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Dear Mr. Hoyle: (GUFR 5835¢)

Enclecsed, for inclusion of the docket on my petition for rulemaking, are two
documents. The first is a statement that J submitted to the New York State
Radiological Health Committee on November 15, 1997, The second is a response
to a request from Mr. Roger Suppes, Chief of the Bureau of Radiation
Protection in the Ohio Department of Health, for f2edback on issues and
concerns identified by participants in a meeting on Ki that was held in
Painesville, Ohio, on October 28, 1997 I would like these to be considered
additional comments on the petition and the amendment to the petition filec

me on November 12, 1997. As in (he past, these were prepared at home,

own time, using my own materials, et

Thank you.

Sincerely,
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STATEMENT OF PETEP CRANE
submitted to the New York State Radiological Health Advisory Committee
Meeting on Potassium lodide (KI)
November 21, 1997

1 appreciate the opportunity to submit a statement *o this Committee's
meeting on the radiation antidote potassium iodide (KI). I do so in my private
capacity, as an interested citizen, not in my official capacity as Counsel for
Special Projects at the U.S. Nuclear Regulatory (rmmission. I do not speak fo:
the NRC or the U.S. Government.

This Committee recognizes, as the letter announcing the meeting made
clear, that the threshold question about KI is medical: whether it is desirable
as a public health matter to have KI on hand. Put another way, do the health
benefits of the drug outweigh the health risks associated with its use? Only if
the answer to that medical question & "yes" is it necessary to go on to address

the logistical issues of where it should be stockpiled and how it shouid be
distributed.

Current Federal polic'* on KI uses strong words -- "not worthwhile" -- to
discourage stockpiling and use of the drug. That policy was put in place in
July 1985, ,ust months before the Chernobyl accident. Since that time, we have
a wealth of new information that illuminates bnth the effects of a major nuclearn
accident on human health, especially the health of children) and the safety and
efficacy of KI in such an accident. Nevertheless, the opponents of Kl continue
to assert that there is "no new information" or "no new data" that would
challenge the 1985 policy.

The physicians here today will have addressed the upsurge of childhood
thyroid cancer in Belarus, Russia, and Ukraine since 1991; the Polish
experience with KI following the Chernobyl accident in 1986; 'nd the
implications of those developments for the United States. I am not a physic
and would not presume to offer any medical advice to a committee of heaith
experts except what comes from my own experience as a patient,

My patient's-eye view is that thyroid cancer, notwithstanding that it is
usually curable, can be a very nasty disease. Fatality rates are not the only
measure of whether an iilness is serious and worth preventing. You also have
to look at the impacts on the quality of life. By that standard, thyroid cancer
is significant both for the patient and the family, especially when it recurs.
The process of treating it can be an ordeal, in part because of the need to take
the patient off medication and induce weeks of hypothyroidism, which means
being exhausted, weak, and cold. Moreover, any cancer is frightening, and

' This point may seem obvious, but for years, opponents of KI stockpiling,
putting the cart before the horse, have argued that the logistical problems of
getting KI to people in an emergency would be so insuperable that the decision
should be made against stockpiling without ever reaching the question of the
likely medical benefits of using the drug.




that takes an emotional toll as well.

There are, of course, many kinds of cancer (and many other diseases as
well) that are statistically more dangerous than thyroid cancer, and that impose
much greater burdens on the average patient., But that is irrelevant. The
guestion is whether this disease is sufficiently dangerous and burdensome to be
wor*h preventing, if prevention can be achieted with a dime's worth of
medication. I would answer that question "yes," and so would my family.

You may be asking why anyone should feel it necessary to belabor the
point that thyroid cancer is a serious, non-trivial illness. The answer is that
too many states -- states where decisions on radiation protection are made by
bureaucrats without the benefit of medical expertise -- seem not to know that
Just last year, for example, the Federal Emergency Management Agency held a
meeting on K1 at which the representative of a state with a population of about
12 million offered @y one reason why his state saw no need to stockpile.

Loss of the thyroid," he said, "is not life-threatening.’

