look forward to continuing to work with the NRC to resolve this matter and in dealing with
other issues affecting the health and safety of the public.

Training, and Exercises

Enclosure
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FEMA RESPONSE AND COMMENT ON NRC DRAFT PREDECISIONAL
FEDERAL REGISTER NOTICE ON KI RULEMAKING

This responds to the draft Federal Register Notice containing the final Rule that was sent
to FEMA for review and comment.

The FEMA position remains that contained in Director Witt’s April 29, 1999, letter to the
Commissioners. In summary, the FEMA-stated position is:

(1) FEMA opposes Federal regional stockpiles as proposed by the NRC. In our
judgment, they will not enhance local emergency preparedness because of the
complex logistics of storage and timely distribution;

(2) the Federal Radiological Preparedness Coordinating Committee (FRPCC)
unanimously approved an amended Federal policy reiterating the State’s authority to
decide whether to stockpile locally and distribute KI as a protective measure for the
general public on a site-specific basis; and,

(3) the NRC should support the Federal KI policy and honor its commitment to provide
funding for States that opt to establish local stockpiles of KI. FEMA lacks authority
and appropriations for acquisition of potassium iodide and thus cannot and will not
assume the NRC financial commitment to the States.

Although the NRC and FEMA staff have met for the purpose of reexamining earlier
positions and policies, there have been no final agreements, and thus no decisions have
been made. During our reexamination, the FEMA staff reiterated the agency position
that the Commission reconsider its decision not to fund State stockpiles of KI.

Specific items are addressed below:

¢ The NRC states that agreements and procedures are in place through the
establishment of Federal regional stockpiles, such as those under the scope of the
HHS/CDC/PHS for establishing stockpiles, processes and procedures for responding
to acts of terrorism. However, these regional stockpiles, and other means for
acquiring pharmaceutical antidotes in response to possible terrorist activities, are only
in the early stages of development by HHS. The NRC incorrectly expresses the
FEMA position as supporting Federal regional stockpiles. This is reflected in the
NRC’s response to Issues 7 and 22. '

We suggest the following language, assuming the Commission decides to fund State
stockpiles of KI: “FEMA and the NRC are working together to develop detailed
guidance on how a State or local government could obtain K1 in accordance with the

FRPCC-revised Federal policy, which provides for the NRC funding of local
stockpiles when requested by the State.”
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In Issue 22, we suggest: “You are essentially correct, HHS/CDC is supporting the
establishment of a system that would provide pharmaceuticals to biological and
chemical terrorist incidents. These pharmaceuticals, which may be available, are
determined by each Metropolitan Medical Strike Team. These Strike Teams may
choose not to include KI even if supplied by the NRC.”

* InlIssue 12, with respect to the FDA’s development of possible new guidance on use
of K1, i.e., dose per age group and intervention levels, it is clear that their draft
guidance for publication in the Federal Register will not occur this calendar year. We
must also assume that when FDA does publish its draft guidance, they will receive
many comments. FEMA agrees that the revised NUREG-1633 should not be
published in final until FDA has completed its work and provided its updated and
completed guidance. However, we also believe that the draft NUREG-1633 could be
published in the Federal Register for comment with the FDA updated guidance
inserted before NUREG-1633 is issued in final. In addition, the NRC’s language in
the proposed Federal Register notice implies NUREG-1633 will be published in final
in early 2000, when, in fact, it will first be noticed in the Federal Register as a draft
for comment to anyone who is interested.

We suggest the following language in the NRC’s responses to Issues 2, 10, 16, 18, 19,
and 2]: “The Notice for comment should be published in early 2000, with the final
version of NUREG-1633 published after the FDA final guidance is available.”

¢ InIssue 14, we agree with the NRC’s response to the commenter that the Rule only
says a State must consider KI to be in compliance. However, it is clear that the effect
of withdrawal of funding for local KI supplies could affect a State’s decision on
whether or not to provide a local supply or to add KI as a supplemental protective

measure.

Thank you for the opportunity for FEMA to reiterate the agency’s position and to
comment on the draft Federal Register Notice. '
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POLICY ISSUE
(Notation Vote)

June 16, 1997 SECY-97-124

_EOR: The Commissioners
FROM: L. Joseph Callan

'Executive Director for Operations

SUBJECT: PROPOSED FEDERAL POLICY REGARDING USE OF POTASSIUM
IODIDE AFTER A SEVERE ACCIDENT AT A NUCLEAR POWER PLANT

PURPOSE:

To provide the Commission with options concerning a proposed change in the Federal
policy regarding the use of potassium iodide (Kl) as a protective measure for the general

~ public during severe reactor accidents.

SUMMARY:

As part of the Federal effort to reevaluate the Federal policy on Kl based on a request by a
petmoner, the Federal Radiological Preparedness Coordinating Committee {FRPCC) adopted
recommendations that would result in a revised Federal policy statement. NRC staff has
participated in the FRPCC activities and has worked closely with the Federal Emergency

Management Agency (FEMA) in this area.

There are three options that can be taken with regard to the FRPCC recommendations:

(1) recommend no change in the existing Federal policy, (2) recommend the adoption of
the FRPCC recommendations, with the added recognition of recent developments regarding
medicinal stockpiles for nuclear, biological, and chemical events, or (3) recommend

modifications to the FRPCC recommendations.

NOTE: TO BE MADE PUBLICLY AVAILABLE WHEBN

CONTACT: Frank J. Congel, AEOD
THE FINAL SRM IS MADE AVAILABLE

(301) 415-7476



The Commission

The staff recommends either option 2 or option 3(b). In light of the fact that this is a
national policy issue, Commission guidance is requested.

BACKGROUND:

Federal Policy on Ki {1985)

The current Federal guidance to State and local governments on the distribution of Ki was
promulgated in 1985 by FEMA in its capacity as Chair of the FRPCC (50 FR 30285) and as
the Federal agency charged with establishing policy and providing leadership via the FRPCC
{44 CFR 351 Subpart C). The FRPCC was established in accordance with 44 CFR Part

351 to coordinate all Federal responsibilities for assisting State and local governments in
emergency planning and preparedness for peacetime radiological emergencies.

Federal agencies which participate in the FRPCC are: Federal Emergency Management
Agency (FEMA), Nuclear Regulatory Commission (NRC), Environmental Protection Agency
(EPA), Department of Health and Human Services (HHS), Department of Energy (DOE), :
Department of Transportation (DOT), Department of Agriculture (USDA), Department of
Defense (DOD), Department of Commerce (DOC), Department of interior {DOI), Department
of State (DOS), Department of Veterans Affairs (DVA}, General Services Administration
(GSA), National Communication System (NCS), and National Aeronautics and Space

Administration (NASA).

The 1985 Federal policy recommends the stockpiling or distribution of\ Kt during
emergencies for emergency workers and institutionalized persons, but does not recommend

requiring pre-distribution or stockpiling for the general public. It recognizes, however, that
options on the distribution and use of Kl rest with the States. Hence, the policy statement
permits State and local governments, within the limits of their authority, to take measures

beyond those recommended or required nationally.

DPO (1989)

In 1989, Peter G. Crane, a member of the NRC staff, filed a Differing Professional Opinion
(DPO) which alleged that there were deficiencies in the original cost-benefit analysis
(NUREG/CR-1433) provided to the FRPCC by the NRC. The DPO suggested that the staff
discussion at a November 1983 Commission briefing on Kl might have left Commissioners
and members of the public with insufficient understanding of the adverse consequences
(thyroid disease) that the use of Kl could avert. The DPO also suggested that the cost-
benefit analysis, by simply balancing the dollar costs of a Kl program against the dollar
costs of treating radiation-caused thyroid iliness, did not adequately consider the non-

monetary costs of an iliness.

In SECY-91-321, the DPO panel developed a simplified analysis of the value and impact of
the Kl policy, including revisions to several factors used in NUREG/CR-1433. The panel
concluded that no change in the Federal policy was warranted. However, in order to
consider all of the issues raised by the DPO and incorporate new data, the Office of
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Nuclear Regulatory Research performed a detailed update of the NRC’s Kl policy basis,
taking into account both qualitative and quantitative factors.

The staff presented its recommendation to resolve the DPO in SECY-93-318

(November 23, 1993) and SECY-94-087 (March 29, 1994). The staff recommended that
the NRC, in coordination with HHS and FEMA, revise current.Federal Kl policy as a matter
of prudency to make Kl available to the States. The Commission’s vote on the above staff
recommendation was split 2 to 2 (SRM dated May 6, 1994). Thus, the policy remained

unchanged. _
American Thyroid Association’s Request and Establishment of Kl Subgommittee (1989}

In September 1989, the American Thyroid Association (ATA) submitted a letter to the
Chairman of the FRPCC requesting that the Committee reconsider the issues involved in

stockpiling KI. The ATA proposed that:

"As best as can be determined at this time, no substantial
stockpile of potassium iodide is available for public use.
Despite the unlikely event of an emergency requiring its use,
the ATA believes that the option of potassium iodide
distribution should be available for consideration to those
responsible for public health measures. To this end, the ATA
believes that it would be prudent to have available at central
locations a suitable stockpile of Ki for possible distribution

should its use be“contemplated."

In response, the FRPCC established an Ad Hoc Subcommittee on Potassium lodide and
asked the HHS to review the medical and clinical status of the use of Kl. In an initial
response, HHS reviewed the then current scientific literature on Kl and its use as a
blocking agent. HHS reported to the FRPCC in February 1990 that no new scientific data
had been found that would affect the basis for the 1985 guidance to refrain from
stockpiling or predistributing Kl for the public. To ensure a more comprehensive review,
HHS also decided to solicit new data, scientific opinions, and reports on the experience of

States concerning Kl use and distribution.

HHS convened a meeting of experts on July 24, 1990 in Atlanta, Georgia.
Representatives of the State and Federal agencies responsible for medical research, drug
regulation, and radiological emergency response, representatives of medical associations,
and nationally recognized experts in the fields of endocrinology and nuclear medicine
attended. Daniel A. Hoffman, Ph.D, M.H.P., Assistant Director for Science, Center for
Environmental Health and Injury Control, Centers for Disease Control chaired the meeting.

Following the experts’ meeting, HHS made the following recommendations to the FRPCC in
October 1990:
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1. The 1985 FRPCC guidance need not be changed at this time since no compelling
evidence to support a modification was presented.

2. Existing stores of Kl should be inventoried. The FDA would determine the locations
and size of KI supplies by identifying large customers of KI manufacturers'. The
FRPCC should request that the Conference of Radiation Control Program Directors
identify appreciable supplies of Kl within the States by surveying State Radiation

Control Programs.

3. The FRPCC should establish a working group to address the issue of stockpiling.
Group objectives should be to: 5

® Review and catalog type, location, and expiration of existing suitable
supplies of Kl.

® Review and determine feasibility of specific stockpiling recommendations
made by meeting participants.

L Make final recommendations to FRPCC on U.S. Government Kl stockpiling
policy.

The FRPCC Subcommittee on Kl followed up on these recommendations.

An Analysis_of KI for the General Public in the Event of a Nuclear Accident :

Under the sponsorship of NRC’s Office of Nuclear Regulatory Research, S. Cohen &
Associates completed a report entitled, "An Analysis of Potassium lodide (KI} Prophylaxis
for the General Public in the Event of a Nuclear Accident” in April 1992. The analysis was

updated and published in February 1995 (NUREG/CR-6310).

The analysis, whose central objective was to conduct a cost-benefit analysis of Kl,
assigned monetary values to thyroid heaith effects. The report addressed not only the
scientific aspects of the use of KI but also the economic costs and benefits to society.
The report indicated that a fair evaluation of Ki cannot be limited to an assessment of the
cost-benefit ratios, but must include a thorough understanding of how these ratios were

derived.

! According to FEMA, the FDA inquiry conducted in late 1996 showed that Carter Wallace, one of the largest
manufacturers of K, had an inventory of 70 cases of KI. Each case contains 1000 battles. Each bottle contains
14 tablets, a 14-day supply. According to this inquiry, Carter Wallace can manufacture 40-50 cases a day if
necessary. Roxanne, another manufacturer of Kl, has an unknown inventory of liquid Kl in 30 m! bottles.
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The analysis utilized the technical insights from both the National Academy of Sciences,
BEIR V Committee (NAS 1990} and the National Council on Radiation Protection and
Measurements {NCRP 1987) regarding iodine and thyroid dosimetry.

The analysis also addressed the effectiveness of KI. According to the analysis, given the
rapid uptake of iodine (radioactive or stable), there is a limited benefit of Kl administration
following exposure to radioiodines. For Kl to serve as an efficient blocking agent, the
report continued, it must be administered in sufficient quantities before or concurrently

with radioiodine exposure.

This report estimated the cost/benefit ratio of stockpiling Kl prophylaxis as a function of
estimated population within radial distances from a plant. The resuits of this analysis
showed that the cost-benefit ratio ranged from 2.222 for populations within 5 miles to
81.8 for populations within 50 miles. This means that for the O- to 5-mile population cell,
$2.22 would be spent for stockpiling Kl in order to avoid the economic equivalent cost of
$1.00. For the O- to 50-mile population cell, $81.8 would be spent to avoid the economic
equivalent of $1.00. The cost-benefit ratios for population cells increased nearly

exponentially with distance.

As basis for the cost-benefit analysis, the authors used four accident categories postulated
for the Surry nuclear power plant as described in NUREG-1150. The analysis used the
accident consequence code to calculate the thyroid dose to individuals as a function of
age, gender, and distance. For the worst case that was analyzed, the whole body doses
_close to the plant at the plume centerline were high and likely to be fatal®. Doses

decrease with distance and away from the plume centerline. Within 5 miles, where the
cost-benefit ratio for stockpiling Kl was estimated to be 2.22, the whole body doses may
still exceed thresholds for early health effects® for which administration of Kl is ineffective.
It was precisely such insights that led to the NRC’s recommendation for prompt evacuation
of areas close to the plant and five miles downwind as the preferred protective action. ’
This guidance is contained in NUREG-0654 Rev. 1 Supp. 3 entitled Criteria for Protective
Action Recommendations for Severe Accidents published in July 1996.

State Survey (1994)

In June 1993, the April 1992 report was provided to the representatives of FEMA and HHS
who co-chaired the FRPCC Potassium lodide Subcommittee. The subcommittee reported
on the NRC-sponsored analysis at a meeting of the FRPCC in September 1993. It -
recommended initiating two studies to secure State input on implementation strategies for
providing Kl to the public: (1) request the Conference of Radiation Control Program

*In SECY-94-087, the staff applied correction factors to the cost-benefit ratios and produced a modified ratio
of 11 instead of 2.2. '

’Assuming no protective actions, such as evacuation or sheltering.

“The health effects include nausea, fatigue, vomiting, epilation, diarrhea, and hemorrhage.
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Directors (CRCPD) to survey those States with nuclear power plants for opinions regarding
Federal purchase and stockpiling of Kl and regarding the feasibility of States providing Kl to
the public under emergency conditions and (2} request the International Atomic Energy
Agency to provide information on existing plans and procedures from member nations
related to the storage, distribution, and dosage of KI. The latter study, which involved the
IAEA, was never conducted. The first study, which consisted of a survey of States in
connection with a Federal purchase and stockpiling of Kl, was completed in mid-1994. All
32 States with nuclear power plants responded, as well as 11 States without plants. In

general, the responses were as follows:
Yes No

&

Does your State favor a Federal K! Stockpile?

- States with nuclear power plants 7 25
- States without nuclear power plants 3 8
Total 10 33

not supporting Federal purchase and stockpiling of

Kl was that the State policy did not include Kl as a protective measure for the general
public. The State use of Ki was specified only for emergency workers. Many States
emphasized that the distribution of Kl to the general public would be difficult in the event
of a radiological emergency. The difficulty stems from logistical challenges presented for
timely distribution of Kl to permanent and non-permanent populations and the liabilities

associated with the misuse of Kl.

The primary reason given by States for

eral purchase and stockpiling of K|, one State

Of the 10 States that supported the Fed
deral regional stockpiles,

preferred one centrally located national stockpile, four preferred Fe
“and five preferred a stockpile within their State. .

In early 1995, the FRPCC subcommittee was prepared to recommend that:

bution of Potassihm lodide Around Nuclear

1. The FRPCC Federal Policy on Distri
R 30258), should not be

Power Sites for Use as a Thyroidal Blocking Agent (50 F
changed.

2. The Federal government should not purchase and stockpile Kl for use by the public.

The basis for these recommendations were:

1. The resuits of the State survey,

2. The 1992 NRC cost-benefit study,

3. The lack of new data challenging the 1985 guidance on Ki stockpiling,

4, The lack of justification that the subcommittee could find for a Federal stockpile,
and ‘
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The lack of support for such an initiative by the States and the primary Federal
regulatory agency (FEMA).

5.

However, FEMA did not issue the results of these findings because of a petition for
reconsideration.

Petition for Rulemaking (1995)

On September 9, 1995, Mr. Crane, who filed the DPO, filed a petition for rulemaking (PRM-
50-63) with the NRC as a private citizen. He requested that the NRC amend its emergency
planning regulations to require that emergency planning protective actions include
sheltering, evacuation, and the prophylactic use of KI. The request would amend one of
the 16 planning standards in 10 CFR 50.47, which licensees’ and offsite agencies’
emergency plans are required to meet, in order to assure that the option of using Kl is

included in emergency plans.

The staff’s resolution of the petition is currently under consideration. The implications of
the policy options on the petition are discussed later.

Stockpile of Medicinal Supplies for Nuclear, Biological, and Chemical Agents {1995

In June 1995, the White House issued Presidential Decision Directive 39 (PDD-39) on Us
Policy on Counterterrorism. The PDD-39 directed the Federal agencies to take a number of
measures to reduce vulnerability to terrorism, to deter and respond to such acts, and to
strengthen capabilities to prevent and manage the consequences of terrorist use of nuslear,
biological, and chemical (NBC) weapons including weapons of mass destruction. The PDD-
39 assigned to FEMA the task of ensuring that the Federal Response Plan (FRP) was

adequate to respond to the consequences of terrorism.

FEMA, in coordination with the Catastrophic Disaster Response Group (CDRG)®, deveioped
a draft report to the President entitled, "An Assessment of Federal Consequence
Management Capabilities for Response to Nuclear, Biological or Chemical {NBC) Terrorism,”
dated June 12, 1996. The report recommended, among other things, that the Federal
government purchase and stockpile thyroid blocking agents (KI) for the general public that
could be used in the event of a nuclear terrorist event. The NRC was a member of the
Core Group which generated the recommendations and was instrumental in adding Kl to

the list of medicinal supplies to be stockpiled nationalily.

5The CDRG is the headquarters-senior-level coordinating group which addressees policy issues regarding the

Federal Response Plan (FRP). The CDRG is chaired by FEMA and comprises representatives of Federal
departments and agencies with responsibilities under the FRP. The NRC is represented by the Incident Response

Division Director.
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The Core Group concluded that as the result of recent events, significant threats over the
past few years, and the increased availability and proliferation of nuclear, biological, or
chemical materials, there is an increasing concern for the potential of terrorist incidents.
NBC events, the report continued, may occur as a local event with potentially profound
national implications. In responding to these events, the first responders must be able to
provide critical resources to the victims. These include, but are not limited to, chemical
nerve antidotes, vaccines for anthrax, and antibiotics®. It was therefore determined that
there is a need to purchase and preposition stockpiles of adequate medical supplies at the
Federal, State, and local level. While KI was not considered as vital as chemical nerve
antidotes and vaccines, the NRC staff was successful in getting Kl included with other
medicinal supplies for NBC events because of the unusual characteristics of these events:

1. NBC events are unpredictable with many unquantifiable parameters. In contrast to
nuclear power plant accidents, NBC events can occur in major metropolitan areas.
The group postulated NBC scenarios for which evacuation and sheltering were not

effective or even possible.

2. NBC events can have consequences ranging from low to disastrous. Some may not
escalate beyond the threat stage while others may occur without a threat stage

with devastating consequences, with everything in between.

3. Even with the significant amount of planning at the Federal, State, and local level,
NBC events still have potential for mass casualties.

Because of the special characteristics of NBC events, the Core Group recommended a
broader range of protective actions. The NRC concurred in the findings of the report by
letter from AEOD Director to FEMA Director dated September 25, 1996. The report was
subsequently presented to the President in February 1997 and approved for distribution in

May 1997.

The staff believes that such a stockpile of Kl substantially addresses the issue raised by
the American Thyroid Association.

FRPCC Subcommittee on Kl (1996}

In parallel with petitioning the NRC, Mr. Crane also requested that FEMA review his
petition and reconsider the Federal policy. In early 18996 the FRPCC convened an Ad-Hoc
Subcommittee on Potassium lodide to request and review new information on this matter
from interested parties. The subcommittee conducted a public meeting on June 27, 1996.
The subcommittee evaluated all comments from the June 27 public meeting and concluded
in its report to the FRPCC that "while the viewpoints presented at the public meeting were

[} P . .. . o . . o
Some of these medicines can save lives only when administered urgently. The timely distribution remains an

issue.
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on Potassium lodide heard no new information that

compelling, the 1996 Subcommittee )
ublic use of KL."

seriously challenges the bases for the 1985 recommendation concerning p
However, the Subcommittee made the following recommendation regarding the Federal Kl

policy:

1. Without changing the Federal policy by interceding in the State’s prerogative to
make its own decisions on whether to use Ki, the Federal government (NRC, or
through FEMA) should fund the purchase of a stockpile for a State that decides to
incorporate Kl as a protective measure for the general public;

2. The Subcommittee believes the language in the 1985 policy should be softened to
be more flexible and balanced. For example, the problem many intervenors observe
with the Federal policy is the italicized statement "The Federal position

with...potassium iodide for use by the general public is that it should not be

" 1t would not be as negative if the last phrase were reworded to state "it

required.
may be selected

[potassium iodide for use by the general public] is not required, but
as a protective measure at the option of the State or, in some cases, local

governments.”

3. The subcommittee recommends that local jurisdictions who wish to incorporate Kl
as a protective action for the general public should consult with the State to
determine if such arrangements are appropriate. If local governments have the
authority or secure the approval to incorporate Kl as a protective measure for the
general public, they would need to include such a measure in their emergency plans.

\
Proposed Federal Policy on Ki {1996)

The full FRPCC endorsed the subcommittee’s recommendations with some modifications
and plans to publish a revised Federal policy statement on distribution of KI. Because of
the NRC's interest and recognized expertise in emergency planning around nuclear power
plants, NRC staff agreed to work closely with FEMA to propose language that would
integrate the FRPCC subcommittee’s recommendations, the FRPCC’s endorsement, and the

recent developments in the areas regarding preparedness for terrorism.

FRPCC and Interagency Assignments

Under 44 CFR 351, the FRPCC is the Federal coordinating body responsible for assisting
FEMA in providing policy direction for the program of Federal assistance to State and local
governments in their radiological emergency planning and preparedness activities. FEMA,
as chair of the FRPCC, establishes policy and issues guidance to State and local
governments. The FRPCC member agencies jointly review and evaluate the status of
emergency planning periodically. Part 351.21 (f) requires the NRC to assist FEMA in
developing and promulgating guidance to State and local governments for the preparation
of radiological emergency plans. Part 351.21 (i) requires the NRC to provide
representation to and support for the FRPCC. The NRC has fully participated in FRPCC
activities. Because of its special interest in emergency planning for nuclear power plants,
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the NRC staff worked closely with FEMA and other Federal agencies in developing the
proposed Kl policy. The staff recognized the importance of working closely with health

. agencies such as HHS and DVA regarding the use of Kl by the general public. Throughout
this process, the staff worked collegially with other key Federal agencies to ensure a

broader consensus on the Federal policy.

The NRC’s representative to the FRPCC has agreed to propose language that integrates
what was already recommended and endorsed by various Federal committees and working
groups. By virtue of its regulatory functions, the NRC staff had to consider some
additional fine points. For example, the NRC staff considered the licensing implications of

the proposed Kl policy, the need for additional guidance to the licensees or States, and the
potential impact on FEMA's responsibilities in offsite emergency planning.

If accepted by the FRPCC, the proposed policy will be noticed in the Federal Register.
Since FEMA chairs the FRPCC, it assumes the responsibility for this publication.

Options

Option 1. Recommend no change in existing policy.

This option would result in continuation of the present policy, i.e., stockpiling K} for use by
emergency workers and institutionalized persons but predistribution or stockpiling of Kl for

use by the general public should not be required.

This option would require that NRC staff request that the FRPCC reconsider its current
recommendations and not consider the existing Federal stockpile for NBC events. The
staff does not believe that other key Federal agencies on the FRPCC would be receptive to

this option because of the activities that have taken place since 1985.

