
sponsibilities of the FDA, drug manufac- 
turers, and clinicians to provide the drug 
information. 

One issue raised concerns the possible 
impact of information on consumers' 
peace of mind. Committee member Ja- 
cobi stated that, if effects are only short 
term, there is no need to put anything 
"scary" into the package insert. Com- 
mittee member Sugioka disagreed, not- 
ing that informed parents are less 
alarmed than uninformed parents when 
adverse effects do appear. 

I then noted that, when an approved 
drug is used for a nonapproved purpose, 
its status reverts to "investigational," 
that is, the drug is being used experimen- 
tally. For example, mepivacaine (Carbo- 
caine) is a relatively new local anesthetic 
agent frequently used in obstetrics, but it 
is unapproved for that purpose. When it 
is used for anesthesia during childbirth, 
that birth literally becomes an experi- 
ment, and the mother and infant become 
experimental subjects. Under current 
Department of Health, Education, and 
Welfare guidelines for protection of the 
rights of human subjects, the physician- 
experimenter is required to disclose all 
information that bears upon the mother's 
giving informed consent for her own par- 
ticipation and proxy consent for her un- 
born child's participation (23). Thus, the 
mother is entitled to drug information 
both on moral and on legal grounds. 

Committee member Matanoski raised 
the issue of fiduciary trust and consumer 
information. She pointed out that, in the 
absence of information, patients assume 
the drugs they receive are nonexperi- 
mental and risk-free. She drew the com- 
mittee's attention to the fact that its mo- 
tion disclaiming long-term effects does 
not mean they don't exist, but rather that 
current data on long-term effects are in- 
sufficient. She stressed the importance of 
adding such a statement to drug labels so 
that consumers will not assume that the 
absence of information means the drug is 
safe (24). 

It was also pointed out that increasing 
demands by patient-consumers for drug 
information (25) and participation in de- 
cision-making (26) is reflected in recently 
passed and pending legislation and in re- 
cent judicial decisions. For example, the 
state of New York passed a law, ef- 
fective 1 September 1978, requiring phy- 
sicians and nurse-midwives to inform 
pregnant women of all drugs to be used 
during pregnancy and delivery and of 
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Legislation is also pending before the 
U.S. Senate (S. 865) and House of Rep- 
resentatives (H.R. 3444) that ensures the 
right of individuals to obtain copies of 
their medical care facility records. The 
state of California is considering adop- 
tion of a regulation requiring that certain 
categories of over-the-counter drugs car- 
ry labels encouraging caution in use of 
the drug by pregnant and nursing wom- 
en. In the state of New York, two recent 
Court of Appeals decisions (27) found 
physicians negligent in failing to advise, 
or advise accurately, the pregnant wom- 
en who consulted them to obtain such in- 
formation. 

In connection with lawsuits, I remind- 
ed the committee that providing patients 
with information is the clinician's best 
defense against litigation, since the ex- 
tent to which the patient herself accepts 
responsibility in deciding to consume 
drugs is the extent to which the physi- 
cian is relieved of that responsibility and 
is therefore less vulnerable to suits for 
malpractice, negligence in providing in- 
formation, and failure to obtain informed 
consent for experimentation. 

Despite its agreement that short-term 
drug effects have been demonstrated in 
infants, the committee was not per- 
suaded by the arguments in favor of pro- 
viding consumers with this information. 
Chairperson Burnell R. Brown, Jr., 
created a subcommittee to study the 
matter. 

YVONNE BRACKBILL 

Department of Psychology, University 
of Florida, Gainesville 32611 
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Erratum: In the article "Nuclear risks: Still uncer- 
tain" (News and Comment, 18 May, p. 714), in the 
fourth paragraph, the sentence, "If one assumes that 
40 gigawatts are produced a year, as was the case in 
1975 . . ., then the nuclear industry is causing two 
cancer deaths a year," should have read, "20 cancer 
deaths a year." 
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