Try telling that to Ser.ator Tom Harkin of Iowa, who lost a brother to

ancer last year,

1

In a narrow, te \ | sense, however, the state official I quoted was
correct. Loss of the thyroid is not life-threatening in itsel Neither is loss of
a breast, for that matter. But the cancer that ses lose your thyroid

your breast can take your life, and it is a grave disservice to the public t
ly otherwise
If many states are ii -informed about thyroid cancer and other radiogenis
thyroid diseases, it is in large part because the Federal Government has done
such a poor job, over the past 15 years, of giving them the information they
need. In my petition for rulemaking and clsewhere, 1 have described how the
urrent Federal policy on KI was grounded in misinformation provided to the
NRC Commissioners and the public some 14 years ago. But all that is history.
At this point, 1 would like to look forward, not back, and rather than
concentrate on the errors of the 1980's, make sure that the Government does
the right thing today.

The first thing the Government must do is to learn to speak clearly and
straightforwardly on the KI issue. That means calling things by their right
name, not using euphemisms or generalities that obscure from the states and
the public the information they need.

For example, on July 1 of this year, the NRC announced that the
Commissioners had decided to support a proposed new policy that would make
supplies of KI available, paid for by the Federal Government, to any state that

asked for it. That was major progress. Unfortunately, however, the press

release on the NRC's decision never used the word "cancer" to explain what KI

: il

does, but instead referred in general terms to "thyroid diseases
the availability of KI without mentioning cancer is like announc

3 ¢ uncing
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availability of Sabin vaccine without using the word "polio." If you want states
and the public to become aware of a public health issue and do fomething about
it, you have to be a lot more direct than that.

The proposed new .ederal policy has yet to be put in place. A number of
federal agencies are involved in the decision, not just NRC. Assuming they can
rrive at a decision, a Federal Register notice will be issued, sooner or later.

But the process is painfully slow. It has been more than a year since an
interagency committee, the Federal Radiological Preparedness Coordinating
Committee, voted to recommend that the Federal Government buy KI for those
states that wanted it, and almost five months since the NRC Commissioners
voted to endorse that recommendation. To date, however, no Federal Register
notice has been published, the public and the states have received next to no
information about these votes from the Federal Government, and officially, the
status quo remains unchanged.

For the present, thereiore, the official U.S. Government policy on KI is
still the one adopted in 1987, nine months before Chernobyl. Its use of the
words "not worthwhile" with regard to Kl is based upon what purports to be a
cast-benefit analysis. This analysis measures the cost of KI against the cost of
curing "thyroid nodules," and concludes that instead of spending money on
prevention -- cheap as prevention would be ~-- it would he even cheaper for

society to put its resources into curing the thyroid disease if and when it
cocurs.

Let me interject at this point what I mean by prevention being cheap.
The NRC staff calculated in 1994 that stockpiles sufficient for the vicinity of all
nuclear plants would cost a total of $100,000 to at most a few hundred thousand
dollars. That is for the whole country. The NRC staff also calculated that 2!
that rate -- about $1100 for the average plant -- it would be cheaper to buy
stock; es than go on studying whether to do so. Isn't that the definition of a
"no-br iner"? Only in Washington would we spend more money studying

whether a medicine to protect our children is worth buying than the medicine
itself would cost.

To return to the cost-benefit approach underlying the current policy,
because it is based exclusively on econon.ics, mechanistically balancing dollars
for KI pills against dollars for medical bills it does not take into account the
possibility that people might have reasont er than saving money ior
preventing cases of disease. The policy s the old adage about an ounce of
prevention being worth a pound of cure and turns it upside down.

Eleven years after Chernobyl, it reflects little credit on our Government
that this approach, of treating the disease after the fact rather than spending a
tiny sum on prevention, should still be the basis of our policy for dealing with
radiation-caused thyroid cancer. The result is that today, children in other
countries, from Japan to Poland and from Canada to Switzerland, have a
protection that American children don't have. In the United States,
unbelievable as it sounds, we have KI to protect the sharks at Sea World but




not the children who come to see them.’

All over the world, countries know that if you are serious about being
prepared to protect the public in nuclear emergencies, you should have three
arrows in your quiver. Those are: (1) evacuation, which is the ideal
solution -- when it is feasible; (2) sheltering, which means taking cover; and
(3) potassium iodide. Having all three options gives you the flexibility to
choose among them, or use them in combination, depending on the particular
circumstances.