This option does not update the current policy to reflect the recent developments. The
staff believes that the time is appropriate to update the present policy. A Federal stockpile
of KI, among other medicinal supplies, already was available for the Olympics and the
national political conventions. There is a new national impetus for expanding the Federal
preparedness to include medicinal supplies for NBC events. While the FRPCC determined
that there is no new information that seriously challenges the basis of the current policy
regarding reactor accidents, it did recommend that the Federal government fund the
purchase of Kl for any State upon their request and soften the language in the present

policy. .

Option 2. Recommend the adoption of the FRPCC recommendations recognizing the
recent developments in preparation for NBC events.

This is one of the options favored by the staff. As pointed out in option 1, the staff
believes that the present policy should be updated. Attachment 1 contains a proposed
Federal policy on Kl that reflects the key elements of this option. It incorporates changes
recommended by the FRPCC’s Subcommittee on Potassium lodide, acknowledges the
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developments in the area of NBC events regarding Kl but does not alter the current
emergency planning requirements. The principal differences between option 2 and the
1985 version are the addition of the willingness of the Federal Government to purchase a
supply of KI for States at their request, and the establishment of a Federal stockpile.

The highlights of option 2 proposed policy are as follows:

Kl should be stockpiled and distributed to emergency workers and institutionalized
persons during radiological emergencies. In developing the range of public
protective actions for severe accidents at commercial nuclear facilities, the best
technical information indicates that evacuation and in-place sheltering provide
adequate protection for the general public. However, the State (or in some cases,
the local government) is ultimately responsible for the protection of its citizens.
Therefore, the decision for local stockpiling and use of Kl as a protective measure
for the general public is left to the discretion of the State or, in some cases, the

local government.

The Federal government will establish funding for the purchase of a supply of KI. It
is recognized that the State or the local government, within the limits of their
authority, can take measures beyond those recommended or required. The
availability of K| as a protective measure for the general public supplements other
options for public officials responsible for protective action decisions. A few States
have indeed included Kl as a protective action for the general public. The FRPCC
does not want to usurp the State prerogative to incorporate the use of Kl as a
protective measure for the general public. Therefore, to ensure that States have
available to them the option to use Kl if they so elect, the Federal government will
be prepared to provide funding for the purchase of a supply of KI. Any State or
local government which selects the use of Ki as a protective measure for the
general public may notify FEMA and request funding for the purpose of purchasing a
supply of KI. Guidance would have to be developed in this area jointly with FEMA.

A stockpile of Kl is being established by the Federal government. The Federal
government is 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, there is little planning possible, a stockpile of Kl is
being established by the Federal government. This Federal stockpile will be '
available to any State for any type of radiological emergency at any time.

"In response to new threats, the Federal government broadened the scope of emergency response

preparedness to inciude terrorism involving nuclear, biological, and chemical agents. As a resuit, and in support
of State and local governments, new resources were identified to be needed in response to such events. About
two dozen Metropolitan Medical Strike Teams (MMST) are being established for response to such events.
Medical supplies, including KI, are being stockpiled nationally for the use by MMSTs in three locations: East
coast (Washington, DC), Central {Denver}, and West coast (Los Angeles). The quantity of supplies stockpiled

uses a planning basis of 100,000 people for a period of two days.
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pt to include Ki for the general

Those States or local governments which o _
distribution, and any subsequent

population will be responsible for the maintenance,

" costs associated with this program.

The incorporation of a program for KI stockpiling, distribution, and use by any State

or local government into the emergency plans will not be subject to Federal
evaluation. This is based on the recognition that the use of K! by the State for the
general public is a supplemental protective measure, and that the existing
emergency planning and preparedness guidance for nuclear power plants are
effective and adequate to protect the public health and safety.

[
»

Analysis of Option 2 Proposed Policy

To ensure that the Kl policy adheres to the principles of good public policy, NRC staff
identified key factors that should be taken into account:

1.

5.

The preeminent role of State and local governments in the protection of offsite
public health and safety;

The application of good science to the development of any new guidance regarding
Ki; :
The value added of any new guidance in the context of existing planned protective

measures;

The recognition that Kl is not without side effects which have been discussed at
length throughout the past years. Before the NRC actually participates in the
purchase and supply of Ki, it will prepare through consultation with HHS, a suitable

product warning to be used by the State and local governments.

The implementation challenges of any new guidance.

The NRC staff considered these factors in developing the proposed Federal policy on KIL.
Furthermore the staff believes that the proposed policy does the following:

1.

Integrates the subcommittee’s recommendations with the recent developments in
the area of preparedness for NBC events, namely the establishment of national

medicinal stockpiles, including Ki;

Recognizes the central role of State and local governments in protecting public
health and safety, and honors the State’s prerogative to determine whether it
wishes to add Kl as a supplemental protective measure for the general public;

Does not encumber the States and local governments who choose to retain their
existing plans if they believe that the implementation of a K| program may reduce
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the effectiveness of implementing prompt evacuation as a preferred protective
action for the general public;

4, Provides added assurance to those States and local governments that a Federal
stockpile of Kl is available, should it be needed;

Is consistent with the recently published draft guidance (NUREG-0654 FEMA-REP-1

5.
Rev. 1 Supplement 3} by NRC and FEMA on "Criteria for Protective Action
Recommendation for Severe Accidents;"”

6. Does not result in a rule change which is a two-year process ahd may require a
backfit analysis;

7. Maintains the foundation of offsite emergency planning by confirming that the

existing guidance and requirements are adequate.

The proposed policy is also strengthened by the aiready existing stockpile of KI that was
available for the Olympics and the national political conventions. The staff believes that
given these stockpiles, unlike the TMI experience, Kl could be made available in a more

timely manner if needed in the future.

This option has some fiscal implications for the NRC associated with its offer to purchase
Kl for any State that requests it.

1 .
Fiscal Implications of Proposed Kl Policy

The option 2 proposed Federal policy contains an offer by the Federal government {most
likely the NRC) to fund the purchase of a supply of Kl for any State that chooses to add Kl
to its options of protective actions in response to an emergency at a NRC licensed nuclear

power plant. To fulfill this proposed obligation, staff’s estimate of the range of NRC costs

is given in three scenarios in Attachment 2. Currently, resources are not budgeted for the

purchase of Kl and funds would have to be reprogrammed should a State {or States)

request funding through FEMA.
The cost estimate does not include the administrative costs associated with the Kl

purchase. The more likely scenario is that several sites may request funding each year for
a few years. In that case, the estimate is about $50,000 each year for a period of three

years and repeated every seven years, thereafter.
Option 3. Recommend modifications to the FRPCC recommendations.

There are a number of possible modifications to the FRPCC recommendations that can be
recommended. The staff has prepared a limited number of cases to scope the wide range

of possibilities.

a) Endorse FRPCC recommendations without the offer to fund the purchase of Ki.
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There are already two States which have Kl for the general public under the current
policy. The staff is not aware of any cases where funding to purchase a supply of
Kl is the obstacle for adding K! as a protective measure for the general public. The
staff believes that the costs associated with a Kl program could be significant when
activities such as public education and the'logistics associated with the distribution
are added to the cost to purchase Kl supplies. The FRPCC’s offer to fund the
purchase of Kl is intended to demonstrate a good faith effort on behalf of the
Federal government to assure that if any State wishes to add this supplemental
measure, there is no implicit discouragement from the Federal government.

If this option is selected, the staff would have to request that the FRPCC reconsider its
recommendation regarding Federal funding for the purchase of Ki.

b) Recommend that the staff, in coordination with HHS and FEMA, revise current
Federal K| policy to make Kl available to the States.

This was recommended by the staff in SECY-94-087. The revised policy would state that:

KI will be purchased by the Federal government (most likely by
the NRC) and made available through FEMA to the States.
While the NRC encourages the stockpiling of Kl, the decision
to stockpile, distribute, and use Kl would be the responsibility
of the individual States. At the option of the State, procedures
incorporating the use of KI in State emergency plans would be
developed with the assistance of FEMA. The details regarding
this option would be developed and coordinated through the

FRPCC.

This option contains some of the essential elements of option 2 and is the other option
favored by the staff. For example: (1) it is a State option to determine whether it wishes
1o include Kl in its plans, and (2) the Federal government (most likely the NRC) will
purchase Kl for the States. This option could have fiscal implications up to scenario 3 in
option 2. The principal difference with option 2 is that in this option the Federal
government openly encourages the stockpile of Kl by States for prudency.

The States may perceive the NRC encouragement to stockpile Kl by the States as going
beyond what is necessary. This is based on the statements presented by States’
representatives at the public meeting conducted by the subcommittee on Kt in 1996. Not
only were they not convinced that there is a benefit to a Ki stockpile, but believed that it
may hamper the implementation of prompt evacuation which is the preferred protective
measure. Indeed, it was after these testimonies and a careful examination of issues and
information presented to the subcommittee, that FRPCC recommended a position that

reflected a more subtle encouragement (as reflected in option 2).
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SECY-94-087 was silent on cases where States did not opt to have a local stockpile of KI.
In today’s environment, those States could rely on the NBC stockpile to use Kl on an ad

hoc basis if needed.

This option was favored by the staff in 1994 and, in recognition of the NBC development,
remains one of the two recommended options today.

Direct the staff to effect a rule that requires Kl as a protective measure for the
general public.

c)

This option is based on the presumption that stockpiling Ki for limited populations
located close to operating nuclear power plants, if not cost- beneficial, is,
nonetheless, prudent.

The option would require that emergency plans be revised to include a Kl distribution
system for the public and the criteria for its administration in an accident.

This option would be at odds with the FRPCC recommendations and according to the polls,
the States would not view this option favorably. The FRPCC recommendations were, in
part, based on the notion that the State or local governments are ultimately responsible for
the decisions regarding protective actions and their implementation. To have a national
stockpile of Kl allows the States to use K! on an ad hoc basis if needed.

This option would also have wide-spread implications for emergency planning. It would
require the States and local governments to make significant changes to their plans and
procedures in order to ensure that Kl can be distributed to the public (permanent and
transient populations) in a timely manner, preferably without reducing the effectiveness of
prompt evacuation if necessary. It would require that Federal agencies develop additional
guidance for FEMA evaluation of the changed plans. The NRC and staff would have to
revise the existing Federal guidance on protective actions for severe accidents, such as
Supplement 3 to NUREG-0654. The State and local officials would have to conduct public
training for public use of KI. Public health officials and school officials would need specific

instructions for dispensing Kl to the general public and school children. ‘

For the purpose of placing this option in perspective using the two States which currently
stockpile K! for the general public, the staff contacted officials from Alabama and
Tennessee. In each case, Kl supplies would be made available at reception centers
following an accident. Under the direction of the Health Offlcer, Kl tablets would be
administered to members of the public reporting to these centers. Neither State has a
planned distribution system to provide Kl to the members of the public in case evacuation
would not be feasible. Under these circumstances, Kl would be distributed on an ad-hoc

basis.
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In short, this option has the potential to undo the web of emergency planning without any

significant added benefit.

Implications of Options on the Petition for Rulemaking

Before discussing the implications of the options on the Pet
contributions of Mr. Peter Crane of the NRC, the petitioner,
value in illuminating all aspects of this issue. He has persevere
the face of technical disagreement on intangible issues, in keeping this important issue

before the agency and without his efforts even the policy changes recommended in this

paper would not likely have been made. s

ition for Rulemaking, the
should be recognized for their
d, over many years and in

"“.

Option 1: No change to existing policy.

If this option were approved, then the petition would be denied. The staff could still grant
part of the petition by referencing the NBC developments which will result in a Federal
stockpile.

Endorse FRPCC recommendations recognizing the recent developments in

Option 2:
preparation for NBC events.

If the proposed Federal policy is accepted, there will be no rule change to amend 10 CFR
50.47 to require that KI be included in the emergency plans. Thus, the petition would be
denied. However, the staff believes that the Federal offer to fund the purchase of Kl for
the States at their request and the Federal stockpile of Kl for NBC events® substantially
addresses the fundamental concerns behind the petition, without requiring changes in State

and local emergency plans.

There are currently two States which stockpile or distribute K| for the general public around
nuclear power plants. More States may choose to add Kl to their protective actions for the

general public.
Option 3 (a): Endorse option 2 with no funding.

The petition would be denied. The Federal stockpile for NBC events partly addresses the
fundamental concerns behind the petition.

Option 3 (b): In coordination with HHS and FEMA, revise current policy to make KIl
available to the States.

®As pointed out in the proposed Federal policy, the Federal stockpile of Kl will be available to any State for
any type of radiological emergency.
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The petition would be denied. The availability of Ki would substantially address the
fundamental concerns behind the petition.

Option 3 (c): Effect a rule change.

This option would grant the petition by directing the staff to make the requested rule
change.

Coordination

The Office of the General Counsel has reviewed this paper and has no legal objection. Thg
Office of the Chief Financial Officer has no objection to the resource estimates contained in

this paper.
RECOMMENDATION:

The staff requests that the Commission approve either option 2 or option 3{b).

y//m

L. Joseph Callan
Executive Director for Operations

3

~

Attachments:
1. Proposed Federal Policy on Kl

2. Estimation of Cost

Commissioners' comments or consent should be provided directly to the Office
of the Secretary by COB Wednesday, July 2, 1997.

Commission Staff Office comments, if any, should be submitted to the Commissioners

NLT June 25, 1997, with an information copy to the Office of the Secretary. If
the paper is of such a nature that it requires additional review and comment,

the Commissioners and the Secretariat shoudl be apprised of when comments may

be expected.
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FEDERAL EMERGENCY MANAGEMENT AGENCY

DRAFT

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

Thyroidal Blocking Agent
AGENCY: Federal Emergency Management Agency.
ACTION: Issuance of Federal Policy on Potassium lodide.

SUMMARY: The Federal Radiological Preparedness Coordinating Committee (FRPCC) is

issuing this revised Federal policy concerning the purchase, stockpiling, and use of
potassium iodide (KI) as a prophylaxis for the thyroid in the unlikely event of a major
radiological emergency at a commercial nuclear power plant. Taken in time, Kl blocks the

thyroid’s uptake of airborne\'adioactive iodine, and thus could help reduce thyroid diseases

caused by such exposure.

The Federa! policy is that Kl should be stockpiled and distributed to emergency workers
and institutionalized persons during radiological emergencies. In developing the range of
public protective actions for severe accidents at commercial nuclear facilities, the best
technical information indicates that evacuation and in-place sheltering provide adequate
protection for the genefal public. However, the State (or in some cases, the local
governmént) is ultimately responsible for the protection of its citizens. Therefore, the
decision for local stockpiling and use of Kl as a protective measure for the general public is

left to-the discretion of State { or, in some cases, local government.)
ATTACHMENT 1
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It is recognized that the State (or in some cases, the local government), within the limits of
its authority, can take measures beyond those recommended or required. The availability
of Kl as a protective measure for the general public supplements other options for public
officials responsible for protective action decisions. A few States have indeed ihcluded Ki
as a protective action for the general public. The FRPCC does not want to usurp the State
prerogative to incorporate the use of Ki as a protective measure for the general public.
Therefore, to ensure that States have the option to use Kl if they so elect, the Federal
government is prepared to provide funding for the purchase of a supply of KI. Any State
{or in some cases, local government) which selects the use of Kl as a protective measure

for the general public may so notify FEMA, and may request funding for the purpose of

purchasing a supply of Kl.

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 radiologicél
emergencies in which the location and timing of an emergency are unpredictable and for
which, unlike licensed nuclear power plants, there is little planning possible, a stockpile of

Kl is being established by the Federal government. This Federal stockpile will be available

to any State for any type of radiological emergency, at any time.

'in response to new threats, the Federal government broadened the scope of emergency response
preparedness to include terrorism involving nuclear, biological, and chemical agents. As a result, and in support of
State and local governments, new resources were identified to be needed in response to such events. About two
dozen Metropolitan Medical Strike Teams (MMST) are being established for response to such events. Medical .
supplies, including Kl, are being stockpiled nationally for the use by MMSTs in three locations: East coast,
Central, and West coast. The quantity of supplies stockpiled uses a planning basis of 100,000 people for a period

of two days.
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The policy herein incorporates changes recommended by the FRPCC’s Subcommittee on
Potassium lodide, and supersedes the 1985 Federal policy (50 FR 30258). The principal
difference between this revised policy and the 1985 version are the addition of the offer of
the Federal Government to purchase a supply of K| for States at a State’s request and the

establishment of a Federal stockpile. The Federal Emergency Management Agency (FEMA)

chairs the FRPCC, thereby assuming the responsibility for this publication.

&
3

For Further Information Contact: W.illiam F. McNutt, Senior Policy Advisor, Rcom 634,

Federal Emergency Management Agency, 500 C Street, SW., Washington, DC 20472,

(202) 646-2857; facsimile (202 646-4183. .



Background

This policy on use of Kl as a thyroidal blocking agent is the result of a Federal interagency

effort coordinated by FEMA for the FRPCC. On March 11, 1982, FEMA issued a final

regulation in the Federal Register (47 ER 10758}, which delineated agency roles and

responsibilities for radiological incident emergency response planning (44 CFR 351). One
of the responsibilities assigned to the Department of Health and Human-Services (HHS) and
in turn delegated to the Food and Drug Administration (FDA) was providing guidance to
State and local governments on the use of fadioprotective substances and prophylactic use
of drugs {e.g., Kl) to reduce radiation doses to specific organs including dosage and

projected radiation exposures at which such drugs should be used.

In the June 29, 1982 Federal Register (47 ER 28158), FDA published recommendations for

State and local agencies 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 distribution of Kl was published in the July 24, 1985 Federal Register (560
FR 30258). 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 of stockpiling
and distribution of KI for use by the general public. In response, the FRPCC established an
Ad Hoc Subcommittee on Potassium lodide. On December 5, 1994, the FRPCC adopted

the report and recommendations of the Ad Hoc Subcommittee on Potassium lodide, which

reaffirmed the Federal position as expressed in the 1985 policy.
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On April 3, 1996, in connection with a September 9, 1995 Petition for Rulemaking
submitted to the Nuclear Regulatory Commission (NRC) on this issue, the FRPCC

established a new Subcommittee on Potassium lodide to review current information. The

Subcommittee conducted a public meeting on June 27, 1996. Based on the information

collected, the Subcommittee concluded that there was no new information that seriously
challenges the bases for the 1985 recommendations concerning public use of Kl for
radiological emergencies at nuclear power plants. However, several recommendations were
made to the FRPCC. The Subcommittee’s three recommendations were: 1) without
changing the Fe.deral policy by interceding in the State’s prerogative to make its own
decisions on whether or not to use K, the Federal government (NRC, or through FEMA)
should fund the purchase of a stockpile for any State that, hereinafter, decides to
incorporate Kl as protective measure for the general public; 2) The Subcommittee believes
the language in the 1985 policy should be softened to be more flexible and balanced. For
example, the problem many intervenors observe in the Federal policy is in the itali\E:ized
statement "The Federal position with...potassium iodide for use by the general public is
that it should not be required.” It would not be as negative if the last phrase were
reworded to state "it [potassium iodide for use by the general publicl is not required, but
may be selected as a protective measure at the option of the State or, in some cases, local
governments.” and 3) The subcommittee recommends that local jurisdictions who wish to
incorporate K| as a protective action for the general public should consult with the State to
determine if such arrangements are appropriate. If local governments have the authority or

secure the approval to incorporate Kl as a protective measure for the general public, they

would need to include such a measure in their emergency plans.
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The full FRPCC endorsed the subcommittee’s recommendations with some modifications.

Policy on Distribution of KI Around Nuclear Power Sites for Use as a Thyroidal Blocking

Agent

The purpose of this document is to provide Federal policy and guidance with regard to
distribution of KI, and-its usage as a thyroid blocking agent, around operating nuclear
power generating facilities. The issue has been addressed in terms of two components of
the population that might require or desire Kl use: (1) Emergency workers and
institutionalized individuals close to the nuclear power plant site, and (2) the nearby general
population. This guidance is for those State énd local governments who, within the limits
of their authority, need to consider these recommendations in the development of
emergency plans and in determining appropriate actions to protect the general public.

\
The Federal policy is that Kl should be stockpiled and distributed to emergency workers
and institutionalized persons during radiological emergencies. In developing the range of
public protective actions for severe accidents at commercial nuclear facilities, the best
technical information indicates that evacuation and in-place sheltering provide adequate
protection for the general public. However, the State (or in some cases, the local
government) is ultimately responsible for the protection of its citizens. Therefore, the

decision for local stockpiling and use of Kl as a protective measure for the general public is

left to the discretion of State ( or, in some cases, local government.)
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It is recognized that the State (or in some cases, the local government), within the limits of

its authority, can take measures beyond those recommended or required. The availability
of K| as a protective measure for the general public supplements other optiohs for public
officials responsible for protective action decisions. A few States have indeed included KI
as a protective action for the general public. The FRPCC does not want to usurp the State
prerogative to incorporate the use of K| as a protective measure for the general public.
Therefore, to ensure that States have the option to use Kl if they so ele_ct, the Federal
government is prepared to provide funding for the purchase of a supply of KI. Any State
{or in some cases, local government) which selects the use of Kl as a protective measure

for the general public may so notify FEMA, and may request funding for the purpose of

purchasing a supply 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, there is little planning possible, a stockpile of

Kl is being established by the Federal government. This Federal stockpile will be available

to any State for any type of radiological emergency, at any time.

The bases for these recommendations are given below.

2In response to new threats, the Federal government broadened the scope of emergency response
preparedness to include terrorism, involving nuclear, biological, and chemical agents. As a result, and in support
of State and local governments, new resources were identified to be needed in response to such events. About
two dozen Maetropolitan Medical Strike Teams (MMST) are being established for response to such events. Medical
supplies, including KI, are being stockpiled nationally for the use by MMSTs in three locations: East coast,
Central, and West coast. The quantity of supplies stockpiled uses a planning basis of 100,000 people for a period

of two days.
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The NRC and FEMA issued guidance to State and local authorities as well as licensees of
operating commercial nuclear power plants in NUREG-0654/FEMA-REP-1, Revision 1, in
1980. This guidance recommends the stockpiling and distribution of KI during
emergencies to emergency workers and to institutionalized individuals. Thyroid blocking
for emergency workers and institutionalized individuals was recommended because these
individuals are more likely to be exposed to 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.

For the general public, in the event of a radiological emergency at a commercial nuclear
facility, evacuation and in-place sheltering are considered adequate and effective protective
actions. It is well-recognized that the inclusion of KI as a protective measure, in addition
to evacuation and sheltering, is beneficial only in very remote circumstances. The use of
Kl is not without controversy. On the one hand, KI has been shown to be an effective
drug for protecting the thyroid from thyroid nodules or cancer caused by the uptake of
radioiodine, especially in children fifteen years of age or younger. On the other hand,
there are logistical difficulties, and potential medical side effects associated with the drug,
in distributing the drug to the general public in a radiological emergency. Also, Kl
effectively reduces the radiation exposure of only the thyroid gland from ingested or
inhaled ra;iioiodines. While this in an important contribution to the health and safety of the
individual; it is not as effective as measures which protect the total body. Both in-place
sheltering and precautionary evacuations can reduce the exposure to the thyroid and the

total body. It is very important to remember that the use of Kl is not an effective means



)

by itself for protecting individuals from the radioactivity in an airborne release resulting

from a nuclear power plant accident and, therefore, should only be considered in

conjunction with sheltering, evacuation, or other protective methods. Therefore, while the

use of Kl can provide additional protection in certain circumstances, the assessment of the

effectiveness of Kl and other protective actions and their implementation indicates that the

decision to use KI (and/or other protective actions) should be made by the States and, if

appropriate, local authorities on a site-specific, accident-specific basis.

Those States or local governments which opt to include KI for the general population will

be responsible for the maintenance, distribution, and any subsequent costs associated

with this program.

The incorporation of a program for Ki stockpiling, distribution and use by any State or local

g&vernment into the emergency plans will not be subject to Federal evaluation. This is

based on the recognition that the use of Kl by the State for the general public is a '

supplemental protective measure, and on the Federal government’s determination that the

existing emergency planning and preparedness guidance for nuclear power plants is

effective and adequate to protect the public health and safety.

The FDA has evaluated the medical and radidlogical risks of administering Kl for emergency
conditions and has concluded that it is safe and'effective and has approved over-the-
counter s'ale of the drug for this pﬁrpose. FDA guidance states that risks from the short
term use of relatively low doses of Kl for thyroidal blocking in a radiological emergency are

outweighed by the risks of radioiodine induced thyroid nodules or cancer at a projected
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dose to the thyroid gland of 25 rem or greater. Since FDA has authorized the

nonprescription sale of Kl, it is available to individuals who, based on their own personal

analysis, choose to have the drug immediately available.

