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Framing Regulatory Standards to
Avoid Formal Adjudication: The

FDA As a Case Study

Charles C. Amest
Steven C. McCrackentt

Recently the Food and Drug Administration has taken aggres-
sive action to reduce the burden of prolonged administrative hearings
by initiating the use of summary judgment, by allocating the burden
of proof to the drug manufacturers in drug efficacy hearings, and by
using its rulemaking authority to its full extent so as to avoid ques-
tions of fact in both agency adjudication and judicial enforcement
proceedings. This Article undertakes a careful examination of these
procedures and of the case law upholding their validity and suggests
that such procedures might be adapted by other agencies faced with
increasing demands for administrative adjudication.

Formal agency adjudication is nearly always slow and cumber-
some' and often futile as well.' The presentation, cross-examination,
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1. See, e.g., REPORT OF THE ABA CO-MISsION TO STUDY THE FEDERAL TRADE
COMMISSioN 28-32, 34 (1969); see J. LANDIS, REPORT ON REGULATORY AGENCIES TO THE
PREsiDENT-ELEcr 5 (submitted by the Chairman of the Subcommittee on Administrative
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2. See Friendly, supra note 1, at 435; Reich, The Law of the Planned Society, 75
YA.E LJ. 1227, 1242-43 (1966); Westwood, Administrative Proceedings: Techniques of
Presiding, 50 A.B.A.J. 659, 660 (1960).
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and rebuttal of oral testimony may promote completeness and accuracy
of material evidence in many settings,3 but in others it only engenders
obscurity and protracts agency proceedings, diverting resources from the
design and implementation of regulatory policies.4 All too often testimo-
ny in formal adjudication ranges aimlessly into topics of law and policy,
or covers areas rendered immaterial by the rules that ultimately govern
the proceedings. While scholars have explored various methods of re-
ducing agency reliance on formal adjudication consistent with statuto-
ry and constitutional requirements,5 administrative agencies have shown
continued attachment to trial-type procedures, perhaps fearing reversal
by less enlightened courts.6 It is therefore encouraging to find an agency
that has, on its own initiative, developed legitimate ways of avoiding
formal adjudication.

The Food and Drug Administration is perhaps uniquely qualified
as a source of administrative innovation. The specialized nature of its
jurisdiction, the volume of products with which it deals, and the severe
consequences of regulatory miscalculation combine to give the FDA
unusually broad authority.7 Thomas Austern, a seasoned food and drug
law practioner, has expressed it vividly:

3. McCoRMncK's HANDBOOK OF ThE lAw OF EVmENCE § 19 (2d ed. 1972).
4. See Reich, supra note 2, at 1240-43.
5. See Boyer, Alternatives to Administrative Trial-Type Hearings for Resolving

Complex Scienitfic, Economic, and Social Issues, 71 MIcH. L. REv. 111 (1972) therein-
after cited as Boyer]; Freedman, Review Boards in the Administrative Process, 117 U.
PA. L. REv. 546 (1969); Gellhorn & Robinson, Summary Judgment in Administrative
Adjudication, 84 HARv. L. REV. 612 (1971) [hereinafter cited as Administrative Summa-
ry Judgment]; Mashaw, The Management Side of Due Process: Some Theoretical and
Litigation Notes on the Assurance of Accuracy, Fairness, and Timeliness in the
Adjudication of Social Welfare Claims, 59 CORNELL L. Rav. 77Z (1974) [hereinafter
cited as Mashaw]; Note, The Requirement of Formal Adjudication Under Section 5 of
the Administrative Procedure Act, 12 HAv. J. LEG. 194 (1975) [hereinafter cited as
APA § 5 Adjudication]; Note, The Use of Agency Rulemaking to Deny Adjudications
Apparently Required by Statute, 54 IowA L. Ray. 1086 (1969) [hereinafter cited as
Rulemaking to Deny Adjudications]. Cf. Robinson, The Making of Administrative
Policy: Another Look at Rulemaking and Adjudication and Administrative Procedure
Reform, 118 U. PA. L. REV. 485 (1970) [hereinafter cited as Robinson]; Shapiro, The
Choice of Rulemaking or Adjudication in the Development of Administrative Policy, 78
HARV. L. REV. 921 (1965) [hereinafter cited as Shapiro].

6. Cf. Wright, The Courts and the Rulemaking Process: The Limits of Judicial
Review, 59 CORMNLL L. REV. 375, 387-88 (1974) [hereinafter cited as Wright].

7. See Dalehite v. United States, 346 U.S. 15, 51-52 (1953) (Jackson, I., dissent-
ing); Hutt, Philosophy of Regulation Under the Federal Food, Drug and Cosmetic Act,
28 FOOD DRUG CosM. L.. 177, 179 (1973) [hereinafter cited as Hutt].

mhe fact that Congress simply has not considered or spoken on a particular
issue certainly is no bar to the Food and Drug Administration exerting initia-
tive and leadership in the public interest. Except where expressly prohibited,
I believe the Food and Drug Administration is obligated to develop whatever
innovative and creative regulatory programs are reasonable and are most ap-
propriate to achieve the fundamental objectives laid down by Congress. And
in spite of the diversity of the Agency's new programs, I am not at all certain
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[Elvery experienced food and drug lawyer will tell you that in 999
out of 1,000 cases, even the most sanguine counsel knows that he
hasn't a prayer of persuading an appellate court to second guess the
FDA.

Every finding is dressed up as a scientific determination ...
Colorful phrases of remote bearing-such as "poisoning the public,"
"prevention of cancer," "deleterious food injuring the public"-are
regularly trotted out.

It is indeed a sturdy appellate judge who is not tempted to clutch
his stomach, to recall every episode of family illness, and to react in
favor of those who march under the banmer of protecting the aged,
lactating mothers, and infant children.8

But the FDA's advantage in the courts is more pronounced in substan-
tive than in procedural areas, 9 and the techniques it has developed for
avoiding hearings should not be dismissed as the privilege of a uniquely
burdened agency. Indeed, analysis suggests that the FDA innovations
rest on broadly applicable principles of administrative law.

Working from the basic premise that determination of contested
adjudicative facts requires trial-type procedure, 10 the FDA has devel-
oped two principal techniques for confining factual dispute. To avoid
formal hearings before the agency, the FDA has made aggressive use of
summary judgment against a background of stringent regulatory stan-
dards of both general and particular applicability. To avoid judicial
enforcement proceedings, the FDA has promulgated comprehensive
regulations to guide court action. Both techniques test the limits of
agency authority to frame regulatory standards for adjudication. This
Article will consider each technique in turn, first setting forth the FDA
procedure in context, and then analyzing it with a view towards its
availablility-in whole or in part-to other agencies.

