New

short
columns

standup to
HPLC

New short columns with economical
disposable cartridges and quick
disconnect fittings for fast replacement
can save you a bundle of money if
you do many routine LC separations.

In any routine analysis when a few
thousand plates will suffice, you should
switch to our short column techniquein
the interests of efficiency and economy.

New short columns are packed
with 10 micrometer sorbants of the same
quality and type used in the longer
columns. The packed 4.6 mm x 10 cm
column is disposable. Cartridges
are connected to the LC system through
a holder with quick disconnect low
dead volume fittings. When the column
is worn out, you simply throw it
away. Save the holder and put in a new
cartridge. Costs are about half that of
standard 25 cm HPLC columns.

Nine different sorbants covering
reverse phase, adsorption, polar bonded
and ion exchange modes of LC are
available. Sorbants are of the same
materials used in standard
HPLC columns.

More information.

We invite your inquiry on these new
Brownlee columns. For a complete
description write for our new four page
brochure. Please address Rheodyne,
Inc., 2809 Tenth Street, Berkeley, CA
94710. Phone (415) 548-5374.
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LETTERS

Drug Regulation

Louis Lasagna (26 May, p. 871) pre-
sents his usual brisk and thorough defense
of the pharmaceutical industry position
on new drug development. I have only
two quarrels with it; one minor, the other
more significant. At one point, Lasagna
accuses me of having indicated my ‘‘in-
tention to hold a series of hearings in var-
ious cities to ‘demythologize’ the medi-
cal profession,”” an assignment that he
finds strange for the head of a regulatory
agency. | have, in at least one speech,
suggested that it would be a good idea to
take some of the myth out of medicine;
and I have held hearings, and intend to
hold more, on such subjects as food stan-
dards and labeling, the use of antibiotics
in animal feeds, and a variety of other
regulatory issues. I do not know how
these two matters relate to one another,
but I want to assure Lasagna that I have
no intention of holding hearings to
““‘demythologize’’ the medical profes-
sion.

On the more serious issue, the most
striking thing about Lasagna’s article is
that it takes so little account of current
events. Nearly 10 months ago, two im-
portant things happened. First, an in-
fluential panel that advised the Secretary
of Health, Education, and Welfare on
new drug evaluation released the re-
sults (/) of the most extensive external in-
vestigation of the Food and Drug Admin-
istration (FDA) yet made. Second, partly
in response to that undertaking, we an-
nounced that the Administration would
work with Congress to provide the drug
regulatory enterprise in this country with
the statutory base that the Secretary’s
panel said it so badly needed. There fol-
lowed a series of public hearings at FDA
late in 1977 and various announcements
of the general shape of the new legisla-
tion. Draft copies of the developing bill
were widely circulated for comment and
have been publicly available since the in-
troduction of the Drug Regulation Re-
form Act of 1978 in early April. In the
course of these discussions almost every
one of the issues touched on in La-
sagna’s article has been analyzed, debat-
ed, and refined well beyond the level at
which he treats them. Perhaps the timing
of Science’s publication is at fault, or
perhaps Lasagna was not quite as agile
as he would like FDA to be. Whatever
the reason his article is an anachronism.
Readers of Science who are seriously in-
terested in the public policy issue sur-
rounding the new drug approval process

in the United States should try to follow
the developing debate on S. 2755 (H.
11611), and examine the Executive Sum-
mary of the Secretary’s panel report.

DoNALD KENNEDY
Food and Drug Administration,
Rockville, Maryland 20857
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Kennedy’s letter starts with unseemly
innuendo and ends with the reddest of
herrings. He misrepresents my personal
critique of the present sorry state of drug
innovation as a ‘... defense of the
pharmaceutical industry position. . . ."”
If Science had wanted the latter, a more
knowledgeable and appropriate protago-
nist could easily have been recruited
from the ranks of industry. It is depress-
ing to see the Commissioner of the Food
and Drug Administration (FDA) politi-
cizing so readily, in an apparent attempt
to brush aside a concern which an ever
increasing number of academic clinical
pharmacologists have.

In several speeches, Kennedy has re-
ferred to the need to ‘‘demystify’’ sci-
ence and medicine and to ‘‘demystify the
relationship between the physician and
the patient”” (/). In.a speech (2) on 19
January 1978 before the Consumer Fed-
eration of America, he coupled his per-
ceived need for ‘‘a concerted effort to
‘demystify medicine’ *’ with his an-
nouncement of a national project on con-
sumer access, to be ‘‘launched simulta-
neously in seven cities.”” I am delighted
to hear that no anti-physician hearings
are scheduled.

Now let me comment on Kennedy’s
“‘more serious issue.”” The Commis-
sioner implies that everything I dis-
cussed has changed so drastically in the
last 6 months that my article is an
‘‘anachronism.”” What has brought
about this miracle? Answer: The Dorsen
Panel report, the proposed Drug Reform
Act of 1978 (which was introduced in the
Congress after my article was sent to
Science), and the discussions concerning
these documents. If Kennedy in fact be-
lieves that these events have ‘‘refined”’
out of existence the long list of troubles
identified in my article, the FDA is in
worse shape than I imagined in my
blackest moments.

On 11 July 1978, some of the country’s
most knowledgeable experts from gov-
ernment and academia convened in
Washington, D.C., to discuss the pro-
posed drug reform legislation. The group
included two former FDA commis-
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sioners (a third phoned in his comments)
and two former general counsels for the
FDA. There was unanimous agreement
among these former public servants that
the major problems besetting the FDA
have little or nothing to do with drug leg-
islation and cannot be corrected by stat-
ute.