Attached is a list of ten references intended to assist State and local authorities in

decisions related to the use of KI.

Conclusion

The FRPCC did not find any new information that would require a change in the basis of
the existing Federal policy concerning the stockpile or pre-distribution of K| for the general
public in the event of a radiological emergency at a commercial nuclear plant. The policy is
that Kl should be stockpiled and distributed to emergency workers and institutionalized
persons during radiological emergencies, but leaves the decision for the stockpiling,
distribution, and use of 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 Kl as a

protective measure for the general public may so notify FEMA and may request funding for

the purpose of purchasing an adequate supply.

The incorporation of a program for Kl stockpiling, distribution and use by any State or local
government into the emergency plans will not be subject to Federal evaluation. This is
based on. the recognition that the use of Kl by the State for the general public is a

supplemental protective measure, and on the Federal government’s determination that the
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existing emergency planning and preparedness guidance for nuclear power plants is

effective and adequate to protect the public health and safety.

Those States or local governments which opt to include Kl for the general population will

be responsible for the maintenance, distribution, and any subseguent costs or legal

liabilities associated with this program.

4

As an added assurance, for a broader range of radiological emergencies in which the
location and timing of an emergency are unpredictable and for which, unlike licensed
nuclear power plants, there is little planning possible, a stockpile of Ki will be established
by the Federal government. Such a stockpile would consist of individual KI caches at VA
hospitals in major metropolitan centers across the country. This supply would be available
to any State or local government for any type of radiological emergency.

\
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Estimation of the Cost to Purchase KI
for the States in Using Three Scenarios

The option 2 proposed Federal policy contains an offer by the Federal government (most

likely the NRC) to fund the purchase of a supply of Kl for any State that ch_ooses to add Kl
to its options of protective actions in response to an emergency at a NRC licensed nuclear

power plant. Currently, resources are not budgeted for the purchase of-KI and funds
would have to be reprogrammed should a State (or States) request funding through FEMA.

To fulfill this proposed obligation, staff’s estimate of the range of NRC costs is given
below:

Sites .~ |~ - |cestin | Co:
Added No.of | k$iyr k$/yr. .| Ye: ' :
Each Year | Years - Year 1-3 Year4-5 |8 .~ 191

‘Scenario 1° | 3 3 48 48 |48

‘Scenario 2 | 10 5 160 160 160 | 160 160

'Scenario3 | 70 1 1,120 1,120

Table: Cost of Kl purchase in $1000 for three scenarios

The cost estimate does not include the administrative costs associated with the Kl
purchase. Although the cost/benefit ratio to purchase Kl for the population in the 10-mile
Emergency Planning Zone (EPZ) may be excessive for most sites, the NRC staff used the
10-mile EPZ population as the basis for cost estimation. The cost range is from
$48,000/year for the first three years and repurchased every seven years, to a maximum
of $1,280,000 the first year and repurchased every seven years. The higher estimate
assumes all sites would request funding for the purchase of Kl in the first year, which staff
believes is highly unlikely. The more likely scenario is that several sites may request
funding each year for a few years. In that case, the estimate is about $50,000 each year

for a period of three years and repeated every seven years, thereafter.

Three scenarios were used to estimate the cost to purchase Ki for the States who request
such funding. The first is based on the assumption that one State per year (with three
sites) requests funding for a period of three years. The second scenario assumes three
States per year (with a total of 10 sites) request funding for a period of five years. The
third scenario assumes every State with a nuclear power plant requests funding the first

year.

ATTACHMENT 2

%The three scenarios are described in Attachment 2.
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The staff assumed the entire 10-mile EPZ population in the cost estimation. Although the
KI package contains an insert instructing the user to take one tablet a day for 10 days
unless directed otherwise by State or local public health officials, the cost estimation was

based on a two-day supply.

Our estimate of the range of costs are as follows:

Scenario 1

One State {with three sites) per year requests funding for a period of three years.

Number of sites added per year, S: 3 '
Average number of people per site {(within 10-mile EPZ), P: 80,000 -

Average number of Kl tablets/person, T: 2

Average cost/Kl tablet, c: $0.10

Average shelf life of Kl, L: 7 years

The start-up cost would be: C = S*P*T*c = 3*80,000%*2*0.1 = $48,000/year, or

$ 146,000 over three years.

‘No. of Sites
Added .- |3 3 3

48 48 48 Y

The replacement cost would be the same plus inflation, every seven years.

Scenario 2
Three States per year (containing a total of 10 sites) request funding for a period of five

years.

Number of sites added per year, S: 10
Average number of people per site (within 10-mile EPZ), P: 80,000

Average number of Kl tablets/person, T: 2
Average cost/Kl| tablet, c: $0.10
Average shelf life of KiI, L: 7 years
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The start-up cost would be: C = S*P*T*c = 10*80,000*2*0.1 = $160,000/year, or
$800,000 for five years.

Theé replacement cost would be the same plus inflation, every seven years.

Scenario 3

Number of sites, S: 70
Average number of people per site {(within 10-mile EPZ), P: 80,000

Average number of Kl tablets/person, T: 2

Average cost/Kl tablet, c: $0.10
Average shelf life of KI, L: 7 years

If every State with a nuclear power plaht site requested funding in the first year, the start-
up cost would be: C = S*P*T*c = 70*80,000*2%0.1 = $1,120,000

‘Scenario3 1998 -
No.of Sites 70
Cost ($1000) .~ 1,120

The replacement cost would be $1,120,000, plus inflation, every seven years.
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SITE

KANSAS
sEAVER VALLEY
BELLEFONTE
BIG ROCK POINT
BRAIDWOOD
BROWNS FERRY
BRUNSWICK
BYRON
CALLAWAY
CALVERT CLIFFS -
CATAWBA
CLINTON
COMANCHE PEAK
COOPER STATION
CRYSTAL RIVER
DC COOK
DAVIS BESSE
DIABLO CANYON
DRESDEN
DUANE ARNOLD
EARLEY

RMI
rITZPATRICK
FORT CALHOUN
GINNA
GRAND GULF
HADDAM NECK
HARRIS
HATCH
HOPE CREEK
INDIAN POINT
KEWAUNEE
LASALLE
LIMERICK
MAINE YANKEE
MCGUIRE
MILLSTONE

MONTICELLO
NINE MILE POINT
NORTH ANNA
OCONEE
OYSTER CREEK

ALISADES

ALO VERDE
PEACH BOTTOM
PERRY

..’

'PERMANENT TRANSIEN  Total
0-2 MILES 0-5 MILES 0-10 MILE 0-10 MILE 0-10 miles
853 7,320 25,394 6,000 31,394
3,676 16,658 142,268 3,400 - 145,668
309 4,696 25,050 2,437 27,487 |
269 4,368 9,274 9,274
3,545 11,490 26,015 8,105 34,120
148 2,414 27,678 19,600 47,278
711 4,373 10,583 21,000 31,583
371 7,140 21,393 43,762 65,155
82 632 5,759 4,545 10,304
241 3,501 19,972 1,150 21,122
340 1,058 81,423 46,879 128,302
48 - 918 12,666 28,472 41,138
29 2,684 10,731 8,918 19,649
40 830 5,417 3,000 8,417
0 825 13,595 1,010 14,605
723 12,364 53,755 16,089 69,844
1,030 2,572 16,427 16,427
10 57 . 18,099 53,700 71,799
613 7,498 38,289 5,900 45,189
235 3,821 79,323 79,323
27 1,577 10,681 1,420 12,101
3,004 13,460 71,517 71,617
242 3,908 35,165 20,790 55,945
207 7,666 15,254 871 16,125
930 9,979 39,162 5,863 45,025
180 2,025 7,255 2,873 10,128
2,345 12,129 74,080 29,415 103,495
110 1,545 15,795 11,000 26,795
107 894 5,312 150 5,462
0 1,209 22,556 - 5,639 28,095
15,165 74,755 240,455 92,852 333,307
163 1,600 11,086 11,086
130 1,145 13,913 3,130 17,043
4,349 100,364 164,870 23,165 188,035
372 2,001 28,730 42,338 71,068
420 4,189 46,233 31,178 77,411
5176 48,648 110,166 83,129 193,295
279 7,611 20,163 ‘ 20,153
242 3,909 35,1565 20,790 55,945
225 1,639 8,688 1,166 9,854
401 4,670 50,841 20,000 70,841
4,700 14,950 71,440 73,676 145,116
959 = 5,203 32,773 _ 32,773
10 . 205 761 4,000 4,761
512 6,153 28,647 9,858 38,505
1,882 17,238 53,271 125,173

71,802

'POPUIatlon pata within the Nuciear FPOWET FIAlIL CHITIYTHILY | iaininiy et
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_ PILGRIM
POINT BEACH
PRAIRIE ISLAND
QUAD CITIES
DIVERBEND

'BINSON
o1 LUCIE
SALEM
SAN ONOFRE
SEABROOK
SEQUOYAH
SOUTH TEXAS
SUMMER
SURRY
SUSQUEHANNA
THREE MILE ISLAND
TURKEY POINT
VERMONT YANKEE
VOGTLE
WATERFORD
WATTS BAR
WOLF CREEK
WNP-2
ZION

SuUM

These: are estimates of 1982 population whi
Transient population estimates were based on information
NUREG/CR -1856 (1981) and on licensee estimates. Transient popula

1110
239
290

224 .

601
1,164
210

3,650
6,040
890

220
49
1,177
2,331

2,086
517
914
209

24

12,981

90,946

10,449
1,256
4,228
5,740
4,053

10,435
9,417
1,209

28,450

32,060
7,503

268
1,883
1,399

13,317

27,466

30
9,231
1,133

13,756
2,696
3,698

80

59,247

o 4,mruU L

20,994
21,462
36,445
22,872
26,908
94,854
22,556
57,150
100,720
38,972
2,550
8,869
73,411
51,232
161,509
92,664
31,909
2,669
60,009
13,916
5,520
1,338
245,006

25,900
116,988
24,000
4,622
2,000
63,755
3,720
6,335
4,500
3,644
200
7,000
8,000
1,100
11,824
65,750

22,194
21,462
48,480
36,572
31,808
134,854
28,095
83,050
217,708
62,972
7,172
10,869
137,166
54,952
167,844
97,164
35,453
2,869
67,009
21,916
6,620
13,162
310,756

697,696 3,111,627 1,320,238 4,431,865

are considered to include a large degree of 'uncertainty

Average population per site

Ave pop/site assuming 20% increas

63,312
75,975

ch were developed by NRC st
obtained from F

aff Y
SARs, E Plans,
tion data

48
49
50
51
52
53
54
65
56
57
58
59
60
61

62

63
64
65
66
67
68
69
70
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POLICY ISSUE

November 10, 1998 (NOtatIOn VOte) SECY-98-264
FOR: The Commissioners

FROM: William D. Travers
Executive Director for Operations

SUBJECT: PROPOSED AMENDMENTS TO 10 CFR 50.47; GRANTING OF PETITIONS
FOR RULEMAKING (PRM 50-63 AND 50-63A) RELATING TO A
REEVALUATION OF POLICY ON THE USE OF POTASSIUM IODIDE (K1)
AFTER A SEVERE ACCIDENT AT A NUCLEAR POWER PLANT

PURPOSE:

To obtain Commission approval to publish a proposed rule in the Federal Register for a 90-day
public comment period, that would grant petitions for rulemaking (PRM 50-63 and 50-63A).
These petitions requested changing the NRC policy on the use of potassium iodide (Kl) as a
radioprotective agent for the general public in the event of a severe reactor accident.

BACKGROUND:

On September 9, 1995, a petition for rulemaking (PRM 50-63) was filed with the NRC by
Mr. Peter Crane. The petitioner requested that the NRC amend its emergency planning
regulations to require that emergency plans specify a range of protective actions to include
sheltering, evacuation, and the prophylactic use of KI.

In SECY-87-245, dated October 23, 1997, the staff presented three options to the Commission
for resolving PRM 50-63.

CONTACT:
Mike Jamgochian, NRR/DRPM/PGEB
(301) 415-3224




The Commissioners -2-

On November 5, 1997, the Commission was briefed by the NRC staff, the Federal Emergency
Management Agency (FEMA), and the petitioner regarding the options available for resolving
the petition for rulemaking. During the meeting, the Commission invited the petitioner to submit
a modification to his petition in order to address the views he discussed during the meeting.

On November 11, 1997, the petitioner submitted a revision to his petition, PRM 50-63A
(Enclosure 1). The petitioner made two requests:

A statement be made clearly recommending stockpiling of Kl
as a “reasonable and prudent” measure, and

A proposed rule change to 10 CFR 50.47(b)(10), which would
be accomplished by inserting the following sentence after the
first sentence: “In developing this range of actions,
consideration has been given to evacuation, sheltering, and the
prophylactic use of potassium iodide (KI), as appropriate.”

The petitioner also provided a marked-up version of the proposed Federal Radiological
Preparedness Coordinating Committee (FRPCC) Federal Register notice concerning a revision
to the Federal policy relating to the use of Ki for the general public.

On June 26, 1998, the Commission directed the staff in SRM 98-061 (Enclosure 2) to grant the
petition for rulemaking PRM 50-63A by revising 10 CFR 50.47(b)(10).

PUBLIC COMMENT ON THE AMENDED PETITION:

On November 27, 1995 (60 FR 58256), a Notice of Receipt of the Petition for Rulemaking was
published in the Federal Register requesting public comment. A total of 63 comment letters
were received, of which 20 utilities, 9 State governmental agencies, 2 utility interest
organizations, 1 letter signed by 12 health physicists, 2 State universities and 1 member of the
public were against the granting of the petition for rulemaking. Those letters in favor of granting
the petition came from 5 environmental groups, 22 members of the public (including 1 from the
petitioner), and the American Thyroid Association. '

On December 17, 1997 (62 FR 66038), the Commission published a request for public
comment on the amended petition in the Federal Register. In response to several requests, the
comment period was extended until February 17, 1998, by a Federal Register notice published
on January 21, 1998 (63 FR 3052). A total of 82 comment letters were received, of which 13
utilities, 3 State government agencies, 1 utility interest association, and 1 member of the public
were against granting the petition for rulemaking. The letters in favor of granting the petition
came from 8 public interest groups, 46 members of the public (including 1 from the petitioner),
3 physicians, 2 U.S. Senators, and 1 State Representative. A detailed analysis of the issues
raised by the public comments along with the Commission response to those issues is in the
proposed Federal Register Notice (Enclosure 3).
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DISCUSSION:

In the revised petition (PRM 50-63A) dated November 11, 1997 the petitioner requested that
consideration be given to including Kl as a protective measure for the general public.- This is a
change from the original petition in which the petitioner requested that the regulations be
amended to require emergency plans to include Kl as a protective measure. in both the
original and the amended petitions, the proposed rule language lists sheltering and evacuation
as protective measures along with KI. The planning standard (10 CFR 50.47(b)(10)) currently
does not identify any specific protective actions, but indicates that a range of protective actions
_ should be developed for the plume exposure pathways zone (EPZ) for emergency workers and
the public, and included in emergency response plans. Additionally, the petitioner requested
that a statement be made clearly recommending stockpiling of Ki as a reasonable and prudent

protective measure.

On June 26, 1998, the Commission voted 3 to 1 to grant the petition for rulemaking.
Accordingly, the staff was directed to proceed with rulemaking to change 10 CFR 50.47(b)(10)
by inserting the following sentence, or similar words, after the first sentence: “In developing this
range of actions, consideration has been given to evacuation, sheltering, and, as a supplement
to these, the prophylactic use of potassium iodide (Kl), as appropriate.” In addition, the
statement of considerations for the proposed rule should include a statement to the effect that
State and local decision makers, provided with proper information, may find that the use of Kl
as a protective supplement is reasonable and prudent for specific local conditions. The
Commission also noted that, consistent with the Commission’s decision on June 30, 1997, the
Federal government (most likely NRC) is prepared to fund the purchase of a stockpile of Kl for
the States, upon request. The NRC staff also was directed to work with other relevant agencies
to ensure that there are established procedures to enable the national stockpile, for response to
terrorism, to be effectively and timely used by States that have not established local stockpiles
and wish to make use of the national stockpiles in the event of a severe nuclear power plant

accident. .

The attached Federal Register notice implements the Commission’s decision by publishing the
proposed amendment to 10 CFR 50.47(b)(10) for a 90-day public comment period.

RESOURCES:

Approximately one FTE is budgeted to resolve this petition by conducting a rulemaking in
accordance with the Commission direction. The cost of purchasing Ki was discussed in

SECY 97-124 (Enclosure 4) with the estimates ranging from $48K to $1.3M. The staff has
recently found these estimates to be overly conservative by approximately a factor of 2.5 due to
the increased costs of purchasing the Kl tablets. Therefore, the revised estimate range is
$117K to $3.25M depending on the number of States that request funding. These resources
are not currently budgeted and would have to be reprogrammed from exnstlng agency programs
or carryover. A more detailed cost and fundmg analysis will be provided prior to the final
rulemaking. Additionally, prior to FEMA going forward with the issuance of the FRPCC Federal
Kl policy, a letter from the NRC committing the above funds will be necessary.
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COORDINATION:

The Office of the Chief Financial Officer has reviewed this Commission paper for resource
implications and has no objections. The CRGR has reviewed this Commission paper but does
not agree with the staff’s no backfit analysis (see Enclosure 6). The Office of the Chief
Information Officer has reviewed this Commission paper for information technology impacts and
compliance with the Paperwork Reduction Act and concurs in it. The Office of the General
Counsel has no legal objection.

RECOMMENDATION:
That the Commission:
1. Approve publication of the proposed rule in the Federal Register.

2. Note:

a. The proposed rule change would be published in the Federal Reqister for a
90-day public comment period.

b. Appropriate Congressional committees will be notified.
c. The Office of Public Affairs draft public announcement is attached (Enclosure 5).

d. The evaluation of a need for a backfit analysis was prepared by OGC. The EDO
accepts OGC'’s position that this rule change does not constitute a backfit under -
10 CFR 50.109; therefore, a backfit analysis is not required.

—  -e.- -FEMA has been provided with an advance copy of this rulemaking package.

Wl
‘%’M\ AAOAS ™20
William D. Travers
Executive Director
for Operations

Attachments:

Revised Petition for Rulemaking (PRM 50-63A)
SRM 98-061, dated June 26, 1998

Proposed Federal Register Notice

SECY 97-124

Draft Public Announcement

CRGR comment letter dtd. October 23, 1998

DM wN



Commissioners' completed vote sheets/comments should be provided directly
to the Office of the Secretary by COB Friday, November 27, 1998.

Commission Staff Office comments, if any, should be submitted to the
Commissioners NLT November 19, 1998, with an information copy to the Office
of the secretary. If the paper is of such a nature that it requires
additional review and comment, the Commissioners and the Secretariat should

be apprised of when comments may be expected.
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Peter G. Crane / 4809 D1...nmond Avenue / Chevy Chase, MD 20815 / 301-656-3998

= = . 5 =
USKRCL
November 11, 1997
- &, John C. Hoyle, Secretary 97 NV I2 P4:17
U.S. Nuclear Regulatory Commission
washington, D.C. 20555 Ol;qi:}v SIS =

Re: Amendment to Petition for rulemaking ( PRM—%R—‘-J&I"

Dear Mr. Hoyle:

jodide held on November 5, 1997,
bmit, within the week, language
uring the meeting. Attached to
accompanied by a statement of

_ At the Commission meeting on potassium
Chairman Jackson asked me whether I could su
reflecting the modified position that I outlined d
this letter is a draft of a proposed rule change,
considerations explaining the change.

Under the approach I outlined in the meeting, the NRC would "require
that consideration of potassium iodide be given in the formulation of emergency
plans,” but swould not ram potassium iodide down the throat of a state that
emphatically rejected it." I made clear that I was asking for two things: a
statement clearly recommending stockpiling of KI as a "reasonable and prudent”
measure, and a rule change identifying what is meant by a "range of protective
actions"” (i.e., evacuation, sheltering, and KI) and requiring their

consideration.

In the meeting, I sometimes referred to the "reasonable and prudent"
statement as a "statement of policy," while elsewhere I talked about
“clarification which could readily be done in the statement of considerations for
such a rule." (At one point, Commissioner Diaz observed, and I agreed, that I
was proposing that the Commission, in a "public statement or a rule," express

_the belief that stockpiling was a prudent measure.) In short, there may have
been ambiguity as to whether 1 was seeking two separate documents —- a rule
change and a policy statement explaining it -- or just one, a rule change with

policy stated and explained in the statement of considerations. Plainly, the

latter makes more sense (in any event, to propose a rule change, the NRC -
would have to offer its reasons for doing so) and seems most consistent with
the Commission's interest in resolving the KI issue in an efficient and timely

way.

In the attached proposal, which reprasents an amendment to my petition,
the Commission's expression of policy therefore would take place in the context
of the rule change, i.e., in the statement of considerations. 1 trust that no
one will view this as any deviation from what I was propcsing in the meeting.

I realize that it is an ancient negotiating ploy to press for more than you
think you can possibly get, as a prelude to bargaining. The fact that this
proposal does not do that, but instead is squarely in line with what I described

cwpel 4
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on November 5, is an indication that I take this amendment of my petition very
seriously, without game-playing. I would like as much as anyone to see this
protracted process brought to closure, with broad consensus acceptance.
Accordingly, I have tried to produ&:e a solution that satisfies the NRC's
obligations to nrotect and inform the public, that does not encroacii
unnecessarily on state prerogatives, and that enables the Commission to put a
difficult and divisive issue behind it. :

I have also tried in this draft Statement of Considerations to present the
KI issue in such a way that no one can accuse the Commission, if it adopts this
approach, of being alarmist, or of failing to put safety issues in their proper
perspective. Moreover, although I have often, in past submissions, discussed
troubling past events, such as those I referred to in the November 5 meeting, I
have omitted these historical matters from the proposed Statement of
Considerations that I am offering today. This reflects a conscious decision to
look forward, not to the past, in the recognition that for a health and safety
agency, the central question must always be: What makes sense today, in light

of what we know now?

I believe that if the approach I am proposing is accepted, it would be
viewed as so patently reasonable that if challenged legally, it would be
sustained by any reviewing court, whether the challenge came from those who
thought it went too far or from those who thought it did not go far enough. In
the memorable words of the late Judge Harold Leventhal of the U.S. Court of
Appeals for the D.C. Circuit, "When agencies make good sense, courts are loth
to find that it is not good law." On issues of litigation risk, however, the
Commission should of course rely on the General Counsel and the Solicitor for

advice.

A rulemaking of this kind need not consume significant resources.
Though it was suggested at the November 5 Commission meeting that a
rulemaking would take two additional years (i.e., for a total of more than four
years since the filing of the petition), this seems exaggerated. It is a matter
of public record, for example, that the Commission's last major emergency
planning rulemaking, the "realism" rule of 1987, did not require any two years,
though it involved many extremely complicated issues and elicited more than
38,000 comments (including many duplicates), all of which had to be read. In
that case, a 66-page memorandum to the Commission was prepared in which the
issues and comments were analyzed and discussed in detail, with the arguments
on both sides fairly presented. A Commission briefing was also held at which
the merits of the competing arguments were discussed at length. In the end,
the analysis and the final rule were sufficiently airtight, both as policy and as
law, that none of those dissatisfied with the rule -—- and there were many --
decided to seek judicial review. The entire process, from proposed rule to final

rule, took 9 months.
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A KI rulemaking along the lines I am proposing would be a minor, not a
major rulemaking. It would involve fewer issues and, to judge from the 60 or
so comments filed on the petition, would probably elicit comments numbered in
the dozens, not in the tens of thousands. If the staff turns to the KI
rulemaking with a will, and it is given a firm deadline for turning it around,
there is no reason why it could not be completed in significantly less time than
the nine months that the "realism" rule required.

I was also asked to provide for the record the citation to an
Environmental Protection Agency document that I referred to. The document is
the Manual of Protective Action Guides and Protective Actions for Nuclear
Incidents, EPA-400-R-92-001, published by EPA in May, 1992. On November
11, 1995, I wrote to you, as Secretary of the Commission, that at the time I
filed my rulemaking petition two months earlier, I had been unaware of this
document. I therefore wished "to draw the Commission's attention to this
document and to ask that this letter and its attachment [a detailed discussion of
the EPA Manual and its implications for the KI issue] be considered as a
comment supplementing my petition." This letter and its attachment are in the
rulemaking docket as comment no. 5, docketed November 13, 1995.

