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I. INTRODUCTION

High-benefit, high-risk products properly prepared and accompanied by
proper directions and warning are neither defective nor unreasonably dan-
gerous. Such products are attended by a known but apparently reasonable
risk.

Comment k' concerns itself with products that need reasoned judgement
as to safety as it relates to two important factors. The first is the known
and historic unsafeness of the product for all anticipated usage and users.
The second is the benefit, unique or profound, that the product is antici-
pated to afford; that is its known and historic efficacy. Thus, while text
writers often describe such products among those that in "the present state
of human skill and knowledge are unavoidably dangerous, and cannot be
made safe,"2 they overlook a necessary corollary of efficacy resulting in
benefit. It does not serve society that an unavoidably unsafe product,
which has occasional or fractious benefit, should enjoy insulation from
strict liability in tort when the product's predominant effects are detrimen-
tal to individual and public safety. In such case, it is clear that society and
the particular user knowingly and constructively assent to the risk.

In terms of negligence liability, an unavoidably unsafe product with high
benefit potential certainly may overcome an argument that its sponsor is
derelict in duty, provided that its design or formulation, its instructions
as to use, and its warnings as to dangers are reflective of the present state
of human skill, knowledge and maker expertise. In terms of strict liability,
with dereliction from duty set aside as a matter of proof, and with evidence
necessary only to demonstrate distribution of the defective product di-
rectly causing damage, the same societal objective of high benefit remains
and hence the same parameters of defendant insulation remain. The prod-
uct defect is, in most instances, due to a laggard approach in research,
design, formulation, construction, instruction, or warning, given the cri-

* Professor of Law, Temple University School of Law. St. John's (B.S.Ph., 1947); Brooklyn

(LL.B., 1957, J.D. 1967).
1. RESTATEMENT OF TORTS (SECOND) §402A, comment k. Comment k is universally applied

and has been used in actions based on the warranty cause of action as well.
2. W. PROSSER, LAW OF TORTS §99, at 660 (4th ed. 1971).
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teria and standards available in the present state of human skill, knowl-
edge and maker expertise.

Thus, to speak to cigarettes with drugs, alcohol with vaccines, Red Dye
Number Two with blood-all unavoidably dangerous products-when con-
sidering what the distributors owe the public in terms of pre-injury protec-
tion and post-injury reparation may be unreasonable per se.3 Comment k
offers a haven to products which provide a reasonable probability of phy-
siological benefit and concomittant psychological benefits within medi-
cally planned prophylactic or therapeutic measures, so long as the prod-
ucts are properly prepared and accompanied by a quality of direction and
warning that includes such currency, completeness, and particularity as
may be necessary for informed choice and use of the product.

When, in the course of our consideration, we designate a product as
having comment k character, being of the comment k variety, enjoying
comment k protection and the like, we are addressing ourselves to products
that are of a nature or grouping, usually intended by the authors of the
Restatement of Torts (Second) §402A to be an exception from suit in strict
liability according to that section and theory. The Restatement's usual
intention depends upon the circumstances that surround any event in
which these products are subject to complaint. If the circumstances yield
proof that the basis for the comment k exception is not satisfied on the
occasion, then action based on §402A should be available to the plaintiff.
If plaintiff cannot adduce evidence to prove that the product was defective,
improperly prepared or unaccompanied by proper direction and warning,
§402A should not be available;' but unlikely as it might sound, plaintiff
should not be precluded in essaying a cause of action in negligence.

II. THE UBIQUITY OF COMMENT k: IMPACT ON STRICT LIABILITY

Many have noted that strict liability in tort per the Restatement of Torts
(Second) §402A5 reached national attention in the United States via the

3. James, The Untoward Effects of Cigaretts and Drugs: Reflections on Enterprise
Liability, 54 CAL. L. REv. 1550 (1966); see Green v. American Tobacco Co., 304 F.2d 70, (5th
Cir. 1962), rev'd, 325 F.2d 673 (5th Cir. 1963), rev'd, 391 F.2d 97 (5th Cir. 1968), aff'd, 409
F.2d 1166 (5th Cir. 1969). See also Green v. American Tobacco Co., 154 So. 2d 169 (Fla. 1963).
See also Lartigue v. R.J. Reynolds Tobacco Co., 317 F.2d 19 (5th Cir.), cert. denied, 375 U.S.
865 (1963); Hudson v. R.J. Reynolds Tobacco Co., 427 F.2d 541 (5th Cir. 1970).

4. See Basko v. Sterling Drug Inc., 416 F.2d 417 (2d Cir. 1969); Friedman v. Medtronic,
Inc., 42 App. Div. 2d 185, 345 N.Y.S.2d 637 (1973).

5. Section 402A conceived by academicians, is equatable with "strict liability" observed
by many jurisdictions even though they use language of "implied warranty" to fashion the
removal of privity and the need to prove defendant's negligence. The majority of the populous
states make available strict liability much in terms of §402A. Pennsylvania, is an example
of that majority, and allows recovery absent privity in both warranty and §402A. See Salvador
v. Atlantic Steel Boiler Co., 457 Pa. 24, 319 A.2d 903 (1974). Within the majority of states
that apparently follow §402A and its comments, there is a small but important group, of
which California is representative, who have rejected strict adherence to elements of the rule
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Traynor opinion in the California case of Greenman v. Yuba Power Prod-
ucts, Inc.' In terms of American tort history, others might well insist that
it is merely a recitation of the full meaning and intent of Thomas v.
Winchester,7 as enunciated by the New York Court of Appeals over one
hundred years earlier in distinctive assault on Winterbottom v. Wright.,
The logic and the language of Thomas v. Winchester was inescapable and
served as the model for the famed literary style of Judge Cardozo in writing
the more widely known opinion in MacPherson v. Buick Motors Co.,'
which expanded the earlier held exclusions to need for privity between
plaintiff and defendant, to include virtually all producte. Greenmen, after
all, is truly MacPherson progeny without any need to prove negligence.
Thus, in the Greenman case, Traynor and his assenters took a historic
giant step forward on behalf of products liability plaintiffs.

There are some who have seriously questioned the propriety of judicial
action in the sphere of controlling inherently dangerous products. The
decision that the manufacturer must pay subsequently for personal or
economic injury because of a product which is unavoidably dangerous, or
which turns out to be dangerous despite the contrary informed prediction
of modern science contemporary to its marketing, raises questions. If po-
tential losses are unforeseeable, there is no way of reflecting the cost of
damage reimbursement in the product price schedule.

If such an ominous possibility might obstruct novation or the desire to
create commercial articles necessary to the quantum and quality of life,
might not some reasonable middleground be better reached by the political
representatives of the public than by judicial arbiters charged with uphold-
ing legal maxims. "The cases show, however, that the Judges have not seen
their duties to be so limited." 10

i.e., "unreasonably dangerous." See Greenman v. Yuba Power Prods., Inc., 59 Cal. 2d 57, 377
P.2d 897, 27 Cal. Rptr. 697 (1962). Those states which refuse to require a separate allegation

of "unreasonably dangerous" nature of the subject product should be influenced by comment
k, since a product properly prepared and distributed with an adequate and contemporaneous
warning is simply unlikely to be a product in a defective condition. New York has never

formally adopted § 402A, but since Goldberg v. Kollsman Instrument Corp., 12 N.Y.2d 432,
191 N.E.2d 81, 240 N.Y.S.2d 592 (1963), the courts have identified breach of implied warranty
with strict liability in tort; see Codling v. Paglia & Chrysler Corp., 28 App. Div. 2d 154, 32
N.Y.2d 300, 345 N.Y.S.2d 461 (1973). GA. CODE ANN. §105-106 (1968), removes privity re-
straints but does so with an admixture of breach of warranty and strict liability theory; see
Center Chemical Co. v. Parzini, 234 Ga. 868, 218 S.E.2d 580 (1975). See Dippel v. Sciano, 37
Wis. 2d 443, 155 N.W.2d 55 (1967), for an example of what comprises the prima facie case.

6. 59 Cal. 2d 57, 377 P.2d 897, 27 Cal. Rptr. 597 (1962).
7. 6 N.Y. 397, 57 Am. Dec. 455 (1852).
8. 10 M.&W. 109, 152 Eng. Rep. 402 (1842).
9. 217 N.Y. 382, 11 N.E. 1050 (1916). Prior to MacPherson, three exceptions to the

Winterbottom rule were acknowledged by American jurisdictions. See Thomas v. Winchester,
6 N.Y. 397, 57 Am. Dec. 455 (1852) and Huset v. J.C. Case Threshing Machine Co., 120 F.
865, 870-871 (8th Cir. 1902).

10. Philpot, The New Citadel: Enterprise Liability for Inherently Dangerous Products, 25
FooD, DRUG, CosM. L.J. 414, 415 (Sept. 1970).
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Legislative activity has been, for the most part, inconsequential in such
areas of enterprise because the danger of many products is not widely
known and the potential for harm is often selective and even individual.
Therefore, lacking mass importance, the enterprise may not qualify politi-
cally for legislative attention.

Recently, legislation" such as the Occupational Safety and Health Act,
the Consumer Products Safety Act, and the Federal Food, Drug, and Cos-
metic Act, among others, has developed some impact on the national polit-
ical scene because of attention and interest encouraged by organizational
and journalistic efforts, as well as an increased public concern involving
personal, economic, or ecological dangers.

Much recent legislation is at best prophylactic although a recent trend
shows attention to restitution and recovery as well. For the most part,
however, such laws, as enforced by the agency apparatus provided for
thereunder, seek to screen out of the public use such products as the
statutory and regulatory mechanisms find to be defective. Should the de-
fect factor be unknown, or should it occur in the distributive phase, or
should the frequently undermanned, sometimes underinformed and con-
sistently under budgeted regulatory force fail to apprehend and withhold
the defective product from the market, then an aggrieved plaintiff must
seek the post hoc remedy afforded by the judicial system.

Most of the legislative effort, where it does exist, is geared to assure that
product innovation, manufacture, and maintenance meet certain stan-
dards that are aimed only at known unsafeness.12 In the drug product area,
the standards are uniquely stated and calculated to militate against known
inefficacy. Although the law reads more positively in allowing new drug

11. See Williams-Steiger Occupational Safety and Health Act, 29 U.S.C.A. §§651-678
(1970). See also 21 U.S.C.A. 321 (1975); final regulation and comment, 42 Fed. Reg. 37538-
43 (1977); Consumer Product Safety Act, 15 U.S.C.A. §§2051-2081 (1972); Federal Food,
Drug, and Cosmetic Act, 21 U.S.C.A. §§301-392 (Supp. 1 1977); Toxic Substances Control
Act, 15 U.S.C.A. §§2601-2629 (Supp. II 1977); Federal Hazardous Substances Act, 15
U.S.C.A. §§1261-1274 (1974); and Spruill v. Boyle-Midway, Inc., 308 F.2d 79 (4th Cir. 1962).

12. Since the advent of the New Drug Amendments of 1962, when the Food and Drug
Administration approves a new drug application, it does so in a positive manner. See 21
U.S.C.A. §355 (Supp. 11977). Having reviewed product design, processing and finished goods
manufacture, the FDA's final concern is that the accompanying labeling reflect all knowledge
and experience with that and like products, nationally and internationally. Courts have, with
varying degrees of certainty, admitted the consideration of FDA approval as indicative of
adequate warning. See Lewis v. Baker, 243 Or. 317, 413 P.2d 400 (1966) (FDA approval
conclusive as to reasonable safety in MER-29 case). This may be too-strong a position since
it is possible that the approved labeling may become outdated in 30 days, or some other brief
period of time, yet may continue to accompany the product. It is possible in distributing
updated warnings that the FDA may permit the manufacturer to use up his inventory of
presently approved labeling, when the change or addition of warning language is not of major
immediate significance. On the surface, comment k would indicate that the manufacturer of
an unavoidably unsafe product should be spared liability where his warnings do not encom-
pass a scientifically unknowable risk that is the direct cause of the harm.
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products to be marketed, only those of proven safety and efficacy are
allowed on the market."

Almost always implicit in the regulations or laws affecting labeling,
advertising, or material otherwise accompanying ,the product by its de-
scription are questions as to when the rationale of comment k is applica-
ble." Thus, comment k principles are not exclusively the province of the
judicial arbiter. The court must, however, subsequently examine the prob-
lems that application of these principles raise.

Does comment k apply to products originally considered harmless to
human health, but later shown to be the cause of significant harm? Does
it apply to products known to be harmful in some respect(s) but not in
others when subsequent events increase the likelihood of the known danger
or increase the potential emergence of a new and far more serious and
dangerous product attribute? 5 Does a product accompanied by statutory
warning statements for its known toxicity, which is substantial, automati-
cally satisfy comment k conditions? Does comment k apply to products
whose harmful nature is fully recognized, but where remedial labeling
language is sufficient and prudent at the time of product issuance and
availability? In order to recover on a theory of strict liability, the plaintiff
must establish the product to be in a defective condition within the con-

13. The FDA can require old and new drugs to comply with the misbranding provisions
of 21 U.S.C.A. §352 (1972 & Supp. 1977), and the regulations pertinent thereto in 21 C.F.R.
§§1-1299 (1977). However, as to prescription drugs, restricted and Class III devices, special
statutory and regulatory requirements not only require continual updating of labeling materi-
als and warnings, but also require the making, maintenance and submission of the very
records that underlie the eventual labeling revisions. See 21 U.S.C.A. §355(j) (1972).