I
SUMMWARY JUDGMENT TO AvoID FoRMAL HEAMNGS

In 1958 Professor Davis suggested that administrative agencies
"take a leaf" from the Federal Rules of Civil Procedure and use summa-

that the Food and Drug Administration has yet begun to explore the full
reaches of existing statutory authority.

Id. at 179.
8. Austern, Sanctions in Silhouette: An Inquiry into the Enforcement of the

Federal Food, Drug and Cosmetic Act, 51 CALi. L. REV. 38, 45 (1963) [hereinafter
cited as Austern, Sanctions in Silhouette], quoted in, J. MASHAW & R. MERILL
INTRODUCrION TO THE AMERICAN PtUBLIC AW SYSTM 466 (1975) [hereinafter cited as
J. MASHAW & R. MERRILL.

9. See, e.g., Hess & Clark, Div. of Rlhodia, Inc. v. FDA, 495 F.2d 975 (D.C. Cir.
1974); USV Pharmaceutical Corp. v. Secretary of ,HEW, 466 F.2d 455 (D.C. Cir.
1972).

10. 1 K. DAvis, AMmsTRAnv LAw TREAiwE § 7.02 (1958) [hereinafter cited
as DAvis TREATISE]; APA § 5 Adjudication, supra note 5.
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ry judgment in adjudication "when no issue of fact is presented.""1 With
a recent boost from the Administrative Conference,12 Professor Davis's
idea has taken hold. Seeking to avoid lengthy proceedings in the absence
of factual issues requiring trial, several federal administrative agencies
now provide for summary judgment in their regulations.la Like Rule 56
of the Federal Rules of Civil Procedure, the new regulations typically
place the burden on the party seeking summary decision to show that
there is "no genuine issue as to any material fact,"'-4 and thus no need
for trial procedures.

Since 1969, the FDA has relied extensively on summary judgment
as a means of fulfilling its mandate to adjudicate the efficacy of each of
more than 1,000 prescription drugs.' 5 Yet, unlike the other agencies
that have turned to summary judgment, the FDA has not simply emulat-
ed the judicial model. Instead, by shiftng the burden to the drug
manufacturer to show the need for a hearing, and by interpreting the
efficacy standard so as to make that burden difficult to meet, the FDA
has transformed summary judgment into an active instrument of regula-
tory policy.

A. Summary Judgment at the FDA

1. The Regulatory Framework

The FDA's use of summary judgment has played a central role in
the implementation of the 1962 Drug Amendments' 6 to the Federal
Food, Drug and Cosmetic Act of 1938Y. Where the 1938 Act had
provided for premarketing FDA evaluation of all "new drugs '"8 to

11. 1 DAvis TREATISE, supra note 10, § 8.13, at 578.
12. See Administrative Conference of the United States, Recommendation No. 20:

Summary Decision in Agency Adjudication (adopted June 30, 1970). For commentary on
this recommendation, see Administrative Summary Judgment, supra note 5.

13. E.g., 16 C.F.R. § 3.24 (FTC 1974); 46 C.F.R. §§ 201.91-.93 (Maritime
Administration 1974); 47 C.F.R. § 1.251 (FCC 1974); see 18 C.F.R. §§ 1.6(d), 1.9(c)
(FPC 1974); 49 C.F.R. §§ 1100.45, .49, .50, .53 (ICC 1974). See generally Administra-
tive Summary Judgment, supra note 5, at 622-31.

14. E.g., 16 C.F.R. § 3.24 (FTC 1975).
15. See text accompanying notes 44-63 infra.
16. 21 U.S.C. §§ 301-92 (1970), amending 21 U.S.C. §§ 301-92 (1958). For a

collection of materials and a detailed discussion of the 1962 Amendments and their im-
plementation by the FDA, see J. MAsHAw & R. MERLmL, supra note 8, at 459-537; Note,
Drug Efficacy and the 1962 Drug Amendments, 60 GEo. L.J. 185 (1971) [hereinafter
cited as Drug Efficacy]. For a layman's conspiratorial view of the legislative history, see
R. HARms, THE REAL. VOICE (1964).

17. 21 U.S.C. §§ 301-92 (1970). For an account of the operation of the Act
before 1962, see Developments in the Lezw: The Federal Food, Drug and Cosmetic Act,
67 HARkv. L. REv. 632 (1954).

18. A "new" drug is one "not generally recognized, among experts... , as safe
and effective for use under the conditions prescribed, recommended, or suggested in the
labeling thereof. .. ." 21 U.S.C. § 321(p) (1970).
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ensure safety,19 the 1962 Amendments extended premarketing review to
drug efficacy. The Amendments required thei FDA to prohibit the
marketing of any new drug in the absence of "substantial evidence" 20 of
its effectiveness. 21 This mandate applied not only to the nearly 100
medicines marketed each year for the first tine, but also to the approxi-
mately 4,000 drugs still on the market for whioh new drug applications
(NDAs)2z had become effective between 1938 and 1962.23 In 1966 the
FDA engaged the National Academy of Sciences/National Research
Council (NAS-NRC) to review the efficacy of the "pre-1962" drugs in
an advisory capacity.24 Working through panels of experts in some 30
therapeutic classes, the NAS-NRC was able to complete its work within
a 2-year period. The results were disheartening: over 70 percent of the
16,573 claims reviewed were found unwarranted, 2

5 and only 434 drugs

19. Id. §§ 355(d), (e).
20. The Act defines "substantial evidence" as:
evidence consisting of adequate and well-controlled investigations, including
clinical investigations, by experts qualified by scientific training and experience
to evaluate the effectiveness of the drug involved, on the basis of which it could
fairly and responsibly be concluded by such experts that the drug will have the
effect it purports or is represented to have under the conditions of use pre-
scribed, recommended, or suggested in the labeling or proposed labeling
thereof.

21 U.S.C. § 355(d) (1970).
21. 21 U.S.C. § 355(d) (1970) provides for disapproval of an initial application:
If the Secretary finds . . . that. . . (5) evaluated on the basis of the informa-
tion submitted to him as part of the application and any other information
available before him with respect to such drug, there is lack of substantial evi-
dence that the drug will have the effect it purports or is represented to have
under the conditions of use prescribed, recommended, or suggested in the label-
ing thereof. . . he shall issue an order refusing to approve the application.