Finally, I was asked to provide a suggested markup of the draft Federal
Register notice proposed to the Commission in SECY-97-124. First, I would like
to put the notice in context. SECY-97-124 asked for Commission approval of an
approach, not of the appended Federal Register notice.’ Neither the SRM nor
the vote sheets of Chairman Jackson or Commissioner Dicus, who voted for
Option 2, referred specifically to the draft Federal Register notice in
Attachment 1. Nor did the Commission's Staff Requirements Memorandum of
June 30, 1997. Thus I do not think that the Commission's vote for Option 2
should be regarded as a vote for the Federal Register notice as drafted by the
NRC staff, and my criticisms of the notice are directed at the NRC staff, not at

the Commission.

The NRC staff has already acknowledged, at the November 5 Commission
meeting, that SECY-97-124 misinformed the Commission as to one element of the
procedural history of the KI issue: it was the NRC, not FEMA, whose
opposition to stockpiling helped produce -- almost -- the reaffirmation of the
1985 policy in 1995. The same lack of perspective (to use the mildest term
possible) that was responsible for that misstatement can be seen in the staff's

' All that SECY-97-124 had to say about the draft notice was the following,
at p. 10: "Attachment 1 contains a proposed Federal policy on KI that reflects
the key elements of this option. It incorporates changes recommended by the
FRPCC's Subcommittee on Potassium lodide, acknowledges the developments in
the area of NBC events regarding KI but does not alter the current emergency

planning requirements."
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draft Federal Register notice, both in the selection of the facts it chooses to
report and in its overall tone, which is heavily slanted against KI.

I would therefore be remiss if I did not candidly advise the Commission
that the draft Federal Register notice, if issued in its present form, is likely to
bring nothing but opprobrium to the NRC and to FEMA. In large measure, the
notice's failings speak for themselves. What is one to say about a notice that
does not get around until page 8 to mentioning that the prevention of cancer is
the primary purpose of using KI? What is one to say about a purported history
of the KI issue that describes how the FRPCC almost reaffirmed the 1985 KI
policy two years ago, but does not mention Chernobyl, even though that
accident has produced an extraordinary wealth of new data both on radiation-
caused thyroid cancer and on the safety and efficacy of KI?

Can the NRC staff really mean to suggest that it is important that the
public learn all about petty bureaucratic maneuverings that occurred in 1994
and 1995, but nothing about the upsurge of childhood thyroid cancer taking
place now in the former Soviet Union? This is the way to court not merely
criticism, but also ridicule and contempt.

I have tried, therefore, to offer suggestions to make the notice more
informative to the reader, more balanced in substance and tone, and less
susceptible to being quoted out of context.

For example, I think it is unwise for the NRC and FEMA to embrace too
vigorously the line, "no new information that seriously challenges the bases for
the 1985 recommendations.” It is worth asking the staff to explain exactly what
that line means. The ordinary reader is likely to interpret it to mean that
there is no new information bearing significantly on the KI issue. That,
however, would be demonstrably untrue. Rather, the sentence seems to mean
that the 1985 policy was based on a cost-benefit analysis which showed tliat KI
was not cost-beneficial, and the Government has not received any new
information suggesting otherwise.’ But of course, the discussion of KI in the
last several years, including the Government's decision to stockpile the drug
for NBC terrorist events, has all been based on prudency, not on cost-benefit

considerations.

If the Commissioners or the EDO were sometime called upbn to explain this
sentence, and it turned out to mean what I suggest it seems to mean, would

? 1t would not even be correct to say that there is no new information
challenging the cost-benefit analysis that was the basis of the 1985 "not
worthwhile" policy. The reanalysis of costs and benefits in 1992 showed the
ratio of costs and benefits to be almost equal for close-in populations, whereas
the cost-benefit analysis that underlay the 1985 policy showed an extremely
high ratio of costs to benefits.
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they feel comfortable that the notice had done a good job of informing the
public? Or would the sentence seem, on examination, to be a cleverly worded
way of disguising the fact that an enormous amount of new information bearing
on the value of KI has emerged since 19852 I believe that Government agencies
should be careful to speak so clearly and forthrightly on issues like these that
they never leave themselves open to the charge, just or unjust, of having used

words artfully to create a misleading impression.

At one point, I have included the words "reasonable and prudent," on
the assumption that the Commission would not be proposing to offer KI to states
and localities, and the Government would not be stockpiling KI now, if
stockpiling of KI were not regarded as a reasonable and prudent measure. I
highlight this only because I do not want to give anyone the excuse to accuse
me of trying to slip something into the notice without the Commission's being

aware of it.

Finally, I have also suggested some additions to, and one deletion from,
the list of references.

Please note that this submission is, as in the past, submitted in my
capacity as a member of the public, not in my official capacity as Counsel for
Special Projects in the NRC's Office of the General Counsel. It was written on
my own time, at home, using my own computer and materials, and relying on
information available to the public in the NRC's Public Document Room.

Sincerely,

f2le b

Peter G. Crane

Attachments: Draft rule change with Statement of Considerations
Markup of draft Federal Register notice from SECY-97-124

cc: Chairman Jackson
Commissioner Dicus
Commissioner Diaz
Commissioner McGaffigan
‘Executive Director for Operations
General Counsel
Director, Federal Emergency Management Agency



PROPOSED RULE CHANGE

For the reasons set forth in the Statement of Considerations, the NRC is
proposing to change the planning standard in 10 CFR §50.47(b)(10) by adding

one sentence, as indicated by underlining:

(10) A range of protective actions have been developed
for the plume ‘exposure EPZ for emergency workers and

the public. In developing th.s range of actions,

consideration has been given to evacuation, sheltering,

and the prophvlactic use of potassium iodide (KI), as

appropriate. Guidelines for the choice of protective
actions during an emergency, consistent with Federal
guidelines are developed and in place, and protective
actions for the ingestion exposure pathway EPZ

appropriate to the locale have been developed.
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STATEMENT OF CONSIDERATIONS

The Nuélear Regqlatory Commission is proposing to amend its emergency
planning rules, codified at 10 CFR §50.47(b)(10), to clarify the requirement
that emergency plans must demonstrate that "a range of protective actions has
been developed" for protecting the public in the unlikely event of a radiological
emergency.

As amended, the regulation will spell out that in developing emergency

plans, states must consider the following: evacuation, sheltering, and the use

of radioprotective drugs (i.e., potassium iodide, or KI).

Potassium iodide, if taken in time, can protect against radiation-caused
thyroid cancer, as well as hypothyroidism and benign thyroid nodules.
Children's thyroid glands are particularly sensitive to these effects. Since the
efficacy of KI in protecting the thyroid depends on timing (i.e., administering
it either before or within a few hours after the exposure to radioactive iodine),
the NRC believes that stockpﬂing of KI in the vicinity of nuclear power plants
is a reasonable and prudent measure.

This proposed rule change should not be taken to imply that the NRC
. believes that the present géneration of nuclear power plants is any less safe
~t'.han previously thought. On the contrary, present indications are that nuclear
power plant safety has improved since the current emergency planning
requirements were put in place after the Three Mile Island accident. Rather,
the rule change primarily reflects lessons learned from the Chernobyl disaster
of 1986, both about the consequences of an accident and about the safety and
efficacy of KI.

The Chernobyl accident demonstrated that thyroid cancer can indeed be a

major result of a large reactor accident. Moreover, although the Food and Drug
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Administration declared KI "safe and effective" as long ago as 1973, 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 indeed safe. Further reassurance about the
safety of KI comes from a U.S. study of potential adverse reactions to KI,
which is an ingredient in many cough and cold medicines. This study showed
38 million equivalent doses without a single adverse reaction being reported.
According to the World Health Organization, children are even less likely than
adults to experience allergic reactions to KI.

The NRC therefore r‘ecpmmends that states make KI stockpiling one of
their tools to prepare for the unlikely event of a major nuclear accident‘ with
offsite releases of radioactivity. While NRC strongly encourages the stockpiling
of KI by the states, it does not mandate it under this rule change. The rule
change requires only that states consider KI stockpiling in developing the
"range of protective actions" mandated by the NRC's emergency planning rules.

The NRC has previously decided (on June 30, 1997) to support a change
in federal policy by which supplies of KI will be made available, paid for by the
Federal Government, to states that request it. The rule change proposed in
this notice is consistent with that change in policy, and clarifies the effect of
the policy change on the NRC's emergency planning rules.

The use of potassium iodide is intended to complement, not to replace,
other protective measures. This rule change thus represents no alteration in
the NRC's view that the primary and most desirable protective action in a_
radiological emergency is evacuation of the population before any exposure to
radiation occurs, when that is feasible. (Evécuation protects the whole body,
whereas potassium iodide protects only a single gland, the thyroid.)

Depending on the circumstances, KI may offer additional protection if used in
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conjunction with evacuation and/or sheltering.

The approach taken in this rule change is consistent with International
‘Basic Safety Standards issued by the International Atomic Energy Agency, et
al.; with the Federal Radiological Emergency Response Plan, issued by the
Federal Emergency Management Agency in 1996; and with recommendations of
the President's Commission on the Accident at Three Mile Island, the World
.Health Organization, and the American Thyroid Association, which represents
physicians specializing in thyroid disease. Stockpiling of the drug is currently
the practice in numerous European countries, as well as Japan, Canada, and
tl;ree U.S. states: Alabama, Tennessee, and Maine.

In the event that a state, having considered the NRC's recommendation to
stockpile KI, nevertheless decides not to include KI stockpiling in its
emergency pian, it would still have access, in the event of a radioclogical
emergency, to the various stockpiles of the drug that have been created by the
Federal Government as part of readiness for acts of "NBC" (nuclear, biological,
and chemical) terrorism. These stockpiles will be available on an ad hoc basjs
for radiological emergencies of all kinds. However, because experience shows
that pre-planning is more effective than ad hoc responses to emergencies, and
because pre-positioning of Kl is likely to mean quicker access to supplies of the
drug in an emergency, the NRC believes that it is reasonable and prudent to
maintain stockpiles in the vicinity of nuclear reactoré and to include provisions
for their distribution in emergency plans. ‘

The NRC recognizes that the decision to stockpile KI presents issues of
how best to position and distribute the medicine, to ensure, e.g., that optimal
distribution takes place in an emergency, with first priority given to protecting
"children; that persons with known allergies to iodine not take it; that members

of the public understand that KI is not a substitute for measures that protect
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the whole body; etc. To date, these issues have been addressed in different
ways in the numerous countries that currently stockpile KI. The NRC intends
to work with states and localities tc; develop guidance on these and other points
relating to the use of KI. The NRC believes that these implementation issues
are soluble, given the level of expertise in the relevant federal and sta-te
agencies.

It is expected that FEMA or the FRPCC will provide guidance to states to
assist their consideration of the issue of KI stockpiling, and that it will offer
technical assistance to help those states which decide in favor of stockpiling to
incorporate it into their emergency plans. It is expected thatA states will inform
FEMA and the NRC of the results of their consideration of whether or not to opt
for stockpiling. This will enable the Federal Government to provide KI as
expeditiously as possible to states which desire it, as well as to provide any
further assistance that may be called for, and it will also allow the Government
to engage in better contingency planning for states that decide against

Stockpih’ng KI.
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5 B The Rdecal Goucruwent.

It is recognized that the State {or in some case§, the local government}, within the limits of
its authority, can take measures beyond those Escommended oﬂroquited The availability
of Kl as a protective measure for the general public supplements other options for public
officials responsible for protective action decisions. A few States have indeed included Ki
as a protective action for the general public. The FRPCC does not want to usurp the State
prcrogativq to incorporate the use of Kl as a protective measure for the general public.
Therefore, to ensure that States have the option 1u use Kl if they so elccy, the Feceral
govémment is prepared to provide funding for the ‘purchaso of a supply of KI. Any State
(o|: in some cases, local government) which selects the use of Kl as 8 protective measure

for the general public may so notify FEMA, and may request funding for the purpose of

purchasing a supply of KI.

{n addition, the Federal government is aiso required to prepare for a wider range of
4 : '
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
llMl*d
which, unlike licensed nuclear power plants, thers is little planning possible, & stockpilq‘ of
at a number pf $11¢S Lrouwd fhe U.S. .

are &1 2 humbtC
Kl i being established by the Federal government! This Federa! nockpila:will be available

to any State for any type of radiological emergency, at any time.

'in responss to new thrests, the Federal govemment brosdened the scops of smergency responss
preparsdness to include terrorism invelving nuciear, biclogical, snd chemical agents. As a result, and in support of
Stats and local governments, nsw resources wers idsntified to be nesded in responss to such gvents. About two
dozen Mstropolitan Medical Strike Teamns (MMST) are being established for responss to such svents. Medical
supplies, including KI, are being stockpiled nationally for ths use by MMSTs in three locations: East coast,
Central, and West cosst. The quantity of supplies stockpiled uses a planning basis of 100,000 people for a pericd

of two days.
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The policy herein incorporates changes recommended by the FRPCC’s Subcommittes on
Potassium lodide, and supersedes the 1985 Federal policy (60 FR 30258). The principal
difference between this revised policy and the 1985 version are the addition of the offer of

) b}
the Federal Government to purchase a supply of KI for States at a State’s requestAcnd the

~
establishment of a Federal stockpilc; The Federal Emergency Management Agency (FEMA)
j chairs the FRPCC, thersby assuming the responsibility for this publication.
i For Further Information Contact: William F. McNutt, Senior Policy Advisor, Room 634,
Federal Emergency Management Agency, 500 C Street, SW., Washington, DC 20472,

(202) 8468-2857; facsimile (202 646-4183.
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Background
}

This policy on use of Ki as a thyroida! biocking agent is the result of a Federal intsragency
effort coordinated Sy-FEMA for the FRPCC. On March 11, 1982, FEMA issued a final
regulation in the Federal Register {47 ER 10758), which dslineated agency roles and
responsibilities for radiologica! incident emergency response planning (44 CFR 351). One

.- of the responsibilities assigned to the Department of Heakh and Human SeMces (HHS) and
in turn delegated to the Food and Drug Administration (FDA) was providing guidance to
State and locél governments on the use of radioprotective substances and proﬁhyiactic use
of drugs (e.g., KI) to reduce radiation doses to specific organs including dosage and

projected radiaticn exposures at which such drugs should be used.

in the June 29, 1982 Federa! Register (47 FR 28158), FDA published recommendations for

State and local agencies regarding the projected radiation dose to the thyroid gland at
which Stats and local health officials should consider the use of Kl. The Federal policy on
stockpiling and distribution of K! was published in the July 24, 1985 Federa! Register (50 .
ER 30258). On September 11, 1989, the American Thyroid Associstion requested vF‘EMA.
as Chair of the FRPCC, to a:eexamine tha 1985 policy and to revisit the issue of stockpiling
and diszibution of Ki for use by the general public. In response, the FRPCC established an
Ad Hoc Subcommittee on Potassium lodide. En December 5, 1994,"the FRPCC adopted

the report and recommendations of the Ad Hoc Subcommittee on Potassium. lodide, which

reaffirmed the Federal position as expressed in the 1985 policy]

r\
IT IS A STRANGE APPROARCH TD HISTorY THAT FIMDS

COMMENT; :
THE FrePec vorC WokTH MENTIOMING To THE PusLIC Bur wNOT
CHERMOBY.., THE FRPCC DETERM IMATION WhAS NoT PyBLISHED

BECAVSE FEMA REALIZED THAT IT HAD BEEr BASED Om I1MCOMPLETE
IMDRAMATION. THUS THIS SENTEACE MAY LEAD THE READER ASTRAY.



established a new Subcommittee on Potassium lodide to review current information. The
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On April 3, 1996, in coﬁnection with a September 9, 1995 Petition for Rulemaking

submitted to the Nuclear Regulatory Commission (NRC) on this issue, the FRPCC

Subcommittee conducted a public meeting on June 27, 1996. Based on the information

collected, the Subcommittee concluded that there was no new information that seriously

challenges the bases for the 1985 recommendations concerning public use of Ki for
mmendations were

radiological emergenciss at nuclear power plants. However, several reco

~ made to the FRPCC. The Subcommittee’s three recommendations wers: 1) without

. $at it is
changing the Federal po!_icy@y interceding iﬂthe State’s prerogative to make its own

decisions on whether or not to use Kl, the Federal government (NRC, or through FEMA)

should fund the purchase of a stockpile for any Stats that, hereinafter, decides to

incorporate Kl as protective measure for the general public; 2) The Subcommittee belisves

the lariguaga in the 1985 policy should be softened to be more flexible and balanced. For

.example, the problem many intervenors observe in the Faderal policy is in the italicized

statement "The Federal position with...potassium iodide for use by the general public is
that it should not be required.® It would not be as negativg if the last phrase were
reworded to state “it (potassium iodide for use by the general public] is not required, but
may be selected as a protective measure at the option of the State or, in some cases, local
governmerits.” end 3} The subcommittee recommends that loca! juﬁsdictions who wish to
incorporate KI as a protective action for the general public should consult with the State to
determine if such arrangements are appropriate. If local governments have tho authority of

secure the approval to incorporate Ki as 8 protective measure for the general public, they

would need to include such a measure in their emergency pians.

NOTE: T RECOGMIZE THAT TWIS IS WHRT THE SuClOHMITTEE SAID. THE
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The full FRPCC-ondorsed the subcommittee’s recommendations with some modifications.

Policy on Distribution of K! Around Nuclear Power Sites for Use as a Thyroidal Blocking

Agent

The purpose of this document is to provide Federal policy and guidance with regard to
distribution of KI, and its usage as a thyroid biocking agent, around opersting nuclear
power generating facilities. The issue has been addressed in terms of two components 6f
the population that might i'cquire or desire Kl use: (1) Emergency 'workors and
institutionalized individuals ciose to the nuclear power plant sits, and (2) the nearby geners!
population. This guidancs is for those Statn and local governments who, within the limits
of their authority, need to consider these recommendations in the development of
omorgency plans and in determining appropriate actions to proioct the gongral public.

) alr rwdes
Current ' ey b -
- Thé Federal policy jq‘[;hat KI should be stockpiled and distributed to smergency workers

— — - _ and institutionalized persons during radiological emergencies. in developing the range of
Sor the geverad pui:e avaciable
public protective acﬁom]for severe accidents st commercial nuclear facilities, the best
: - He best

technical information indicates that evacustion and in-place sﬁeh.ering provide sdequete

. - — N

protection for the gsneral publi9 However, the State (or in some cases, the iocal
government) is ultimately responsible for the protection of its cmzsns Thersfors, the
decision for local stockpiling and use of K as a protective measure for the general public is

left to the discretion of State { of, in some cases, local government.)

beeause 'ﬂuq rwt'ti' e de é:a'h{, Kt provides additional Prof«‘nol,
F.o‘_ one mddq‘fc.Ou’SCMS(ﬁ“ oecac, fle {L.er.‘A) when vsed 1@
cwjuncﬁoh with evacwationn awd for shelferng.
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It is recognized that the State (or in some cases, the local government), within the limits of

its autherity, can take measuras beyond mosoEacommcndod oﬂuquind“ The svailability
of Kl as a protective measure for the general public supplements other options for public
cfficials responsible for protective action decisions. A few States have indeed included KI
as a protective action for the ggneral public. The FRPCC does not want to usurp the State
proroéaﬁvo to incorporate the use of Kl as a protective measure for the general public.
Therefore, 1o ensure that States have the option to uss Kl if they 30 'dect. the Fsderal

govarnment is prepared to provide funding for the purchase of a supply of Kl. Any Stats

" - {or in some cases, local government) which salects the use of K| as a protsctive measure

for the general public may so notify FEMA, and may request funding for the purpose of

purchasing a supply of Ki.

in addition, the Federal government is also required to prepars for a Qidornngo of
radiological emergencies®. To that end, and as an added as#unnca, for radiological

emergencies in which the location and timing of an emergsncy are unpredictabie cnd fe:

S S linuted s

which, uniike licensed nuciear power plants, there is litile planning possibla, ¥ stockpile of
KI pbeing established by the Federal government] This Federal stockpilckwill bs available

to any State for any type of radiological emergsncy, at any tkne.

1"!13 bases for tﬁese recommendations are gfvcn below.
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. praparedness to includs terrorism, invoiving nuclear, biclogical, and chemical agents. As a result, and in suppont

of Stats and local governments, new rssources were idertified to be needsd in response to such svents. About
two dezen Mstropolitan Medical Stike Teams {(MMST) are being established for responss to such svents. Medical
supplies, including Kl, ars being stockpiled nationally for the use by MMSTs in thres locations: Esst coast,
Central, and West coast. The quantity of supplies stockpiled uses s pianning basis of 100,000 pecpis for a period

of two days.



Ti"ae NRC and _F§MA issued guidance fo Stats and local authorities as well as licensees of
operating commercial nuci?ar_ power plants in NUREG-O654/FEMA-REP-1, Revision 1, in
1980. This guidance recommends the stockpiling and distribution of K during - |
emergencies to emergency workers and to institutionalized individuals. Thyroid biocking
for emergancy workers and insﬁtutiqnalized individuéls was recommended because these
individuals are more likely to be exposed to radiciodine in an airborne radiosctive reiease
than other mambers of- the public. In addition, the number of emergency workers and
institutionalized individuals potentially affa?tad at any site is relatively small and requires a

limited supply of KI that can be readily _dinribuiad.

For the general public, in the event of a radiological emergency at a commercial nuclear
{acility, evacusation and in-place shehtering are considered adequate and effective protective

oy\ﬁﬂﬁ""r actions. itis well-racognizéd that the inclusion of Ki as a protective measure, in addition

g.f to evacuation and she!tenng, IS banefi clal only in very remote cxrcummncas The use of
) Kl is not without controversy. On the one hand, Ki has boan shown to be an effective
caccerss S ank hypothy rocdism

drug for protecting the thyroid from! thyrond nodules menegr caused by the uptake of
radioiodine, especially in chlldrcn fifteen years of age or younger. On the cther hand,

o rLA\S( _ there are logistical diffi cumes, and potential medical side effects associsted with the drug.

g
=€ 5 in distributing the drug to the general public in a radiological omcrgcncy. Also, Xl
FFE (’fs affecuvely reducss the radiation exposure of only the thyroid gland from ingested or

mo

eV TIDN"?_; inhaled radioiodines. While this in an important contribution to the health and safety of the
ot Sh .

’Deggcf ,u£ individual, it is not as effective as measures which protact the total body. Both in-place

fé gfb sheltering and precautionary evacuations can reduce the sxposure to the thyroid and the

1K€ total body. Itis very important to remember that the use of Kl is not an etfective means

£ o eﬂf"cs A6AE ¢ Qo™X

gé é eV g
;Hmﬂsw\fhﬁ.ﬂ Jeg vULb I fo 6
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by itself for protacting individuals from the radioactivity in an airborne ralease resulting |

from a nuclear power plant accident and, thersfore, should only be considersd in
conjunction with sheltering, evacustion, of other protective methods. Therefors, while the
use of Kl can prévide additional protection in certain circumstances, the assessment of the
- affectiveness of Ki and other protective actions and their implementation indicates that the
decision to use Ki {and/or other protective actions] should be made by the States ;nd. if

appropriate, local authorities on a site-specific, acc.Jent-specific basis.

Those States or local governments which opt to include Kl for the general population will

be responsible for the maintenance, distribution, and any subsequent costs associated

with this program.

The incorporation of a program for Ki stockpiling, distribution and use by any State or local

| THES
government into the emergency plans will not be subject to Federa! evaluation. This is 4 ¢ AT
based on the recognition that the use of Kl by the State for the general public is a BE i
\¥ Y otk C‘T’
supplemental protective measure, and on the Federal govemment'’s determination that the 5EE R
. . 55
existing emergency planning and preparedness guidancs for nuclear powsr plants is ' ™ wov S
MEETY S

effective and adequate to protect the public health and safety.

| The FDA has evaluated the medical and }adiﬁlogicai risks of 'administuing Kl for emergency
conditions and has concluded that it is safe and effective and has spproved over-the-
cournter sale of the drug for this purpose. FDA guidancs sta:es that risks from.thc short
iarm use of relatively low doses of Ki for thyroidal blocking in & radiological emergency ars

outweighed by the risks of radioiodine induced thyroid nodules or cancer at a projected

3
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dase to the thyroid gland of 25 rem or grester. Since FDA has authorized the

nonprescription sale of K, it hkavailabla to individuals who, bassd on their own personal

analysis, choose to have the drug immediately availsble.

70 MSKE (F
OF THE NE DATH

Attached is a list of ten referances intended to assist State and local lut_horities in

decisions related to the use of Kl.