14. "Failure to warn" is equatable with "misbranding" in terms of the Federal Food,
Drug, and Cosmetic Act, 21 U.S.C.A. §352 (1972 & Supp. 1977). In requiring the manufac-
turer to accompany his product with fully disclosive labeling, and in requiring that the same
be substantially "parroted" in the Physician's Desk Reference (PDR), the Food and Drug
Administration (FDA) scrutinizes all reports and records that should be reflected in revised
or supplementary warnings. See the labeling provisions for all drugs in C.F.R., tit. 21(1977).
Another important aspect of meeting the proper warning criteria of comment k may well be
the consistency of the warning afforded.

15. The factual question underlying the legal issue of whether the warnings were adequate
is whether the manufacturers met their duty of promulgating warnings commensurate with
their actual knowledge gained from research and adverse reaction reports and their construc-
tive knowledge as measured by scientific literature and other available means of communica-
tion. See Dalke v. Upjohn Co., 555 F.2d 245, 248 (9th Cir. 1977); McEwen v. Ortho Pharma-
ceutical Corp., 270 Or. 375, 528 P.2d 522, 528 (1974). As to statutory compliance, see Maize
v. Atlantic Refining Co., 352 Pa. 51, 41 A.2d 850 (1945); Gravis v. Parke-Davis & Co., 502
S.W.2d 863 (Tex. 1973). Contra, Bruce v. Martin-Marietta Corp., 544 F.2d 442 (10th Cir.
1976).

16. Comment k insulation may not be lost by a manufacturer whose labeling was consis-
tent with contemporary scientific and medical knowledge at the time he sold the product,
but was devoid of a warning discovered in later years. Similarly, if statutory or regulatory
non-compliance is offered to show that the product was defective and/or unreasonably dan-
gerous as sold, that statute or regulation should have been in effect when the product was
sold. Simms v. Southwest Tex. Methodist Hosp., 535 S.W.2d 192 (Tex. Civ. App. 1976).
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templation of Restatement of Torts (Second) §402A. 7

The Greenman rule is not quite identical with the Restatement defini-
tion by any means. The Restatement standard calls for liability where one
"sells any product in a defective condition unreasonably dangerous '"' to
one harmed by the product. The Greenman rule, as seen by the California
court, is that once plaintiff can show that the product is defective, its
issuance, its availability, and its distribution is of itself unreasonably dan-
gerous. It should not be necessary to prove that the defect made it unrea-
sonably dangerous. 9 Obviously, there are limitations seen by adversaries
in the definitive language of §402A. In addition, the Restatement offers
comments germane to the interpretation of §402A, that serve further to
limit both the defective product and the product in defective condition, as
to the availability of the strict liability remedy for an aggrieved plaintiff.

The comments of course are greatly interrelated because they radiate
from the common matrix of §402A. Because comment k is drug oriented,
like other elements of §402A, the statutory overlay is an important ancil-
lary matter for the attorney's research and comprehension.,, The Federal
Food Drug and Cosmetic Law, local equivalents and their effectuating
regulations, as well as reliable precedents in the judicial interpretation of
this regulatory apparatus, are essential to the attorney with case problems
in this area of strict liability. At the same time, other comments close to
comment k through alphabetic relationship and expression should be con-
sidered."2

III. COMMENT k's NEIGHBORS ON "DEFECTIVE CONDITION"

In relation to the parameters for means of marketing, packaging, and
quality control methods, comment g is of utmost importance for it defines
defective condition. The rule of §402A applies only where the product is,
at the time it leaves the seller's hands, in a condition not contemplated
by the ultimate consumer, which will be unreasonably dangerous to him.
This statement makes it clear that a seller ought not be liable when his

17. In Tomer v. American Home Prod. Corp., 170 Conn. 681, 368 A.2d 35 (1976) (defective
product because of inadequate warning), the court reaffirmed the duty of a judge to instruct
that expert testimony as to a manufacturer's duty to warn must be limited to the state of
scientific knowledge existing at the time the product allegedly caused the fatality.

18. RESTATEMENT OF TORTS (SEcOND) §402A (1965).
19. Cronin v. J.B.E. Olson Corp., 8 Cal. 3d 121, 501 P.2d 1153, 104 Cal. Rptr. 433 (1972).
20. The statutory and regulatory concerns with comment k requirements are well stated

in various consumer oriented public laws. For example, once we comprehend that articles
deemed adulterated or misbranded are defective in agricultural, food, cosmetic, or pharma-
ceutical parlance, and susceptible to regulatory discipline and civil liability, then the ground
rules for complete disclosure as to product safety are clear. See, e.g., 21 U.S.C.A. §§201(n),
355, 502(a), (n) (1972).

21. RESTATEMENT OF TORTS (SECOND) §402A, comments g, h, i, j (1965).
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product leaves his possession and is delivered in a safe condition.22 Any
subsequent mishandling, misdirection, deletion of warning, or adultera-
tion, which makes it harmful by the time it is used or consumed, should
relieve the primary manufacturer from liability.2 3 Thus, it is very impor-
tant for the manufacturer to use proper packaging, preparation (including
necessary sterilization), and quality control methods to insure that the
product will remain safe for a normal length of time when handled in a
normal manner.2" Of great assistance to the defendant is the Restatement's
position that the burden of proving that the product was in a defective
condition at the time it left the hands of the particular seller is upon the
injured plaintiff. In many instances, such proof by the plaintiff is difficult
to adduce. For most courts, evidence of the probability of subsequent
mishandling is enough to justify a verdict for the defendant." As some
jurisdictions equate statutory nonmerchantability with defective product
character, a drug product with incomplete or outdated labeling informa-
tion affronts both comment g and comment k.2

Comment h says, "A product is not in a defective condition when it is
safe for normal handling and consumption." Injuries occurring through
abnormal handling or preparation will be self-evident, as where a bottled
beverage is knocked against a radiator to remove the cap or where too
much salt is added to food. In situations where the use of the product is
not well known and the manufacturer has reason to anticipate abnormal
use, as where a drug should only be taken in limited doses, he may be
required to warn of the danger involved in high dosage.

Certainly the manufacturer's instructions for use should not be so nebu-
lous in character as to encourage improper use of the product. This, in the
case of prescription drugs, is usually classed as misbranding since incom-
plete labeling is termed untruthful labeling in statutory terms.27 Failure to
abide by comment h criteria in stating dosage is associated with comment
k deficiency as well. For example, the manufacturer who advises that his
antibiotic could be used for irrigating abdominal wounds or abscess cavi-
ties, but who does not qualify the duration of such therapy, when failure
to limit the product's use is dangerous, may be found strictly liable. This

22. For definitions of "defective" see Tinnerholm v. Parke-Davis & Co., 285 F. Supp. 432,
443 (S.D.N.Y. 1968), aff'd, 411 F.2d 48 (2d Cir. 1969). See also Goldberg v. Kollsman Instru-
ment Corp., 12 N.Y.2d 432, 191 N.E.2d 81, 240 N.Y.S.2d 592 (1963) ("defective" is defined
as where the article is used for the purpose for which is it made but is likely to be a danger

source to several or many people because not properly designed and fashioned). In Codling
v. Paglia and Chrysler Corp., 38 App. Div. 2d 154, 32 N.Y.2d 330, 345 N.Y.S.2d 461 (1973),
privity, in the breach of implied warranty claim, was erased all the way to the mere by-
stander.

23. Magee v. Wyeth Laboratories, Inc., 214 Cal. App. 2d 340, 29 Cal. Rptr. 322 (1963).
24. Id.
25. See Forry v. Gulf Oil Corp., 428 Pa. 334, 237 A.2d 593 (1963).
26. Center Chemical Co. v. Parzini, 234 Ga. 868, 218 S.E.2d 580 (1975).
27. 21 U.S.C.A. §352 (1972 & Supp. 1977).
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would be true even though the antibiotic is administered by independent
and experienced practitioners who are deemed fully conversant with the
use of this ototoxic antibiotic."5 Thus, a manufacturer sheds his comment
k cloak when he fails to particularize labeling by citing specific dangers,
contra- indications and instructions, where he is capable of doing so.

Both comment h and comment k cannot abide adulterated products.
These products are neither safe for normal consumption, whether by injec-
tion or ingestion, nor are they properly prepared. Defective condition of the
product may thus also be found where foreign objects are present.

Comment g extends the manufacturer's liability for dangerous contain-
ers. Previously, an arguable distinction could be made in a warranty type
action. As Prosser said, "This metaphysical distinction between the con-
tainer and the contents can only be regarded as amazing."',

The requirement that the defective product be unreasonably dangerous
is expanded in comment i. The product in the defective condition must be
unreasonably dangerous to the user or consumer. "The article sold must
be dangerous to an extent beyond that which would be contemplated by
the ordinary consumer who purchases it, with the ordinary knowledge
common to the community as to its characteristics." ' 0 As examples of some
products that are not unreasonably dangerous, comment i suggests: (1)
good whiskey, even though it will make some people drunk, (2) good to-
bacco, even though the effects of smoking may be harmful, or (3) good
butter, even though it deposits cholesterol in the arteries and leads to heart
attacks." However, if any of those products were adulterated, they might
be unreasonably dangerous.

28. Bristol-Myers Co. v. Gonzales, 548 S.W.2d 416 (Tex. Civ. App. 1976).
29. Prosser, The Assault Upon the Citadel (Strict Liability to the Consumer), 69 YALE L.J.

1099, 1138 (1960).
30. RESTATEMENT OF TORTS (SECOND) §402A, comment i (1965).
31. Id. The comment differentiates between latent and patent defects to some extent, as

does the court in Jamieson v. Woodward & Lothrop, 247 F.2d 23 (D.C. Cir.), cert. denied,

355 U.S. 855 (1957). Although the trial court in Lartigue v. R.J. Reynolds Tobacco Co., 317
F.2d 19 (5th Cir. 1963) talked in terms of breach of implied warranty, the circuit court found

it necessary to explain the propriety of the trial judge's instructions which used negligence
principles and terminology: "reasonable diligence," "foreseeability," "reasonable care." The

explanation bears an interesting relation to comments i, j, and k. The liability of the defen-
dant manufacturer is "only for a defective condition not contemplated by the consumer, the
harmful consequences of which, based upon the state of human knowledge, are foreseeable.
'The foreseeability here involved is different from that required in negligence cases. It is not
the foreseeability of unreasonable risks, but rather the foreseeability of the kinds of risks
which the enterprise is likely to create." 317 F.2d at 24, quoting from James, Strict Liability
of Manufacturers, 24 TENN. L. REV. 923, 925 (1957). The court, in accord with the notes to
the comments, points out that the article sold must be unreasonably dangerous to the ordi-
nary consumer, with the knowledge common to the community as to its characterization.
Misrepresentation will change the picture, but cigarette smokers who started smoking before
the great cancer smoking debate cannot be said to have relied upon the cigarette manufac-
turer's warranty that their cigarettes had no carcinogens.
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When an article of comment k variety is sold, most often the ordinary
consumer is not making the judgement on his own. The question is whether
the product is more dangerous than the manufacturer's description to the
patient's professional intermediary. Was the latter thus inhibited from
making an intelligent choice for the patient's benefit through incomplete
information or misinformation?" At this point, comment k supplements
comment i by diminishing the unreasonability of such a danger, if the
manufacturer did not, should not, or could not have known that his de-
scription was inadequate or erroneous.

The newer cases that involve injury to a user, where there is transfer of
a vaccine or potent drug directly to that user minus the judgement of a
professional intermediary, rest heavily on an intermix of comments i and
k. 3 The intermix results from holding the manufacturer liable for not
warning the user in a manner which would convey the true extent of the
danger, if there were no one to read, interpret, and convey the warning to
him on his behalf.

The ordinary person is neither a savant nor a dolt. Even if he lacks
special competency with reference to the matter at hand, he has and exer-
cises a normal measure of the layman's common sense and judgement.
What constitutes the norm of common sense and judgement is peculiarly
the province of the jury to decide by relating common experience in the
conduct and reaction of people to the circumstances at hand and by weigh-
ing such evidence as may be offered of the actual reactions of numbers of
ordinary people in similar circumstances. In the federal food, drug, and
cosmetic statutes this is expressed in terms of labels and labeling along the
lines of as is likely to be read and understood by the ordinary individual
under customary conditions of purchase and use." Is this different from the
contemplations or expectations of "ordinary consumers" incorporated in
comment i? 5 Is it distinguishable from the traditional reasonable man? If
these questions are crucial, the answers are not found in prethought; but
rather on an ad hoc basis from the particular circumstances attendant to
a particular product usage.

Where a product is inherently unsafe, the marketer who is subjected to
statutory governance will at most times need to face the test of usefulness
and of reasonable purpose for the product in the market place. To the
degree the product is unsafe, a similar degree of justification will have to
be found for offering it for use or consumption. The useful purpose need
not be measured in terms of individual physiological nor pharmacological

32. Marcus v. Specific Pharmaceuticals, Inc., 82 N.Y.S.2d 194 (Sup. Ct. 1948).
33. "The clearest statement of the law as it exists today is in our view that set forth in

the RESTATEMENT OF TORTS (SEcoND) (1965). Relevant to our case are §402A and comments j
and k." Davis v. Wyeth Laboratories, Inc., 399 F.2d 121, 127 (9th Cir. 1968).