If you can evacuate the entire population before the radioactivity arrives,
and don't need to use KI, so much the better. But in the real world, bad
weather, congested roads, or changing winds can make a full evacuation
impossible. In that case, it's better to be safe than sorry.

The French, Germans, Swedes, Slovaks, Austrians, Russians, Japanese,
Canadians, and many more, all know this, and they stockpile KI. It's cheap

enough, at about 10 cents per person protected, that the Poles keep 90 million
doses on hand.

Let me ernhasize that 1 am not an alarmist about nuclear power, any more
than are Senators Joseph Lieberman and Alan Simpson, who wrote to the NRC in
1994 to urge it to embrace KI stockpiling. I think that a major release is
unlikely, because, generally speaking, our plants are well built and well run.
But we have emergency planning because we know that accidents can happen,
and that their conseqguence~ can be serious. If we are going to have emergency
planning at all, it might as we | be done right. 1 have often compared KI to the
lifejackets on a ferryboat. Ferryboat accidents are very rare, and if one does
occur, it is better to be evacuated in a lifeboat than to jump into the sea in a
lifejacket. But in the real world, the unexpected happens, so we have lifeboats
and lifejackets. We know that there is no incorsistency between the two:
there is nothing about having lifejackets as a backup protection that could
interfere with evacuation by lifeboat. So we don't do fancy cost-benefit
analyses, we don't study the issuc for 15 years, we just do it, because it would
be reckless and irresponsible not to.

Last December, when the Maine Advisory Commission on Radiation voted
unanimously to support stockpiling, one of its members explained his vote in
these words: "Ten years from now, if we have a release, I would rather say
that we erred on the side of conservatism, knowing what we know." I think he

' The 8-year-old daughter of Charles Pond, the director of Tennessee's
program, having somehow learned that sharks in captivity require KI for their
health, persuaded her father that as the state's KI reaches the end of its shelf
life (5 years), it should be donated to Sea World, where it is added to the
sharks' water. See her father's statement at p. 57 of the transcript of the
public meeting on KI held at FEMA on June 27, 1996. Young Ms. Pond's
accomplishment was written up in the "Kids Did It!" section of a recent issue of
the children's magazine, "National Geographic World".




hit the nail on the head.

If the case for Kl is as compelling as I have suggested, the question may
bhe asked, what are the arguments against it? The arguments one hears against
KI fall into two classes. First, there are those that are just plain invalid -~
factually incorrect. The second are the objections that although they may be
factually correct -- for example, that evacuation is generally the best option --
are sti’”” -0t a good reason to be without KI stockpiles.

. will start with the wholly specious arguments, which number six.
1. "There is no new data challenging existing policy."

I have dealt with that above.
2. "Loss of the thyrold is not life-threatening.”

This issue also I have dealt with above. Thyroid cancer can be life-
threatening, and Chernobyl-related disease has already claimed a few lives
among children in the former Soviet Union. But even if it were true that
thyroid cancer is never fatal, who says a disease has to be life-threatening to
be worth preventing? That's not the standard we use when we have our kids
immunized against mumps, measles, and chicken pox.

3. "KI is not cost-effective."

KI is an insurance policy -- backup protection in case of certain events
that are unlikely but have serious consequences when they do occur. Is it
"cost-effective"? The problem with framing the issue that way is that if by
"cost-effective” you mean "likely to pay for itself over tine," no insurance
policy meets that test. The insurance companies would all be bankrupt if they
didn't take in more from the average buyer than they pay out. Rational
people, when deciding wh sther insurance is worthwhile, don't ask whether it is
sure to pay for itself, but whether it provides valuable protection at a
reasonable cost. Stockpiling of KI meets that test.

1 should add that in 1992, the NRC commissioned a revised cost-benefit
analysis. Whereas the old analysis had found an extremely high ratio of costs
to benefits, the new study found that the costs and benefits were very close -
about 2 to 1 -~ for the population within a 5-mile radius of reactors. Moreover,
there is an errsr band of plus or minus two orders of magnitude when you are
talking abou’ the probability of severe accidents. Thus by the NRC's own
calculations, KI might actually he cost-effective by a factor of 50 for close-in
populations.’

' Sometimes, even today, .ae opponents of KI will assert that there has
been "no new information significantly challenging the basis of the 1985 policy,”
or similar words. What that means, when parsed out, seems to be this: that
the cost-benefit analysis of the 1980's showed KI to be non-cost-effective; that



4. "XI could complicate evacuation."