Conclusion

The FRPCC did net find any new information that would require 8 change in the basis of -

the existing Federal policy concerning the stockpile or pre-distribution of K! for the general

public in ths svent of 2 radiological emergency at 8 commaercial nuclear plant. The policy is

N, STeore PTERTIAL Fog CEITcS

that KI shouid be stockpiled and distributed to emergency workers and institutionalized

THE FebernL 6ovr (S vidwAee
FRoM CHERNDEYL, WHICH 1S ADT MEUTIONED IN THIS MO

AGA/

persons during radiological emergencies, but leaves the decision for the stockpiling,
distribution, and use of Kl for the general public to the discretion of State, and in some

" cases, locai govemments. Any State or local go'vemrnent that s§iam theuss of Klas a *
protective measure for the general public may so notify FEMA and may request funding for

the purpese of purchasing an adequate supply.

L/The incorporation of a program for Kl stockpiling, distribution and use by any State or local

. government into the emergency plans will not be subject to Federal evalustion. This is & 4e€

based on the recognition that the use of Ki by the State for the gnﬁml public is &

supplemental protective measure, and on the Federal government’s determination that the
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existing emergency planning and preparedness guidance for nuclear power piants is

effective and adequste to protect the public health and safcfy.J

Those States or local governments which opt to inciude Kl for the general population will
be responsible for the maintenance, distribution, and any subsequent costs or legal

fiabilities associated with this program.

As an addad assurance, for a broader range of radiological emergencies in which the
jocation and timing of an emergency are unpredictable and for which, unlfke licensed
nuclear power plants, there is little planning possible, a stockpile of K! will be estabiished

. by the Federal government. Such 2 stockpile would consist of individual Ki caches at VA
hospitals in major metropolitan centers across the country. This supply would be svailable

to any State or local government for any type of radiolcgical emergency.

Refarancss
AN

1. National Council on Radiation Protsction and Measures (NCRP}, “Protection of the

Thyroid Gland in the Event of Releases of Radioiodine,” NCRP Report No. 55,

[August 1, 1977.

2. Eood and Drug Administration (HHS), Potassium lodide as a Thyroid-Blocking Agent

in a Radiation Emergency, 43 ER 58798, December 18, 1978.
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3. Halperin, J. A., B. Shleien, S. E. Kahans, and J. M. Bilstad; *Background Maietial

for the Development of the Food and Drug Administration’s Recommendations on
Thyroid Blocking with Potassium lodide,” FDA 81-8158, U.S. Department of Heaith

and Human Services (March 1981).

4. Food and Drug Administration; Potassium lodide as a Thyroid-Blocking Agent ina

Radiation Emergency: Final Recomniendations on Use {Notice of Availability) 47 ER

28158, June 28, 1982).

B. Food and Drug Administration; Potassium lodide as a Thyroid-Blocking Agent in a
Radiation Emergency: Recommendations on Use. (April 1882). Prepared by the
Buresu of Radiological Health and Bureau of Drugs, Food and Drug Administration,

Department of Health and Human Services.

Nuclear Rogulntory\Conimiuion; Examination of the Uss of Potassium lodide (k!l as
an Emergency Protective Measure for Nuciear Reactor Accidents {NUREG/CR-1433,

March 1950). Prepared by Sandia National Laboratories for the NRC.

7. Nuclear Regulatory Commission; An Analysis of Potassium lodide (K1) Prophyiaxis
for the General Public in the Everit of a Nuciear Accident (NUREG/CR-8310,
February 1995). Prepared by S. Cohen and Associates, Inc. and Scisntech, Inc. for

the NRC..

BY wow, THIS SHOULL BE RIGARDED AS DISCREDITED.

[l

AT THC VERY LEAST, IT HAS B€ew S, PERSEDED BY
THE REANALYSIS [N poREG [CR-6310 (ITem 77)»
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8.. Nuclear Reguiatory Commission; Re-Evaluation of Policy Regarding Use of

Potassium lodide After a Severe Accident at a Nuclear Power Plant (SECY-23-318,

November 23, 1983},

9. Nuclear Reguiatory Commission; Addendum to SECY-93-318, Re-Evaluation of
Policy Regarding Use of Potassium lodide After 8 Severe Accident at a Nuclear

Power Plant {S2CY-84-087, March 29, 1894).

Signed:

O. Megs Hepler, i
Chair
Federal Radiological Preparedness Coordinating Committes _

— T would SUCEEST MD/NE THE [DLIGING REFELELES

| -~ EPA-Yo0- R-T2-poi, MANUAL OF PROTEZTIVE ACTC0M GUIDES

v b AUD PROTECTIVE ACTIONS' FoRk NUCleAR. ZNCIBENTS (M v, 992)
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£ BT N J L AcH (U/EMUA, /7?\(3.
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( MAY, 1993).

e LEPORT OF TAE PRESistarS (iltitis. 50 ON T
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—= HALPERIM,S., "POTASIuMm 10D1DE AL A THYRorD> E(OCKER
THREE MILE [SLAND To 703AY, " DICP, THC AMNALS Or
PHARMACOTHERAPY, vor 23 ( #rdy 1989).



DOCKETED

UsSyac
November 12, 1997
Mr. John C. Hoyle, Secretary 97 NV 13 AIC 10
U.S. Nuclear Regulatory Commission :
Washington, D.C. 20555 OF = .=r
[LERTRE T -t o
Re: Amendment to Petition for rulemaking (PRM-50-63) Ui Lo

Dear Mr. Hoyle:

On rereading my filing of earlier today (dated November 11), I find a minor
editing error (two references instead of one to the Commission's SRM of June
30, 1997) in the third paragraph of the third page. Would you be so kind as to
replace the third page with the attached correction? Otherwise the document is
unchanged.

Thank you.

Singerely,

Peter G. Crane

Attachment: corrected page 3 \



IN RESPONSE, PLEASE
REFER TO M971105A

November 25, 1997

MEMORANDUM TO: L. Joseph Callan
Executive Director for Operations

FROM: John C. Hoyle /s/

SUBJECT: BRIEFING ON PROPOSED RESOLUTION TO A PETITION FOR RULEMAKING
RELATING TO USE OF POTASSIUM IODIDE A
(KI) FOLLOWING SEVERE ACCIDENT AT A NUCLEAR POWER
PLANT, 9:35 A.M. WEDNESDAY, NOVEMBER 5, 1997,
COMMISSIONERS CONFERENCE ROOM, ROCKVILLE MARYLAND
{OPEN TO PUBLIC ATTENDANCE)

. The Commission was briefed by representatives of the Federal Emergency
Management Agency; by Mr. Peter Crane, author of a petition for rulemaking
(PRM-50-63) on the use of potassium iodide (KI); and by the NRC staff
regarding issues associated with a proposed change to the Federal policy on
the use of KI as a protective measure for the general public following severe
accidents.

The Commission indicated that it would temporarily defer action with respect
to resolution of PRM 50-63 (SECY 97-245) and the draft Federal Register Notice
on Federal KI Policy (COMSECY-97-028 pending submission by the petitioner of a
revision to his petition reflecting the petitioner's comments at the meeting
and the staff's subsequent evaluation of the impact of the revised petition on
its recommendations as reflected in SECY 97-245.

(EDO) (SECY Suspense: 12/12/97)

cc: Chairman Jackson
Commissioner Dicus
Commissioner Diaz
Commissioner McGaffigan
oGC
CIOo
CFO
OIG
Office Directors, Regions, ACRS, ACNW, ASLBP (by E-Mail)
PDR

, DCs ‘



ALLun: LOLiINs, NRK/Martin, AE

UNITED STATES Cys: Callan
NUCLEAR REGULATORY COMMISSION Thompson
WASHINGTON, D.C. 20555 Thadani
Norry
Blaha
June 26, 1998 Bangart, SP

Knapp, NMSS

Cstcheramy T S > [/ Morris, RES
W 9’7 R, 73 Meyer, ADM
. Shelton, CIO
Jamgochian, NI
ComigeT, AEGD

‘Trottier, RES

MEMORANDUM TO: L. Joseph Callan

Executiv Dire;t:r for Operations

oyle/Secretary
AFF REQUIREMENTS - SECY-97-245 and SECY-08-061 -
STAFF OPTIONS FOR RESOLVING A PETITION FOR [
RULEMAKING (PRM-50-63 AND 50-63A) RELATING TO A RE-
EVALUATION OF THE POLICY REGARDING THE USE OF
POTASSIUM IODIDE (Kl) BY THE GENERAL PUBLIC AFTER A
SEVERE ACCIDENT AT A NUCLEAR POWER PLANT
and

COMSECY-97-028 - FEDERAL REGISTER NOTICE ON
POTASSIUM IODIDE

FROM: Jo

SUBJECT:

The Commission has disapproved the staff's recommendation to deny the petition for

. rulemaking and approved Option 1. As such, the staff should proceed with rulemaking to
change 10 CFR 50.47(b)(10) by inserting the following sentence, or similar words, after the first
sentence: . “In developing this range of actions, consideration has been given to evacuation,
sheltering, and, as a supplement to these, the prophylactic use of botassium iodide (Kl), as
appropriate.” In addition, the Federal Register notice and the statements of considerations for
the proposed and final rules should be modified to include a statement to the effect that State
and local decision makers, provided with proper information, may find that the use of Ki as a
protective supplement is reasonable and prudent for specific local conditions. The Federal
Reaister notice should be reviewed by the Commission before the notice is given to the other
relevant agencies for their review. The Commission notes that, consistent with the
Commission’s decision on the June 30,1997, SRM, the Federal governmert (most likely NRC)
is prepared to fund the purchase of a stockpile of Kl for the States upon request. The NRC
staff should work with other relevant agencies to ensure that there are established procedures
to enable the national stockpile to be effectively and timely used by states that have not
established local stockpiles and wish to make use of the national stockpiles in the event of a
severe nuclear power plant accident.

To assist the State and local decision makers, the staff should submit its paper, “Assessment of

SECY NOTE: This SRM, SECY 98-061, SECY 97-245, COMSECY-97-028, and the
Commission Voting Record for SECY 98-061 containing the vote sheets of all
Commissioners will be made publicly available 5 working days from the date of
this SRM.

Evce 2
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the Use of Potassium lodide (K1) as a Public Protective Action During Severe Reactor
Accidents,” for public comment. Staff is encouraged to submit the assessment in whole, or in
part, to peer reviewed journals for publication.

Following receipt and evaluation of the public comments, the staff should revise the paper, as
appropriate, subject to Commission review. Using this as a basis, the staff should complete
and issue a user-friendly information brochure containing the essential data and analyses in the
technical assessment attached to SECY 98-61 to assist State and local planners in reaching an
informed decision as to whether Kl is an appropriate protective supplement.

(EDO)-(SECY Suspense:
(NRR/AEOD)

cc:  Chairman Jackson
Commissioner Dicus
Commissioner Diaz
Commissioner McGaffigan
OoGC
Clo
CFO
OCA
oIG

Draft Federal Register Notice" 7415/08-  7/8/98 9700193

Notice of proposed rulemaking 10/29/98 10/22/98 "
Issuance of final assessment report 10/29/98 10/22/98 "
Issuance of brochure no later than final rule) "

Office Directors, Regions, ACRS, ACNW, ASLBP (via E-Mail)

PDR
DCS



[7590-01-P]
NUCLEAR REGULATORY COMMISSION
10 CFR Part 50
RIN: 31 50-AG1V1
Consideration of Potassium lodide in

Emergency Plans
AGENCY: Nuclear Regulatory Commission.
ACTION: Propoéed rule.

SUMMARY: The Nuclear Regulatory Commission (NRC) is proposing an amendment to its
emergency planning regulations governing the domestic licensing of production and utilization
facilities. The proposed rule would amend the current regulations to indicate that consideration
shall be given to including potassium iodide (Kl), along with sheltering and evacuation, as a
supplemental protective measure for the general public. The proposed rule responds to
petitions for rulemaking submitted by Mr. Peter G. Crane concerning the use of Kl in

emergency plans.

" EFFECTIVE DATES: The comment period expires S0 days after publication in the Federal

Register. Comments received after this date will be considered if practical to do so, but only

those comments received on or before this date can be assured of consideration.

EnvCiesSehE 3



[7590-01-P]

ADDRESSES: Comments méy be sent to the Secretary of the Commission, Attention:
Rulemaking and Adj.udications Staff, U.S. Nuclear Regulatory Commission, Washington, DC
20555, or may be hand-delivered to One White Flint North, 11555 Rockville Pike, Rockville, MD
20852, between 7:30 a.m. and 4:15 p.m’.“FederaI workdays. Copies of comments received may
be examined at the Commission’s Public Document Room at 2120 L Street NW (Lower Level),
Washington, DC.

You may also provide comnﬁent via the NRC's interactive rulemaking web site on the
NRC hpme\ page (http://www;n(c.‘goy)‘i This s:te lp.r'_oyides the _a_vaila‘bvi'!ity to qpload comments as
ﬁfes in any format that the NRC web b?owser sulpports.v For information about the inbteractive
rulemaking site, contact Ms. Carol Gallagher, (301) 415-6215; e-mail CAG@nrc.gov.
FOR FURTHER INFOHMATION CONTACT: Michael T. Jamgochian, Office of Nuclear
Reactor Regulation, U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001.
Te!ephqne: (301) 415-3224. Internet: MTJ1 @NRC.GOV.

L v
SUPPLEMENTARY INFORMATION:

By undertaking this rulemaking; the Commission is proposing to grant two petitions for
rulemaking (PRM-50-63 and 50-63A) from Mr. Peter Crane submitted on September 9, 1995,
and November 11, 1997.

Considering all public comments received, the information available in the literature,
20 years of experience gained in evaluating licensee emergency preparedness plans, and the
arguments presented by the petitioner, the Commission has decided to grant the petition for
rulemaking and to proceed with rulemaking to amend 10 CFR 50.47(b)(10) by inserting the

following sentence, after the first sentence: “In developing this range of actions, consideration

-2-



has béén giveﬁ to evacuation, sheltering, and, as a supplement to these, the prophyléctic use

of potassium iodide (K1), as appropriate."l In addition, the preamble for this proposed rule
-includes a statement to the effect that State and local decision makers, provided with proper
information, may find that the use of Kl as a protective supplement is reasonable and prudent
for specific local conditions. The Commission also noted that, consistent with the Commission’s
decision on June 30, 1997, the Federal government (rﬁost likely the NRC) is prepared to fund
the purchasé of a stockpile 6f Kl for the States, upon request. .The NRC staff will work to

ensure that the process for States to obtain funding for Kl is established. The NRC staff will
also work with other relevant agencnes to ensure that there are establlshed procedurea to

enab!e the natlonal stockplle of Kl for terronst actlvmes to be eﬁect:vely and tlmely used by o
states that have not established local stockp:les and wish to make use of the national stockplles ’
in the event of a severe nuclear power plant accident.

On November 27, 1995 (60 FR 58256), the Nuclear Regulatory Commission (NRC)
published a Notice of Receipt of a petition for rulemaking (PRM-50-63) filed by Mr. Peter G.
Crane on his own behalf. The petitioner requested that the NRC amend its regulations
concerning erhergency planning to include a requirement that emergency planning protective
actions include the prophylactic use of potassium iodide (KI)‘, which the petitioner notes
prevents thyroid cancer after nuclear accidents.

On November 11, 1997, the petitioner submitted a revision to his original petition (PRM- |
50-63A). The NRC published a Notice of Receipt of the amended petition on December 17,
‘1997 (62 FR 66038). In the amended petition, the petitioner requested that:

A statement [be made] c!eafly recommending stockpiling of Kl
as a “reasonable and prudent’ measure, and:;

A proposed rule change to 10 CFR 50.47(b)(10) which would
be accomplished by inserting the following sentence aftef the

-3-



first sentence: “In developing this range of actions,
consideration has been given to evacuation, sheltering, and the i
prophylacﬁc use of potassium iodide (Kl), as appropriate.”

The petitioner also provided a marked-up version of the proposed Federa‘i Radiological
Preparedness Coordinating Committee (FRPCC) Federal Register notice concerning Federal
policy relaﬁng to the use of Kl for the general public. ‘

On June 26, 1998 (SRM 98-061), the Commission »decided to grant thé petition for
rulemaking PRM-50-63A by directing the requested amendment to 10 CFR 50.47(b)(10). The
-.- Commission also directed thét the preamble for the proposed rﬁ!je include-a statementifo the
effect that State and local decision makers, provided With proper information, may find that the

use of Kl as a protective supplement is reasonable and prudent for specific local conditions.-
Petitioner’s Basis for Requesting Potassium lodide

The petitioner stated that potassium iodide (KI) protects the thyroid gland, wh‘ich is N
highly sensitive to radiation from the radioactive iodine that would be released in extremely
vserious. nuclear accidents. By saturating the gland with iodine in a harmless form, Ki -prevehts
any inhaled or ingested radioactive iodine from lodging in the thyfoid gland, where it could lead
to thyroid cahcer or other ilinesses. The petitioner stated that the drug itself has a long shelf-
life, at least 5 years, and causes negligible side effects.

| The petitioner further stated that, in addition to preventing deaths from thyroid cancer,-Kl
prevents radiation-caused ilinesses. The petitioner notes that thyroid cancer generally means |
surgery, radiation treatment, and a lifetime of medication and monitoring. The petitioner
asserted that the changes in medication that go vw.ith periodic scans put mvany patients on a
physiological and psychological roller coaster. The petitioner stated thaf hypothyroidism can |

-4-



cause permanent retardation in children and, if undiagnosed, can condemn aduits to a lifetime

of fatigue, weakness, and chills.

o

The Petitioner’s Discussion of the Three Mile Island Accident (TMI)

The petitioner noted that in December 1978, the Food and Drug Administration (FDA)

. announced that it had determined that K! was safe and effective for thyroid pfotection in nuclear
accidénts. The petitioner stated that the issue attracted little attention, that the NRC and the
Federal Government as a whole took no public posmon on the drug, and that three months after
" the FDA announcement ‘on March 28, 1979, the ™I accndent began to unfold The petmoner
stated that Federal and State officials, searching for supplies of Kl in case it should be needed,
discovered that none was to be had and that a supply had to be manufactured, literally
overnight. The petitioner indicated that at 3:00 a.m. on Saturday, March 31, 1979, an FDA
official arranged with the Mallinckrodt Chemical Cempany for the immediate production of
250,000 doses of K.

The petitioner also discussed the Report of the Preé‘ident’s Commissicn on the Accident -
at Three Mile Island (the Kemény Commission report), issued in October 1979, and stated that
the report was strongly critical of the failure to stockpile Ki. The petitioner noted that among the
Kemeny Commission's major recommendations was that an adequate supply of the radiation
protective agent, Kl for human use, should be available regionally for distribution to the general

populatxon and workers affected by a radiological emergency.
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The Petitioner’s Discussion of the Potassium lodide Policy

The petitioner stated that in NUhEG-OGSZ, *NRC Views and Analysis of the Recommendations
of the President’s Commission on the Accident at TMI," issued in November 1979, the NRC
agreed with the findings of the Kemeny Commission and plénned to require nuclear power plant
licensees to héve adequate supplies of Ki available for nuclear power plant workers and the
general public as part of State emergency response plans.

According to the petitioner, the three agencies most'concemed, the FDA, the NRC, and

_the Federal Emergency Management Agency (FEMA), favoréd the stockpiling of Kl for the next
several years. The petitioner stated that the Atomic Industrial Forum, a nuclear industry trade
association, declared itself against the stockpilihg of Kl in May 1982.

The petitioner indicated that the NRC staff was strongly in favor of Ki stockpiling as late
as September 27, 1982, when the NRC staff submitted a memorandum to thé Commissioners
proposing that the Commission agree with a draft interagency pdlicy statement supporting Ki

o \ stockpiling. The petitioner further stated that on Octobér 15, 1982, less than 3 weeks after

— — - - sending the draft policy statement to the Commission for approval, the NRC staff sent a
supplementary memorandum withdrawiné the memorandum of September 27. The later
memo'randum informed the Commissioners that NRC'’s Office of Nuclear Regulatory Research -
(RES) could, by January 1, 1983, produce a paper showing that Kl was significantly less cost -
beneficiél than previously assumed. The NRC staff proposed sending this document to the
FDA and FEMA with the recommendation not to stockpile and distribute KI. The petitioner
indicated that the NRC staff briefed the Commission in November 1983 on the NRC staff's
proposal to take a strong position against KI. A policy statement was later issued that disposed

of the Kemeny Commission’s recommendation in favor of stockpiling KI. According to the



petitioner, only a year later, the Chernoby! accident would give tangible proof of the value of the

drug'in radiological emergencies.
The Petitioner’s Discussion of the Effects of Chernobyl

The petitioner stated that during the Chernobyl abcident of 1986, the damaged reactor
spewed radioactive iodine over a wide area of what was then the Soviet Union and Poland. The
petitioner further stated that in Russia, the Ukraine, and Belarus, where the distribuﬁon of Kl
was inadequate and untimely, the population in these countries is now experiencing
| extravo'rdinarily ‘High levels of childhood thyroid cancer. However, in Poland, where Klvvs“/asf
administered to 97 percent of the nation's children, there has been no similar increase in thyroid
cancer. The petitioner noted that Polér;d is a proof-positive example of the benefits of a
well-prepared Kl program.

The petitioner stated that the U.S. Government is spending money to study
radiation-caused thyroﬁd cancer in the Ukraine and Belarus, and the Department of Energy
(DOE) announced.a $15 million, 15-year progfam that will follow 70,000 children in the Ukraine,
; undc;rst-and;he th;roid car;cef risk of exposure to radioiodine. The petitioner further stated
that the U.S. Government has spent generously to bring Ukrainian doctors to the United States
for training in thyroid surgery because mishandled operations can result in damaged nerves
and larynxes, rendering patients permanently mute.

The petitioner discdss_ed post-Cherhobyl developments on Kl policy. He stated that the
Chernoby! accident demonstrated that KI worked and that countfies that failed to stockpi!é and

distribute it are experiencing serious public heaith problems.



The Petitioner's Discussion of the NRC’s Reconsideration of Potassium lodide

The petitioner notes that in June 1989, the NRC reconsidered the Kl issue after the
petitioner filed a differing professional opinion urging a change in policy. On November 27,
1989, the American Thyroid Assbciat_ion wrote to the NRC urging Kl stockpiling on a nationwide
basis and, in 1990, the NRC anhouncéd that it was reconsidering the existing Federal policy. In
April 1992, a contractor under the sponsorship of th.e NRC Office of Nuclear Regulatory
Research issued a report that included a revised cost-benefit analysis of the use of KI. The
petitioner described t}hﬁe report as concluding that stockpiling Ki continued to be not - |
cost—éﬁecti\}é, but that the-difference 'betvs)een costs and benefits was narrower than had been
calculated by the NRC staff in the early 1980s. The petitioner further indicated that; in
December 1993, an industry trade group, the Nuclear Utility Management and Resources
Council, sent a report entitled "Review of Federal Policy on Use of Pot;ssium lodide," to the
Commissioh arguing against any change in current Kl policy.

The petitioner noted that, in March 1994, the NRC staff declared its support for }g\l
stockpiling. However, the NRC staff prop;sal for a change in policy was not adopted, the
Commissioners having voted 2 to 2 on the staff's proposal in May 1984. (Under Commission

procedures, a tie vote means that a proposal fails.)
The Petitioner's Discussion of Additional Support for Granting the Petition for Rulemaking

The petitioner described a September 1994, FEMA publication proposing a "Federal
Radiological Emergency Response Plan” that envisioned the use of Kl during radiological
emergencies. Under the plan, the NRC would be the lead Federal agency during emergencies
at nuclear power plants and would advise State and local governments whether or not to
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distribute KI (based on advice received from an interagency panel). The States and localities
would then administer the Kl, if necessary.

The petitioner also indicated that the Board of Governors of the International Atomic
Energy Agency, with U.S. Government support, adopted new International Basic Safety
Standards in 1894. The petitioner stated that thesé standards represented the consensus of
the world’s experts on radiation safety and the standards provide, among other things, that
intervent‘ion levels of immediate protective acﬁons, including sheltering, evacuation, and iodine
prophylaxis, shall be specified in emergency plans. Thus, the petitioner stated, the international
radiation protection cqmmunity, like the Kemeny Commission in 1979 and the short-lived draft
Federal policy statement of 1 582, recbgniéed that effective preparédness for radiol‘ogical
erﬁergencies means having three actions to consider [evacuation, sheltering and iodine

prophylaxis].
The Petitioner’s Discussion of the Merits of the Petition for Rulemaking

The petitioner bel'{eves the NRC should implement the recommendation of the Kemeny
Commission and that the United States should maintain the option of using the drug Kl for .
public thyroid protection during nucleér accidents. The petitioner requested that the
Commission definitively review and decide on the issue rather than simply having the NRC staff
decide not to propose it to the Commission.

The petitioner stated that evacuation is not necessarily the protective measure of choice
in every emergency, and even when it is the preferred option, it is not always feasible. The |
Kemeny Commission report explained that different types of accidents, and the particular

circumstances presented, may call for different protective measures. The petitioner notes that



-

maintafning a Kl option ensures that responsible authorities have the option of additional
protection at their disposal.