21 U.S.C. § 355(e) (1970) provides for withdrawal of approval previously granted:
The Secretary shall, after due notice and opportunity for hearing to the appli-
cant, withdraw approval of an application with respect to any drug under this
section if the Secretary finds . . . (3) on the basis of new information before
him with respect to such drug, evaluated together with the evidence available
to him when the application was approved, that there is a lack of substantial
evidence that the drug will have the effect it purports or is represented to have
under the conditions of use prescribed, recommended, or suggested in the label-
ing thereof ...
22. An NDA is an application for FDA clearance to market a new drug. The

NDA becomes "effective" upon FDA approval. 21 U.S.C. § 355(a) (1970). The
requirements for an NDA are set forth in 21 U.S.C. § 355(b) (1970); 35 Fed. Reg.
7250 (1970), amending 21 C.F.R. 130.12(a) (5) (1974).

23. Drug Efficacy, supra note 16, at 207 nn.1,10 & 141.
24. The review panel was a select group:
Mhe panelists selected for the study were predominately physicians affiliated
with academic institutions. . . . Commissioner Ley of the FDA remarked
that "[n]o other organization could have brought greater objectivity, expertise,
or authority to this landmark study." . . . iT]he prestige of the NAS-NRC
made it difficult for the drug industry to challenge its findings.

Id. at 208 (footnotes omitted).
25. The NAS-NRC panels rated the 16,573 claims made for the various drugs as

follows:
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were found effective for all claimed uses.26

The task of enforcement facing the agency was complicated by the
procedural provisions, of the Act. Under the statutory scheme, the
burden of producing substantial evidence of efficacy rested on the drug
manufacturer-even where the FDA moved to withdraw approval of a
drug already on the market.2 7 Significantly, however, the FDA was
required to give the manufacturer notice and "opportunity for hearing"
before either disapproving an NDA initially or withdrawing approval
previously granted. 28 The "hearing" envisioned, as the FDA has conced-
ed,20 was the formal, trial-type proceeding described in sections 554,
556, and 557 of the Administrative Procedure Act.8 0

Rating No. of claims % of claims
Ineffective 2,442 14.7
Possibly effective 5,778 34.9
Probably effective 1,204 7.3
Effective, but 3,990 24.0
Effective 3,159 19.1

Total 16,573 100.0%
Id. at 210 n.160. The less than effective categories were defined as follows: (1)
Ineffective: No acceptable evidence to support claim of effectiveness. (2) Possibly
effective: Little evidence of effectiveness, but possibility of additional evidence should
not be ruled out. (3) Probably effective: Additional evidence required to consider
effective. Remedy could be additional research of modification of claims or both. (4)
Effective, but: Effective for claimed indication but not approved form of treatment
because better, safer or more conveniently administered drugs available. Id. at 209 n.153.

26. Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609, 621 (1973).
The FDA's former General Counsel, Peter Barton Hutt, estimated that the agency "did
not accept roughly 20 percent of the National Academy of Science's recommendations
with respect to its review of drug effectiveness." Hearings on the Use of Advisory
Committees by the FDA Before the Intergovernmental Subcomm. of the Comm. on
Government Operations, 93d Cong., 2d Sess. 80 (1974) [hereinafter cited as Hearings
on Advisory Committees]; see id. at 98.

The FDA currently uses advisory committees to help evaluate NDA's which pose
delicate scientific questions. Id. at 46-53.

27. Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609, 22 (1973);
Cooper Laboratories, Inc. v. Commissioner, FDA, 501 F.2d 772, 774 (1974); Ubiotica
Corp. v. FDA, 427 F.2d 376, 378 (6th Cr. 1970); Upjohn Co. v. Finch, 422 F.2d 944,
955 (6th Cir. 1970); see Agri-Tech, Inc. v. Richardson, 482 F.2d 1148, 1154 (8th Cir.
1973); contra Bell v. Goddard, 366 F.2d 177, 181 (7th Cir. 1966).

With respect to pre-1962 drugs marketed without a determination of efficacy, these
courts have construed the "new information" requirement to require only a reexamina-
tion of old data in light of new legal requirements and to impose no burden of producing
evidence on the FDA. Whether the same construction will obtain with respect to drugs
once approved as effective is uncertain. Cf. Hess & Clark, Division of Rhodia, Inc. v.
FDA, 495 F.2d 975, 992 (D.C. Cir. 1974) (imposing the initial burden of adducing
"new evidence" on the FDA under the safety clause of the new animal drug provisions).

28. 21 U.S.C. §§ 355(c)-(e) (1970).
29. 40 Fed. Reg. 22958, 22993 (1975); cf. Wong Yang Sung v. McGrath, 339 U.S.

33 (1950); 5 U.S.C. § 554(a) (1970); APA § 5 Adjudication, supra note 5.
30. 5 U.S.C. §§ 554, 556, 557 (1970). These provisions of the Administrative

Procedure Act require an impartial tribunal, opportunity for introduction of oral testimo-
ny and cross-examination of adverse witnesses, and decision based on the record of the
proceeding. 5 U.S.C. §§ 556(b),(d),(e) (1970). If the agency does not preside, the
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The FDA's initial plan was to act on hearing requests only after
withdrawal, when delay would no longer be in the manufacturer's
interest."1 In 1969, however, two district courts insisted that the oppor-
tunity for hearing precede withdrawal. 2 To an agency with only two
hearing examiners,8 3 one of whom was already engaged in a protracted
formal rulemaking proceeding,34 these decisions represented a serious
setback. Pre-withdrawal hearings would have meant enormous delay in
implementation of the 1962 Drug Amendments, a process the FDA was
under increasing congressional pressure to expedite.3 5 A reappraisal by
the agency resulted in its adoption of summary judgment as a major
regulatory procedure designed to aid the implementation of the 1962
Amendments.

2. The FDA Procedures

Two approaches have characterized the FDA's use of summary
judgment. Essential to both is the agency's interpretation of the "sub-
stantial evidence" standard. Under the first approach, the FDA foreclos-
es factual debate by referring to generally-applicable agency regulations
refining the statutory standard. Under the second, the FDA seeks to
achieve the same result by particularizing the standard in the same case
in which it invokes summary judgment.

a. The "Substantial Evidence" Regulations

Section 701(a) of the Federal Food, Drug and Cosmetic Act

provisions require agency review of the initial decision, with opportunity for additional
submissions, and a final decision based on formal findings. Id. §§ 557(b), (c). For the
FDA regulations governing formal adjudicatory procedure, see 40 Fed. Reg. 23000-10
(1975), amending 21 C.F.R. §§ 2.100-.191 (1974).