You sometimes hear the argument that KI will diminish safety in an
emergency, because people will ignore evacuation orders and go looking for Kl
instead. That's very farfetched. I . fact, if you wanted to encourage
evacuation, you might want to tell pople over radio and television that when
they get to the evacuation ce...er (hey will be checked out medically and given
3 medicine, potassium iodide, that will help protect them against radiation. And
you add that this drug will not be available locally. So KI should not be a
hindrance to an orderly evacuation; it might even be an incentive.

The best data on side effects comes from the Polish experience after
Chernobyl, which is documented in a medical journal article co-written by Dr.
Janusz Nauman, a Polish health official, and Dr. Jan Wolff, an NIH scientist.
The Poles gave out 18 million doses. Two people were hospitalized, briefly.
Both of them had known jodine al'ergies and took the drug in spite of being
warned not to. Our own FDA says the benefit outweighs the side effects. The
doctors of the American Thyroid Association were well aware of the side effects
issue when they unanimously endorsed stockpiling in November 1996,

In addition, an NRC ctaff document issued in 1995' cites a study which
looked for adverse reactions in people who took cough and cold medications
containing the drug. It reported that "for the most current data involving 38
million equivalent doses of KI consumed, there were no reports of adverse
reactions.” [Emphasis in the original. ]

6. "KI could increase a state's risk of liability."

Distribution of KI would teke place only after an advisory from the
federal government that .t was appropriate. In that situation, with a state
following federal directives »n2 doing the best it could under emergency
conditions, who would find a state liable? 1f 1 were a state, I would be much
more worried about the consequences of not having a KI stockpile, given all
that is known about the drug's value. If ever there were an accident, and it
turned out a state had no KI to give out because it had taken its medical advice

the reanalysis still showed KI to be non-cost-effective (though by a much
narrowe. margin); and that accordingly, there has been no change. This kind
of verbal sleight-of-hand creates the false impression that the Government has
not learned anything casting doubt on the basis of the 1985 policy.

‘ Nuclear Regulatory Commission: An Analysis of Potassium Iodide (KI)
Prophylaxis for the General Public in the Event of a Nuclear Accident
(NUREG/CR~-6310, February 1995). Prepared by S. Cohen and Associates, Inc.
and Scientech, Inc. for the NRC.
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from lobbyists instead of doctors, that would be the time to worry about
liability .

The following are eight arguments that are factually accurate, wholly or
in part, but still are not persuasive reasons to forgo stockpiling.

7. "Evacuation is preferable."

The most common argument against Kl is also the most meritless: that
evacuation is better, so we don't need KI and shouldn't even have it iround as
a precaution. The problem is that evacuation isn't always feaecible. The NRC
and FEMA have never claimed it was. KI is backup protection -- Plan B -~ for
those situations where evacuation cannot be completed in time to avoid a
substar *ial radiation dose to the thyroid -~ for example because of adverse
weather conditions, blocked roads, or widely dispersed radioactivity. Also,
people may be exposed to radiation while they are evacuating -- automobiles
don't afford much protection.

Moreover, it is not an either/or proposition. You don't choose between
backing evacuation and backing stockpiling of KI; you do both. The question
is whether you have three weapons in your arsenal -- evacuation, sheltering,
and KI -~ or only two, in a situation when the third weapon costs only a
pittance.

8. "Big accidents are unlikely."

It is true that big accidents are unlikely. Generally speaking, a
combination of good design, good operation, and good reguation makes
American nuclear reactors quite safe. But there is a big difference between
saying that accidents are unlikely and saying that they cannot happen. If we
could be sure that accidents would not happen, then all emergency planning --
sirens, drills, and the like -- could go out the window. The cost of KI is a
drop in the bucket by comparison to what is already spent on emergency
preparedness. The reason we have sirens and drills and the rest is that we
know that accidents can happen. (So can acts of terrorism.) If we accept the
idea that emergency preparedness makes sense, then our preparedness ought to
be first-rate, not second-rate.

9. "KI protects only one organ, whe.eas evacuation protects the whole body.”