34. 21 C.F.R. §§201.1-201.315 (1977).
35. See Borel v. Fibreboard Paper Prods. Corp., 493 F.2d 1076 (5th Cir. 1973), cert.

denied, 419 U.S. 869 (1974).
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import alone if public interest is heavy. So long as the product has no
antisocietal impact that far outweighs its medical use,3" where, for exam-
ple, the product is supportive psychologically, cosmetically or affords de-
sired comfort, the product may be just as reasonable to market. Comment
i products veer away from comment k products in these respects.

Some people require alcoholic beverages. Since the dangers of alcohol
are well known to the consumer, such products need no special warnings
or instructions for use in accompaniment to meet comment i criteria. Users
are presumed to be willing to run the risk of alcohol's effect on mental and
physical performance. If the distributor adulterates the ethyl alcohol con-
tent with methanol, however, he has created the danger of quick blindness
which the user never had an opportunity to place on his balance in making
a choice. Generally, there is no duty to warn against dangers known or
obvious to the user, although this is changing. 7 Even so, there may be
liability where the seller does not warn because he does not know a warning
is necessary. 8

It may be that the seller is aware that the product offers special danger
to certain groups of persons, for example, when it contains known aller-
gens .3 1 Can such products be marketed and comport with comment i
guidelines? Probably so, as long as the class that may be exposed to extra
danger has been adequately informed and warned. Inadequacy of instruc-
tions for storage, use, and reuse, or faulty packaging that can increase the
margin of danger inherent in an unsafe product" can, on the other hand,
convert a comment i style product to one for which the manufacturer will
be held strictly liable.

In terms of comment i, the manufacturer is not relieved of a duty to warn
of inherent dangers that are not obvious because the "knowledge common
to the community" will not ordinarily include such a danger.

The parameters as to warnings and instructions are further comple-
mented by comment j which indicates circumstances under which labeling
may relieve the product from being considered unreasonably dangerous,
but which depend on the manufacturer's position as an expert and the

36. For example, heroin is an excellent anti-tussive agent. Codeine is not quite as good.
Heroin manufacture, use, and sale is prohibited because of its high addictive quality, so
codeine, with a lesser likelihood of causing dependence, is used.

37. Jamieson v. Woodward & Lothrop, 247 F.2d 23 (D.C. Cir. 1957), cert. denied, 355 U.S.
855 (1957); Campo v. Scofield, 301 N.Y. 468, 95 N.E.2d 802 (1950), disclaimed in part by
Bolm v. Triumph Corp., 33 N.Y.2d 151, 305 N.E.2d 769, 350 N.Y.S.2d 644 (1973), and
overruled in Micallef v. Miehle Co., 39 N.Y. 2d 376, 348 N.E.2d 571, 384 N.Y.S.2d 115 (1976).

38. In Tinnerholm v. Parke-Davis & Co., 411 F.2d 48, 53 (2d Cir. 1969), the court pointed
out that "a drug manufacturer impliedly warrants under New York law that its products will
not prove to be unreasonably dangerous." See also Parke-Davis & Co. v. Stromsodt, 411 F.2d
1390 (8th Cir. 1969).

39. Braun v. Roux Distrib. Co., 312 S.W.2d 758 (Mo. 1958); Wright v. Carter Prod., Inc.,
244 F.2d 53 (2nd Cir. 1957).

40. Abbot Laboratories v. Lapp, 78 F.2d 170 (7th Cir. 1935).
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state of knowledge. Thus, as to allergens, "where the product contains an
ingredient to which a substantial number of the population are allergic,
and the ingredient is one whose danger is not generally known, or if known,
is one which the consumer would reasonably not expect to find in the
product, the seller is required to give warning against it, if he has knowl-
edge, or by the application of reasonable, developed human skill and fore-
sight should have knowledge, of the presence of the ingredient and the
danger."'

Comment j indicates, as noted above, that where the only danger is
abusive, excessive, or protracted consumption, and the danger or possibil-
ity of danger is generally known and recognized, there is no need to warn.
Finally, comment j notes that a vendor can reasonably assume that if the
product contains a warning that, if heeded, will render the product safe
for use, the product is neither in a defective condition nor unreasonably
dangerous.

IV. COMMENT k: AN OVERVIEW

With the foregoing introduction, comment k elaborates to the extent
that it seeks to reason out of the spectrum of strict liability those products
which it holds deserving of speculative support under the best conditions
to support the speculation. It relates to articles of utilitarian value, yet
which are "inescapably" or "unavoidably" unsafe. Diethylstilbestrol was
certainly useful, and its true degree of unsafety was at one time unknown.4 2

The history of its handling by the Food and Drug Administration is a clue
to the difficulty of demonstrating a consistently favorable risk to benefit

41. Braun v. Roux Distrib. Co., 312 S.W.2d 758 (Mo. 1958); Casagrande v. F.W. Wool-
worth Co., 340 Mass. 552, 165 N.E.2d 109 (1960); C.A. Hoover & Son v. O.M. Franklin Serum
Co., 444 S.W.2d 596 (Tex. 1969); Wright v. Carter Prod., Inc., 244 F.2d 53 (2nd Cir. 1957). A
contrary proposal in Kaempfe v. Lehn and Fink Prods. Corp., 21 App. Div. 2d 197, 249
N.Y.S.2d 840 (1964).

42. The reports have shown that females exposed in utero to diethylstilbestrol (DES), a
nonsteroidal estrogen, have increased risk of vaginal cancer when they reach puberty; see
Herbst, Ulfelder, and Poskanzer, Adenocarcinoma of the Vagina, 254 NEW ENGLAND J. OF
MED. 878 (1971); Greenwald, Barlow, and Nasca, and Burnett, Vaginal Cancer After Mater-
nal Treatment with Synthetic Estrogens, 285 NEW ENGLAND J. OF MED. 390 (1971); Nora and
Nora, Birth Defects and Oral Contraceptives, THE LANCET 951 (1973); Janerich, Piper, and
Glebatis, Oral Contraceptives and Congenital Limb-Reduction Defects, 291 NEW ENGLAND J.
OF MED. 697 (1974). Although similar data are not available for estrogens other than diethyls-
tilbestrol and its congeners, it cannot be presumed that other estrogens will not induce the
same changes. Several of the reports cited above have also suggested an association between
intrauterine exposure to estrogens and congenital anomalies, including congenital heart de-
fects and limb reduction defects. After review of all available data, the Director of the Bureau
of Drugs has concluded that the use of estrogens during pregnancy should be contraindicated.
See preamble to FDA Order in 40 C.F.R. §5351, Feb. 5, 1975. Advantages and risks associated
with the use of estrogens and its congeners are of a type that can and should be assessed by
patients. The FDA is proposing new requirements for patient labeling for estrogens for general
use. See 21 C.F.R. §310.501 (1976).
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balance. Its users were much more resistant to attempts to restrict its use
than its manufacturers.

43

Drugs of biological or chemical nature and radiation and roentgenologic
equipment often fall into this category. The extent of human knowledge is
insufficient to insure safety of the article, yet in contemporary terms the
product has utility and benefit. Thus, risk versus benefit goes beyond an
individual decision and contemplates a weighing of values on a community
basis against the known danger involved. Often, the public uses a product,
such as saccharin, whose utility is so great, or whose consumption has
become a matter of such great convenience that only strong and definite
proof of danger will cause its relinquishment."

If the danger is unreasonable in the light of the knowledge available,
then liability may be imposed even though the product is administratively
permitted to be sold. Can a lay jury, in examining the facts, determine that
public use and acceptance should not be a rationale for marketing a prod-
uct when the manufacturer or distributor, from his expert position to know
the danger, should be aware that the risk has dangerously exceeded the
benefit? It is more clear that a court can exclude evidence of scientific facts
or discoveries which have come to common or expert knowledge since the
action arose. 5

A. Key Phrases

"Unavoidably unsafe products" are those products incapable of being
made safe for their intended and ordinary use in the present state of
human knowledge. The question this raises is whether the present state of
human knowledge applies to the time the product traverses the last dis-
tributive link of the chain leading from the producer to the user, or to the
time that the manufacturer shipped it from his plant. In finding for the
defendants in Cochran v. Brooke," the second case tried with chloroquine
a4 the subject product in a long and historic line of cases based on alleged
retinopathology induced by the drug, the Supreme Court of Oregon set out
in full comment k to §402A. The court said that where an unavoidably
unsafe product is supplied, prescribed, and used, the manufacturer should
not be required to compensate those who suffer unanticipated harm from
the use of an otherwise beneficial and necessary drug. In essence, the court
found that a pure product was supplied in nondefective fashion, and that
defendant did not know nor should have known that the retinopatholgic
nature of the product made new and special warnings necessary. The court
characterized as inadmissible evidence, publications which came to public

43. See Bell v. Goddard, 366 F.2d 177 (7th Cir. 1966).
44. On the basis of the Delaney Amendment to the Federal Food, Drug and Cosmetic Act,

21 U.S.C.A. §348(c)(3)(A) (1972), the FDA must remove saccharin as a food additive.
45. See Dalke v. Upjohn Co., 555 F.2d 245 (9th Cir. 1977).
46. 243 Or. 89, 409 P.2d 904 (1966).
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knowledge after plaintiff's use of the drug.47

"Incapable of being made safe in the present state of human knowledge"
has a generic ring to it that may be false. While evidence that the product
has been made as safe by the defendant as by any other person who manu-
factures and distributes it would have some weight, it should surely not
be decisive.4" Beyond the fact that a whole industry or profession may be
laggard as to safety, the fact remains that if any evidence were to show that
the defendant knew, or should have known by the exercise of diligence, of
a means to decrease the likelihood of product defect, the defendant should
not benefit from comment k application.

"Safe for their intended and ordinary use" seems to be the kind of
language that offers a fair limitation of the distributor's own confidence
and the assurance which the distributor can give the public. Many prod-
ucts depend upon a special intermediary and often a unique administra-
tive pattern. The manufacturer of prescription drugs, vaccines and devices
describes certain vital factors in his labeling and advertising that will
enable the special expert agents of the public to use the product to its
benefit. Often in such instances a plaintiff joins defendants and seeks his
remedies in terms of his agent's malpractice, the negligence of the provider
of the article and strict liability. 9

B. The Distributive Chain

There are many circumstances inherent in such a scheme of utility
which place manufacturer and user in unanticipated juxtaposition. Within
the conceptual outlines of a prime consumer oriented statute, the Federal
Food Drug and Cosmetic Act, 0 such a circumstance arises with considera-
ble frequency. Often, a finding that a product is unacceptable for distribu-
tion to the consumer, is based, not so much upon a product defect that
weights the balance in the direction of risk, but rather in the circumstance
of its defection by someone in the chain of distribution to the ultimate
consumer or user.

All too often, both plaintiff and defense counsel overlook analyses of the
actors' conduct, which could have profound effect in determining the true
applicability of §402A and comment k. Manufacturers must do more than

47. Id. at 906. Compare Sterling Drug, Inc. v. Cornish, 370 F.2d 82 (8th Cir. 1966), and
Bine v. Sterling Drug, Inc., 422 S.W.2d 623 (Mo. 1968).

48. See Ulrich v. Kasco Abrasives Co., 532 S.W.2d 197 (Ky. 1976).
49. See Love v. Wolf, 226 Cal. App. 2d 378, 38 Cal. Rptr. 183 (1964); Love v. Wolf, 249

Cal. App. 2d 822, 58 Cal. Rptr. 42 (1967).
50. 21 U.S.C.A. §353(b) (1972), the Durham-Humphrey Amendment, envisions drugs

divided into two classes. One class is safe enough so that with adequate labeling the lay person
can comprehend the warning and the drug can be sold over the counter. The other class is
dangerous enough to require a prescription guide for attending practitioners to prescribe
drugs. These are designated "legend drugs." Refills of prescription drugs require the prescri-
ber's authorization.
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comply with statutory law to gain comment k status for an inherently
dangerous article. 51 The manufacturer/distributor who seeks to profit from
marketing inherently dangerous drugs has an understood tariff. By produc-
tion and distributive techniques, by appropriate quality control, and by
the type of accompanying language of direction, instruction, warning, and
precaution that represents the best information available, or that should
be available, the manufacturer/distributor at a cost provides the ultimate
consumer safeguards available at the time the product leaves the maker's
hands. Section 402A also poses the responsibility for everyone in the dis-
tributive chain to do nothing to denigrate the protection that the original
producer created. It is generally understood that a continuing obligation
to warn and instruct concerning any new information that would affect the
risks to benefits balance, which comes or should come to a manufacturer's
or distributor's knowledge, accompanies such a product. 5 Half-hearted
efforts, failures in the communicative resources available, explanations
overladen with rationalization to encourage product use, all create prob-
lems.

5

Those who help conduct the article to its ultimate use, likewise share the
responsibility to update that conduction in the light of knowledge initially
or subsequently provided to them. It is probable that the user has a role
here, best considered under the general question of whether there was a
knowing and informed assumption of risk,5 whether by the individual or
through the individual's physician-agent. I

The manufacturer prepares the product, meeting comment k qualifica-
tion by properly preparing and marketing the product with proper warning

51. In the area of prescription drugs, one court has held that "although all of the govern-
ment regulations and requirements have been satisfactorily met in the production and mar-
keting of the drug, and in the changes made in the literature, including the letter sent out,
the standards are minimal." Stromsodt v. Parke-Davis & Co., 257 F. Supp. 991 (D.N.D.
1966).