31. See American Home Products Corp. v. Finch, 303 F. Supp. 448, 451-52 (D.
Del. 1969); Upjohn Co. v. Finch, 303 F. Supp. 241, 244-45 (W.D. Mich. 1969). In the
Upjohn case, the FDA briefly considered providing a pre-withdrawal hearing. Id. at 244;
Hearings on Drug Efficacy Before the Intergovernmental Relations Subcomm. of the
House Comm. on Governmental Operations, 91st Cong., Ist Sess., pt. 2, at 189-90
(1969) [hereinafter cited as Hearings on Drug Efficacy].

32. American Home Products Corp. v. Finch, 303 F. Supp. 448 (D. Del. 1969);
Upjohn Co. v. Finch, 303 F. Supp. 241 (W.D. Mich. 1969). Both cases involved the
effectiveness claims of fixed combination antibiotic drugs subject to section 507 of
Federal Food, Drug and Cosmetic Act of 1938, 21 U.S.C. § 357 (1970). Unlike section
505 of the Act, (21 U.S.C. § 355 (1970)) section 507 specifically requires the party
requesting a hearing to state "reasonable grounds therefor." 21 U.S.C. § 357(f) (1970).
The courts have not found the difference in language significant. Compare Pfizer, Inc. v.
Richardson, 434 F.2d 536, 542-43 (2d Cir. 1970), with Ciba-Geigy Corp. v. Richardson,
446 F.2d 466, 468 (2d Cir. 1971).

33. Hearings on Drug Efficacy, supra note 31, pt. 2, at 198.
34. See I. MAsHAw & R. MERRILL, supra note 8, at 470.
35. See, e.g., Hearings on Drug Efficacy, supra note 31, pt. 2, at 173-75. Later, the

courts exerted similar pressure. American Public Health Ass'n v. Veneman, 349 F. Supp.
1311 (D.D.C. 1972).

[Vol. 64:14
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empowers the FDA "to promulgate regulations for the efficient enforce-
ment of this Act."36 In September, 1969, the FDA invoked 701(a) as
authority to issue regulations particularizing the "substantial evidence'
standard3 7 for proof of drug efficacy. Characterizing these regulations as
"procedural and interpretative," the FDA initially promulgated -them
without prior notice or opportunity for submission of comments by
interested persons.3 8 Later, however, in response to a district court de-
cision3" invalidating the regulations for failure to follow the notice-and-
comment procedures required by section 553 of the Administrative
Procedure Act,40 the FDA initiated rulemaking proceedings 41 and in
May, 1970, repromulgated the regulations without significant change.42

In substance, the regulations impose stringent standards for con-
ducting clinical studies of drugs. To merit FDA consideration, a test
submitted to show effectiveness must include: (1) a clear summary of
objectives; (2) methods of selection and assignment to test groups of
subjects designed to assure suitability for study, minimal bias, and
comparability in test and control groups; (3) methods of observation
and recording designed to minimize bias on the part of the subject and
observer; (4) comparison with a precisely described control susceptible
of qualitative evaluation; and (5) a summary of methods of analysis and
an evaluation of data, including appropriate statistical methods. 43 Al-
though the FDA properly characterizes these requirements as principles
"recognized by the scientific community as the essentials of adequate
and well-controlled clinical investigations," 44 it is nonetheless clear that
in crystallizing the statutory language the regulations "effect a material
narrowing of the range of evidence '45 that might otherwise be relevant
to the issue of drug efficacy. 46 The regulations give the FDA power, for

36. 21 U.S.C. § 371(a) (1970).
37. See note 20 supra.
38. 34 Fed. Reg. 14598 (1969). Administrative Procedure Act § 4, 5 U.S.C. § 553

(1970), exempts from the general notice and comment requirement "interpretative rules,
general statements of policy, or rules of agency organization, procedure or practice." Id.
§ 553 (b) (A).

39. Pharmaceutical Mfrs. Ass'n v. Fitch, 307 F. Supp. 858 (D. Del. 1970).
40. 5 U.S.C. § 553 (1970).
41. 35 Fed. Reg. 3073 (1970).
42. 35 Fed. Reg. 7251 (1970), codified in 21 C.F.R. § 314.111 (1975). The same

court that had invalidated the September regulations on procedural grounds subsequently
upheld the May regulations against substantive attack. Pharmaceutical Mfrs. Ass'n v.
Richardson, 318 F. Supp. 301 (D. Del. 1970).

43. 21 C.F.R. § 314.111(a) (5)(ii) (a) (1970).
44. Id. § 130.14(a) (5) (ii).
45. Pharmaceutical Mfrs. Ass'n v. Finch, 307 F. Supp. 858, 865 (D. Del. 1970).
46. The Director of the Bureau of Drugs, Dr. J. Richard Crout, testified recently

that "tlhe data we are seeing today, in 1974, on new drug applications that have been
worked up in the last few years, is much better than it used to be." Hearings on Advisory
Committees, supra note 26, at 97. Dr. Crout pointed specifically to the FDA's 1970
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example, to disregard a consensus of practicing physicians that a drug is
effective.

47

To capitalize on these stringent requirements for evidence of drug
efficacy, the 1970 regulations included provisions for summary judg-
ment. As amended in 1974,48 these provisions authorize a two-stage
procedure. In the case of pre-1962 drugs, the products for which the
substantial evidence regulations were designed, the FDA notifies the
manufacturer that an NAS-NRC panel has found the drug ineffective,
that the Bureau of Drugs agrees that the material submitted for NAS-
NRC review fails to constitute the adequate and well-controlled investi-
gations required by the regulations, -that the Bureau proposes to with-

substantial evidence regulations "as terribly important in upgrading the whole field." Id.
Dr. Crout continued:

I think during the 1960's there was no doubt that there was enormous confu-
sion, bitterness, debates between the industry and investigators and the Food
and Drug Admiinistration and so on, on what was required. But that got
clarified in 1970 and the people began to measure up, and we are seeing appli-
cations of much higher quality than were produced in the late 1960's.