This is true, but nevertheless is not a valid reason to forgo stockpiling
of KI. Evacuation is certainly the preferred protective action, when it is
feasible, and when it can be accomplished in such a way as to avoid any
expocure to raduuon But thu may not always be the case. Tho m_p_{

400—R 92-001 pubushed by the Envtronmental Ptotecdon Agency m May, 1992,
makes clear that evacuation may be constrained by weather, floods, and road
conditions. Moreover, there may be a danger to the public duriag an
evacuation, since automobiles offer little shelter (about 10% protection). Thus
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although potassium jodide protects only the thyroid gland, it can, when used in
conjunction with sheltering, make evacuation unnecessary, thereby averting the
risk of radiation exposure during evacuation.

The EPA Manual thus makes plain that choosing evacuation over
sheltering during a radiological emergency does not mean zero radiation risk to
the evacuees; on the contrary, it may sometimes mean higher radiation doses to
the public, with pregnant mothers and their children at greatest risk of all.

On this last point, the Manual explains that the particular danger to the unborn
child is a risk of serious mental retardation so high, especially when the
exposure occurs between the 8th and 15th week of gestation, that "induced
abortion" may be indicated for any expectant mother who receives more than a
relatively small dose of radiation (10 roentgen).’

Furthermore, the Manual makes clear that in a major accident, the dose to
the thyroid may well determine whether the EPA Protective Action Guidelines
are reached, and officials therefore have no choice but to evacuate. If people
can be provided with KI while they shelter, and their thyroid dose thereby
minimized, evacuation may be unnecessary, and the whole body dose that they
would receive during evacuation can be averted.

Thus while it is true that KI protects only the thyroid, having the KI
option may make it possible to avert the whole-body doses that would be
received during evacuation. All the above makes plain how desirable it is for
decisionmakers to have the gption of giving out KI. Without stockpiles, this
option as a practica' .atter does not exist.

10. "Public confidence in the technology could be affected.”

That is a quotation from an industry "White Paper"” on KI that was sent to
the Nuclear Regulatory Commission in 1993. The same argument could be made
to assert that we shouldn't have containments or emergency core cooling
systems at nuclear plants, since both of those structures might remind people
that accidents can happen.

You don't hear the ferryboat operators complaining that having lifejackets
on board will diminish confidence in ferryboat technology. If I were the
industry, I would be embracing KI, and making the point that even though it is
very unlikely that it would ever be needed, the industry is committed to
ensuring that Americans are protected to the highest standard in the world.

11. "The logistics of distribution need more study."

The opoonents of KI stockpiling sometimes try to change the subject from

' See pages B-11, B-18. To avoid misunderstanding, let me stress that
EPA is not recommending abortion for pregnant women exposed to these levels
of radiation, it is just reporting what the extensive journal literature on the
subject says.



whether KI is a valuable protective measure an argument they know they will

lose) to the logistics of delivering the drug in an emergen~y T'he idea is t

make the delivery of KI sound just impossibly complucated, so as to put off,

preferably forever, the question of whether it makes sense to have the drug

all. This is the cart-before-the-horse argument 1 referred to earlier. Those

arguments were made at the June 1996 meeting at FEMA, and answered by D1

Jacob Robbins of the National Institutes of Health, speaking for the American

Thyroid Association. He observed that there were two issues: whether to

stockpile KI, and how to deliver it to people in an emergency. He said:
You're sort of asking the question: Which should come first

you remember back to the Three Mile Island incident, there was

stockpile. It was requested. With a great deal of difficulty, in

rather inadequate way, it was finally made available, And it was

ready to be used but with a delay. I think we have to think of

both aspects. And what the American Thyroid Association has said

18, create the stockpiles, have them available, and then have

expert gr < ping the mechanisms of h to distribute this

in time of

This is an argument you he yigain and again at the federal level.
Federal Government has been giving » inaccurate and incomplete
information about KI for 15 years, and it is small wonder that many states
therefore believe that KI is undesirable. nce states begin to get full and ug
to-date information about XI, their attitude toward stockpiling is likely t
change, as Maine's did. Nevertheless, you still find some in the Fedoral
sovernment touting surveys chat were nducted several years ago, bef

ates had even begun t« cus on the Kl issue, for the proposition

ff ng the drug to the states because they would n
accept it if it were offered.

"People can buy it for themseives.