The petitionér indicated that NRC has made it clear that a finding of adequate
emergency planning does not translate into a guarantee that the entire affected public can be
evacuated, but that evacuation is generally feasible.

The petifioner believes that sometimes, either by choice or necessity, authorities may
decide to shelter people or tell them to réhain indoors rather than evacuate them. The
petitioner points out that it may be desirable to administer Kl any time people are sheltered or
told to stay(indoors, when evacuation routes would take people thAroug_h areas of radiological
contamination, and Sf.vhen there has been a Iargé. airborne release of radioacti?é jodiné to the
atmosphere.

The petitioner believes that tﬁe decision on stockpiling Kl should turn on whether, gi\'/en'
the enormous consequences of being without it in a major accident, the drug is a prudent
measure; not on whether it will necessarily pay for itself over time. The petitioner further
believes tf;nat Kl represents a kind of catas\trophic-coverage insurance policy offering protection
. for events wﬁich, »;Jhile they occur only rarely, have such enormous consequences that i¥ is
sensible to take special precautions.

The petitioner stated that the estimates of KI's cost-effectiveness depend on estimaies
that are no more than informed guesses about the probability of sevefe accidents and that the
NRC's cost-benefit analysis of the early 1980s was based on the assumption that a severe
accident with a major release of radioactivity could occur in this country only once every 1 or
2 thousand years.

The petitioner believes that if it were really true that serious accidents with a release of
radioactivity were so unlikely, there would be good reason not only to rejec;t stockpiling of Kl but
also to dispense with all emergency planning. The petitioner also stated that if Ki is not
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cost-effective, then the rest of nuciear emergency planning is probably not cost-effective either.

The petitioner believes that cost-benefit analysis is a technique that should be applied
with good sense, especially where public health méasures are concerned. According to the
petitioner, the cost-benefit analysis of Kl proceeded from the assumption that there was-no
difference in desirability between prevention of radiation-caused thyroid disease and cure.
Thus, the only factor to be considered in evaluating Kl was the cost. The petitioner aléo
believes that the U.S. Government determined that instéad of spending money to prevent
radiationfcaused thyroid disease, society should spend its money treating the disease if and
when it occurs.

The petitioner believés that the éﬁ(isting p‘oli’cy on Kl was defective from the start
because it was based, in part, on inaccurate information provided to the NRC Commissioners.
He stated that the information provided to the NRC Commissioners seriously understated the
significance of radiation-caused thyroid disease and thereby understated to an equal degree
the value of K.

The petitioner also believes that it was not clear that the Commission had any idea of
the real nature of post-accident thyroid disease at the time it adopted an anti-KI position.

| The petitioner stated that existing policy left the judgment on stockpiling K! to the States.
The petitioner asserts that this policy also ensures that the States do not have én adequate
basis for making informed decisions. He believes that the Federal Government, and NRC in
" particular, has failed to provide the States with sound technical advice on the subject. The
~ petitioner also believes that without accurate and current information on Ki--including the
Chernobyl experience and the consensus of international eXperts--States carﬁnot make an
informed judgment.

The petitioner believes that no State or local official or member of the public could

imagine that in a real emergency, there would be no Kl to administer. The petitioner raised the
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question: If Kl stockpiling is not worthwhile, why .is the administration of the drug one of the
protective measures identified in the 1994 Federal Emergency Response Plan? He also asked
why, if Kl is worthwhile, as the plan implies, something is not being done to make sure that it is
available. |

The petitioner believes that the Federal Government should either change the 1985
policy and rﬁake the use of Kl a viable option in a real emergency, or it should ekplain why the

United States has decided that KI will not be an option.
The Petitioner’s Proposed Amendment to the NRC Regulations

In the original petition (PRM-50-63) that was submitted on September 9, 1995, the
petitioner requested that 10 CFR Part 50 be amended to include language taken from FEMA’s
Federal Radiological Emergency Response Plan of September 1994, and recommended the
following revision to the reguiations.

The petitioner proposed that Section 50.47(b)(10) be amended to read as follows:

(10) A range of protective actions including sheitering,

evacuation and prophvylactic use of iodine have been
developed for the plume exposure pathway EPZ [emergency
planning zone] for emergency workers and the public.

Guidelines for the choice of protective actions during an
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emergency, consistent with Federal guidelines, are developed
and in place, and protective actions for the ingestion exposure

pathway EPZ appropriate to the locale have been developed.

In the revised petition (PRM-50-63A) that was submitted on November 11, 1997, the

petitioner requested that‘ 10 CFR 50.47(b) be revised to read:

(10) A range of protective action have been developed for the
plume exposure EPZ for emergency workers and the public. In

developing this range of actions, consideration has been given

to evacuation, sheitering. and the prophylactic use of
potassium iodide (KI), as appropriate. Guidelines for the

choice of protective actions during an emergency, consistent

with Federal guidelines, are de\)eloped and in place, and
protective actions for the ingestion exposure pathway EPZ

appropriate to the locale have been developed. \

The petiﬁoner believes that if this revised change is adopted, the plan will become an
accurate description of emergency preparedness for radiological emergencies; the
recommendation of the Kemeny Commission will at last be implemented; and the United States
will be in compliance with the International Basic Safety Standards.

The petitioner suggested that the NRC, either on its own or jointly with other agencies,
issue a policy statement declaring that Kl stockpiling is a reasonable and prudent measure that

is necessary to ensure that the drug will be available in the event of a major accident. The
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petitioner believes that this statement would clarify that Kl can be used in conjunction with
evacuation and sheltering to maximize protection to the public.

The petitioner also believes that the policy statement would show the willingness of the
NRC to provide a stockpile of the drug to States and localities upon request, and wouid support
the Kemeny Commission’s recommendation to create regional stockpiles of the drug as a

backup for emergencies.

Discussion

Stockpile of Médicinal Supplies for Nucléar, Biological, and Chemical Agents (1995)
In June 1995, the President issued Presidential Decision Directive 39 (PDD-SS) on U.S.

Policy on Counter Terrorism. The .PDD-SQ directed Federal agencies to take a number of
measures to reduce vulnerability to terrorism, to deter and respond to such acts, and to
strengthen capabilities to prevent and manage the consequences of terrorist use of nuclear,
biological, and chemical (NBC) weapons, including weapons of mass destruction. The PDD-39
assign_e.d to FEMA the ta;\k of ensuring tha\t the Federal Response Plan (FRP) was adéquate to
respond to the consequences of terrorism.

FEMA, in coordination with the Catastrophic Disaster Response Group (CDRG),
developed a draft report to the President entitled, “An Assessment of Federal Consequence
Management Capabilities for Response to Nuclear, Biological or Chemical (NBC) Terrorism,”
dated June 12, 1996. The'report recommended, among other things, that the Federal

Government purchase and stockpile thyroid blocking agents (Kl) for the general public that

'The CDRG is the headquarters senior-level coordinating group which addressees
policy issues regarding the Federal Response Plan (FRP). The CDRG is chaired by FEMA and
comprises representatives of Federal departments and agencies with responsibilities under the
FRP. The NRC is represented by the Incident Response Division Director, AEOD.
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could be used in the event of a nuclear terrorist event. The NRC was a member of the Core
Group which generated the recommendations and was instrumental in adding KI to the list of
medical supplies to'be stockpiled nationally.

The Core Group concluded that as the result of recent events, significant threats over
the past few years, and the increased availability and proliferation of NBC materfals, there is an
increasing concern for the potential of terrorist incidents. NBC events, the report continued,

. may occur as a local event with potentially profound national implications. In responding to
these events, the first responders must be able to provide critical resources to the vfctims.
These incluc_ie, but are not limited to, chemical nerve antidotes, vaccines for anthrax, and
éntibiotics. The Cére Group identified the need to purchase and prebosition stockpiles of
adequate bmedical supplies at the Federal, State, and local level. While Kl was not considered
as vital as chemical nerve antidotes and vaccines, the NRC staff was successful in getting Ki
included with other medical supplies for NBC events because of the unusual characteristics of
these events.

| Because of the special characteristics of NBC events, the Core Group recommended a
broader range of prdtective actions. The NRC c;ncurred in the findings of the report in a letter
dated September 25, 1996, from the Director of NRC’s Office of Analysis and Eva‘!uaAtion of
Operational Data to FEMA's Director. The report was subsequently presented to the President

in February 1997, and approved for distribution in May 1997.

" FRPCC Subcommittee on KI (1996),

Along with petitioning the NRC, Mr. Crane also requested that FEMA review his petition
and reconsider the Federal policy. In early 1996, the FRPCC convened an Ad-Hoc
Subcommittee on Potassium lodide to request and review new information on this matter from
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interested parties. The subcommittee conducted a public meeting on June 27, 1996. The .
subcommittee evaluated all comments from the June 27 public meeting and made the followipg

recommendation regarding the Federal Kl policy:

1. Without changing the Federal policy by interceding in
the State’s prerogative to make its own decisions on
whether to use Ki, the Federal Government (NRC, or
through FEMA) should fund the purchase of a stogkpile
for a State that decides to incorporate Kl as a protective

measure for the general public;

2. The Subcommittee believes the language in the 1985
policy should be softened to be more flexible and
baiancgd. For example, the problem many intervenors
observe with the Federal policy is the italicized
statement “The Federal position with...potassium iodide
for use by the general pubilic is that it should not be
required.” It would not be as negative if the last phrase
were reworded to state “it [potassium iodide for use by
the general pub!ixc] is not required, but may be selected
as a protective measure at the option of the State or, in

some cases, local governments.”

3. The subcommittee recommends that local jurisdictions
that wish to incorporate Kl as a protective action for the

-16 -



general public should consult with the State to

determine if these arrangements are appropriate. If

i

local governments have the authority or secure the
approval to incorporate Kl as a protective measure for
the general public, they would need to include this

measure in their emergency plans.
- Analysis of Issues Raised by Public Comments

On November 27,1995 (60 FR 58256), a Notice of Réceipt 01" the Petition for
Rulemaking was published in the Federal Reqister requesting public comment. A total of
63 comment letters were received, of which 20 utilities, 9 State governmental agencies, 2 utility
interest organizations, 1 letter signed by 12 health physicists, 2 State universities and
1 member of the public were against the granting of the petition for rulemaking. Those letters in
favor of granting the petition came from 5 environmental groups, 22 members of the public
(including 1 from the petitioner), and the American Thyroid Association\

On Decembef 17, 1997 (62 FR 66038), thé Commission published a request Vfor public
comﬁent on the revised petition in the Federa_l Register. In response to several requests, the
comment period was extended until February 17, 1998, by a Federal Register notice published
on January 21, 1898 (63 FR 3052). A total of 82 comment letters were received, of which 13
utilities, 3 State governmental agencies, 1 utility interest association, and 1 member of the
public were against granting the petition for rulemaking. The letters in favor of granting the
petition came from 8 public interest groups, 46 members of the public (including 1 from the
petitioner), 3 physicians, 2 U.S. Senators, and 1 State Representative. The following issues
were raised by the public commenters with an accompanying Commission response:
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Issue 1

Nearly all nations with nuclear power protect their citizens by having K! readily available
and the logistics of distribution do not seem to pose any signiﬁcant problems. Would

implementing a policy of using Kl for the general public be so difficult?

. Commission Response

At the November 5, 1997, Commission meetmg, semor NRC staff members told the B
Commission: “We recognize that there are dlﬁxcultles in dlstnbution but they are not
insurmountable. If a decision is made by the State to do it [stockpile and/or predistribute
Kl] we can figure out a way to .do it.” it is the Commission’s perception that if the State
decides to include Kl as a supplemental protective measure for the general public, one
possible method of implementation could be that the State could make Kl readily
available where other over-the-counter drugs can be purchased. The public could be

L
informed of the drug’s availability through the yearly emergency preparedness

information brochure that is mailed out to all residents throughout the 10 mile EPZ. it
would then be up to individual members of the public to obtain and store this supply of
Ki, which should then be available for use in the event of an emergency. The

administration of the Kl could be at the direction of the State Medical Officer.
Issue 2
It is “factual that the 1986 Chernobyl accident clearly demonstrated the benefit of having

Kl readily available. In Poland, where authorities expediently administered 18 million
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doses of Kl, 97 percent of all Polish children were protécted from thyroid disease. In
contrast, there are soaring rates of childhood thyroid cahcer, 200 times pre-Chernobyl
levels, in the former Soviet republics of Russia, Belarus, and the Ukraine because very

little KI was administered, too long after exposure.”

Commission Response

The Chernobyl reactor (a RBMK-1000 design) is located in the Ukraine close to Belarus.
“The accident occurred at 01:23 on Saturdagl, 26 April 1886, when explosions destroyed
the reactor core andfeécn:'torABUildi;ng. T"hé exbldsions sent débris from the core:flying
into the air and exposed the reactor core to the atmosphere. The heavier debris from
the plume was deposited close to the site. In general, the initial release is thought to
have risen to over 1 km in altitude, thereby resulting in much lower doses close to the
site than those expected from a ground level reléase. The major release lasted 10
days, during which most of the noble gases and more than 40 percent of the iodines are
estimated to have been released. The varying meteorological conditions, release rates,

and release heights resulted in very complex dose and ground deposition patterns.

It is often assumed that ingestion was the major source of thyroid dose early in the
accident. However, the contribution of inhalation cannot be assessed because air
sampling was not effectively conducted early in the accident. As of 1998, except for

thyroid cancer, there has been no confirmed increase in the rates of other cancers,

! ’

-19.



including leukemia, among the first responders, liquidators,? or the public, that have

been attributed to release from the accident.

Belarus Experiencé. With the Chernobyl plant located only 4 miles (7 km) away,
Belarus was heavily impacted by the accident. This impact was heightened by the fact that
protective actions were not implemented in Belarus during the first six days after the accident.
Several authors have stated that Ki was distributed to the population in Belarus during the first
week following the accident.®* However, there is no'conﬁrmed bublished data on the dosage,
coverage, or other details concerning the implementation_, of the thyroid blocking in .Belarus.‘ in
addition, cows typically grazed in Belarus at the time of year when the accident occu'rréd, and
yet no efforts were taken to restrict the consumption of contaminated milk for the first 10 days
following the accident.

On May 2 (day 7 following the accideht) the decision was made to evacuate the areas of
Belarus and Ukraine within 18 miles (30 km) of the plant (30 km zone). The evacuation was
completed on May 5, 1986. |

Since .1990, a rapid increase ha_s been\ observed in the incidence in thyroid cancer
among Belarus children who were 0 to 14 years old at the time of the accident. Before the

accident, the rate of thyroid cancer among this cohort was about 0.4 per 100,000; by 1996, this

?iquidators are a large number (about 200,000) of workers and military personnel who
performed cleanup, construction of the sarcophagus, and other operations in the contaminated
zones following the accident.

3Personal communication, E. Buglova M.D., Head Laboratory of Radiation Hyglene and’
Risk Analysis, Ministry of Health, Repubilic of Belarus December 1997.

“Thyroid Cancer in Children Living Near Chernobyl, Expert Panel Report on the
Consequences of the Chernobyl Accident” - Williams D. et al., K.H. ECSL EAEC, Report EUR
15248 EN, Brussels-Luxembourg, 1993, p. 108.
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rate héd risen to 3.9 per 100,000.5¢ This included approximately 3,000 children, 0 to 18 years
old, that were evécuéted from the 30-km zone within Belarus. Among this group, four thyroid
cancer cases have been detected since the accident. All of these cases were registered after
the end of the latent period for radiation-induced thyroid cancer. Taking into account the
spontaneous rate of this disease in this age group and the number of evacuated persons, all of
these cases are considered accident-induced.

The total number of excess cancers in Belarus children is currently about 750, and is
estimated to reach a maximufn of more than 3500 over the lifetime of this cohort.3*® The vast
majority of the thyroid cancers were diagnosed among those living more than 50 km (31 miles)
from the site. |

The increase in the rate of thyroid cancers in Belarus is concentrated among those who
were youngést at the time of the accident. Fortunately, these cancers respond favorably to
early treatment; to date, two or three of the Belarus children diagnosed with thyroid cancer have

died as a result of that disease.®

Poland Experience. Poland detected increased levels of airborne radioactive
contamination on the night of April 27, 1986 (day 2). Although there was no official notification
of the accident by the USSR, it was assumed, on the basis of Tass News Agency reports, that
the increase were attributable to the accident at Chernobyl. On April 28 (day 3), the country

formed a governmental commission to recommend protective actions. Among these actions,

*E. Buglova et al., “Thyroid Cancer in Belarus After the Chernobyl Accident; Incidence,
Prognosis, Risk Assessment.” Low Doses of lonizing Radiation: Biological Effects and
Regulator Control, Spain, November 1997, Contributed Paper, pp. 280-284.

“Thyroid Cancer Incidence Rate in the Republic of Belarus.” Okeanov A. et al.,
Radiation and Risk Bulletin of National Radio-Epidemiological Registry, Obninsk., 1995, Issue
6, pp. 236, 239. :
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the commission recommended intervention levels for taking protective actions on the morning
of April 28 (day 4).”

On April 29, Poland’s Minister of Heaith gave orders to prepare and distribute KI to the
11 provinces most affected. Kl was to be made available through hospitals, public health
centers, schools, and kindergartens. The country used its mass media to announce the
protective action and to appeal for volunteers to assist in the nationwide distribution.

The Commission then instituted the following additional protective meases:®

. Feeding of cows on pastures or with fresh fodder was banned countrywide until
May 15, 19886.
d Fresh milk with radioactivity concentration above 1,000 Bg/L. was banned for

consumption by children and pregnant or lactating women.
. All children under the age of 4 were given powdered milk through numerous
distribution centers. |
. ~ Children and pregnant or lactating women were advised to eat a miﬁimum of
fresh leafy vegetables (until May 16, 1986).
The distribution of KI was initiated on April 29 (day 4) and was virtually completedby . =~ =
May 2 (day 7). This included the distribution of Kl to more than 90 percent of the children under
the age of 16 and about a quarter of the adults. A total of 10.5 million doses of Kl were given to
children and 7 million doses were given to adults. Multiple doses, although not recommended,
were taken in a number of cases. Because of diminishing air contamination, the Ki prophylaxis
was ﬁot rep.eated. In the second phase of the respohse, powdered milk was made availabie to

all children less than 4 years of age. This program effectively started on May 3 (day 8).



It is estimated that approximately a 40-45'percent reduction in thyroid burden was
achieved by thyroid blocking and milk restrictions in the 11 provinces treated.” Had the Russian
* authorities given prompt warning, the 24- or 48-hour gain in time might have improved the
effectiveness of their response.

There were no reported serious adverse reactions except for two aduits with known
iodide sensitivity. About 36,000 medically significant reactions were also reported (mostly
nausea). Because of the low iodine conbentrétions in Poland it is doubtful that epidemiological

studies could detect excess cancers resulting from intake of radioiodine.?

International Pfaéﬁcés - 'Dur'if‘l\g this asséésfneht, the NRC staff examined {he current »
policies and practices regarding the use of thyroid blocking during Nuciear Power Plant
accidents for a number of countries. The NRC staff accomplished this task primarily through
personal communication with colleagues in each country. in general, the countries' either are
following or intend to implement systems that are consistent with the guidance promulgated by
the World Health Organization (WHO). Specifically, the WHO recommends predistribution of
stable iodine close to the site and stockpiles further from the site.. These stoc:*fis\should be
strategically stored at points such as schools, hospitals, pharmacies, fire stations, or police
stations, thereby allowing prompt distribution. A further description of the WHO guidance is
provided below, followéd by a discussion of the guidance promulgated by IAEA and a

comparison between U.S. and international practice.

"The implementation of Short-term Countermeasures After a Nuclear Accident,
Proceeding of an NEA Workshop Stockholm,” Sweden, 1-3 June 1994, OECD 1995.

8Manual on Public Health Actions in Radiation Emergencies, WHO, European Center of
Environmental and Health, Rome Division, 1995.
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World Health Organization (WHO) Guidance. The main points of the WHO
Guidelines®' regarding the use of stable iodine are as follows:

. Near field: Stable iodine should be available for immediate distribution to ali
groups if the predicted thyroid dose is likely to exceed national reference
levels. Close to nuclear installations iodine tablets should be stored or
predistributed to facilitate prompt utilization.

. Far field: Stable iodine should be available for distribution to pregnant women,
neonates, infants, and children if the predicted dose is likely to eXcéed

reference levels.

Conclusicn from Polish Experience. (1) Small amounts of radioactive iodine were

" deposited in Poland as a result of the Chernobyl accident, (2) no protective actions were taken
for the first 2 days of the accident, and (3) protective actions (except sheltering or evacuation)
were taken after the first 2 days of the accident. Because of the low iodine concentrations in
Poland and the protective actions implemented, Poland has not detected excess cancers

\
resulting from intake of radioiodines.

Overall Chernobyl Conclusion. The World Health Organization, almost every
industrial coimtry in the world with nuclear power plants, and the American Thyroid Association,
believe that the low iodine concentrations, the banning of the consumption of fresh milk and the

dfstribution and administration of 80 million doseé of Kl contributed to the observed lack of

]
1]

®International Basic Safety Standards for Protection Against lonizing Radiation and for
Safety of Radiation Sources, Safety Series No. 115, IAEA, 1996.

*"Method for the Development of Emergency Response Preparedness for Nuclear or
Radiological Accident,” Tecdoc-953, IAEA, July 1997.
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increase of childhood thyroid cancers in Poland. Most industrial nations with nuclear power
plants have decided to stockpile KI around nuclear power for use by the general public.

In the event of an accident in the United States, our emergency planning calls for
protective actions, (sheltering, evacuation, and removal of contaminated food from
consumption) that would significantly reduce the risk to the public. Making Kl available to the
public for use during evacuatioh could, under certain conditions, reduce the risk further.

One public commenter articulated the conclusion of the Chernobyl experience by
stating: |

“Early arguments against the stockpiling of Kl for use in such an event have focused on
the issues of possible toxicity from widespread use of potassium iodide, the difficult _
logistics of early distribution of KI and the question of cost/benefit ratio. Although all of
those arguments have some cogency, the recent Chernobyl experience has nullified
their pertinence. To date, over 1200 children in the Chernobyl area have developed
papillary thyroid cancer requiring major medical intervention. Although the certainty of
the fallout initiation of these cancers cannot be fully confirmed until current dose
assessment studies are completed, the remarkable coincidence and extraordinarily high
incidence of this rare tumor in the Chernobyl! area is convincing enough to require some
action.”

“The concern about significant toxicity from potassium iodide in emergency blocking
doses has been made moot by the extensive Polish experience where 18 million
individuals received prophylactic potassium iodide with overall toxicity of .2 percent
(mostly nausea) but with only.a fraction of 1 percent having serious side-effects.
Current packaging of Kl in Europe has appeared to resolve the problems about shelf life
and the blister packing that is used in Sweden is certainly effective and inexpensive,
There are admittedly problems in effective and complete rapid early distribution and
certainly in predistribution. However, should a reactor accident occur in the U.S.
requiring Ki and it not be available because of an overly heavy emphasis on perceived
difficulties, the resultant medical and political/sociological impact will be disastrous.”

“One cannot minimize the significance of a cluster of 1200 children with this serious and
fortunately rare cancer. Although with modern intensive therapy results are good, such
treatments often have very serious disrupting effect upon the life of the individual and
such effect cannot be minimized.” :

“The simplicity of having available a simple, inexpensive agent that can greatly lower the
likelihood of this disease occurring is a fact that cannot be overlooked. Indeed, KI will
not decrease whole body radiation and evacuation clearly is an optimal initial response
to an accident, but it is not always possible and supplementation of evacuation with
potassium iodide is undoubtedly useful. The Polish study showed that potassium iodide
administration decreased the potential thyroid radiation dose by as much as 40 percent
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and this was given as late as 3 to 5 days after the initial exposure to fallout from the
continuing fire at the Chernobyl plant.”

Issue 3

“Stockpiling or predistribution of potessium iodide (Kl) as a protective action would not
add any significant public health and safety benefit to the current level of protection
provided by existing emergency plans for commercial nuclear power plants. Our |
emergency plans focus on evacuation as the key protective action to prevent exposure
since it protects agamst exposure to all radionuclides, not just lodme |n addmon the
potent:al for mnsadmlmstratlon of Kl is present when predistributed to the general pubhc |
and incidents of misadministration have been informally reported at industry meetings by

states which predistributed Kl to the public.”

