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 “Package Insert [ in FDA approved drugs] is  the 
document defining information that is supplied with 
prescription drug products by the Marketing Authorization 
Holder,”1 whereas “Patient Information Leaflet is the 
document defining information that is supplied with non-
prescription drug products by the Marketing Authorization 
Holder.”2 The Patient Information Leaflet is intended for 
use by patients and is written in layman’s language.3 On 
the other hand, “labels and labeling materials are the 
primary sources of information for consumers. They provide 
useful information such as those dealing with the safe 
and effective use of a drug product (e.g. indication(s), 
pharmacologic class and dosage), and information 
dealing with quality (e.g. manufacturing and expiration 
dates, registration number, and manufacturer).”4 “Drug 
labeling is part of a comprehensive regulatory scheme 
inextricably connected to drug approval.”5 Take note that 
[FDA] approval “doesn’t play a part in defining the drug’s 
standard of care or how it is prescribed”.6 Furthermore, 
when the FDA approves a drug or device for sale and 
marketing, it does so only with respect to the indicated 
uses.7 

 In the case of Lucas, et. al. v. Dr. Tuaño8 complainants 
alleged that respondent physician did not heed the 
warning stated in the literature [package insert] of the 
drug and thus should be held l iable for the resulting 
injuries. However, the Supreme Court dismissed the case 
pointing out that petitioners’ complaint for damages 
is merely anchored on a statement in the l iterature 
[package insert]. If no standard is established through 
expert medical witnesses, then courts have no standard 
by which to gauge the basic issue of breach thereof by 
the physician or surgeon. Another court9 reached the 
same conclusion - the Physicians’ Desk Reference (PDR) 
and package inserts does not standing alone establish a 
standard of care, but rather, [only] prima facie10 proof of 
proper use …” but when it is offered in conjunction with 
expert testimony xxx that combination may be sufficient 
to establish the standard of care. 

 Even granting, for the sake of argument, that a doctor 
deviated from the drug manufacturer’s recommendation, 
such deviation from such recommendations is [only] prima 
facie evidence of negligence . . . .”11 This is so, because 
the term “negligent act or omission” consistently has been 
used to refer only to breach and never to causation.12 

Hence, without further explanation, an alleged “breached 
of the standard of care” but without any foundation to 
establish causation will not be enough to compel the court 
to rule against a respondent doctor.

Th i s  i s  not  to say that other  FDA label ing must  be 
ignored. “The FDA-approved label may also include 
‘contraindications’ and ‘warnings and precautions.’ 
A ‘contraindication’ is a ‘situation [] in which the drug 
should not be used because the risk of use . . . clearly 
outweighs any possible therapeutic benefit.’  ‘Warnings 
and precautions’ are descriptions of ‘clinically significant 
adverse reactions . . , other potential safety hazards . 
. . , limitations in use imposed by them . . . , and steps 
that should be taken if they occur,’ as well as any other 
-information regarding any special care to be exercised by 
the practitioner for safe and effective use of the drug…”13
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