52. See Love v. Wolf, 226 Cal. App. 2d 378, 38 Cal. Rptr. 183 (1964), and Sterling Drug,
Inc. v. Yarrow, 408 F.2d 978 (8th Cir. 1969). The key theme of comment k is reasonability.
The defendant in Yarrow might have asked how reasonable it is to expect detailmen to
backtrack in their doctor calls on every labeling change in their catalog. The picture is clearer
for unreasonability where it reaches into misrepresentation or deception. If a doctor had been
interested in knowing more recent findings, etc., and had asked a company representative
and had not been told of any new found hazards or had been partially or fully misled as to
the significance of new hazards, liability would be clearer for the company. When the manu-
facturer fails to properly warn the doctor, it is liable regardless of anything the doctor may
or may not have done. See Sterling Drug, Inc. v. Cornish, 370 F.2d 82 (8th Cir. 1966).

53. Toole v. Richardson-Merrell Inc., 251 Cal. App. 2d 689, 60 Cal. Rptr. 398 (1967).
54. Magee v. Wyeth Laboratories, Inc., 214 Cal. App. 2d 340, 29 Cal. Rptr. 322 (1963). In

California, New York, and Pennsylvania, breach of implied warranty is simply equated with
strict liability in tort. In Davis v. Wyeth Laboratories, Inc., 399 F.2d 121 (9th Cir. 1968), the
court said: "[W]e regard failure to warn where the circumstances of sale imposed that duty,
as exposing the vendor to strict liability in tort (or to liability for breach of warranty if that
approach is used)." 399 F.2d 121, 127 (1968).
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being given to the user via the user's intermediary agent.5 If the latter fails
to heed the instructions for use and the precautionary requirements that
accompany administration, the product thus ingested by the patient cre-
ates serious harm. In Magee v. Wyeth Laboratories, Inc.,"6 the court held
that the drug had never lost its comment k characteristics; the one who
compromised the safety of this unavoidably unsafe product was the physi-
cian. Since his failure to heed the qualifying language accompanying the
product defected the product as it left his hands, rather than as it had left
Wyeth's hands, the physician rather than Wyeth was responsible for the
ensuing harm.

C. The Intermediary Agent in the Distributive Chain

One approach of §402A is to demand that the manufacturer determine
how strong is the likelihood of injury from the product. The emphasis upon
the likelihood of injury takes into account the consumer's or user's knowl-
edge of danger. This approach seeks to protect the consumer or user who
is unaware of the danger involved in his use of the product in its normal
and intended manner. His physician, a health care fiduciary, is the pa-
tient's agent as to drugs and other related, inherently dangerous products.
Misleading the physician is misleading his patient. 5 His physician, having
been informed as to the optimal use of the drug in terms of efficacy and
safety, is deemed aware of the dangers involved and makes the use judg-
ment on that basis. Should he remain uninformed because of a failure of
the manufacturer to impart that knowledge then the manufacturer will
have "defected" the product in its distribution."9

The system of governmental regulation upon which all segments of the
public may rely, including the initial and subsequent providers as well as
the user or consumer, anticipate a knowledgeable intermediary agent for

55. An unavoidably unsafe product, which is offered for sale with specific medical indica-
tions that it may benefit and is properly prepared (unadulterated) and accompanied by

adequate directions for use and warnings as to non-safety (not-misbranded), is not defective
nor unreasonably dangerous according to comment h and §402A, but neither is it likely to be
a product that breaches warranties of merchantability and fitness for use. In addition, so long
as the accompanying labeling or product brochure is complete and truthful and signals
potential hazards in an appropriate manner, the product will not breach its express warranty.
Thus, the condition of a product may be taken as nondefective and at least reasonably

dangerous under any theory of strict liability when it meets comment k parameters. Con-
versely, when it does not meet comment k parameters because the quality and/or quantity
of warning is below the level that the product's inherent dangers demand, or where the
sufficiency and currency of warning are eroded by physical, oral, or other obfuscation, the
product will not meet its express or implied warranties.

56. 214 Cal. App. 2d 340, 29 Cal. Rptr. 322 (1963).
57. See Drummond v. General Motors Corp., [1966] 1 Prod. Liab. Rep. (CCH) 5611.
58. Wechsler v. Hoffman-La Roche, Inc., 198 Misc. 540, 99 N.Y.S.2d 588 (1950); Marcus

v. Specific Pharmaceuticals, Inc., 82 N.Y.S.2d 194 (Sup. Ct. 1948).
59. Givens v. Lederle, 556 F.2d 1341 (5th Cir. 1977); Dalke v. Upjohn Co., 555 F.2d 245

(9th Cir. 1977).
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the plaintiff, morally and legally required to accomplish certain fiduciary
functions for the patient.'

In Kaspirowitz v. Schering Corp.,"' although the plaintiff received a
prescription drug from the pharmacist, she had not had it prescribed for
her by a physician. The pharmacist who provides a prescription drug
minus a required prescription order from the patient's physician has vio-
lated federal and state laws regulating his practice" and is subject to fine,
imprisonment, and loss of license. In Kaspirowitz, the product allegedly
did injury to plaintiff's scalp. Given an original product released by Scher-
ing, with the qualification that it was properly prepared, marketed, labeled
with appropriate warnings including one which noted that it was to be
dispensed only pursuant to a prescriptive order, then could not the court
assume that the product was altered from its comment k characteristics
by the conduct of the pharmacist and the user? The pharmacist, with the
clear legal prohibition against distributing the drug as a "misbranded"
article and his superior knowledge of the dangers of such an article, is
expected to refuse the urgent request of the would be purchaser in such
an instance.

For the same reason there is good cause to believe that irresponsible
conduct on the part of the patient plaintiff or any of the patient plaintiff's
agents prior to ingestion, application, or other use of the drug product,
should not be permitted to denigrate the satisfactory nature of the manu-
facturer's product at the time it was released. 3 Defense counsel would do
well to utilize appropriate investigatory and discovery methods to deter-
mine exactly where in the chain of production, distribution, and use the
product was "defected."

60. In Dalke v. Upjohn Co., 555 F.2d 245 (9th Cir. 1977), the court indicated that warnings
concerning prescription drugs' use are inadequate if they merely give the doctor reasonable
notice of potential harm. The factual issue to be found and resolved is "whether defendants
disclosed in their warnings all side effects which they knew or should have known at the time
these effects were discovered." 555 F.2d at 248.

61. 70 N.J. Super. 397, 175 A.2d 658 (1961).
62. Most state pharmacy laws have sections modeled after the misbranding provisions of

the federal law, 21 U.S.C.A. §352 (Supp. 1977); 21 U.S.C.A. §353(b) (1972). Violations are
prohibited acts under 21 U.S.C.A. §331 (Supp. 1977), and punishable by fine up to $1000 and
1 year imprisonment on each count, as well as loss of the license.

63. Defense counsel will argue that the duty to warn is limited to an obligation to advise
the prescriber practitioner of any potential dangers that may result from the drug's use. As a
medical expert, agent, and fiduciary for his patient, it is the practitioner's duty to take into
account the propensities of the drug, relate them to the needs and susceptibilities of his
patient and make an informed decision. See Davis v. Wyeth Laboratories, Inc., 399 F.2d 121
(9th Cir. 1968); Dalke v. Upjohn Co., 555 F.2d 245 (9th Cir. 1977). If the use of the drug is
unusual as to dosage, method of administration, or indication for use, and thus significantly
at variance with the manufacturer's package insert or PDR, etc., the physician usually seeks
an informed consent for such use from the patient, since the circumstance is tantamount to
experimental therapy. The failure by the manufacturer to warn against such aberrational and
unanticipated use of his product should not ordinarily pose liability.
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Should a plaintiff in illegal possession of an article be permitted to enlist
the remedial force of §402A against the manufacturer? In Incolingo v.
Ewing,6" the infant succumbed to aplastic anemia believed occasioned by
repeated doses of chloramphenicol, an antibiotic, marketed at the time of
use, with considerable precautionary information as to length of adminis-
tration. The mother, unable to procure the refill of an original prescription
through requests to the child's physician and her pharmacist, was able to
get a prescription from her osteopathic physician at her request. Was it
apparent that the osteopath had examined the child and approached a
relationship with the infant as a patient? Cases like DeFreese v. United
States" and Brown v. United States6 offer solid precedent for the re-
quirement that a bonafide physician-patient relationship must precede
the prescription (or administration) of drugs by the doctor. Both physi-
cians in the two named cases were accorded criminal punishment on that
basis. A doctor who gives out an invalid prescription without the necessary
doctor-patient relationship violates sections of the Federal Food Drug and
Cosmetic Act which are intended to protect a class of persons of which the
Incollingo child was one. 7

In Incollingo v. Ewing, the osteopath who issued the refill orders for one
not his patient was held jointly liable with Parke-Davis, manufacturer of
the chloramphenicol, and the original prescriber."6 The jury found that
both doctors were jointly liable as contributory causative factors in pre-
scribing chloromycetin for the plaintiff's infant. However, only one doctor
argued that the warnings relative to the drug were inadequate on the
ground that the manufacturer's representatives in promotional efforts had
glossed over the potential dangers." The other doctor negated such a role
on the part of Parke-Davis. On appeal, the Pennsylvania Supreme Court
found no error in the verdict against Parke-Davis, even though the court
declined to accept the proposition that a qualified doctor could so easily
be duped. Analyzing the comments to §402A, the court noted that the
seller may be required to give direction or warning on the container as to
its use. Further, "where warning is given, the seller may reasonably assume
that it will be read and heeded, and the product bearing such a warning
which is safe for use if it is followed, is not in defective condition nor is it

64. 444 Pa. 263, 282 A.2d 206 (1971).
65. 270 F.2d 737 (5th Cir. 1959).
66. 250 F.2d 745 (5th Cir. 1958).
67. 21 C.F.R. §§300.50-460.93 (1977).
68. 444 Pa. 263, 282 A.2d at 218.
69. Id. The doctor's testimony is perhaps understandable in terms of the plaintiff-bar's

experience in chloramphenicol litigation since Love v. Wolf, 226 Cal. App. 2d 378, 38 Cal.
Rptr. 183 (1964); in virtually all such cases, the codefendant physician or the plaintiff's
physician is asked a similar series of questions to which he makes a similar series of responses,
the gist of which is that the manufacturer's detailman had vitiated and denigrated the label
warning in promoting the use of the drug.
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unreasonably dangerous."7 The court noted that the manufacturer must
give the proper warning the situation calls for to be relieved by comment
k from strict liability. "Since the drug was available only upon prescription
of a duly licensed physician, the warning required is not to the general
public or to the patient, but to the prescribing doctor."7 Therefore, the
court correctly determined that the question of the case is whether the
warning, given to the prescribing doctors, was proper and adequate, and
if so, had it been nullified by the representations of Parke-Davis' agents.
Since the jury found the latter to be true, even if only as to one doctor,
the product was defective and unreasonably dangerous.7"

D. Summary

Every pharmaceutical manufacturer of a prescription drug which by its
nature and by statutory definition,73 should be used only after professional
intervention and advice for safe and effective use, is nonetheless held to a
high standard of care in the manufacturing process.7" The manufacturer is
also held to a high standard of care as to full disclosure75 regarding indica-
tions for use, mode of use and the product's general and selective unsafe-
ness. Ordinarily, strict liability should not lie if the plaintiff fails to show
that this standard has been breached with regard to the defect's cause of
injury. It would be analogous to holding a manufacturer liable for unfore-
seeable harm.76

Similarly, when the manufacturer is in the process of research as to a
prescription drug for humans, he must meet the regulatory parameters
fashioned by statutory authority that require the same exactitude in man-
ufacture and full disclosure.77 Thus, he must keep clinical investigators
apprised of the additional warnings, toxicity, contraindications and the
like, that arise from his intelligence gathering efforts as it concerns all
those working with the new drug and from his ongoing animal pharmacol-
ogic testing as well. Where he fails to so disclose harmful effects learned
in the investigation process, not only does the drug have an added known

70. Id. at -' 282 A.2d at 219, quoting from RESTATEMENT OF TORTS (SEcoND) §402A,
comment j.

71. Id. at -' 282 A.2d at 220.
72. The warning for the product had essentially contraindicated it for use in the treatment

of less than serious infections of the throat. The defendant would argue that the drug was
therefore "misused" by the physicians. Because medical judgments are involved, and in the
view of the claim by the osteopath that he had been lulled into the misuse in this case,
'misuse" was here and may, in other instances, be an insufficient defense in products liability
actions. See also Jones v. Menard, 559 F.2d 1282, 1285 n.4, (5th Cir. 1977).

73. 21 U.S.C.A. §353(b) (1972).
74. 21 U.S.C.A. §351 (Supp. 1977), and Current Good Manufacturing Regulations, 21

C.F.R. §§210.3-211.101 (1977).
75. 21 U.S.C.A. §352 (Supp. 1977).
76. See Cochran v. Brooke, 243 Or. 89, 409 P.2d 904 (1966).
77. 21 U.S.C.A. §355(i) (Supp. 1977).
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danger to its use which removes the possible insulation of both consent and
comment k, but also the maker has added a cause of action for liability in
fraud, deceit, or misrepresentation."

V. BLOOD, VACCINES AND DRUGS

The major impact of comment k has been on three classes of products:
blood, vaccines, and drugs. Blood is deemed a drug by the FDA which
monitors its purity and labeling. Vaccines are part of a more general group
called biologicals; antibiotics may be either drugs or biologicals. One
should therefore note where comment k applicability appears to be in each
of these classes.