Commission Response

L " -\ . . - .
The Commission agrees that it is the State’s prerogative to decide to include stockpiling
or predistribution of Kl as a protective action for the general public. The FDA concluded
that risks from short term use of relatively low doses of Ki are out weighed by the
radiologically induced thyroid modules or cancers at a projected dose to the thyroid
gland of 25 rem or greater. In so doing, the FDA approved Kl as an over-the-counter
drug. The American Thyroid Association fully endorses the use of Kl and, as previously
discussed, there were only 2 significant adverse reactions and 36,000 medically
significant reactions (nausea) in 90 million doses of Kl after the Chernobyl accident.
The taking of Kl should "require precautions similar to those associated with any other
over-the counter drug, and, of course, the packaging instructions should be followed.
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issue 4

“Evacuation is more feasible and practicable. Stockpiling of Kl has logistical problems

which we feel renders this idea impracticable and unmanageable.”

Commission Response:

The Commission agrees that evacuation is usually “feasible and practicable” and is most
effective protective action. If the State decides to include Kl as a supplemental
protective measure for the general public, one possible method of implementation could‘ |
be that the State could make KI readily available where other over-the-counter drugs
can be purchased. The public could be informed of the drug’s availability through the
yearly emergency preparedness information brochure that is mailed out to all residents
throughout the 10 mile EPZ. Individual members of the public would be responsible for
obtaining and storing this supply of Ki, which could then be available for use in the event
of an emergency. Other approacheg. to predistribﬁtion could inélude stockpiling at
reception centers for distribution during an evacuatibh. Other countries have found
ways to effectively distribute Kl when needgd and the distribution issue is certainly not
unsurmountable. The administration of the Kl should be at the direction of the State

Medical Officer.

Issue 5
The Three Mile Island experience has shown us that it is not easy to obtain an adequate
supply of Kl in an emergency.
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Commission Response:

b
The commenter is correct, in that it was difficult to obtain KI after the Three Island

accident. However, with the limited Federal stockpile of Kl for terrorist events and the
.. willingness of the Federal Government to provide a stockpile of Kl for any State that
decides to use it as a supplemental protective measure for the general public, the

Commission believes that an adequate supply of KI could be obtained.

Issue 6

Even though Kl administration before any exposure is ideal, the Chernobyl experience
also has shown that the exposure can continue for days. Is the institution of KI blockade

at any time in this period beneficial?

Commission Response

S

The administration of Kl is most effective if done before or immediately after (within 2 to
4 hoﬁrs) a release. Nonetheless, duriné a chronic exposure of several days, the
administration of Kl any time during the exposure period may block some uptake'of
radioactive iodine. However, the benefit diminishes quickly over time and may be very
small if administered late. If a release is exbected to continue for several dayé, the NRC
anticipates that the public would be evacuated or other protective action would be taken,
depending on the level of release. Ki could nevertheless serve as a usefﬁl

supplemental and complement to these primary protective actions.
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Issue 7-

v

Kl is an effective thyroid blocking agent only when administered immediately before or
after an exposure to radioactive iodine (that is, within one to two hours). Distribution of
Kl in a timely fashion to the general public following an accident could further complicate

and decrease the effectiveness of implementing evacuation or residential sheltering.

Commission Response

The Com_r'nissiori di'sagreeé with this position. 'Ifa State chooses to include Ki as an
additional p‘rotective measure, it is anticipated that the State could make Ki readily
available to the public where other over-the-cou.nter medicines are available or by other
distribution means and that the public be made aware of its (the KI) availability, not at

the time of an emergency, but K! could be mada available year round.
lssue 8

One of the major impediments to distribution of Kl to school chi’ldfen is coordination and
administration of the program, e.g., the actual decision making process to administer Ki
* or evacuate, parental approval and recordkeeping, identification and documenting

allergic reactions, and the availability of a qualified medical professional to administer '

the potassium iodide.
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Commission Response

The Commidsion disagrees. Upon declaration of a general emergency there should be
NO decision “to administer Kl or evacuate.” The preferred protective action for the
close-in population should be evacuatiod. The administration of Ki sﬁould be treated in
the same fashion as any other over-the-counter medication that might be given to
children while away from home, after observing the instructions provided with the Kl
packaging. Prior parental approval to administer K1 in the event of an emergenéy can
and should be addressed in.the planning process for any State that decndes to use KI
The mdlv:dual State may provide the appropnate guidance and establlsh a system for
obtaining parental approval before the taking of other protective actions that are

currently being followed in the EPZ around nuclear power plant_s.

Issue 9

Does the post-(.‘?hernoby! Polish experience show that large-scale deployment of Kl is

safe?

Commission Response

Approximately 18 million doses of Kl were distributed primarily, but not exclusively, to
children. The bulk of the distribution tdok about three days. There were no reported
serious adverse reactions except for two aduits with known iodidé sensitivity. The rate
of serious side effects (107) is consistent with the frequency seen during routine use of
K! for medical treatment of respiratory disease. The incidence of medically significant,
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but not serious, reactions to this single dose of Ki was also very low (0.2 percent). In
addition, no detectable long-term disturbance in chilaren’s thyroid function was detected
as of 1989. Additionally, the FDA has approved Kl for over-the-counter distribution.
The Commission, therefore, agrees that the post-Chernobyl experience has shown that

large-scale deployment of Kl is relatively safe.
Issue 10

Several comments raised the question of liability: “Is the NRC prepared to address the
number of legal implications should a member of the general public be given KI at their
directive or recommendation and the individual have an extreme allergic reaction,
possibly death?; “ “The Federal Register Notice does not address legal issues for states
who decide to adopt Kl and states who do not decide to adopt or administer Kl to the
public.”; “The issue of legal liability should not be dismissed lightly. if the NRC decides
to reqﬁire stockpiling of KI for the general public, has NRC considered what liability may
arise from any adverse health effects? No initiative such as this should be undertaken

without resolution of this issue.”; “Who would assume liability if the Kl was used prior to

the Governor ordering its use?”

Commission Response:

The comments focus principally on concerns that State and local governments involved
in distribution and administration of KI may be liable in tort if an individual receiving the

KI has a significant adverse medical reaction to the KI. To the extent that commenters

are raising the potential for federal government fiability for the promulgation of this
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proposed rule, the NRC believes that whether the Commission may be subject to tort
liability through the imp!ementatfon of a Kl program depends upon a number of factors.
However, it would appear that a Commission decision to require State and local
emergency planning officials to consider sto_ckpi_ling Kl for public distribution should be
subject to the “discretionary function” exception to the Federal Tort Claims Act, 28 USC
2671, et s‘eq.,11 which protects the Federal Government from liability. The question of
whether a State of lecality might be liable for involvement with administration of Kl to the
. general public can only be answered by reference to the laws and precedents of

' particular States. The NRC presumes that this would be part of the “consideration” that
States and locahtles will undertake |f this: rule is promulgated The NRC has not

undertaken thls ‘analysis.
Issue 11

Does the NRC staff consider stockpiling and using Kl as a reasonable and prudent
AN

o

protective measure for the general public?

- "This exception from waiver of sovereign immunity provides that:

Any claims based upon an act or omission of an employee of the Government,

exercising due care, in the execution of a statute or regulation, whether or not such statute or
regulation be valid, or based upon the exercise or performance or the failure to exercise or
perform a discretionary function or duty on the part of a federal agency or an employee of the
Government, whether or not the discretion involved be abused.

28 USC 2680(a). United States v. Vang Airlines, 467 U.S. 797, 808 (1984); Berkovitz v.

United States, 486 U.S. 531 (1988).
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Commission Response

The Commission considers that State and local decision makers, provided with proper
information; may find that the use of Kl as a protective supplement to evacuation and

sheltering is reasonable and prudent for specific local conditions.

The 1998 proposed Federal Policy on use of Kl as an emergency preparedness
measure for commercial nuclear power plant acéidents is being developed by the
FRPCC. FEMA plans to publish this policy in the Federal Register in early 1999,
nonetheléss, it currently is préposed' to state that:

The revised Federal policy is that Kl 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 Kl as a protective measure for the general public
may so notify the appropriate FEMA Regional Director, and may request funding for the
purpose of purchasing a supply. The Federal offer to fund purchases of Kl for the
States represents an explicit recognition that this medicine can, under certain
conditions, supplement other protection measures and thereby enhance protection of
the public. State and local governments that opt to include Kl 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 and in three national stockpiles across the country
in support of State and local government response to emergencies caused by acts of
terrorism involving nuclear, chemical and biological agents. For radiological
emergencies resulting from any cause, including accidents at commercial nuclear power
plants, this additional stockpile can be acquired ad hoc by State or local government
. officials if they determine its use would be beneficial. :

Commission Decision
On June 26, 1998, the Commission decided to grant the petition for rulemaking.

Accordingly, the NRC staff was directed to proceed with rulemaking to change 10 CFR
-33-



50.47(b)(10) by inserting the following sentence, after the first sentence: “In developing this
range of actions, consideration has been given to evacuation, sheltering, and, as a supplement
to these, the prophylactic use of potassium iodide (Kl), as appropriate.” in addition, the
preamble for the proposed rule was to include a statement to the effect that State and local
decision makers, provided with proper information, may find that the use of Kl as a prbfective
supplement is reasonable and prudent for specific local conditions. The Commission also
noted that, consistent with. the Commissioh’s decision on June 30, 1997, the Federal
government (most likely the NRC) will fund the pufchase of a stockpile of Ki for the States upon
} _‘/r__eque’st. The Commission aisq gjrec_ted the NRC staff to work with' ot_her rele_yant a»gen:cies”to 3
ensure thét there are established procédures to enable the national stockpiles to be effectively
and timely used by States that have not established local sfockpiles and wish to make use of
the national stockpiles in the event of a severe nuclear power plant accident.

The Commission decision is implemented by publication of this proposed rule that would
change 10 CFR 50.47(b)(10) with a 90-day public comment period. If the proposed rule is
adopted in final form, the petition would be granted and NRC action would be completed on

PRM 50-63 and PRM 50-63A.

Commission Conclusions or Issues Raised by the Petitioner and Public Commenters

The Commission agrees with many of the issues raised by the petitioner and the public
commenters. The commission has reached the following conciusions:

A. The Commission agrees that Kl, if administered in a timely fashion, could
protect the thyroid gland/from exposure to radioiodines inhaled or ingested following a major
radiological accident. This is the basis for stockpﬁing it and distributing it to emergency workers |
and institutionalized persons during radiological emergencies. Th‘e betitioner believes that the
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distribution of Kl was inadequate and untimely in the Ukraine and Belarus after the Chernobyl
accident in 1986 and that this accounts for the increased incidence of thyroid cancer in these
areas. He also argues that distribution of Kl in Poland was timely and effective and that no
similar increase in the incidence of thyroid cancer was seen. The Commission considered all 6f
the above information in deciding to grant the petitioner's requested actions.

B. The Kexﬁeny Commission criticized the failure to stockpile Kl and
recommended that regional stockpiles be established. The Kemeny Commission’s repo&
recognized that evacuation was not invariably the preferred response to an emergéncy and that
even when evacuation was desirable, it might not be feasible. The Commission believes that
- prompt evacuation and/or sheltenng are the generally preferred protectlve measures for severe: |
reactor accidents. In developing the range of public protective actions for severe accidents at
commercial nuclear power plants, evac;.lation and in-place sheltering provide adequate
_protection for the general public. The Commission believes that Kl for the general public should
not replace evacuation and sheltering, but supplement them.

C. The Federal Radiological Emergency Response Plan (FRERP) is the plan thai
wotlld be used by the Federal Government to support State and local officials in responding to
any peabetimé radiological emergency. Such emergencies range from transpoftation
accidents involving radioactive materials to terrorist events involving nuclear materials. The
FRERP includes a range of protective actions commensurate with the risks aésociated with the
range of emergencies for the general public and emergency workers. These protective actions
include evacuation, sheltefing, and the prophylactic use of stable iodine. With respect to
protective actions for nuclear power plants, the NRC and FEMA have issued Draft
Supplement 3 to NUREG-0654/FEMA-REP-1, Rev. 1, to provide updated guidance for the

development of protective action recommendations for severe reactor accidents. This
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document emphasizes that prompt evacuation is the preferred protective action for actual or
projected severe core damage accidents.

D. The Commission recognizes that in 1994 the Board of Governors of the IAEA
adopted new International Basic Safety Standards. With respect to emergency planning, these
standardsiprovide, among other things, "intervention levels for immediate protective action, -
including sheltering, evacuation, and iodine prophylaxis.” Itis im'portanf to note that each |
country bases its response plans on local and regional characteristics. For example,lltaly and
France,. using the same international standards and guidelines, implement them differently.

E. The. Cémmjss_ion agrees with the NRC staff estimate that the purchase of KI ..
tablets is inexpensive. Kl-related costs inbrease when the cost of maintenance, distribution,
and public education are considered.

F. The Commission believes that NBC medicinal stockpiles should provide
assurance to States and local governments that a limited Federal stockpile of Kl is available, if

needed.

Commission approval to fund Ki: | %

On June 30, 1997, the C;mmission voted to approve the NRC staff recommendation to
endorse the FRPCC recommendations for the Federal Government to fund the purchase of
potassium iodide (KI) for States at their request apd endorsed the FRPCC recognition of the
availability of the Federal stockpile of Kl to State and local governments for purpoées of
mitigating the consequences of terrorist use of nuclear, biological, or chemical (NBC) weapons.
Under this endorsement, the Federal Government would fund the purchase of Ki, and State
and local governments would be responsible for maintenance, distribution, and subsequent
costs. As part of their emergency response planning, NRC licensees s.hou!d discuss this matter
with State and local governments that make decisions on protective measures in planning for

responses to emergencies.

-36-



Findings
Metric Policy

- On October 7, 1992, the Commission published its final Policy Statement on Metrication.
According to that policy, after January 7, 1993, all new regulations and major amendments to
existing regulations were to be presented in dual units. The amendment to the regulationé

contains no units.

, ENVIRONMENTAL‘ASSESSM'ENT: AND FINDING OF NO SIGNIFICANT IMPAGCT
FOR GRANTING THE PETITION FOR RULEMAKING RELATING TO
THE USE OF POTASSIUM IODIDE (KI)

I Introduction

On %eptember 9, 1995, a petition for rulemaking (PRM 50-63) was filed with the NRC by
Mr. Peter Crane. The petitioner requésted that the NRC amend its emergency planning
regulations to require that emergency plans specify a range of protective actions to include

sheltering, evacuation, and the prophylactic use of K.

In SECY 97-245, dated October 23, 1997, the staff provided three options for the
Commission's conSideration in order to resolve PRM 50-63. |

On November 5, 1997, the Commission was briefed by the NRC staff, the Federal
Emergency Management Agency (FEMA), and the petitioner regarding the options available for
resolving the petition for rulemaking. During the meeting, the Commission invited the
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petitioners to submit a modification to his petition in order to address views he discussed during
the meeting. .
On November 11, 1997, the petitioner submitted a revision to his petition PRM 50-63A,

which requested two things:

1. A statement clearly recommending stockpiling of Ki as a “reasonabie and prudent”

measure, and

‘2 A proposed rule change to 10 CFR 50.47(b)(10) whzch would be accomphshed by
msertmg the following sentence after the first sentence: “In developlng this range of
actions, consideration has been given to evacuation, sheltering, and the prophylactic

use of potassium iodide (KI), as appropriate.”

On June 26, 1998, the Commission directed the staff in SRM 98-061 to grant the
petition for rulemaking PRM 50-63A by revising 10 CFR Part 50.47 (b)(10). This proposed
. rulemaking is in response to this e‘i}rective. ' b

Alternatives were essentially considered in previous documents. In S'ECY-97-124
{June 16, 1997), on the “Proposed Federal Policy Regarding Use of Potassium lodide after a
Severe Accident at a Nuclear PoWer Plant.” The staff identified three options, one of which
contained three sub-options, concerning a proposed change in the Federal policy regerding the
use of potassium iodide (Kl) as a protective measure for the general public during severe
reactor accidents. Next, in an SRM dated June 30, 1997, the Commission approved an option
that endorsed the Federal offer to fund the purchase of Ki for States at their request and
endorsed Federal Radiological Preparedness Coordinating Committee (FRPCC) recognition of
the availability to State and local governments of the Federal stockpiling of KI.
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I Need for Action

In SECY-97-245, the staff proposed options for resolving the referenced petition for

rulemaking. In SRM 88-06, the Commission directed the staff to proceed with the rulemaking.
1. Envirorimental Impact of the Proposed Action

The environmental impacts of the proposed action and its alternative are considered
negligible by the NRC staff. Given the proposed action would only add the sentence: “In
developing this range of actions, consideration has been given to evacuation, sheltering, and
the prophylactic use of potassium iodide (K1), as appropriate.” The staff is not aware of any
environmental impact as a resuit of this proposed action.
Iv. Alternative to the Proposed Action

The aiternative to the proposed action at this time is to dez‘l\y\the petition and requiré no
action with respect to the use of Ki by the public. Should this no-action alternative be pursued,
the staff is not aware of any resulting environmental impact.
2 Agencies and Persons Consulted
Cognizant personnel from the Federal Emergency Management Agency were consuited,

as was the petitioner, as part of this rulemaking activity.
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VI.  Finding of No Significant Impact:: AvaiIaSility
| | | b
The Commission has determined under the National Environmental Policy Act of 1969,
as amended, and the Commission’s regulations in Subpai’t A of 10 CFR Part 51, that the
amendments are not a major Federal action signiﬁcanﬂy affecting the quality of human
environment, and therefore, an environmental impact statement is not required. This -
amendment will require that emergency plans specify a range of protective actions to inciude

sheltering, evacuation, and the prophylactic use of KI. This action will not have a significant

impact upon the environment.
> ‘ Paperwork Reduction Act Statement

This proposal rule does not contain a new or amended information collection
requirement subject to the Paperwork Reduction Act of 1985 (44 U.S.C 3501 et seq.). Existing
requirements were approved by the Office of Management and Budget (OBM) approval

‘numbers 3150-0009 and 3150-0011.
Publib Protection Notification

If an information collection does not display a currently valid OMB control number, the
NRC may not conduct or sponsor, and a person is not required to respond to, the information

collection.

Regulatory Analysis of the Proposed Rulemaking Granting Petitions for Rulemaking
(PRM 50-63 AND 50-63A) Relating to the Use of Potassium lodide (Kl)
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On September 9, 1995, a petition for rulehaking (PRM 50-63) was filed with the NRC by
Mr. Peter Crane. The petitioner requested that the NRC amend its emergency planning |
regulations to require that emergency plans specify a range of protective actions to include
sheltering, evacuation, and the prophylactic use of Ki.

In SECY 97-245, dated October 23, 1997, the staff provided three options for the
Commission’s cohsideraﬁon in order to resolve PRM 50-63.

On November 5, 1997, the Commission was briefed by the NRC staf,f,.the Federal
Emergency Management Agency (FEMA), and thé petitioner regarding the options available for
resolving the petition for rulemaking. During the meeting, the Commission invited the
petitioners to submit a modiﬁcatioh to his lpmétitibn in order to address views he dispussed during
the meeting. |

On November 11, 1997, the petitioner submitted a revision to his petition PRM 50-63A,
which i'equested two things:

A statement clearly recommending stockpiling of Kl as a “reasonable and prudent”'

rheasure, and

A proposed rule change to 10 CFR 50.47(b)(10) which would be accomplished by

inserting the following sentence after the first sentence: “In de\}eloping this range of

actions, consideration has been' given to evacuation, sheltering, and the prophylactic us
of potassium iodide (KI), as appropriate.”

On June 26, 1998, the Commission directed the staff in SRM 98-061 to grant the
petition for rulemaking PRM 50-63A by revising 10 CFR Part 50.47 (b)(10). This proposed
ru(emaking is in response to this directive. : | |

Alternatives were essentially considered in previous documents. In SECY-97-124 (June
16, 1997), on the “Proposéd Federal Policy Regarding Use of Potassium lodide after a Severe
Accident at a Nuclear Power Plant.” The staff identified three options, one of which contained
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three sub-options, concerning a proposed change in the Federal policy regarding the use of
potassium iodide (K!) as a protective measure for the general public during severe reactor
accidents. Next, in an SRM dated June 30, 1997, the Commission approved an option that
endorsed the Federal offer to fund the purchase of Kl for States at their requeét and endorsed
Federal Radiological' Preparedness Coordinating Committee (FRPCC) recognition of the
availability to State and local governments of the Federal stockpiling of KI.

In SECY-97-245, the staff proposed options for resolving the referencedpetition for
rulemaking. in SRM 98-06, the Commissi‘on directed thé staff to proceed with the rQlemaking.

Given the Commission conside}re‘d the options and directed t'he‘staff to grant the
petition, the only alternatives considered here are the Commission approved option and the
baseline, no-action alternative.

The proposed rulemaking ddeé ﬁot “require” anything of licensees, but States are to
have shown “consideration” of the use of Kl along with evacuation and sheltering as protective
actions. It is estimated that 30 States will need to make this consideration. Further, the staff
estimates that the labor needed by the States could range from a staff-week, to a half staff-

y
_ 4 .
year. The latter being the case if a State decided to hold hearings on the issue.

| If one assumes an average hourly salary of $70 (this estimate includes béneﬁts, pro-
rated secretarial and managerial assistance, but not overhead), the range of estimates would
be from $2800 to $63,000. Again using a base of 30 States, the range is from $84,000 to $1.9
million. '

It is difficult to estimate the benefit of a State’s consideration to stockpile Ki. However,
we believe the benefit of such an action by the States is summed up by the petitioner who
stated that the decision to stockpile Kl should turn on whether, given the enormous |
consequences of being without Kl in a major accident, the drug is a prudent measure; not on

whether it will necessarily pay for itself over time. As the petitioner further noted, Kl represents
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a kind of catastrophic-coverage insurance policy offering protection for events which, while they

occur only rarely, can have such enormous consequences that it is sensible to take special

precautions, especially where, as here, the cost of such additional precautions is relatively low.
As stated above, this analysis focuses on thé rule being proposed as the result of a

petition. Also, since the Commission has directed the staff to pursue the FRPCC results with

respect to Kl and has directed the staff to pursue the rulemaking, the regulatory analysis

. presented here is for the edification of the decision makers so they can make an informed
decision on the proposed rule.

The above constitutes the regulatory analysis for this action.

Regulatory Flexibility Certification
In accordance with the Regulatory Flexibility Act of 1980, 5 U.S.C. 605(b), the
Commission hereby certifies that this rule, if adopted, will not have a significant economic
impact on a substantial number of small entities. This proposed rule would affext only the
licensees of nuclear power plants. These licensees, do not fall within the scobe of the definition
of “sm_all gntit[es”~@ej forth iq thé*ReguIatory Flexibility Act. 5 U.S.C. 601, or the size standards

adopted by the NRC (10 CFR 2.810).
Backfit Analysis
The definition of backfit, as set forth in 10 CFR 50.108(a)(1), is clearly directed at

obligations imposed upon Jicensees (and applicants) and their facilities and procedures.

Section 50.109(a)(1) defines a backfit as: ’
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.. the modiﬁcaﬁon of or addition to systems, structures, components, or design of a
facility; or the design approval or manufacturing license for a facility; or the procedures
or organiéation required to design, construct or operate a facility, any of which may
result from a new or amended provision in the Commission rules or the imposition of a -
regulatory staff position interpreting the Commission rules that is either new or different

-from a previously applicable staff position .. ..
Section 50.109 is replete with references to “facilities” and “licensees,” which in their
totality make clear that the fule is intended to apply to actions taken with respect to nuclear
. power plant hcensees and the faCIlmes they operate See Sect:on 50. 109(a)(7) “If there are
two or more ways to achleve compliance with a license or the rules or orders of the

Commission, or with written licensee commitments . . . then ordinarily the applicant or licensee

is free to choose the way that best suits its purposes [emphasis added].” This focus on
licensees and their facilities is further confirmed by the Statement of Considerations
accompanying the backfit rule, 53 FR 20603 (Juné 6; 1988), whére the Commission stated
that backfitting “means measures which are intended to improve the.s}afe_ty of nuclear power
reactors . . .. 53 FR at 20604. The nine factors to be considered under 10 CFR 50.109(c)
further make clear that the rule is aimed at requirements on licensees and facilities. These
includé: “(2) General description of the activity that would be required by the licensee or
applicant in ’“order to complete the backfit; . . . (5)_Installation and continuing costs associated
with the backfit, including the cost of facility downtime or the cost of construction delay; [and] (6)
The potential safety impact of changes in plant or operational complexity. . . . [emphasis
added]”

The proposed rule imposes no new requirements on licensees, nor does it »alter
procedures at nuclear facilities. Rather, it is directed to States or local governments -- the
entities with the authority to determine the appropriateness of the use of Kl for their citizens --

-44 -



calling upon the governments to ‘consider” Kl as one of the elements of their offsite émergency
planning. Even as to states or local governments, it imposes no binding requirement to alter
plaris and procedures. Furthermore, the basic standard that'emergency planning must include
consideration of a range of protective actions, is already set forth in the existing wording of
section 50.47(b)(10). On this basis, the proposed rule in reality does not impose new
r_equirements on anyone. On a consideration of all of the above factors, no backfit is involved
and no backfit analysis is required.