Id.
47. Evidence of such a consensus, even if derived from scientifically sound polling

techniques, would not satisfy the legal standard of "adequate and well-controlled"
investigation. "The law provides that a consensus of medical opinion is not sufficient to
establish the effectiveness of a drug or to justify a hearing." 39 Fed. Reg. at 9756
(1974). The Supreme Court has upheld the exclusion of "anecdotal evidence indicating
that doctors 'believe' in the efficacy of a drug" as "amply justified by the legislative
history" of the 1962 amendments. Weinberger v. Hynson, Westcott & Dunning, Inc., 412
U.S. 609, 619 (1973); accord Upjohn v. Finch, 422 F.2d 944 (6th Cir. 1970). But cf.
Justice Powell's opinion in Hynson, concurring in part and concurring in the result in
part:

Were we required to reach these issues, there might well be serious doubt
whether the Commissioner's rigorous threshold specifications as to proof of
"adequate and well controlled investigations," coupled with his restrictive sum-
mary judgment regulation, go beyond the statutory requirements and in effect
frustrate the congressional mandate for a prewithdrawal "opportunity for hear-
ing." 21 U.S.C. § 355(e). There is also a genuine issue of procedural due
process where, as in this case, the Commissioner construes his regulations to
deny a hearing as to the efficacy of a drug established and used by the medical
profession for two decades, and where its effectiveness is supported by a signif-
icant volume of clinical data and the informed opinions of experts whose quali-
fications are not questioned.

412 U.S. at 638-39 (footnote omitted and emphasis added).
Only if the drug manufacturer submits at least one study satisfying the regulations

must the FDA grant a hearing before withdrawal. And in such a case, nothing prevents
the FDA from accepting the test results and leaving the drug on the market rather than
forcing a hearing to dispute the manufacturer's claim:

If review of the data, information, and analyses submitted warrants the conclu-
sion ... that substantial evidence of effectiveness exists, the Commissioner
shall deny the hearing, enter summary judgment for the person(s) requesting
the hearing, and rescind the notice of opportunity for hearing.

21 C.F.R. § 314.200(g)(4) (1975). For an argument that the FDA's "threshold"
requirements are no different from the ultimate standard, see Kleinfeld, Reasonable
Grounds, Substantial Evidence, and Law and Order, 25 FooD DRUo CosM. L.J. 210, 216
(1970).

48. 39 Fed. Reg. 9761-64 (1974); see notes 87,94 and accompanying text infra.
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draw the drug's NDA, and that the manufacturer may request a hear-
ing.4" Unless the manufacturer makes such a request within 30 days and
submits studies that satisfy the regulations within 60 days," the FDA
withdraws the NDA without a hearing.51 In the case of drugs submitted
for initial marketing approval, the FDA purports to follow the same
procedure ,to disapprove the NDA, referring in this context to the
evidence submitted as part of the application.52 In practice, the proce-
dure for initial NDA approval is highly informal, since most manufac-
turers would rather retest newly developed formulations than insist on
the right to a hearing which, at worst, may yield an unfavorable deci-
sion, and at best will delay marketing.

In 1973 the Supreme Court upheld the FDA's two-stage procedure
in Weinberger v. Hynson, Westcott & Dunning, Inc." The Court ap-
proved not only the agency's substantial evidence regulations but also
the invocation of summary judgment "where it is apparent at the
threshold that the applicant has not tendered any evidence which on its
face meets the statutory standards as particularized by the regula-
tions.""4 In a footnote, however, the Court added that its approval of the
summary judgment procedure extended "only to those regulations that
are precise. ' 5 The Court stated that "it might not be proper to deny a
hearing' on the ground of failure to comply with regulations -that "call
for the exercise of discretion or subjective judgment in determining
whether a study is adequate and well controlled."5

In procedural regulations adopted in March 1974, the FDA has
accepted with some elaboration the Supreme Court's insistence on preci-
sion. It will not invoke summary judgment "solely because of failure to
comply with the judgmental elements" of the regulations unless it finds
"total failure of a study even to attempt to comply.157 As an example,
the FDA states that failure to provide "adequate" assurance of suitable
subject selection will not be sufficient for summary judgment, but that
failure to include any such assurance will.5s The District of Columbia

49. 21C.F.R. §§ 314.200(a)(2), (g)(1) (1975).
50. Id. § 314.200. If the regulations fail conclusively to disqualify any of the

studies submitted at this point, the manufacturer avoids immediate summary judgment.
For the possibility that the FDA may nevertheless press for summary judgment after
issuing additional notice see text accompanying note 91 infra.

51. 21 C.F.R. § 314.200(g) (1) (1975).
52. Id. § 314.200.
53. 412 U.S. 609 (1973). Although the Court upheld the FDA's summary judg-

ment procedure, it found Hynson's submission sufficient to warrant a hearing in the
particular case. Id. at 623.

54. Id. at 620 (emphasis added).
55. Id. at 621 n.17.
56. Id.
57. 39 Fed. Reg. at 9757 (1974).
58. Id.
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Circuit Court of Appeals has recently approved this interpretation of
Hynson.

59

To date the FDA has not attempted to take advantage of Hynson
by making more precise its "substantial evidence" regulations; the limits
of such further rulemaking remain to be explored. Thus, the agency
has taken action under the regulations only against the most vulnerable
pre-1962 drugs, while giving manufacturers of those drugs declared
"probably" or "possibly" effective in the NAS-NRC review a grace
period to allow retesting."0 The FDA has not, however, been content
to leave summary judgment in the posture approved by Hynson. In-
stead, it has begun to develop a second approach to summary judgment
that complements the first.

b. The Case-by-Case Approach

This second approach has origins predating the first. As early as
1959, the FDA denied a hearing requested by a food coloring manufac-
turer whose contentions it deemed "legally insufficient" in light of a
Supreme Court case decided after the contentions were made. The
Food, Drug and Cosmetic Act provided at the time for "batch certifica-
tion" of coal-tar colors to assure harmlessness, and gave any person
adversely affected by failure to certify the right to a hearing."' A
manufacturer of colorings used in butter and margarine claimed that its
products, althougl" toxic when ingested alone, were "harmless" when
added in small amounts to edible fat products. Before any FDA ruling
on the manufactuer's hearing request, the Supreme Court decided in
another case that a coal-tar color that itself was toxic could not be
certified as harmless. 2 On this basis, the FDA refused to provide a
hearing.0

According to Professor Davis, the decision upholding the FDA
action, Dyestuffs & Chemicals, Inc. v. Flemming,64 "probably stands as
authority approving the denial of a hearing, even when a hearing is
required by statute, on objections an administrator deems legally insuffi-

59. Cooper Laboratories, Inc. v. Commissioner, FDA, 501 F.2d 772 (D.C. Cir.
1974): The court noted that "[A] regulatory provision which seems vague in the
abstract may nonetheless be conclusively at odds with a peculiarly deficient item of
evidence." Id. at 780.