A. Drugs

The drug cases indicate that where products carry one or more of the
cardinal sins of the Federal Food and Drug Act, i.e. being adulterated,
misbranded, or marketed without approval of a new drug application, the
manufacturers must anticipate being held strictly liable without enjoying
the insulation of reasonability that comment k affords. Further, counsel
must be aware that some thirty separate possibilities applying to circum-
stances of adulteration exist when we consider the retailer as well as the
manufacturer. This is also true of misbranding. 7

The drug cases indicate that mere compliance with FDA regulations
does not assure the product of comment k insulation, especially if the
plaintiff avers that the product was in a defective condition and unreason-
ably dangerous because of a failure to warn in the accompanying product
label, advertising, and promotional literature. These cases also illustrate
that failure to warn and loss of comment k status may occur from a failure
to communicate the warning by the best means available,"' as well as by
an incomplete or obsolete warning. Though the warning itself is adequate,
contemporary and complete, it may still be rendered defective by dilution,
obscurance, or by oral denigration.12 The warning may also be rendered
insufficient by the circumstances of distribution. The vaccine cases below
indicate such holdings.83

78. See Roginsky v. Richardson-Merrell, Inc., 254 F. Supp. 430 (S.D.N.Y. 1966), and
Toole v. Richardson-Merrell, Inc., 251 Cal. App. 2d 689, 60 Cal. Rptr. 398 (1967).

79. See Willig: Influence of the Federal Food Drug and Cosmetic Act on the Pharmacist's
Current Good Dispensing Practices, 28 FooD, DRUG, CosM. L.J. 636 (Oct. 1973), and McEnery
& Willig, The Federal Food Drug and Cosmetic Act and the Medical Practitioner, 29 FooD,
DRUG, CosM. L.J. 548 (Nov. 1974).

80. Hubbard-Hall Chem. Co. v. Silverman, 340 F.2d 402 (lst Cir. 1965).
81. See Sterling Drug, Inc. v. Yarrow, 408 F.2d 978 (8th Cir. 1969).
82. Love v. Wolf, 226 Cal. App. 2d 378, 38 Cal. Rptr. 183 (1964).
83. See text at notes 90-109, infra.
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Collateral to this view is an opinion by the Fourth Circuit 4 that if failure
to warn renders a product defective for its intended use where the products
distribution takes an unusual turn, as has been held with the vaccine
cases, then a failure to warn may render a product defective for an unin-
tended but foreseeable use as well. Where plaintiffs, prisoners at a Virginia
State Penal Farm, drank alcohol intended and sold only as a fuel for
dentists and dental laboratories and thereafter totally lost their sight, the
court held labeling for such professionals was inadequate since the product
was delivered to a place where others might get their hands on it.15 Equat-
ing "intended use" with "reasonable foreseeability," the court indicated
it was a question of fact as to whether defendants should reasonably have
foreseen that when such a laboratory product ended up in a penal farm
laboratory, an inmate assistant might attempt to drink it unless it had a
warning that its consumption could lead to blindness and death."6

A manufacturer should be aware of the customary and recognized safe
practices the product is used for, as well as be alert to misuse and warn of
knowledge of new hazards."7 Perhaps IUD's are considered drugs or devices,
but in either event, they offer an alternative, with its own inherent dan-
gers, to contraceptive pills. Either through failure in design, failure in
emplacement, or failure to warn against important adverse possibilities,
these products have had a stormy recent history and much litigation fol-
lowed when in November 1974 the FDA released reports that caused the
recall of a leading product, the Dalkon Shield, from the market at that
time. Since these products had been inserted following recommendation,
by many city, county and state public health facilities in the absence of a
doctor-patient relationship, one could anticipate suits based on negligence
wherever not barred by sovereign immunity."

One might also anticipate a plaintiff's action in strict liability against
the manufacturer on the grounds that no warning was conveyed to the user,
and that knowing the manner in which the IUD's were to be dispensed,
minus a professional intermediary, the manufacturer had the duty to as-
sure communication of the danger to the actual user. 9 Although the duty
usually goes only to the prescriber of the drug, where mass clinic inocula-
tions or other forms of administration are authorized, which remove the
presence and instruction of a physician, the warning must be given to the
ultimate consumer or user.

84. Barnes v. Litton Indus. Prods., Inc. v. Sultan Chemists, Inc., 555 F.2d 1184 (4th Cir.
1977).

85. Id. at 1187.
86. Id. at 1188.
87. McClanahan v. California Spray-Chemical Corp., 194 Va. 842, 75 S.E.2d 712 (1953).
88. See Dujardin v. Ventura County Gen. Hosp., 69 Cal. App. 3d 350, 138 Cal. Rptr. 20

(1977).
89. See Davis v. Wyeth Laboratories, Inc., 399 F.2d 121 (9th Cir. 1968).
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B. Vaccines

The vaccine cases, like the blood cases, started historically with a defer-
ential attitude toward those that manufacture and those that administer
the vaccine. In Gielski v. New York,9" the state was able to defend success-
fully on a cause of action brought in negligence where the labeling of the
vaccine did not comport with the industry's general instruction as to the
vaccine's proper use. The court found refuge for the providers, who sup-
plied the vaccine on a public service non-profit basis, in a medicolegal
doctrine that so long as a physician follows a procedure utilized by a
reputable minority, non-consensual treatment cannot, of itself, indicate
negligent conduct. In Carmen v. Eli Lilly & Co.,9 a requisite rabies vac-
cine, produced at an economic loss by a commerical supplier as a gesture
of public and professional service, had unfortunate side effects for the
patient. The vendor's role was found by the court to be sufficiently insu-
lated as to the warning by an accompanying package insert read by the
administering physician as the patient's agent.92 Vaccines are products
which comment k contemplates. In both the above instances, there was no
commercial incentive to produce the vaccines, and the source of supply
was limited. There, the antisocietal possibility was that a failure to recog-
nize the comment k limitation might discourage further production. 3

The polio vaccine cases, first Salk and then Sabin types, represent a
change in the economic approach because of the breadth of their produc-
tion and marketing. Thus, in the first significant case, the California court
excluded them from the protection accorded to blood products." There is
little doubt that the incentive in vaccine cases beginning in this period of
production was commercial. The market was world wide. The innovator
was the central scientist, and thereafter, permission to manufacture fol-

90. 3 Misc.2d 578, 155 N.Y.S.2d 863 (1956).
91. 109 Ind. App. 76, 32 N.E.2d 729 (1941).
92. Wechsler v. Hoffman-LaRoche, Inc., 198 Misc. 540, 99 N.Y.S.2d 588 (1950).
93. The losses incurred through adverse holdings in products liability suits caused a delay

in vaccine manufacturers' response to President Ford's program for public protection against
an anticipated epidemic of "swine flu." Congress, at the President's urging, and following
hearings before committees of both houses, enacted the National Swine Flu Immunization
Program of 1976. 42 U.S.C.A. §247b(j) (Supp. 1977). This act abolished suits against manu-
facturers for alleged harms due to the product and created a cause of action against the
federal government for injuries due to swine flu immunization, making the Federal Tort
Claims Act applicable. In Sparks v. Wyeth Laboratories, Inc., 431 F. Supp. 411 (W.D. Okla.
1977), the law was held constitutional. The suit against the United States and defendant
Wyeth was dismissed because the plaintiff had failed to first file a timely administrative
claim as required by the Act. Strict liability in tort was thus eliminated by law in this
program. Swine flu vaccine "post mortems" are being held by the Health Subcommittee in
the House, (Rogers, D-Fla.). The question is whether legislative action on the federal level is
eventually necessary to end the concern that liability issues will slow down manufacturer
participance and complicate future immunization programs.

94. Gottsdanker v. Cutter Laboratories, 182 Cal. App. 2d 602, 6 Cal. Rptr. 320 (1960).
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lowed a license arrangement that considered mainly the producer's capa-
bility and desire. Indeed, the procedures were carefully controlled by the
Division of Biologic Science within the overall U. S. Department of Health,
Education, and Welfare,95 and the products were manufactured in strict
accord with the agency's prescription and quality assessment. Thus, with
some initial degree of high cost for preparation for vaccine production,
large and prestigious members of the industry were able to anticipate large
sales figures, enhanced prestige, and further entry to their professional and
institutional sources for sales of the balance of their product line.

However, while the characteristics of the vendor and the vaccine produc-
tion enterprise may have undergone appreciable change, the comment k
character of the product had not. Just like blood and important prescrip-
tion drugs, it was a vital need, unavoidably unsafe in some instances, but
required because of the overwhelming benefit to risk ratio.

It is essential for the products liability prophylaxis intended by con-
sumer statutes, for regulated manufacturers or vendors to comply with the
law. It seems fairly obvious that when others than the manufacturer nullify
the statutory scheme for making the prescription drug available to the
patient, or disregard the statement as to use, precautions, warnings etc.,
and these failures cause the harm, comment k should still offer a defense.
Sometimes the circumstances are a mixture of all the above considera-
tions. In Davis v. Wyeth Laboratories, Inc.," a plan for mass vaccine
prophylaxis against polio by administration of Sabin Type III was devel-
oped through cooperation of the manufacturer with medical and pharma-
ceutical societies and the public at large. It might have been generally
accepted as a fit drug, with danger in reasonable proportion to its benefit
and the balance struck in favor of its use. As comment k recognizes, even
human experimentation is essential with new drugs, if knowledge needed
to insure public benefit is ever to be gained. Although comment k has been
taken to mean human experimentation where it is accompanied by the
greatest known safeguards and by informed and voluntary consent of the
trial subject, any misrepresentation in the course of the procedure or any
withholding of information germane to consent as well as safety, invokes
strict liability as well as the punitive sanctions of the governing statute.

Although, in the case of experimental therapy, a free informed choice by
the user is required, there are marginal circumstances when such a choice
may be made on a patient's behalf by his physician."

95. The FDA regulates vaccine production and distribution by effectuating regulations
under 21 C.F.R. §§600-680 (1977), pursuant to the Public Health Service Act, 42 U.S.C.A.
§262 (1974). There are additional standards for viral vaccines, such as polio. See 21 C.F.R.
§§630.1-630.87 (1977).

96. See Davis v. Wyeth Laboratories, Inc., 399 F.2d 121 (9th Cir. 1968).
97. See exceptions to need of informed consent published by FDA in 21 C.F.R. §310.102

(1977), and statutory language, 21 U.S.C.A. §355(i) (1972).
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In Davis, to expedite the vaccination program and undertake to provide
for its needs at moderate cost, the Wyeth Company contributed a trained
representative. There were subsequent labeling changes which did occa-
sion an additional warning for a certain age grouping in which the subse-
quent plaintiffs might be found. Physicians were so advised, and the ac-
companying literature contemporary to the period of injection bore the
complete warning. However, physicians were not administering the vac-
cine. Instead, a local pharmacist was to procure the vaccine and give it to
all comers. It is interesting to note that since the pharmacist had never
been ordered to do so for individual patients by their physician, and had
not been endowed with official governmental status and immunity, he
might have been technically in violation of state and federal laws govern-
ing the prescribing and dispensing of prescription articles." Nor was there
a physician in attendance, so that by administration he might have been
in violation of the state medical practice act. The issue that was litigated
in the case, however, was the sufficiency of warning given by Wyeth. Ordi-
narily, in the case of prescription drugs, a warning to the prescribing physi-
cian is enough." The court found that since Wyeth had not relied upon a
physician-patient relationship and the duty of the patient's physician
agent to inform of the dangers cited in the Wyeth literature for the product,
and since Wyeth's representative, who was closely associated with the
vaccination project, had not done so either, then Wyeth had rendered the
product defective by not communicating the warning to users. The court
found that when the manufacturer knows that his prescription drug prod-
uct will be used in a manner not intended and that adequate warning prior
to the plaintiff's use is not possible, then the manufacturer must attempt
to cure the problem by undertaking the physician's warning duty.00

Many jurisdictions have adopted the Davis approach in instances when
the "clinic" patient, usually minus an attending physician, receives potent
medication such as vaccines or oral contraceptives. In Reyes v. Wyeth
Laboraties, Inc.,' - an 8-month-old infant, who received the Sabin vaccine
from a Texas health clinic nurse, was diagnosed as having polio two weeks
later. Wyeth was held liable because the parents had not been warned of
the possibility.

In Givens v. Lederle,'0 on a consolidated appeal, the Fifth Circuit lis-
tened to defendant's proposed distinctions between Givens, Davis, and
Reyes. Unlike the Reyes plaintiff, who had actually ingested the live virus,
the plaintiff in Givens allegedly contracted polio by close contact with her
daughter who had previously been vaccinated with Sabin vaccine. The

98. 21 U.S.C.A. §353(b) (1972); 21 U.S.C.A. §331(k) (Supp. 1977).
99. Magee v. Wyeth Laboratories, Inc., 214 Cal. App. 2d 340, 29 Cal. Rptr. 322 (1963).
100. Davis v. Wyeth Laboratories, Inc., 399 F.2d 121, 131 (9th Cir. 1968).
101. 498 F.2d 1264 (5th Cir. 1974).
102. 556 F.2d 1341 (5th Cir. 1977).
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county health clinic involved in Reyes was not carrying on a mass innocu-
lation procedure as in Davis, and in Givens, a private pediatrician admin-
istered the vaccine to the infant. The courts held in both Davis,0 and
Reyes'04 that a manufacturer has a duty to warn each individual consumer
when it knows or should know that the drug will be used without a pre-
scription. When a private physician administers a drug by his own hands,
or by direction to a nurse, or prescription to a pharmacist, such an una-
voidably unsafe drug as a polio vaccine should not be defective as mar-
keted unless the manufacturer does not warn the doctor about hazards
known to the manufacturer. There is no doubt that Givens included a
warning, but the appellate court refused to quarrel with the jury which felt
the warning inadequate due to the nebulous manner in which it was ex-
pressed.'0 5 The labeling failed to carry a recitation of risk that could im-
press a physician. The physician characterized his administration of the
vaccine as really no different from the manner in which the vaccine was
administered at a public health center.'