Even Kennedy’s own staff over-
whelmingly indicated, at a 23 May Sen-
ate hearing on S. 2755 held at FDA’s
Parklawn Building, that the bill will actu-
ally slow down drug approval, despite the
fact that the correction of delays is a
prime goal of the legislation. Indeed,
most knowledgeable drug experts pre-
dict that the unbelievably complex legal
instrument proposed in March would on-
ly aggravate most of the problems I enu-
merated.

No one wishes more fervently than I
for the rapid obsolescence of my cri-
tique. I see no hope for this, however,
unless current FDA leadership is willing
to learn from the lessons acquired so
painfully by previous top FDA officials.
The public will not be well served by
mere rhetoric, no matter how clever.
The squid’s inky cloud is splendid for
purposes of obfuscation, but who wants
to more forever backward?

Louis LASAGNA
School of Medicine and Dentistry,
University of Rochester,
Rochester, New York 14642

References

1. D. Kennedy, ‘‘Stamping out sin and moving
health to the consumer,” Pharm. Salesman
(September 1977), pp. 6-8.

, ““Turtles and other chronic hazards,”

paper presented before the Consumer Federa-

tli;)7r18 of America, Washington, D.C., 19 January

2.

Smallpox Eradication

In the article ‘‘Biological warfare fears
may impede last goal of smallpox eradi-
cators’’ by Nicholas Wade (News and
Comment, 28 July, p. 329), the implica-
tion that the Walter Reed Army Institute
of Research-U.S. Army Institute of In-
fectious Diseases is retaining variola vi-
ruses for other than archival purposes is
both unfortunate and a misrepresenta-
tion of the facts. It is neither my personal
view nor that of the Center for Disease
Control that U.S. military researchers
are engaged in offensive biological war-
fare activities.

The Center for Disease Control is
presently completing an initial and vol-
untary national control effort to further
limit the number of facilities retaining or
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working with variola viruses. More strin-
gent controls will be necessary when
global eradication is certified as being
achieved. Until then, the two facilities
currently retaining variola viruses for ar-
chival purposes will continue to do so.
JouN H. RICHARDSON
Office of Biosafety, Center for
Disease Control, Atlanta, Georgia 30333

Pluto’s Neighbor

The skepticism attributed to me in
Richard A. Kerr’s article (Research
News, 11 Aug., p. 516) about the appar-
ent discovery of a satellite of the semi-
major planet Pluto correctly reflects the
opinion that I held at the time of my con-
versation with him, but it must be re-
membered that this was only shortly af-
ter the U.S. Naval Observatory (USNO)
press conference, and I had very little in-
formation. Over the course of several
years, however, the Outer Planet Satel-
lite Project, of which I am director, has
accumulated a small number of observa-
tions of Pluto. Frankly, we were not in-
terested in Pluto, and the observations

. were taken primarily because they repre-

sented very little additional effort, and
could eventually be useful to someone,
somewhere, sometime. One of the splen-
did advantages of the photographic plate
is its capacity for storing enormous
amounts of information for essentially
indefinite periods of time, an advantage
that has been greatly highlighted by the
story surrounding the discovery of minor
planet Chiron. Since talking with Kerr, I
have examined the few Pluto plates that
we have, but most are of inadequate
quality to detect such a small deforma-
tion of the image as is required by Har-
rington’s proposed orbit of the double
system. Three of those plates, however,
did seem to be of sufficient quality to
merit further examination, one from De-
cember 1976 and two from May 1977, all
taken by P. J. Shelus. According to Har-
rington’s predictions, two of those plates
should show stellar-like images, and the
other should show an elongation in the
declination direction. This is exactly
what we found. This apparent support
for the USNO finding causes me to with-
draw my name from the ranks of the un-
convinced. I retain some reservations
about the semantic situation, but not
about the physical reality of the second
body.

J. DERRAL MULHOLLAND
Department of Astronomy,
University of Texas, Austin 78712

Counting a gel
Is like
choosing
awine

You may not get a satisfactory
result unless you know your
polymers as well as your vine-
yards. Yet the number of dif-
ferent gels used for electro-
phoresis in biomedical research
is almost infinite. So to avoid
gel counting errors before they
happen, call or write our LSC
Applications Laboratory,
where helping with counting
problems is the staff’s principal
activity.

Meanwhile consider eluting
the radioactivity from the gel
as an alternative to solubiliza-
tion. We have developed a pro-
cedure using our PROTOSOL®
and ECONOFLUOR™ which
is very simple and avoids prob-
lems that sometimes arise in
preparing homogeneous sam-
ples. Ask us to send you LSC
Application Note #22, by
Dr. Yutaka Kobayashi.

New England Nuclear
549 Albany Street, Boston, Mass. 02118
Call toll-free: 800-225-1572
(In Massachusetts and International:
617-482-9595)
NEN Chemicals GmbH: D-6072 Dreieich, W. Germany,
Daimlerstrasse 23, Postfach 401240,
Telephone: (06103) 85034, Telex: 4-17993 NEN D

NEN Canada Ltd., 2453 46th Avenue,
Lachine, Que. H8T 3C9,
Telephone: 514-636-4971, Telex: 05-821808
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