60. The FDA's authority to provide such grace periods was narrowly circum-
scribed by the decision in American Public Health Ass'n v. Veneman, 349 F. Supp. 1311,
1315-16 (D.D.C. 1972).

61. Federal Food, Drug, and Cosmetic Act, 52 Stat. 1049, 1055, as amended, 21
U.S.C. §§ 376, 371 (1970).

62. Flemming v. Florida Citrus Exeh., 358 U.S. 153 (1958).
63. 24 Fed. Reg. 883 (1959).
64. 271 F.2d 281 (8th Cir. 1959), cert. denied, 362 U.S. 911 (1960).

[Vol. 64:14



1976] FRAMING REGULATORY STANDARDS

cient, even when the issues of legal sufficiency are live and difficult."' 5

But if the power existed in 1959 to deny a hearing on the basis of
contemporaneous interpretation of the statute, it was a power the FDA
largely ignored until recently. 6 Only after Hynson did the utility of such
a power, complementing its reliance on "precise" regulations, become
clear. The inspiration for revival of the Dyestuffs approach has come
from two 1974 decisions of the District of Columbia Circuit,67 and in
particular from the opinions-the first for the court, the second in
dissent-of Judge Leventhal. Both opinions, while critical of FDA
hearing denials, offer potentially far-reaching suggestions for procedural
innovation.

In Hess & Clark, Division of Rhodia, Inc. v. FDA,6 s the FDA had
attempted in summary proceedings to withdraw approval of the new
animal drug application (NADA) for diethylstilbestrol (DES), a syn-
thetic estrogen fed to, or implanted in, beef cattle to increase feed
efficiency and to speed growth.69 One of the justifications given by the

65. 1 DAvIs TREAIsE, supra note 10, § 6.05 (1970 Supp.).
66. For examples of instances where the FDA has denied hearings pursuant to the

Dyestuffs and Chemicals case, see Hamilton, Rulemaking on a Record by the Food and
Drug Admiinistration, 50 TEx. L. REV. 1132, 1185-89 (1972).

67. Cooper Laboratories, Inc. v. Commissioner, FDA, 501 F.2d 772 (D.C. Cir.
1974); Hess & Clark, Division of Rhodia, Inc. v. FDA, 495 F.2d 975 (D.C. Cir. 1974).

68. 495 F.2d 975 (D.C. Cir. 1974).
69. The problem with DES was not its efficacy, but its safety. Broadly recognized

as a carcinogen, DES would have been banned from the market by the original Delaney
Clause of the new animal drug provisions, 21 U.S.C. § 360b (1970), a clause which
automatically prohibited approval of cancer-causing animal drugs. But because of the
commercial importance of DES and the belief that its residues did not remain in
slaughtered cattle, Congress in 1962 framed an exception to the Delaney Clause with
DES specifically in mind. As amended, the clause still provides for automatic disapprov-
al, or withdrawal of approval, of a carcinogen intended for use in animals, but only if
residues can be detected in edible portion of the animals by a test approved for that
purpose by FDA regulations. This section provides for disapproval of an NDA if

such drug.., after tests which are appropriate for the evaluation of the safety
of such drug, induces cancer in man or animal, except that the foregoing provi-
sions of this subparagraph shall not apply if the Secretary finds that, under the
conditions of use specified in proposed labeling and reasonably certain to be
followed in practice. . . (ii) no residue of such drug will be found (by meth-
ods of examination prescribed or approved by the Secretary by regulations

.), in any edible portion of such animals after slaughter or in any food
yielded by or derived from living animals ...

Id. § 360b(d) (1) (H). Consequently, DES was approved and became widely used.
In 1973, however, after a period of experimentation with increasingly sensitive

testing techniques, the United States Department of Agriculture developed a radioactive
tracer study establishing the presence of DES residues in beef livers. Reacting earlier to
less conclusive USDA test results, the FDA had issued a notice in effect inviting a
hearing "to develop on the public record the information necessary for a conclusion as to
the proper handling of this matter." 37 Fed. Reg. 12251, 12252 (1972). But now, under
heavy public pressure to act expeditiously, the FDA reversed itself, denying the hearing
despite the manufacturers' request and issuing instead a final order summarily withdraw-
ing approval of DES. 38 Fed. Reg. 10,485-88 (1973). For a general discussion of the
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FDA for invoking summary judgment was the Delaney Clause.70 Al-
though the new animal drug provisions require an "opportunity for
hearing" before disapproval of a drug, the Delaney Clause must have
seemed after Hynson to lend itself to summary judgment procedures.
For an acknowledged carcinogen like DES, Congress itself had nar-
rowed the relevant factual issues to the question whether an approved
test had detected residues of the drug in edible tissue. But in acting
precipitously, the FDA had failed to trigger the clause by adopting
regulations "approving" the radioactive-tracer testing method on which
it had relied. Consequently, in defending its order before the District of
Columbia Circuit Court of Appeals, the FDA had to fall back on the
general safety clause,1 which requires withdrawal of approval from a
new animal drug if new evidence "shows that such drug is not shown
to be safe.'172

On this theory the FDA was in a comparatively weaker position
to justify invoking summary judgment. In attacking the FDA order Hess
& Clark submitted evidence attacking the radioactive-tracer tests. The
manufacturer disputed the FDA's factual contention that the residues
detected in beef livers by the tests were DES residues, and claimed
that even if the residues were DES, the FDA had failed to demonstrate
that, in the quantities detected DES was no longer "shown to be safe.' ' 3

In the absence of any regulations, either prescribing the method of de-
tecting DES residues under the Delaney Clause or elaborating the gen-
eral safety standard, the FDA was in a poor position to demonstrate
the absence of genuine and substantial issues of fact. Furthermore,
since the FDA had failed to notify Hess & Clark of the new tests before
withdrawing DES without a hearing,7 4 the manufacturer could claim
that it had been provided no fair opportunity to raise issues of fact be-
fore the agency.

The court found the notice contention dispositive. The FDA's only
notice had failed, in the court's view, "to serve as an alert that manufac-
turers were required to analyze characteristics of a potential, as yet
undisclosed, testing method, under pain of forfeiting their statutory
opportunity for hearing. '7 5 This error was enough to require reversal of
the summary judgment order.

Delaney Clause see Blank, The Delaney Clause: Technical Na'vct and Scientific
Advocacy in The Formulation of Public Health Policies, 62 CALIF. L. REV. 1084 (1974).