To enjoy comment k exception from strict liability, the proper warning
must adequately state the risk. That is a matter of fact for the jury to
determine, even though the accompanying labeling is governmentally ap-
proved. Apparently, the jury in Givens did not think the warning was loud
and clear to the doctor. Further, the jury could have decided that had
plaintiff known of the risk involved through her doctor, she would not have
allowed the pediatrician to immunize her infant daughter with the live
polio virus vaccine at that time and would have availed herself of alterna-
tives that posed less risk.

The unavoidably unsafe product requires a character of predominant
usefulness and benefit to justify the distribution. But this does not waive
the need to provide full information on which the patient directly, or via
his physician agent, uses to make an intelligent judgement. Therefore, the
product must be accompanied by the most complete, comprehensive, and
comprehensible warning available on the basis of the manufacturer's
knowledge, or what should be his knowledge, in the light of his position as
an expert and considering the state of the art.

Thus, where the patient does not have the opportunity via his agent to
receive a warning and to make a judgement, some other efficient means
to afford him this opportunity becomes the duty of the supplier. Therefore,
by community resolve or determination of state authorities, a vaccine-no
less than a potent drug-may be distributed within a scheme that is tech-
nically illegal in terms of supervening federal law. Even so, the supplier
may still be found liable for failure to warn the ultimate user and recipient

103. 399 F.2d at 131.
104. 556 F.2d at 1345.
105. Id.
106. Id.
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of the product's hazards.
While the failure to warn based on nontraditional distributive patterns

is a major development in altering the comment k character of vaccines,
other cases indicate a range of dangers similar to those involving drugs.
While Griffin v. United States'7 entailed elements of negligence and mis-
representation, had it been capable of trial on grounds of strict liability in
tort, the case would have turned on product defect through adulteration.
The vaccine used in Griffin did not meet the formula requirements for the
product at the time of shipment. The tetravalent vaccine cases as well, in
terms of strict liability in tort, represented adulterated'" and misbranded
products following formulation and preparation, which resulted in a risk
not adequately described in the accompanying labeling.'"

C. Blood

Although suppliers deliver a product that is a drug,"10 transfusions of
blood by statutory definition have most often been considered a service
rather than a sale, and have thus avoided strict liability under §402A or
implied warranty."' In many jurisdictions, this has been fixed by statute
or regulation."' By holding the plaintiff to a proof of negligence, a form of
immunity philosophically associated with the charitable immunity af-
forded hospitals in past decades has been conferred. However, commercial
blood banks that sell the blood to the hospitals in many instances should
be regarded as sellers. But as sellers, they too have offered in defense to
suits based upon provision of impure blood, the comment k nature of
blood-the unavoidability of danger." 3

The application of common products liability theories to the blood cases
has taken long and diverse routes since Perlmutter. It cannot be questioned

107. 351 F. Supp. 10 (E.D. Pa. 1972) (a good example of negligent certification).
108. The earlier polio vaccine cases are distinguishable from the Davis-Reyes-Givens

group in that they were based on alleged defects in Salk, rather than Sabin, vaccine. Those
earlier cases for strict liability claims were based on breach of implied warranty, which of
itself was little different from strict liability in tort under §402A. However, instead of alleging
unreasonable danger by improper warning (misbranding), those cases alleged harm through
impurity (adulteration); through inadequate testing procedures, live virus remained in a
product whose labeling and literature led physicians to believe the live virus had been elimi-
nated. See Gottsdanker v. Cutter Laboratories, 182 Cal. App. 2d 602, 6 Cal. Rptr. 320 (1960).

109. See Stromstadt v. Parke-Davis & Co., 257 F. Supp. 991 (D.N.D. 1966), and Tinner-
holm v. Parke-Davis & Co., 411 F.2d 48 (2d Cir. 1969).

110. 21 U.S.C.A. §321 (Supp. 1977).
111. Perlmutter v. Beth David Hosp., 308 N.Y. 100, 123 N.E.2d 792 (1954); Hoffman v.

Misericordia Hosp., 439 Pa. 501, 267 A.2d 867 (1970).
112. See Cunningham v. MacNeal Memorial Hosp., 113 111. App. 2d 74, 251 N.E.2d 733

(1969).
113. Jackson v. Muhlenberg Hosp., 96 N.J. Super. 314, 232 A.2d 879 (1967), rev'd, 53 N.J.

138, 249 A.2d 65 (1969); Community Blood Bank, Inc. v. Russell, 196 So. 2d 115 (Fla. 1967).
See also Fogo v. Cutter Laboratories, Inc., 68 Cal. App. 3d 744, 137 Cal. Rptr. 417 (1977);
Lewis v. Associated Med. Insts., Inc., 345 So. 2d 852 (Fla. 1977).
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that blood,"' supplied for the purpose of a blood transfusion, is a product
intended for human consumption just as much as is a vaccine or a food
product; 1' 5 and in most jurisdictions, the manufacturer or producer of a
product intended for human consumption or intimate body use is strictly
liable for consequential injuries to a consumer or user resulting from a
defect in the product. There are differences. The view in Florida, for in-
stance, as shown in Green v. American Tobacco Co.," 6 is that unavoidably
unsafe products such as blood require that a plaintiff may only recover
from injuries if they were caused by the provider's failure to detect or
remove a deleterious substance capable of detection or removal.' 7

Where blood products, despite precautionary instruction and compli-
ance, occasion harm to the user through defect, a remedy in court is the
only equalizer and deterrent available to the plaintiff. Legislatures, how-
ever, can determine that for the major public good, the plaintiff's road to
relief must be based on evidence of fault. Under many state laws therefore,
strict liability is not applicable to sales of blood (or for that matter to sales
of other tissues or organs). Plaintiff must show that the defendant physi-
cian, hospital, blood or tissue bank, etc., was negligent.

As an aid to plaintiff in blood supplier cases, the new regulatory criteria
published by the Food and Drug Administration can offer a considerable
lead on the issue of unavoidability of discovery or preclusion of danger."'

The blood cases have relied on comment k, as well as on interpretive
dexterity. A case of great interest some years ago, Jackson v. Muhlenberg
Hospital,"9 involved a defendant hospital which had purchased four pints
of blood from a commercial blood bank and in turn charged the plaintiff
for the blood plus the cost of transfusion. The plaintiff contracted hepatitis
from that blood. In deciding that the doctrine of strict liability could not
apply where the blood was properly collected and marketed with an appro-
priate warning, the court ascribed its position to the importance of policy
considerations and did not take any position on whether the blood was fit
under comment k to §402A.' 20

A supplier undertakes to provide this apparently useful and desirable
product which carries with it a known but apparently reasonable risk.
Given the usual transfusion situation, on a benefit to risk ratio, would the
patient, or the physician as the patient's agent, refuse a needed and avail-

114. See Hoffman v. Misericordia Hosp., 439 Pa. 501, 267 A.2d 867 (1970).
115. Gottsdanker v. Cutter Laboratories, 182 Cal. App. 2d 602, 6 Cal. Rptr. 320 (1960).
116. 154 So. 2d 169 (Fla. 1963).
117. See also Community Blood Bank, Inc. v. Russell, 196 So. 2d 115 (Fla. 1967) (Un-

avoidability of unsafety must be a question of fact for the jury).
118. 21 C.F.R. §§607.3-607.65 (1977).
119. 96 N.J. Super. 314, 232 A.2d 879 (1967), rev'd, 53 N.J. 138, 249 A.2d 65 (1969).
120. See also Moore v. Underwood Memorial Hosp., [1977] 2 Prod. Liab. Rep. (CCH)

7884. Compare Brody v. Overlook Hosp. 121 N.J. Super. 299, 296 A.2d 668 (1972) in the same
court five years earlier. See also Reilly v. King County Cent. Blood Bank, Inc., 6 Wash. App.
172, 492 P.2d 246 (1971).
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able supply of blood, unless it was announced as overwhelmingly likely to
bear a hepatitic infection? The more the patient needs blood, the less
discriminatory he and his physician will be. The more a hospital needs
blood, or a blood bank needs blood, the less discriminatory they are apt to
be. And when a jurisdiction feels a supply of blood is an imperative, that
jurisdiction is likely to be supportive of measures, that are less than dis-
criminating, to provide blood.

Using the rabies vaccine mentioned in the comment as an example, the
Illinois appellate court indicated that comment k protection was only to
be afforded to a pure product.' If the patient and his physician are willing
to take the risk inherent in the vaccine as received in the form and condi-
tion they anticipate, they cannot be held willing to accept and use that
same vaccine which has been altered through adulteration without their
knowledge. Thus, one may be said to accept and use blood as it is usually
provided and labeled and that it might enjoy an exception from strict
liability on comment k, but this is not true if the blood was contaminated
or impure blood, as is hepatitic blood. Comment k as written does of course
include instances when "there can be no assurance of safety, or perhaps
even of purity of ingredients .... "I" The possibility of use, in the face of
no guarantee of knowledge of purity, applies generally rather than particu-
larly to new or experimental drugs. The Illinois interpretation bypassed the
policy issues that influenced prior holdings. Reacting swiftly under pres-
sure from health care facilities, the Illinois legislature enacted a law with
a sunset provision to take blood out of strict liability and make it subject
only to suit on traditional tort grounds.' 3

However, even if it were agreed that blood fits the comment k exception,
and that as a useful, life saving product, it is ordinarily not unreasonably
defective, each instance deserves its own proof that all reasonable efforts
have been made in the light of current knowledge and available tests,' 24

contemporaneous with the marketing of the blood, to make the product
safe. Thus, the time of manufacture, distribution, sale, and use are all
relevant to comment k exception from liability. The question remains as
to how to balance off safety advances in the preparation of the product,
with a sufficient warning to the current user, where the danger or the
means to diminish or avoid it becomes known after the product is in the
marketplace.

In Brody v. Overlook Hospital,'2 5 another blood case, the defendant

121. Cunningham v. MacNeal Memorial Hosp., 113 Ill. App. 2d 74, 251 N.E.2d 733 (1969).
122. RESTATEMENT OF TomRs (SEcoND) §402A, comment k (1965).
123. That law has now been extended until July 1, 1981 from its scheduled "sunset" on

July 1, 1977. See [1977] 1 Prod. Liab. Rep. (CCH) 1187.141. See also Hoder v. Sayet, 196
So. 2d 205 (Fla. 1967).

124. See 21 C.F.R. §§606-607, 640 (1977). Cadaver blood is prohibited from use in the
United States.

125. 121 N.J. Super. 299, 296 A.2d 668 (1972). See also Perlmutter v. Beth David Hosp.,
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steadfastly claimed comment k status for the blood he provided and at the
same time argued his actions to be a service by a non-commercial enter-
prise. Defendant cited extensively from Magrine v. Krasnica", and
Newmark v. Gimbel's, Inc.' 7 The analogies drawn were that comment k
excepted products had the same unique status as did the health care
practitioner. Their availability bore such a necessary and intimate rela-
tionship to the public good that their provider's obligation should have
been expressed in terms of a reasonable approach to product defect and
care in manufacture, just as the physician's obligation was grounded in a
duty to exercise reasonable care and competence toward his patients. As
the court said of the latter, "In our judgment, the nature of the services,
the utility of and the need for them, involving as they do, the health and
even survival of many people, are so important to the general welfare as
to outweigh in the policy scale any need for the imposition on dentists and
doctors of the rules of strict liability in tort."'2

VI. MISCELLANEOUS COMMENT k DEFENSE CONSIDERATIONS

Usual defenses in the drug and cosmetic areas have contemplated the
idiosyncratic unanticipated user'n or indicated that there was no failure

308 N.Y. 100, 123 N.E.2d 792 (1954). To the same effect are Hoder v. Sayet, 196 So. 2d 205
(Fla. 1967), Dibble v. Dr. W.H. Groves Latter-Day Saints Hosp., 12 Utah 2d 241, 364 P.2d
1085 (1961); Heirs of Fruge v. Blood Servs., 506 F.2d 841 (5th Cir. 1975); Gile v. Kennewick
Pub. Hosp. Dist., 48 Wash. 2d 774, 296 P.2d 662 (1956). For holdings challenging the
Perlmutter Rule, see Carter v. Inter-Faith Hosp., 60 Misc.2d 733, 304 N.Y.S.2d 97 (1969);
Jackson v. Muhlenberg Hosp., 96 N.J. Super. 314, 232 A.2d 879 (1967), rev'd, 53 N.J. 138,
249 A.2d 65 (1969); Hoffman v. Misericordia Hosp., 439 Pa. 501, 267 A.2d 867 (1970);
Schmaltz v. St. Luke's Hosp., 521 P.2d 797 (Colo. 1974). As to blood banks, see Whitehurst
v. American Nat'l Red Cross, 1 Ariz. App. 326, 402 P.2d 584 (1965); Balkowitsch v. Minneapo-
lis War Memorial Blood Bank, 270 Minn. 151, 132 N.W.2d 805 (1965), Goelz v. J.K. & Susie
L. Wadley Research Inst. & Blood Bank, 350 S.W.2d 573 (Tex. 1961); Community Blood Bank
v. Russell, 196 So. 2d 115 (Fla. 1967), which corresponds in some respects to the reasoning in
Green v. American Tobacco Co., 154 So. 2d 169 (Fla. 1963). See also Fogo v. Cutter Laborato-
ries, Inc., 68 Cal. App. 3d 744, 137 Cal. Rptr. 417 (1977) (on point), but compare Jackson v.
Muhlenberg Hosp., 96 N.J. Super. 314, 232 A.2d 879 (1967), rev'd, 53 N.J. 138, 249 A.2d 65
(1969). In Schmaltz v. St. Luke's Hosp., 521 P.2d 797 (Colo. App. 1974), the Colorado Court
of Appeals held that since hospitals sell blood, a patient allegedly harmed therefrom should
be able to bring suit in strict liability based on §402A of the RESTATEMENT OFTORTs (SECOND)
(1965), or breach of implied warranties, regardless of how much care the seller exercises. This
holding was followed by a statute adopting a contrary policy, similar to the Illinois legislative
reaction to Cunningham v. MacNeal Memorial Hosp., 47 111. App. 2d 443, 266 N.E.2d 897
(1970). In Jennings v. Roosevelt Hosp., 83 Misc.2d 1, 372 N.Y.S.2d 277 (1975), the New York
County Supreme Court rejected a challenge to its reliance on the Perlmutter Rule, and
declined to accept plaintiff's reading of Codling v. Paglia, 32 N.Y.2d 330, 298 N.E.2d 622,
345 N.Y.S.2d 461 (1973).

