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entirely safe, if taken at the critical: tmie during pregnancy. could: severely injure
the fetus. The sual adult dose was 100 mgm, The medicine was considered safe,
s0 safe that man could not commit suicide by everdose, yet one!dose.of 50 mgm:

could cause a serious malformation in thé unborn child. Indeed, nine: deses of'
30 mgm: have been known' to injure the fetus seriously. Moreever, I 'believe that
-only one of the degredatmn products of thalidomide injures the fetus and that
product is only in the blood stream: for an hour or two. Hence it'is not a cumu-
lative effect but-rather it would appear that each of the nine doses of 30' mgm.

injuréd the embryo at a particular stage in fetal development and: the result
was a Severely damaged child (no-arms or legs). Thé ‘evidence is overwhelmmgf
that a* smgl‘e minute dose of a' toxic substance can- be hlghly injurious. The
embryo i tiny and only'a minute amount of a toxic material is required toinjure
it at a specific point. Another thing’ Jearned from thalidormde was that a chemical
may have an entirely different effect on an embryo or'a fetus than on a person
after birth. Thalidomide was found to react with’ mesenchymal tissue “(the fore-
runner of muscle and bone) in the embryo and on nervous tissue of ‘the adult.

-In addition it is extremely important to appremate that the 'medical profession
now recognizes that a number of conditions ‘are the late effects from an' earlier
insult. When the late result becomes manifest that is the sbartmg point: for the
investigation. In the case of thalidomide the starting point was the’ ‘malformed
infant. The natural supposition was that' something had injured the fetus during
pregnancy. Drugs may not be the only thing which could cause injury, some
element in defergents might, some food preservatlve might, air pollution might.
Indeed such possible sources were investigated in’ Germany. Today we are dis-
cussing drugs and how best to have drugs both as potent as ‘possible ‘and as
safe as possible. The problem is how to detect the injurious reaction or side effect
to the drug when they do occur. Clearly the more names the offending agent is
distributed under, the more difficult'is the problem of detection. The- difficulty
in the detection of a drug sold under trade names is illustrated by the fact that
not until August 1962 was it discovered that thalidomide was sold under five’
different names. Moreover, 4 surprise search by the health authorities resulted
in the confiscation of two and one-half million pills (of boxes of pills), 46,000
flasks containing thalidomide, and 96,000 kllograms of the pure substance in Sao
Paulo. Thus, it is obvious to everyone that if an epidemic is nationwide or
worldwide and the casue of the epidemic lies’ in the" product which is sold or
distributed under 100 different names, the detection and recogmtlon of that
product is extremely difficult. I shudder to think that if a drug was ever produced
which was a tranquilizer, a good tonic, or a drug claimed to increase virility'
and it affected the sperm in such a manner as to injure the brain or éven the
reproductive organs of the fetus, how difficult it would be to trace that drug’
and how virtually impossible if the drug’ masqueraded under 500 different names !
This is not an impossibility nor in truth is it more 1mprobab1e than landing a
man on the moon seemed thirty years ago. Hence, the value of’ having the genenc
name on the label seems incontrovertible.

Absolute safety cannot be guaranteed for any new ‘product or drug The major.
risks can be detected by careful testing. Furthermore, testing in primates was
required to demonstrate clearly that thalidomide produced phocomelia. Perhaps
every drug cannot be so tested but, nevertheless, elementary preeautmns ‘can be
taken. Drugs can and should be’ tested on a variety of animals‘and a variety of
ages, for infants, the pregnant mother, and the aged are known to react differ-
éntly to drugs. AlthOUgh a drug may be tested‘and tried for a spebiﬁc disedsein a
specific age group, if the drug is effective, alinost inevitably the ‘use"of the drug
will be extended beyond its original purpose both by the medical professien“ and,
by lay people who so gibly take a drug recornmended by a friend. :

Again, one basic simple elementary precaution is to haye the generic ‘name o
every drug and when the drug'is a compound of various. preparatlons it should
have each of the substances clearly listed 8o that the lay person and the physician
may have the ‘opportunity to know what the preparation contains. The inactive
ingredients, too, should be listed ‘as some people may be allergic to the mactnre
ingredient, but they should not be listed as conspicuously ag the actwe mgre(h-
ents. .

Now let us be fair to the drug companiés for they have produced many valuable
drugs. The wonder drugs of today have altered the face of medicine. Private
enterprise and the competition Wh1ch results therefrom has been and is a tre-
mendous stimulus. We want progress to continue. Quite rightly, if a pharmaceuti-
cal manufacturer produces a superior product they wish their hame on the prod-
uct. It could be either a name that catches the imagination or it could be the