The argument can be made that people are free to buy the drug for
themselves, and that the states and the Federal Government should not be
involved. First, the drug is unlikely to be available locally. Second, people
will know to buy the drug only if the authorities accept the obligation of
informing them. It would probably be cheaper to buy a stockpile than t«
on the task of telling people that they should consider buy

emergency, some people -- such as schoolchildren -- will not be at home.

il 110N

ing it. Third,

A AL
Fourth, do you really want to say that f he people who didn't have the
foresight or money to buy the drug h ] y

b 1

ieave | UL

+

at they are free t«

better health policy t
t

population in time
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14. "Because the Federal Government has recently decided to stockpile Kl in 27
cities for acts of nuclear terrorism, states and localities can rely on |

the
Covernment's stockpiles in an emergency, and need not consider stockpiling in
the vicinity of nuclear plants."

The shift in U'.S. policy by which KI will be stockpiled for terrorist
events is a good thing, insofar as il represents a recognition that KI is
valuable in radiological emergencies. If it is valuable for emergencies caused
by acts of terrorism, then it is also valuable for emergencies caused by
accidents. But these terrorism stockpiles are likely to be very limited in size -
- a few thousaad pills -~ and in any case, we are talking about a medicine
whose value is entirely dependent on time. Administering the drug before the
exposure to rediation is better than after, one hour after is better than two
hours after, and so on. Thus it makes sense to have the drug close at hand,
and to have plans in place for its use, for if there is one thing we know about
emergencies, it is that planning ‘s always preferable to improvised, ad hoc
responses.

In conclusion, Americans have a right, where nuclear hazards are
involved, to expect their Government to ensure both that they are protected
adequately and that they are given accurate and complete information. In the
case of potassium iodide, the Government has so far done neither. As a result,
though American children should enjoy radiation protection second to none,
today they do not.

I hope the day will soon come that che Federal Government meets its
responsibilities both to protect and to inform the public, where radiation and
thyroid cancer are concerned. Until that day comes, states must rely on their
own expertise, and on the expertise of those whom they consult, and decide for
themselves how best to protect their citizens, especially the youngest ones.

Attachments:
Letter from Senators Joseph I. Lieberman and Alan K. Simpson, April 20, 1994
Letter from Dr. Jacob Robbins, July 8, 1996
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April 20, 1954

The Honorable Tvan Belin
Chairman

U.8. Nuclear Regulatory Commission
Washington, DC 230555

Dear Chairman Selin: °

We are writing to urge the Nuclear Regulatory Cosmission
(NRC) to revise its current policy regarding the avallability and
use Of potassium jodide (XI) in the event of an anergancy at @
nuclear power plant.

The NRC's current policy is that state and local goveraments
should consider stockpiling KI for amergancy use by amargancy
workers and institutionalized persons, but not for the general
public. This policy was established in the asarly 1960's. Since
that time, however, new information has arisen and additional
experience has been gained on the costs and benefits of the
prophylactic use of KI by the general population. We believe
that this new information and experience requires a newv approach
tO this issue.

It 18 wel -established pcientifically that XI is exctramely
effective in preventing the uptake of radicactive iodine by the
thyroid. If taken in the proper dose Prior to exposure to
radiocactive iodine, XI can completely block the uptake of the
readicactive iodine.

The distribution of XI to the genaral population iz the
evant ©f & nuclear emergency is a widely sccepted protectitva
Wassure. The World tealth Orgsnization har recusmended its use
for people living near a nuclear powar plant if radiaticon levels
4re expected to excesd a predetermined dose. A numbar of foreign
governments--including the Unitec Kingdom, the Csech Republic,
Pwitzeriand, Canadian provinces with auclesar power plante, and
the formar Soviat Union--stockpile KI for distribution te and use
by the general public in the svant of a nuclear energancy. In

*the U.5., three states--Alabama, Tannessee, and Arisons--have
pPians to distribute or already have distributed KI te pecplie
diving near cae Or mOre nuClear power piants within those states.