70. 38 Fed. Reg. 10,487 (1973). See note 69 supra.
71. 495 F.2d at 988. This "change of theory," as the court labeled it, underscored

the inadequacy of the agency's notice of proposed summary judgment. See Sterling Drug,
Inc. v. Weinberger, 503 F.2d 675 (2d Cir. 1974); L&M Industries, Inc. v. Kenter, 458
F.2d 968 (2d Cir. 1972).

72. 21 U.S.C. § 360b(e) (1) (B) (1971).
73. 495 F.2d at 992-94.
74. Id. at 98-86.
75. Id. at 986.
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Significantly, however, Judge Leventhal chose not to stop there.
Instead, he accepted the agency's invitation to examine the summary
judgment order "as if that were the agency's prima facie case! '7 and
undertook "to explore how the case would stand . if the Commis-
sioner had followed the proper procedures. 77 While the court refused to
condone summary disposition of the case at hand, which involved "a
substantial and complex problem consisting of issues of both fact and
policy," requiring resolution "through the hearing mechanism," 7 Judge
Leventhal's discussion did suggest that in a proper case, with proper
notice, the agency might act without a hearing under the safety stan-
dard--even in the absence of particularized regulations. Analogizing to
the judicial model of summary judgment, Judge Leventhal stressed the
importance of the notice in framing the parameters of factual dispute.
Like a motion under Rule 56 of the Federal Rules of Civil Procedure,
the FDA notice must set forth "the uncontested facts that warrant
summary judgment.179 These facts must constitute "at a minimum,
presentation of the prima facie case . . for withholding" 80 a hearing.
Such presentation is necessary to allow "meaningful opportunity to
controvert the alleged facts and present a material issue for hearing."'

By clear implication, the proposed notice might present not only
the FDA's version of the facts, but also its-version of which factual
issues were "material" under the Act. Thus, the notice would serve the
same function as the substantial evidence regulations approved in Hyn-
son,82 achieving a similar narrowing of material issues in a single,
factually-based notice of proposed agency action. In short, it would

76. Id. at 988.
77. Id. at 989.
78. Id. at 994.
79. Id. at 984.
80. Id.
81. Id.
82. Before Hynson, in USV Pharmaceutical Corp. v. Secretary of HEW, 466 F.2d

455 (D.C. Cir. 1972), the District of Columbia Circuit had overturned the FDA's
reliance on those regulations in a summary NDA withdrawal proceeding, partly for
failing to give adequate notice of the agency's prima facie case. Id. at 461. Now Judge
Leventhal attempted to square USV with Hynson:

Hynson in effect reaffirms the propriety of administrative summary judgment,
if taken in a context where the pleadings on their face "conclusively" show that
the hearing can serve no useful purpose. It did not overturn USV's require-
ment that the agency make some showing as a predicate for summary adjudica-
tion. It rather found that such a showing and predicate was supplied by par-
ticularized regulations setting forth precisely what the manufacturer was re-
quired to supply and by findings that the study adduced was conclusively de-
ficient.

495 F.2d 975, 987 (D.C. Cir. 1974). The notice approved in Hynson set forth no facts
or evidence; its reference to the regulations served simply to demonstrate what conten-
tions it would consider legally material.
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permit the agency to amplify the requirements of the Act, for purposes
of summary judgment, by adjudication as well as by rulemaking.

Cooper Laboratories, Inc. v. Commissioner, FDA,83 a decision
handed down three months later, gave the District of Columbia Circuit
its first opportunity after Hynson to examine the FDA's invocation of its
substantial evidence regulations to deny a hearing on a drug found
ineffective. The majority, in an opinion by Judge Wright, upheld an
FDA order that had summarily withdrawn approval of Protamide, an
injectible enzyme for symptomatic treatment of herpes zoyster and
related conditions. After "a searching examination" of the evidence
submitted by the manufacturer, the FDA's response, and the agency's
regulations, the majority concluded that the FDA "has located for each
item of evidence at least one deficiency (and usually many such) which
conclusively disqualifies the item 'in light of the pertinent regula-
tions.' "84

Judge Leventhal disagreed. In his view the regulations were not
sufficiently precise on their face to dispose of Cooper's submissions
without further elaboration. Instead, he contended, the FDA-like the
court majority-was particularizing the regulations in the case at hand:

A central difficulty is that FDA is engaged in fleshing out gen-
eral regulations with concrete applications. This is fair enough. What
may not be fair is a system of particularization without hearings,
letting applicants know after the fact that they were in default all
along for failure to observe a requirement that had not yet been
spelled out. And when FDA is administering regulations that are in
some measure "imprecise," "subjective," or lacking in "clear-cut
definition," these are elements that militate against disposition with-
out a hearing.85

The problem for Judge Leventhal was similar to that involved in the
FDA's attempt in Hess & Clark to "flesh out" the safety standard in
specific proceedings against DES. In both cases the FDA had informed
the manufacturer which contentions would be considered material only
after the contentions were made. In Cooper Laboratories, however,
Judge Leventhal went further in recommending a solution:

The first move toward untying the tangle could be taken if the
FDA allowed the petitioners an opportunity for at least a written
response to the determination that is now issued as the FDA's final
order, but which, under a change of procedure to cope with the prob-
lem, would become a proposed disposition. At that time, .NDA hold-
ers would, for the first time, have the FDA's declared approach for

83. 501 F.2d 772 (D.C. Cir. 1974).
84. Id. at 781, citing Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S.

609, 622 (1973).
85. 501 F.2d 772, 792 (D.C. Cir. 1974).
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rejection of the study, and have a genuine opportunity to respond to
that approach. Such a procedure would open up the process toward
a reasoned decision based on fair opportunity for input. Perhaps
petitioners could supplement the studies. . . . Or perhaps they
could point out flaws in the FDA's approach.8 6

The manufacturer's response might well lead to a hearing. On the other
hand, it might be "so palpably shallow" as to permit summary judg-
ment, subject to judicial review on "a more focused record. '87 In such a
case, summary disposition would be appropriate despite the absence of a
definitive standard in the statute or in FDA regulations.