Commission precedent also makes clear that the proposed rule change does not
‘constitute a backfit. The Commission’s positioh was stated explicitly in 1987, when the last
major change took place in emergency planning l;egulations.’ 52 FR 42078 (Nov. 3, 1987). The
Commission’s final notice of fulemaking on this rule involving the “Evaluation of the Adequacy
of Off-Site Emergency Planning for Nuclear Power Plants at the Operating License Review
Stage Where State and Local Governments Decline to Participate in Off-Site Emergency
Planning” stated that the emergency planhing rule change in question “does not impose any
new requirements on production or utilization facilities; it only provides an alternative method to
meet the Commission’s emergency planning regulationjs. The amendmeqt therefore is nota
backfit under 10 CFR 50.109 and a backfit analysis is not required.’; 52 FR at 42084. Likewise,
when‘the Commission aitered its emergency planning requirements in 1987 to change the
timing requirements fqr full participation emergency exercises (a change that, as a practical
matter, could be expected to result in licensees’ modifying emergency preparedness-related
procedures to accommodate exercise frequency changes), it sfated: “The final rule does not
modify or add to systems, structures, components or design of a facility; the design approval or
“manufacturing license for a facility; or the procedures or organization required to design,

construct, or operate a facility. Accordingly, no backfit analysis pursuant to 10 CFR 50.109 is
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required for this final rule.” 52 FR 16828 (May 6, 1987). The instant proposed emergency
planning rule change is of a similar nature and sirhilarly does not involve a backfit.

It has been argued by at least one comnienter on the petition for rulemaking that,
although licensees are not directly burdened by the proposed rule, they would be indirectly .
burdened because they would feel called upon to explain the new poliéy to their customers. By
this logic, almost any Commission action that led an NRC licensee to issue a press release ‘
could be considered a backfit. Such a position would represent unsound law and policy. Here,
the burden of ‘public information on licensees or applicants, if any, appears de minimis. It
plainly does not rise to the level of the type of concrete burden contemplated by the
Commission when it enacted the backfit rule. It might also be argued that, if a State or local
government were to decide to stockpile and use Ki for the general public, it would undertake
interactions with the affected licensee to coordinate offsite emergency planning. Although this
could result in some voluntary action by the licensee to coordinate its planning, the pioposed
rule itself does not impoée any requirement or burden on the licensee. Accordingly, the
Commission concludes that the proposed rule, if adopted, wou%ii not impose any backfits as

defined in 10 CFR 50.109.
List of Subjects

10 CFR Part 50

Antitrust, Classified Information, Criminal penalties, Fi(e protection, Intergovernmental
relations, Nuclear power plants and reactors, Radiation protection, Reactor siting criteria,
Reporﬁng and recordkeeping requirements. |

For the réasons set out in the preamble and under the authority of the Atomic Energy
Act for 1954, as amended, the’Energy Reorganization Act of 1974, as amended, the National

- 46 -

i



Environmental Policy Act of 1969, as amendéd, and 5 U.S.C. 553, the NRC is proposing to

adopt the following amendment to 10 CFR Part 50.
PART 50--DOMESTIC LICENSING OF PRODUCTION AND UTILIZATION FACILITIES

1. The authority citation for 10 CFR Part 50 continues to read as follows:

Authority: Secs. 102, 103, 104, 105, 161, 182, 183, 186, 189, 68 Stat. 936, 938, 948,
953, 954, 955, 956, as amended, sec. 234, 83 Stat. 444, as amended (42 U.S.C. 2132, 2133, |
2134, 2135, 2201, 2232, 2233, 2239, 2282); secs. 201, as amended, 202, 206, 88 State.
1242, as amended 1244, 1246, (42 U.S.C. 5841, 5842, 5846).

Section 50.7 also issued under Pub. L. 95-601, sec. 10, 92 Stat. 2951, as amended |
by Pub. L. 102 - 486, sec. 2902, 106 Stat. 3123, (42 U.S.C. 5851). Sections 50.10 also
issued under secs. 101, 185, 68 State. 936, 955, as amended (42 U.S.C. 2131, 2235), sec.
102, Pub. L. 91- 190, 83 Stat. 853 (42 U.S.C.4332). Section 50.13, 50.54(dd), and 50.103
also issued under sec. 108, 68 Stat. 939, as amended (42 U.S.C. 2138). Sections 50.23,
50.35, 50.55, and 50.56 also issued under sec. 185, 68 Stat. 955 (42 U.S.C. 2235). Sections
50.33a, 50.55a and Appendix Q also issued under sec. 102, Pub. L. 91-190, 83 Stat. 853 (42
U.S.C. 4332). Sections 50.34 and 50.54 also issued under Pub. L. 97-415, 96 Stat. 2073 (42
- U.8.C. 2239). Section 50.78 also issued under sec. 122, 68 Stat. 939 (42 U.S.C. 2152).
Sections 50.80, 50.81 also issued under sec. 184, 68 Stat. 954, as amended (42 U.S.C.

2234). Appendix F also issued under sec. 187, 68 Stat. 955 (42 U.S.C. 2237).

' 2. In § 50.47, paragraph (b)(10) is revised to read as follows:

§ 50.47 Emergency plans.
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(b) * * * * *

(10) A range of protective actions have been developed for the plume exposure pathway
EPZ for emergency workers and the public. In developing this range of actions, consideration
has been given to evacuation, sheltering, and, as a supplement to these, the prophylactic use
of potassium iodide (KI), as appropriate. Guidelines for the choice of protective actions during
an emergency, consistent with Federal guidance, are developed and in place, and protective

actions for the ingestion exposure pathway EPZ appropriate to the locale have been developed.

Dated at Rockville, Maryland, this day of , 1998.

For the Nuclear Regulatory Commission.

John C. Hoyle
Secretary of the Commission

S
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COORDINATION:

The Office of the Chief Financial Officer has reviewed this Commission paper for resource
implications and has no objections. The CRGR has reviewed this Commission paper but does
not agree with the staff's no backfit analysis (see Enclosure 6). The Office of the Chief X
Information Officer has reviewed this Commission paper for information technology impacts and
compliance with the Paperwork Reduction Act and concurs in it. The Office of the General

Counsel has no legal objection.
RECOMMENDATION:

That the Commission:

1. Approve publication of the proposed rule in the Federal Register.

2. Note:

a. The proposed rule change would be published in the Federal Register for a

90-day public comment period.
b. Appropriate Congressional committees will be notified.
c. The Office of Public Affairs draft public announcement is attached (Enclosure 5).

d. The evaluation of a need for a backfit analysis was prepared by OGC. The EDO
accepts OGC's position that this rule change does not constitute a backfit under
10 CFR 50.109; therefore, a backfit analysis is not required.

e. FEMA has been provided with an advance copy of this rulemaking package.

William D. Travers
Executive Director
for Operations

Attachments:
Revised Petition for Rulemaking (PRM 50-63A).
SRM 98-061, dated June 26, 1998
Proposed Federal Register Notice
SECY 97-124
Draft Public Announcement
. CRGR comment letter dtd. October 23, 1998
cc w/atts:
SECY, OIP, OCA, OGC, CFO, CIO

LR SR SR

*Ses previous concurrence

DOCUMENT NAME:D:\JAMGOCHNODIDE\CPAPER.WPD
" OFC *DRAPM:PGEB *DRPM:PGEB “TECHED “DRPM:PGEB "
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DATE 10/10/98 / 198 10/20/98 10/21/98
OFC *DRPM:EPRP *AD:DRPM *D:NMSS : *0GC
, NAME CMilter JRos CPaperiallo IJGray "
DATE 10/10/98 10/121/98 10/20/98 10/21/98
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From: Harvey Brugger <HBRUGGER@GW.ODH.State. OH.US>

To: GATED.nresmtp("pgcrane@erals.com”)
Date: Thu, Dec 17, 1998 3:26 PM

Subject: KI supplier in Sweden -Reply -Forwarded
Peter,

~ In response to Ms. Hiatt's request, | am forwarding information to you
regarding our contacts with the Swedish company that provides Kl.
Twao letters are appended to this message directly. (They should also
appear as Wordperfect 6.1attachments in the mail forwarded to Ms.
Hiatt, which is also attached.)

Harvey

ATTACHMENT 1

From: <allan.skolfman@recip.se>

To: ODH_OMIS.DPM1(COSTROVE)

Date:  11/3/38 10:04am

Subject: - Potassium lodide -your e-mail dated october 30, 1998

Dear Ms.Ostrove,

Thank you very much for your above message which we duly have
taken care of. We would like to give you the following information:

1. Our product is registered in Europe.
2. All formal export rights from Sweden can be obtained.

3. In many countries registration is not a necessity as the
authorities have the responsibility for the storage and
the distribution of the tablets.

4. Potassium lodide tablets are generally not to be found at
pharmacies demanding a regular registration procedure.

5. Does the product have to be registered in the.United States as the
state of Ohio is having the rasponsibility for the handling of the product?
If so is the case we will arrange

for any authorisation needed, including the FDA. This may,

however, take a considerable time to accomplish and also be

. associated with costs.

6. The availabiiity of the product is totally dependent upon the volumes to
be shipped. Consequently we would like to have :
your input in order to present the most adequate answer to

you.

7. Pricing. This is also totally dependent upon volumes. However
below please fi nd our general price list.

100,000 packs (blister of 10 tablets) -USD 1.15 per pack
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8. Shipping costs. Generally we ars selling at Ex Works (Incoterms
1990). However we are always open for discussion. in order to facilitate
your ordering procedure.

9. Payment conditions. Generally Irrevocable Letter of Credit.
For US customers we may consider Cash on Delivery or Stand
by Letter of Credit. '

10. Ordering address:
RECIP AB ,
Branningevagen 12
120 54 ARSTA
Sweden

11. We have, as you may know, furnished not only Sweden with our
product but also other European countries as well as Latvia
and Belarus. A number of countries are just about to change from the old
200mg product to the new one of 65mg. A
positive interest has been shown from international organi-
sations.
. (4
12. As can be seen from our pamphlet our product does follow
the WHO recommendations. We can also guarantee a shelf-life
of up to 10 years. (Some of our batches have been tested
even up to 12-14 years). '

We hope that the above information will be of assistance to you.

if there are additional questions to be answered by us, please do not -
hesitate to contact us whenever you want.

Telephone number: Switchboard +46 8 8025200 direct +46 8 6025329
Telefax number: " +46 8 818703 " +46 8 6025302

We look forward to hearing from you.
With kind regards,

Allan Skolfman
Export Manager
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ATTACHMENT 2

MEMORANDUM

TO: Harvey B. Brugger, Supervisor
FROM: Dwain C. Baer, Health Physicist i1}
. SUBJECT: Potassium lodide [KI] Manufacturers

DATE: QOctober 30, 1998

R ENAARTEERXERETTEN RS FRETEENIESSEITDIRNNTRCORNRERARRN PR RY PN RR R R W0 RN I de sy

Based on the research conducted by Connie Ostrove and myself, the
only company which manufactures and distributes tablet Kl specifically
for use as a thyroid protection product is Carter-Wallace Laboratories,
located on Half Acre Road in Cranbury, New Jersey 08512,

Currant cost per case of 100 botties [fourteen tablets per bottle] is
$250.00 [17.8 cents per tablet]. This cost has increased over 80% from
last year, based on the anticipated increase of sales. .

Roxane Laboratories, located at 1809 Wilson Road in Columbus, Ohio
43228-8601, produces a liquid solution [abeled for use as an
expectorant. However, the Food and Drug Administration [FDA] has
approved this product for use as a thyroid protection method during a
nuclear power plant radiological release. Roxane has never produced
tablet K for use as an expectorant, or for use as a thyroid protective
methaod. ' o

Several other companies within the United States were researched for
thyroid blocking KI. However, all of the companies researched market K|
for expectorants of various bronchitis prablems only, and have not been
approved by the FDA for thyroid blocking usage.

A company in Sweden called Regj ningevagen, has provided a
cost estimate via e-mail. A pack of ten Kl'tablets can cost as much as
$1.15 per pack [11.5 cents per tablet] plus the cost of shipping to the
United States, and the cost of any authorization which may be required.

ce: Connie Ostrove, Librarian
R.A.S./KI File -



‘Date: Mon, 14 Dec 1988 13:00:09 -0500 .
From: Harvey Brugger <HBERUGGER@GW.ODH.STATE.OH.US>
To: susan.hiatt@hamradio.org
Cc: dbaer@GW.ODH.STATE.OH.US, rsuppes@GW.ODH.STATE.OH.US,
shelmer@GW.ODH.STATE.OH.US
Subject: Ki supplier in Sweden -Reply

Susan,

} am attaching two Wordperfect 6.1 documents. Since their preparation,
one additional contact with the Swedish supplier, Recip AB, indicates.
their disinclination to provide Ki tablets at any different dosage that they
currently manufacture. Howsever, this is not necessarily an impediment.
in fact, far purposes of public distribution, the Export Manager, Mr. Allan
Skolfman, indicated that the 85 mg size may be more useful. Their tablet
can be divided at score lines in order to comply with World Heaith
Organization recommendations for dosages to children,

On a cost basis, comparing the Swedish Product with the
Carter-Wallace product follows:

Carter Wallace Product
130:mg tablets packaged in a bottle of 14 tablets with a shelf life of 5

- years cost $2.50 per bottle.

Recip AB (Swedish) Product
65 mg tablets packaged in a blister pack of 10 tablets with a shelf life of

10 years cost $1.15 per package in the quantities contemplated.

if one were not contemplating the subdivision of a bottle or packet, then it
would be cheaper using the Swedlsh product to dispense one product
per person.

's.\ Yg
Emergency warkers and institutionalized are glven a ten day supply plus
extra tablets equivalent of a2 14 day supply. If a five day supply without
extra tablets would suffice, then they could be given one blister packet.
Even if they were given two packets, in order for them to take two 65 mg
tablets per day for 10 days, it would still be cheaper to use the Swedish

product.

On strictly a comparison of cost/mg/year, the Swedish product is also
cheaper: $1.77 E-4 versus $2.75 E-4

Harvey

Harvey

cc: GATED.nrcsmip("susan. hiat@hamradio.org")
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UNITED STATES
NUCLEAR REGULATORY COMMISSION

WASHINGTON, D.C. 20555-0001

March 3, 2000

Mr. Peter G. Crane
4809 Drummond Avenue
Chevy Chase, MD 20815

Dear Mr. Crane:

This is in response to your letter dated October 15, 1999, in which you raised issues regarding
the interactions between the Federal Emergency Management Agency (FEMA) and the U.S.
Nuclear Regulatory Commission (NRC). In addition, you asked several questions concerning
the NRC's efforts in dealing with potassium iodide (K1) policy making.

First, | do not agree that the NRC misrepresented FEMA'’s position on regional Ki stockpiles. In
a letter from FEMA Director James L. Witt, dated April 29, 1999 (Enclosure 1), to former NRC
Chairman Shirley Jackson, Commissioner Dicus, Commissioner Diaz, Commissioner
McGaffigan, and Commissioner Merrifield, Director Witt stated, among other concerns, that
FEMA did not support establishment of regional Kl stockpiles. Chairman Jackson’s reply
{Enclosure 2), dated June 15, 1999, included a statement that she was confident that the NRC
and FEMA staffs will be successful in resolving the Kl issue. The NRC’s responses to the post-
hearing questions reflected that NRC and FEMA were undertaking this effort and NRC’s belief
that the agencies would reach a successful outcome. The NRC never stated nor intended to
imply that FEMA had indicated any change in its position. As a result of Chairman Jackson's
letter to Mr. Witt and Commission direction to the staff, the NRC and FEMA staffs have been
meeting taidentify options for stockpiling Kl, consistent with the views of each agency.

On January 12, 2000, the NRC received a letter from FEMA, signed by Ms. Kay Goss,
Associate Director for Preparedness, Training, and Exercises. The letter reiterates the
concerns expressed by Mr. Witt in his letter of April 29, 1999. The letter also provided
comments on a predecisional final rulemaking package not available to the public, and we
cannot be more specific regarding its contents until these documents become publicly available.
We will place a copy of the FEMA letter and NRC response on the NRC website after they are
publicly available.

You also stated that the Commission withdrew draft “NUREG-1633, in the face of withering
criticism from the health departments of New York State and Ohio, and from me.” In the staff
requirements memorandum (SRM) dated June 26, 1998, the Commission stated, in part, “To
assist the State and local decision makers, the staff should submit its paper, ‘Assessment of the
Use of Potassium lodide (K!) as a Public Protective Action During Severe Reactor Accidents,’

for public comment. Staff is encouraged to submit the assessment in whole, or in part, to peer
reviewed journals for publication. Following receipt and evaluation of the public comments, the
staff should revise the paper, as appropriate subject to Commission review.” In conformance
with this directive (COMSECY 98-016, dated July 13, 1998), the staff announced the avallabnllty
of NUREG-1633 in the Federal Register and solicited public comments.
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By the end of September 1998, the staff received about 80 comment letters from individuals,
organizations and States. All comments received on draft NUREG-1633 are attached for your
information and review (Enclosure 3). In an SRM dated September 30, 1998, the Commission
directed the staff to withdraw draft NUREG-1633, and “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.”
The staff is currently developing an updated NUREG-1633 that conforms to the direction of the

SRM.

You also raise the issue of a staff apology at the Commission meeting held on November 5,
1997, regarding the accuracy of the information upon which the Commission’s policies on Kl
are based. The meeting transcript pages addressing this issue (Enclosure 4) show that, in
response to a specific question, the staff requested that the record reflect correction of an error
in one statement in @ Commission paper, dated June 16,1997 -- SECY-97-124, “Proposed
Federal Policy Regarding the Use of Potassium lodide After a Severe Accident at a Nuclear
Power Plant” (Enclosure 5). The statement mistakenly implied that FEMA [where correctly it
was the NRC] was the primary Federal regulatory agency [on KI] that did not support the
purchase and stockpiling of Kl by the Federal government.

Another issue you raised concerned the cost of KI. The basis for the cost figures presented in
our Congressional response is described in Attachment 2 to SECY-97-124 (see Enclosure 5)
and updated in SECY-98-264, dated November 10, 1998 (Enclosure 5a). At this time, the U.S.
Food and Drug Administration (FDA) is reevaluating its 1978/1982 Kl guidance. If FDA
proposes Kl dosages other than the current ones (130 mg per day for adults and children over
1 year old), the cost for Kl could change. It is not practical or possible at this time to provide an
exact total cost of KlI. You also raised a question regarding the staff's representation of these -
costs. All costs presented refer to the annual costs for purchasing K. In the situation where it
was assumed that all of the potential purchases of Kl occurred in one year, that total cost was
attributed to one year, consistent with budget implementation. Even if the cost did not recur for
10 years, the cost per year is still the total amount for the first year, zero cost for the next nine
years, with the total cost occurring again in the tenth year.

Notwithstanding these limitations, the cost of Kl tablets when purchased in large quantities’
(greater than about 500,000 tablets) was estimated. As you stated, a Swedish firm offers Kl in
bulk at 6 cents per pill, with a stated 10 year shelf life. The Swedish company, RECIP AB,
provided costs that ranged from 11.5 cents per tablet for 1,000,000 tablets to 6 cents per tablet
for 50,000,000 tablets. It should be noted that these costs are for 65 mg tablets whereas the
current recommended FDA Kl dosage for adults and children over 1-year old is 130 mg Kl per
day. The cost per 130 mg dose is twice the cost per tablet stated above and would therefore
range from 23 cents to 12 cents per 130 mg dose. Additionally, this cost does not include
shipping nor any costs associated with RECIP AB obtaining FDA approval of this Ki product. In
the United States, we have located two companies advertising Kl tablets on the internet for
purchase by the general public that have received FDA approval. ANBEX charges $10 per
package of 14 Ki tablets (130 mg dose) plus $4.00 for shipping up to 10 packages. The shelf-
life is stated by ANBEX to be “indefinite.” Based on the staff’s informal inquiry to the company,
it was indicated that the cost could be reduced to about $2.50 - $2.60 per package of 14 tablets
in quantities of about 1,000,000 tablets, resulting in a cost of about 18 cents to 19 cents per
tablet. Carter-Wallace Laboratories sells Thyro-Block Tablets, a 130 mg Ki tablet. The tablets
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are sold in a 98-day supply (98 130 mg tablets) for individuals at a cost of $42.95 or in a case of
100 bottles of 14 130 mg K tablets per bottle for $560. This is about 40 cents to 43 cents per
tablet. Itis estimated that purchasing a million or more tablets at a time could get the price

down to about 20 cents per tablet.

You also requested that NRC provide an accurate account of the actual expended costs of
studying the Kl issue. In our answer to the hearing question, we estimated that our spending to
study the Kl issue exceeded $2.6 miillion in period from October 1989 to August 11, 1999. The
precise sum for the individual items listed came to $2.64 million. The response to the hearing
question 16(B) represents the staff’'s best estimate of costs associated with the Kl issue over
the last 10 years (1989 - 1998). On the basis of the records available from our internal work
tracking system, the staff was able to determine the cost of preparing the cost-benefit study
entitled, “An Analysis of Potassium lodide (Kl) Prophylaxis for the General Public in the Event of
a Nuclear Accident” (NUREG/CR-6310) and the number of NRC full-time equivalent (FTE)
positions associated with its publication. In addition, the cost associated with the KI rulemaking
was determined with the aid of the internal tracking system. The cost to the NRC for providing
travel funds to State members of the group preparing and reviewing the document,
“Assessment of the Use of Potassium lodide (Kl) As a Protective Action During Severe Reactor
Accidents”, draft NUREG-1633, in December, 1998, and March, 1999, totaled about $9,100.
Other Kl activities involving offices and regions were not captured here because they did not
necessarily have a specific tracking number referencing Kl efforts over the 10-year period being
evaluated. Furthermore, all Commissioner and management involvement is considered
“overhead” with no specific reference to projects. Therefore, on the basis of a review of the
records to the extent possible and discussions with principal staff members, the staff estimated
that approximately 5 FTEs of lead technical staff time (through 1999) and 3 FTEs of lead
coordinator time were expended. The other 12 FTEs represent the sum of the following
estimates: (1) the management overhead cost at 0.2 FTE per year, subtotal — 2 FTE; (2)
direct staff (other than lead staff), for example, development of the staff’s technical reports on
Kl (for example, various versions of draft NUREG-1633), and Commission correspondence, at
0.8 FTE per year, subtotal — 8 FTEs; (3) technical staff assistance with reviews of reports,
meetings with the Federal Radiological Preparedness Coordinating Committee and FEMA, and
correspondence review at 0.2 FTE per year, subtotal — 2 FTE. These estimates result in the
total of approximately 20 FTEs, which was provided in the response to question 16(B). It
'should be noted that the management overhead cost estimate is somewhat uncertain and could
be higher than 0.2 FTE per year but the staff does not have a basis to make a better estimate.

In addition to NRC staff and its contractors, it is important to note that other Federal agencies
have also expended FTEs and incurred other costs associated with Kl, together with the efforts
expended by States and local governments. None of these costs for work on the Kl issue by
government entities outside the NRC have been included in the staff's estimates noted above
(with the exception of the state travel cost reimbursement stated above).

You also asked, “Who must consider Kl under the proposed rule?” The proposed rule is
directed principally to States and local governments, the entities with the important role to
determine the appropriateness of the use of Ki for their citizens, calling on these governments
to ‘consider’ Kl as one of the elements of their offsite emergency planning.
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| hope this addresses your concerns.

Sincerely,

William D. Travers
Executive Director
for Operations

Enclosures:
1. Letter to NRC Commission fm J. L. Witt, FEMA
dtd April 29, 1999
2. Letter to J. L. Witt, FEMA fm Chairman S. Jackson, NRC
did June 15, 1999
Comments on draft NUREG-1633
November 5, 1997 Meeting Transcript Pages '
NRC SECY-97-124, dtd June 16, 1997 - Proposed Federal
Policy Use of Potassium lodide after a Severe
Accident at a Nuclear Power Plant '
5a. NRC SECY 98-264, dtd November 10, 1998 - Proposed Amendments
to 10 Cfr 50.47; Granting of Petitions for Rulemaking (Prm 50-63 and
50-63a) Relating to a Reevaluation of Policy on the Use Of Potassium
lodide (Ki) after a Severe Accident at a Nuclear Power Plant
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