A recent cost-benefit study of this issus conducted for the
NRC indicatesr that the Costs of stockpiling KI for pecple Wwho
1iva within five miles of & suclear power plant are ninimal--
Spproximately ten cents PeI Parson par year. This means that for
& typical population of 10,000 pecpie livia within five miles of
& nuclear power plant, it would cost apprux!ultulv 1,000 to make
KI available for distribution. The MmC staff projects that *“a
SOst of stockpiling KI for GVaryone in the country withim 3
Riles of 2 nuclear POwar plant would be on the order of save. .
bundred thousand dollars PAr year. This is only & small fraction
©f the expanses slready spent on amergency planning. As the RRC
Staff has noted, *(closts in this range presant no significant
barrier te sLockpliling and are probably less than the oost of the
coatinued studies.*

fome concern has been expressed cthat public educaiion on the
use of KI may result in a potentially significant negacive public
Perception. Kowever, no evidence has been provided that any of
tre existing policies in other nations or ir the States that
provide for the use of xI by the general population has caused
&ny undue panic or ADpPrahansion to the ganaral public. Moreover.
the federal! government has & moral responsibility teo provide the
Public with complete and accurate information regarding the Tisks
from federally-licensed Gctivicies end ways in which those risks
may be reduced.

in sum, therefore. kI ran be an extremely effeccive
countermeasure to prevent damage te the thyroid in the evant cf a
radiclogical amergency. It Can also be made availadble for the
general population living near & nuclear power plant for alnimal
COBLE. The NRC should revise its policy te provide this
additional potential Protective moasure for nuclear anergency
planning.

We thank you for your time end consideration.

Alan X.“simpson J Ph I. Lieberman
RANking Ninority Memder irman

fubcommittee on Clean Air Subcommittes on Clean Air
And Nuclear Regulation end Nuclear Regulation

fincerely,




WWM Health Service
\ National Institute of Diabetes

and Digestive and Kidney Diseases Sedional Inatitutes of Health
Genetics and Biochemistry Branch SR Soyte e
Bldg 10 Room 8N315
10 CENTER DR MSC 1766
BETHESDA, MD 20892-1766
301-496-5761
FAX 301-402-0387

8 July 1996

William F. McNutt, Chairman

Federal Radiological Coordinating Committee
Ad Hoc Committee on Potassium lodide
Federal Emergency Managemont Agency
Washington, D.C. 20472

Dear Mr. McNutt,

I very much appreciated the opportunity to participate in the

27 June meeting to consider stockpiling KI. I want to thank you for
conducting an interesting and well run meeting, and also to reinfource
my wish that those of us who recommended stockpiling convinced
your committee that this is long overdue. The reasons are clear
enough:

1. The Chernobyl experience has shown us that thyroid cancer is
indeed a major result of a large reactor accident, even when
evacuaton is carried out;

2. The Polish experience has shown us that large scale deployment of
Kl is safe;

3. The Three Mile Island experience has shown us that ii is not easy
to obtain a good supply of Kl in an emergency;

4. Th.a shelf life of properly packaged KI is extremely long;

3. The advantage of having a supply on hand for immediate use far
outwdgls its moderate cost;

6. The problems attendant on predistribution are immaterial for the
matter of creating a stockpile;

7. No one questions the ability of KI to protect the thyroid from
exposure to radio iodine. : :

8. Even though KI administration before any exposure is ideal, the
Cherncbyl experience also has shown us that the exposure can



continue for days; institution of KI blockade at any time in this
period is beneficial.

I sincerely hope that the subcommittee has been convinced by these
arguments, and that the full comunittee will now devote its effort to
creating one or more stockpiles and to developing the methodology
for rapidly distributing the KI to a region where an accident is
imminent or has already taken place.

I should add that the forgoing presents my personal opinion. 1
represent myself and the American Thyroid Association in this
matter, but not the Public Health Service.

Sincerely yours,

e, Y e

Jacob Robbins, M.D.
Scientist Emeritus




FAX FOR: ROGER SUPPES

OHIO DEPT. OF HEALTH
614-466-0831

Peter G. Crane / 4809 Drusnmond Avenue / Chevy Chase, MD 20815 / 301-656.3998

FROM: PETER CRANE
: 301-657,-3998 (telephone)

-

December 6, 1997

Mr. Roger L. Suppes, Chief
Bureau of Radiation Protection
Ohio Department of Health
246 N. High Street

l Columbus, Ohio 43266-0118

Dear Mr. Suppes:

Thank you for the opportunity to comment on the summary, prepared by the Ohio
Cummission on Dispute Rosolution and Conflict Management, of the concerns and
issues raised by participants in the meeting on potassium iodide (KI) conducted in
Painesville on October 28. I weuld also to reiterate my thanks to you and Mr. Lucia
for inviting me to take part in the meeting. The meeting, I thought, was a fine
example of democracy in action: a state and a local government, responding tr
citizen concerns by asking gquestions, giving the interested public an opp~.tunity to
be heard, and conducting its business in the open.