126. 94 N.J. Super. 228, 227 A.2d 539 (1967), aff'd, 100 N.J. Super. 223, 241 A.2d 637
(1968).

127. 54 N.J. 585, 258 A.2d 697 (1969).
128. Id. at 597, 258 A.2d at 703.
129. Braun v. Roux Distrib. Co., 312 S.W.2d 758 (Mo. 1958). Wright v. Carter Prods., 244
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in design or warning based on contemporary knowledge at the time of
marketing. 1'0 Among defense counsel who argue products liability cases,
especially those who are concerned with prescription drug liability litiga-
tion, the defenses of abreaction and state of the art are closely related to
the comment k limitation on strict liability.

In Cudmore v. Richardson-Merrell, Inc.,'31 plaintiff alleged he developed
cataracts as the result of treatment with MER-29, a newly developed drug
to reduce cholesterol. Plaintiffs physician had been eager to have plaintiff
benefit from the new drug which had been approved by the FDA following
lengthy testing and clinical studies. The drug was eventually withdrawn
from the market' 2 following evidence of its cataractogenicity. In the course
of Congressional hearings on the manner in which MER-29's approval and
failure were handled by the FDA, it became evident that the manufac-
turer's scientists were independently aware of its ophthalmic toxicity and
were advised of similar experience by another large pharmaceutical manu-
facturer who experimented in animals with a similar compound. Later
MER-29 cases, Roginsky v. Richardson-Merrell, Inc., 3' and Toole v.
Richardson-Merrell, Inc.,134 were, therefore, predicated upon principles of
fraud in the plaintiffs search for punitive damages.

At the time of the Cudmore trial, however, defendant took the position
that the plaintiff had sustained an "abreaction" not foreseeable in either
a particular person nor in an appreciable number of persons.3 5 Further,
defendant argued that the state of the medical art was such that the
manufacturer in the exercise of ordinary care could not have foreseen that

F.2d 53 (2nd Cir. 1957). Kaempfe v. Lehn & Fink Prods. Corp., 21 App. Div. 2d 197, 249
N.Y.S.2d 840 (1964).

130. Many products are used by physicians or their patients in a manner unintended and
extraordinary. If such uses are frequent enough, or publicized enough, or in any other way
brought to the sponsor's attention, he must consider them. In the event they tilt toward
danger in the balance of benefits to risk, understanding that even for intended and ordinary
use, the product is "unavoidably unsafe," the manufacturer must unequivocally discourage
such usage. If the new or extraordinary usage has merit, the distributor's labeling language
should reflect that and he should offer the same degree of instructive, precautionary, and
warning language that he had prepared for the product's primary purposes. How far from the
MacPherson decision have we come? Wherever it is foreseeable that substantial harm to
persons or their property will result if the chattel is defective, the duty to preserve it from
defect by negligence falls upon the shoulders of he who places it in circulation and/or in the
hands of the ultimate user. It is to this latter party that such a duty will be found to extend.
See discussion on "misuse" in notes 61-65, supra.

131. 398 S.W.2d 640 (Tex. 1965), cert. denied, 385 U.S. 1003 (1967).
132. 21 U.S.C.A. §355(e) (Supp. 1977), gives the FDA authority to compel removal of a

drug from the market.
133. 254 F. Supp. 430 (S.D.N.Y. 1966), rev'd in part, 378 F.2d 832 (2nd Cir. 1967).
134. See O'Toole v. Richardson-Merrell, Inc., 251 Cal. App. 2d 689, 60 Cal. Rptr. 398

(1967).
135. Cudmore v. Richardson-Merrell, Inc., 398 S.W.2d'640 (Tex. 1965), cert. denied, 385

U.S. 1003 (1967).

19781



MERCER LAW REVIEW

an appreciable number of persons would develop cataracts.'36 While the
case was based on implied warranty theory, the defense used comment k
logic: at the time the product was sold for use, did the manufacturer know
that some users might develop cataracts from its use? If not, should the
manufacturer have known? If the user suffered an abreaction and the state
of the medical art was such that the manufacturer's scientists did not, nor
could not have known the injury was likely to occur, then the comment k
parameters were met and strict liability was avoided. Indeed, the jury
favorably held for the defendant. When the plaintiff appealed, using the
formula of strict liability, he claimed that the court had mistakenly raised
the issue of foreseeability, an ingredient in the fleshout of negligent con-
duct, and hence not an element in the case. He claimed that the producing
cause rather than proximate cause should have been the issue submitted.,37

When a drug is adulterated'8 or misbranded'39 according to legal stan-
dards from applicable law and regulations,' 0 the manufacturer must suffer
liability for plaintiff's harm proximately caused by its product. This would
be equally true on principles of pure negligence' or strict liability.'

Thus, in answering plaintiff, and in pointing out that the capsules of
MER-29 ingested by the patient were neither impure nor contaminated,
the Texas Court of Civil Appeals stated its belief that foreseeability is
properly an element in the law of implied warranty in products liability
cases such as Cudmore. 13 Only when the adverse results ought reasonably
to have been foreseen by "a person of ordinary care," in "an appreciable
number of persons," should the manufacturer of a drug intended for inti-
mate bodily use, be found liable. 4 The court indicated that the plaintiff
had the burden of proof to show he was one of "an appreciable number of
persons"' 45 who might have been foreseen to suffer harm. One may disagree
that a manufacturer of potent drugs should be categorized merely as a
person of ordinary care and that a fatal or highly injurious result, if foresee-
able, need only be forecast if itmight affect an appreciable number of
persons, but essentially, the court was holding to the comment k line.

136. Id. at 647.
137. Id. at 644.
138. 21 U.S.C.A. §351 (Supp. 1977).
139. 21 U.S.C.A. §352 (Supp. 1977).
140. 21 C.F.R. §§1-400 (1977).
141. Since such a product under most circumstances could be derived from noncompli-

ance with the statute, "statutory" negligence, negligence per se, and comment k would all
be possible approaches.

142. Since an adulterated product is defective, as is a misbranded product, the product
defect fundamental to recovery via strict liability must be shown.

143. Cudmore v. Richardson-Merrell, Inc., 398 S.W.2d 640 (Tex. 1965), cert. denied, 385
U.S. 1003 (1967).

144. Id. at 644.
145. Id.
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In fact, subsequently, in O'Hare v. Merck & Co.,' 46 the Eighth Circuit,
while citing Cudmore affirmatively, did indicate that a "manufacturer is
held to the skill of an expert in its particular field of endeavor,""'4 and it
has the duty to exercise ordinary and reasonable care measured in those
terms. The court stated that comment k parameters limited the manufac-
turer's strict liability, and indicated that such an expert "is obligated to
keep informed of scientific knowledge and discoveries concerning that
field.""'4 And further, the court noted: "Liability will not attend those
injurious consequences resulting from the use of a product, the harmful
effects of which, 'no developed human skill or foresight can afford knowl-
edge.'9"

9

One recurring theme in many of these kinds of lawsuits is that while the
physician was cognizant of the drug's dangers and conversant with the
manufacturer's warnings, he had not advised the patient in advance of
such possibilities.'10 The FDA has, in respect to some prescription drugs,
namely the contraceptive pills, required the manufacturer to provide, and
the dispenser to distribute with the prescription drug, a full disclosure in
lay language of the warnings, contraindications, and other cautionary in-
formation contained in the product's labeling. The patient heretofore had
named the physician in a lawsuit for failure to communicate the warning
or the patient had moved against the manufacturer for providing the phy-
sician with no warning, an inadequate warning, a deceptive warning, or a
vitiated warning.'"' The FDA in its December 5, 1977 tentative Drug Regu-
lation Reform Act of 1978, §305, proposes to extend the theory of "patient
labeling" to all prescription drugs. Thus, a manufacturer's failure to pro-
vide such labeling for inclusion when the prescription drug is dispensed or
a manufacturer's failure to provide adequate labeling to satisfactorily in-
form the lay user, would create another possible cause of action for the
plaintiff. Add to this the possibility that a pharmacist may neglect to
include the patient labeling provided, and plaintiff may add him as a
defendant.'52

While comment k addresses itself to unavoidably unsafe products that
may possess qualities that resist an allegation of defect, and that are ac-
companied by descriptive material which describes the products' utility
and dangers, comment k gives no insulation against adulterated or mis-
branded products. Thus, as regards blood components and especially

146. 381 F.2d 286 (8th Cir. 1967).
147. Id. at 291.
148. Id.
149. Id., quoting from Ross v. Philip Morris & Co., 328 F.2d 3, 6 (8th Cir. 1964). See also

Dalke v. Upjohn Co., 555 F.2d 245 (9th Cir. 1977).
150. See Marsh v. Arnold, 446 S.W.2d 949 (Tex. 1969); Cochran v. Brooke, 243 Or. 89,

409 P.2d 904 (1966).
151. See Sharpe v. Pugh, 270 N.C. 598, 155 S.E.2d 108 (1967).
152. See Jacobs Pharmacy v. Gipson, 116 Ga. App. 760, 159 S.E.2d 171 (1967).
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drugs, the status of the product in reference to the governing statute and
regulations will be important.'53

Since most cases that involve comment k are based upon harm from the
ingestion, application, or other administration of potent drugs, the prescri-
ber, administrator, or dispenser of the article is often a codefendant. 54 For
the plaintiff this is more than a sortie into joint or alternative tortfeasance.
Most often these defendants have conflicting interests, and while a tradi-
tion of cooperation and mutual protection may have been a long-standing
rule prior to the 1950's, the pressures of insurers and the realities of adver-
sary roles have changed the picture.'55

Often, the product has accompanying descriptive information on warn-
ings, side effects, patient selection, and out and out contraindications that
represent the most current knowledge and best advice the manufacturer
can give toward the greatest safety and efficacy of the product's use. It is
this truthful exposition which meets comment k criteria for insulation from
defect.' In many instances, the physician codefendant has either ignored,
prescribed, administered, or dispensed in variance from the accompanying
product literature.' As far as the malpractice defense is concerned, the
doctor must argue that the benefits of his failure to heed the manufactur-
er's labeling or other available advice outweighed the risk,' If this argu-

153. An article which at time of shipment and sale was neither adulterated, misbranded,
nor an article such as prohibited for transfer by the Federal Food Drug and Cosmetic Act, 21
U.S.C.A., ch. 9 (Supp. 1977), or its state and local equivalents, presents persuasive indica-
tion, albeit not conclusive proof, that the article should enjoy comment k insulation from
strict liability for alleged harms.

154. See Mulder v. Parke-Davis & Co., 288 Minn. 332, 181 N.W.2d 882 (1970); Annot.,
45 A.L.R.3d 920 (1972). The court was petitioned by the Minn. State Medical Ass'n as amicus
curiae for a rehearing and clarification of the opinion. As filed, the opinion noted that where
a drug manufacturer recommends to the medical profession (1) the conditions under which
its drug should be prescribed, (2) the disorders it is designed to relieve, (3) the precautionary
measures which should be observed, and (4) warnings of the dangers which are inherent in
its use, a doctor's deviation from the labeling is prima facie evidence of negligence, if there
is competent medical testimony that the patient's injury or death resulted from that doctor's
failure to follow the recommendations and the warnings. See also Magee v. Wyeth Laborato-
ries, Inc., 214 Cal. App. 2d 340, 29 Cal. Rptr. 322 (1963).

155. See Grinnell v. Charles Pfizer & Co., 274 Cal. App. 2d 424, 79 Cal. Rptr. 369 (1969);
Christofferson v. Kaiser Foundation Hosps., 15 Cal. App.3d 75, 92 Cal. Rptr. 825 (1971).

156. See Basko v. Sterling Drug, Inc., 416 F.2d 417 (2nd Cir. 1969); Sterling Drug, Inc. v.
Yarrow, 408 F.2d 978 (8th Cir. 1969). But comment k requirements must be completely
satisfied.