As in the past, in providing these comments I am writing in my personal capacity,
not as an employee of the NRC, and this is written at hcme, on my own time.

First, I would like to inform you of some developments since the Painesville meeting,
and then I will offer comments on the summary of the concerns and clarifications

offered by the participants in the meeting.

A. Recent Developmentr
1. NRC Staff Admits to "Misinforming" the Commission about KI
On November 5, 1997, the Nucleir Regulatory Commission held a public meeting on

potassium iodide ~- the first such meeting in 14 years -- at which it received
presentations from the Federal Emergency Management Agency (FEMA), the NRC

n
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Response to Concerns and Clarifications

NRC YClarifications/Concerns"
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2. Comments and Concerns of Other Participants

a. Liability seems to be A concern on the minds of many commenters. The short
answer is the one offered by Connie Kline at the meeting: that states and localities
should be more concerned about the lawsuits that would result from their failure to
have stockpiled K! in an emergency than from anything that could go wrong from KI
use during an accident. We know fromn the Polish experience during Chernobyl that
wide-scale use of KI is safe. We know from the Soviet experience during Chernobyl
that without KI, the result can be large numbers of aggressive thyroid cancers
among children,

There is not and cannot be any guarantee that in an accident, it will be possible to
get KI to everyone, even if planning is good and everything goes according to plan.
It is in the nature of emergencies that the unexpected can and does occur. In such
a case, it is possible that some people whom the KI did not reach would feel
aggrieved. However, if there is no KI at all, then it can be guaranteed that no one
will get the medicine, and that all of them -- with good reason -- will then feel
aggrieved, especially the parents of small children.

A state that has done its best -- and that includes reasonable measures to screen
out persons with known iodine allergies -- should have nothing to fear on liability
grounds from having stockpiled KI. In any case, it would not be used (under the
Federal Radiological Preparedness Response Plan) until the Federal Government had
advised its use was warranted in the particular accident situation. Moreover, the
drug was ruled "safe and effective" for use in radiological emergencies as long ago
as 1978.

Liability, in short, is a bogeyman. States should not allow it to frighten them away
from a reasonable, conservative safety measure widely used throughout the
developed world.

b. Dr. Haler of the Ohio Department of Health raised concerns about whether
there are elements in the population that might lack sufficient sophistication to use
K1 safely. Whether or not her premise is valid, this is not a reason to defer a
decision on whether it makes medical sense to have the RI option in an emergency.
Rather, the issue of how best to present KI to members of the public, like the issues
surrounding distribution, is a question of implementation. As the New York State
Radiological Health Committee observed, the first question is whether the drug is
desirable medically, and only if that question is answered in the affirmative is it
necessary to reach the questions of implementation.

To worry about details of distribution before a decision on whether the drug makes
sense from a medical standpoint would be to put the cart before the horse. The
first step is to make the decision to stockpile. This will assure that the medicine
exists in sufficient quantity, sufficiently close to the people who may need it in an
emergency. Meanwhile, federal, state, and local government officials can be
sddressing the question of what is the most effective way of getting this medicine to
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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. (Evacuation 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 conjunction with evacuation a:.d/or
sheltering.

The approach taken in this rule change is cunsistent witn international Basic
Safety Standards issued by the Internationa. Atomic Energy Agency, et al.; with the
tederal 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 1sland, 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 thrse U.S. siates: 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 . its emergency
plan, it would still have access, in the event of a radiological 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 basis 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-positiouing of KI is hkely to
mean quicker access to supplies of the drug in an emergency, the NRC believes that
it is reasonable and prudent to maintain steckpiles in the vicinity of nu~lear reactors
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, €.9., that optimal distribution
takes place in an emergency, with first priority given to pretecting 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 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 to develop guidance on these and other pointe 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 state 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 that 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 stockpiling KI.