157. Sometimes the doctor does this knowingly. Sometimes he does this having seen the
cautionary instructions. Where a physician testifies that he relied upon his own knowledge
rather than on the detailman's presentation of the manufacturer's accompanying labeling,
the failure of the labeling to meet the criteria of currency and adequacy may not be the
proximate cause of the injury of which the plaintiff complains. See Mulder v. Parke-Davis &
Co., 288 Minn. 332, 181 N.W.2d 882 (1970); Douglas v. Bussabarger, 73 Wash.2d 476, 438 P.2d
829 (1968); Dalke v. Upjohn Co., 555 F.2d 245, 249 (9th Cir. 1977).

158. See Drazin v. Ortho Pharmaceutical Corp., 148 N.J. Super. 56, 371 A.2d 827 (1977)
(when the doctor testified that he had been made aware of the possible side effects of the
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ment, for various reasons, is not helpful or available, the physician will
need to impugn the character and rectitude of the manufacturer's accom-
panying and promotional labeling.'

A manufacturer's instructive and warning language should be compara-
ble as to precautionary guidance, contraindications, and dangers, as are
other manufacturers' similar or related products.6 0 However, unlike prod-
uct design which contemplates feasibility, differences in selling price, 6'
taste of prospective vendees, which should not be classed as failing if the
warnings are not the very best, the warnings under comment k must be
equal or favorable by comparison to the other similar related products. "'
Thus, both the plaintiff and the defendant will examine the P.D.R. and
other warning sources to compare the contemporary labeling of the product
subject to the lawsuit against products with the exact established name
or which are similarly used. Usually, manufacturers of the original brand
drug product via the new drug application and supplementary new drug
application procedures maintain the currency and completeness of the
product warning.' Thereafter, manufacturers of so called generic equiva-
lents, or "me too" drugs as they are known in the pharmaceutical industry,
mimic the labeling of the original brand. It is altogether probable that "me
to" manufacturers may delay in disseminating warning changes or im-
provements out of a need to await someone else's change. Also there may
be a delay in order to make similar labeling adjustments, and finally there
may be a delay out of a need to use up prior stock of labels and labeling
which amount to considerable sums. In terms of comment k, it is therefore
possible that plaintiff's counsel may find that the generic equivalent's
labeling was not current as to recitation of danger, by comparison with one
or more of the other "brands." This is further reason for both plaintiff and
defendant to correctly identify the drug that has been actually dispensed
for use by the patient rather than to settle upon the one actually pre-

contraceptive pills from their accompanying labeling, but had prescribed them for the pa-
tient's need, the comment k character of the product was reinforced to the manufacturer's
advantage).

159. The prescriber will be likely to take one or more of the following positions to vitiate
the manufacturer's argument that the product was accompanied by adequate directions and
warnings: (1) Where warnings have undergone expansion of changed emphasis, he will state
that stronger earlier warnings would likely have changed his course of action; (2) He relied
on oral statements as to safety and efficacy provided by the manufacturer's detailman and
was thus misled or had his attention to the product's unsafeness diverted or reduced; (3) The
manufacturer's other promotional activities, whether by scientific exhibits, correspondence,
supportive journal articles, and studies, were at variance with the accompanying labeling and
caused him to rely thereon to the patient's harm, and (4) The warning language in the
package insert was less than frank, honest and direct, and obscured dangers or left them
undefined by surrounding the dangers with other matter.

160. See Sills v. Massey-Ferguson, 296 F. Supp. 776 (N.D. Ind. 1969).
161. See Dreisenstok v. Volkswagenwerk, A.G., 489 F.2d 1066 (4th Cir. 1974).
162. Dalke v. Upjohn, 555 F.2d 245 (9th Cir. 1977).
163. See 21 U.S.C.A. §§355(a) - (j) (Supp. 1977).
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scribed. Substitution with or without the knowledge of the patient or the
prescriber, is accomplished in many large teaching hospitals via a so-called
"formulary" system. Substitution, however, is permissible by new state
laws in more than half the states.' 4

VII. COMMENT k: FORWARD OR EPILOGUE?

What is the scope of comment k application? Litigants must examine
the particular needs and circumstances of the plaintiff, as well as those
foreseeable to the defendant.

If we scrutinize deviations from a norm of safety as a basis for imposing
liability, should we not scrutinize all the more the product whose norm is
danger? Such scrutiny is especially sensible for drugs for which a reasona-
bly safe substitute exists. Thalidomide sleeping pills afford a recent dra-
matic example of such a dangerous product. Other drugs, which must be
used despite the danger, perhaps should be treated differently."'

Providing that the medical theories and scientific basis set forth is true,
should Thalidomide, as a non-habituating, non-barbiturate, non-opiate
sedative and hypnotic substitute for abusable and dangerous drugs, be
permitted for sale to males, of all ages and females of non-child-bearing
ages, since there are no other drugs that fit that description and need?
Should Thalidomide, as a therapeutic aid in the treatment of leprosy, for
which few drugs of equivalently low toxicity exist, be allowed for sale to
male lepers of all ages and female lepers not of child-bearing age? Should
Thalidomide be totally unavailable for use, excluded from marketing
under any directions or instructions? Would any of the foregoing fit the
Traynor view of comment k for a product whose liability is based on a
single serious harm, that of teratogenicity (affecting females of child-
bearing age)?

If the product is not defective and not unreasonably dangerous to the
user, it does not give rise to strict liability. Such a rule is based on policy.
The means available for avoiding the risk of harm and the extent of such
risk to the ultimate consumer or user must tilt the balance subordinately
to the advantage the product poses to the user and its availability. Eco-
nomic factors will certainly be considered in determining the fit. If pecuni-
ary loss will destroy the capability and the incentive for manufacture of
an essential product or its improved version, the likelihood of a court
holding for an otherwise non-negligent defendant increases. If the pecuni-
ary loss merely raises defendant's costs, he can by repricing the article

164. See BULLETIN OF NATIONAL ASSOCIATION OF BOARDS OF PHARMACY (September, 1977).

For reference to "substitution" in pharmacy, see also REMINGTON, REMINGTON'S PRACTICE OF
PHARMACY (1975).

165. Traynor, The Ways and Meanings of Defective Products and Strict Liability, 32
TENN. L. REv. 363, 368 (1965).
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distribute the financial burden of the risk among all users, rather than
have it borne by the injured person alone. But if the economic loss to the
defendant reaches catastrophic dimensions, the court will pause. Likewise,
if the article is not sold in large enough quantity to permit price increases
to equalize the financial loss, or if price increases for such a purpose may
deprive many members of the public of the use and benefits of the product,
the court may justly strain to find for the defendant. A manufacturer of
rabies vaccine makes the product as a public service because preparing
such substances, rotating inventory, etc., in the face of small sale use,
occasions a considerable loss of money. For the manufacturer it becomes
a trade off for good public and professional relations. Conceivably, a manu-
facturer hurt by an unjustifiable products liability loss might simply elect
not to make the product.

Social factors also enter into the courts' consideration. For example, if,
overpopulation is deemed a threat to a particular society, the courts will
consider contraceptive drugs and devices as necessary, though dangerous.
But subconsciously, jurists and juries in heavily populated jurisdictions
are apt to be more liberal in their charges and in the reconstruction of the
facts than their peers in underpopulated jurisdictions.

Not infrequently, plaintiff's counsel foresees that defendant's product,
whose defective nature he is undertaking to prove, will probably enjoy the
comment k insulation when instructions are given and the case is submit-
ted solely on the theory of strict liability in tort under §402A. Thus, counsel
will seek a submission and instruction in the alternative on breach of the
implied warranties. The court may be loath to do this. In refusing to
instruct on breach of implied warranties the courts may state that the
requested alternate charge represents a superseded theory, or that the
alternate offers no conceivable advantage to the plaintiff.

When defendant satisfies §402A's comment k criteria, then the defen-
dant has not breached his warranty of merchantability. In Basko v. Ster-
ling Drug, Inc., "I although reversing and remanding on other grounds, the
court found the refusal of the trial court to also instruct on negligence or
breach of implied warranty was not error. There, too, the primary theory
was strict liability in tort where plaintiff was permanently injured as an
alleged victim of a drug whose harmful side effects were not previously
known. Plaintiff's burden was to prove that the warning given was not
justifiably lacking or delayed, and success would bring a favorable verdict
on any of the three theories. If unsuccessful, no favorable verdict would be
available on any theory.

"Even if there is no negligence," Judge Traynor has said, "... public
policy demands that responsibility be fixed wherever it will most effec-
tively reduce the hazards to life and health inherent in defective products
that reach the market. It is evident that the manufacturer can anticipate

166. 416 F.2d 417 (2nd Cir. 1969).
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some hazards and guard against the recurrence of others, as the public
cannot."'' 7 "This theory has the effect of forcing the entity that markets
the product to consider the accident costs of the product when deciding
whether and from where to procure it."'' ' The imposition of strict liability
is predicated, not upon fault, but upon physical control over the defective
product at a time when the product is in fact defective. The test as I see
it, is the capability for an informed "balance of risk vs. benefit" decision,
at the time of use.' 9 If the user's agent can make such a decision for him
because of the nature of the product, that too should satisfy the test.
Further, to qualify for such a caveat, the product should be necessary, in
the sense that no other product of significantly greater safety and/or effi-
cacy is, in the opinion of the prescriber, currently available in the market-
place, bearing in mind that economic factors no less than geography deter-
mine the perimeters of the purchaser's procurement area.

To the extent that danger was unpredictable as well as unknown, and
the product itself satisfied the comment k raison d'etre, should the plain-
tiff bear the burden occasioned by subsequent harm?'7 ° Section 402A indi-
cates the answer to this query should be in the affirmative.

I submit however that this will probably be a rare phenomenon. In most

167. Escola v. Coca-Cola Bottling Co., 24 Cal. 2d 453, 150 P.2d 436, 440 (1944) (Traynor,
J., concurring).

168. Brody v. Overlook Hosp., 121 N.J. Super. 299, 296 A.2d 668, 672 (1972).
169. As a part of the physician's weighing procedure of benefit vs. risk on behalf of the

patient, he must consider alternatives to the product he prescribes. In the case of chloroquine,
for example, for the spectrum of diseases for which the new broadened use of the antimaterial
was promoted in the fifties, the alternatives were actually often far more dangerous and
lethal. Injections of heavy metals (gold), steroidal drugs of the cortisone family, and anti-
inflammatory analgesics of known danger to hemopoiesis are illustrative of these contempo-
rary alternatives to chloroquine. It was little wonder that physicians not only prescribed
chloroquine, but persisted in its use in the absence of evident serious adverse effects. Yet,
when one examines the testimony of the patients' physicians, this justification which is part
and parcel of the reasonably unsafe products remains absent.

How far shall we travel from MacPherson? In that classic breach of the citadel of privity,
J. Cardozo opined that foreseeability in negligence should address itself to probabilities of
danger, not mere possibilities. Modern courts, somewhat in keeping with such a concept, hold
the seller under a duty to warn of only those dangers that are reasonably foreseeable [Borel
v. Fibreboard Paper Prods. Corp., 493 F.2d 1076, 1088 (5th Cir. 1973)], for those are the
probable dangers as contrasted to those unforseeable, and therefore at best mere possibilities.

170. Comment k excepts the producer of ethical (prescription) drugs from the position of
an insurer with respect to his merchandise. When the consumer can demonstrate that his
injuries were proximately caused by the product, that does not of itself constitute a sufficient
basis upon which to predicate the manufacturer's liability. Even though held to the skill of
an expert in his field of particular product development and sale, he is held accountable as
an expert only for those dangers of which he has knowledge or could discover through the
exercise of reasonable care, and which he failed to communicate to the users. In the case of
all prescription drugs, federal law and the threat of products liability obliges the manufac-
turer to additionally test and investigate the propensities of the product as he and others
foresee risks of harm to potential users, in the light of current scientific or medical knowledge
and discoveries. See O'Hare v. Merck & Co., 381 F.2d 286 (8th Cir. 1967).
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circumstances, expert parties are involved in the distributive or applica-
tive scheme. They are insured and knowledgable. Often their information
is more current in a clinical sense than that of the producer whose informa-
tion may be more current in the technical or scientific sense. Often these
expert parties, for their failures, may be looked to by the plaintiff. Experts
are in the best position to identify subtleties of danger for their principals.
Governmental regulation offers fundamental guidelines to producers, pres-
cribers, dispensers, and patients, not only in terms of strict liability and
comment k parameters, but also to other theories of redress in products
liability.

An unavoidably unsafe product offered for sale for specific medical indi-
cations and which is properly prepared (unadulterated) and accompanied
by adequate directions for use and warnings as to unsafeness (nonmis-
branded) is not defective nor unreasonably dangerous according to com-.
ment k, but neither is it likely to be a product that breaches warranties of
merchantability and fitness for use. In addition, so long as the accompany-
ing labeling or product brochure is complete and truthful and signals haz-
ards in an appropriate manner, it will not breach its express warranty.

Thus, the condition of a product may be taken as nondefective and at
least reasonably dangerous under any theory of strict liability when it
meets comment k parameters. Conversely, when it does not, because the
quality or quantity of warning is below the level that the product's inherent
dangers demand, or where the sufficiency and currency of warning are
eroded by physical, oral, or other obfuscation, the product it accompanies
would not merit on its express or implied warranties.
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