On March 13, 1974, shortly before the Cooper Laboratories deci-
sion, but too late to influence the opinions in that case, the FDA
promulgated revised procedural regulations for handling NDA with-
drawals," designed in part to reflect the Hess & Clark decision. The
agency's preamble recognized two possible summary judgment proce-
dures, in addition to the reference to precise regulations approved in
Hynson. First, the agency might proceed immediately on the basis of
new information to serve notice of opportunity for hearing and proposed
summary judgment, containing "a detailed description and analysis of
all of the facts which have led to the proposed action. ' 89 This was the
sort of notice Judge Leventhal had found lacking in Hess & Clark.
Alternatively, the agency might first provide only a general notice of
opportunity for hearing "comparable to a general complaint filed
in a court." 0 Then, if the request for a hearing seemed inadequate,
a "proposed denial of the hearing would be required to be furnished to
the person requesting the hearing,"91 with further opportunity for re-
sponse. This was essentially the procedure Judge Leventhal would soon
recommend in his Cooper Laboratories dissent.9

Whichever notice the FDA might provide, the manufacturer would
have 60 days to respond with evidence raising a "genuine and substan-
tial issue of fact that requires a hearing. 9 3 The preamble explained that
Hynson-type summary judgment would be reserved for situations where
the substantial evidence regulations were clearly dispositive. 94 The other

86. Id.
87. Id. at 793.
88. 39 Fed. Reg. 9750-66 (1974), amending 21 C.F.R. 130, 146 (1973).
89. 39 Fed. Reg. 9750 (1974); see Hess & Clark, Div. of Rhodia, Inc. v. FDA,

495 F.2d 975, 983 (D.C. Cir. 1974). See also Cooper Laboratories, Inc. v. Commis-
sioner, FDA, 501 F.2d 772, 793 (D.C. Cir. 1974) (statement of Leventhal, J., as to
why he voted to deny rehearing).

90. 39 Fed. Reg. 9750 (1974).
91. Id.
92. See text accompanying note 86 supra.
93. 21 C.F.R. § 314.200(g).
94. 39 Fed. Reg. 9753, 9755 (1974).
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procedures would be invoked either where the FDA had not promulgat-
ed a regulation elucidating a statutory standard, as in the case of safety
issues, or where existing regulations were not sufficiently clear in a
particular case.0 5

The March 1974 regulations have not been in effect long enough
to reveal how the FDA will employ its new summary judgment proce-
dures. For example, the FDA has yet to respond to a request for hearing
with a proposed denial. Nevertheless, as manufacturers become more
familiar with the substantial evidence regulations, and as the agency
begins to move against the pre-1962 drugs that the NAS-NRC panels
found "probably" and "possibly" effective, the number of drug efficacy
cases requiring the new procedures is likely to increase. And in the less
common cases questioning drug safety, for which no particularizing
regulations have been promulgated, the new procedures will continue to
be essential mechanisms for summary disposition. 6

B. Summary Judgment as a Hearing-Avoidance Technique

In its use of summary judgment the FDA has succeeded in elimi-
nating dispute over the legal import of all but the most unusual factual
contentions. In the years 1969-1975 the FDA forced the withdrawal of
dozens of ineffective drugs from the market and the modification of
hundreds of efficacy claims. Yet in those years, the agency held only two
formal adjudicatory hearings, involving the drugs Lutrexin and Serc. 7

This record of successful hearing avoidance raises important ques-
tions: Does the FDA's use of summary judgment comport with the
requirements of the Food, Drug and Cosmetic Act, the Administrative
Procedure Act, and the Due Process Clause? If it does, to what extent is
its legality tied to the peculiarities of the Food, Drug and Cosmetic Act's
drug licensing scheme-that is, to what extent may other agencies
successfully emulate the FDA innovation? To explore these questions it

95. Id.
96. See, e.g., E. R. Squibb & Sons, Inc. v. Weinberger, 483 F.2d 1382, 1386 (3d

Cir. 1973) (remanding to the agency on the issue of safety "because the standard ...
has not been made clear by the FDA").

97. The Lutrexin hearing took place after the Supreme Court reversed an FDA
order of summary judgment in Weinberger v. Hynson, Westcott & Dunning, Inc., 412
U.S. 609 (1973), and resulted in a tentative order by the Administrative Law Judge
withdrawing approval of Lutrexin's NDA. See 40 Fed. Reg. 52426 (1975). The Sere
hearing took place on FDA initiative and also resulted in withdrawal of agency approval.
See text accompanying notes 180-89 infra.

The FDA was recently ordered to hold a hearing on the drug Cothyrobal in Edison
Pharmaceutical Co. v. FDA, 513 F.2d 1063, rehearing en banc denied, 517 F.2d 164
(D.C. Cir. 1975). In voting to deny rehearing, four members of the court characterized
the case as "a decision to rein in, not to be given its bead to run away with the law."
id. at 166.
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is necessary to focus first on the theory of summary judgment and then
on the scope of agency authority to particularize statutory standards.

1. The Invocation of Summary Judgment: Allocating the Burden of
Proof

Although the FDA claims to have modeled its summary judgment
rules after Rule 56 of the Federal Rules of Civil Procedure,", its
procedures depart from Rule 56 by requring the manufacturer who
requests a hearing to demonstrate the need for it. This departure has
enabled the FDA to invoke summary judgment under the substantial
evidence regulations without having to identify in its notice of proposed
summary judgment any specific deficiencies in the manufacturer's sub-
missions. In view of the number of drug products with doubtful efficacy
claims, the voluminous data on each product, and limitations in the
FDA's resources, avoidance of such a factual presentation in each case is
essential to extensive use of the summary judgment technique.

Rule 56 authorizes a federal court to grant summary judgment on
the motion of a party if the submissions before the court "show that there
is no genuine issue as to any material fact and that the moving party is
entitled to judgment as a matter of law."9 The rule places the burden of
demonstrating the absence of genuine issues on the moving party. 00 He
can satisfy that burden for each issue raised by his opponent's pleading
only by demonstrating (1) that the issue is not genuine because the
opponents allegations are unsupported by adequate evidence,' or (2)
that it is not material because its resolution cannot affect the court's
judgment, 10 2 or (3) that it is not an issue of fact but one of law, which
may be resolved by the court without trial' 3 In deciding whether
genuine issues of material fact exist, the court resolves all doubts against
the moving party.'04 If the court finds such issues, the moving party
must go to trial to win; if, on the other hand, the court finds an absence

98. For more detailed analyses of Rule 56, see F. J~mms, CrviL PROCEDURE § 6.18
(1965); 6 J. MooRE, FEDERAL PRACrIcE § 56 (2d ed. 1974) [hereinafter cited as I.
MooRE]; C. WRiGHT & A. MiLLER, §§ 2711-42 (1973) [hereinafter cited as C. WRIGHT
& A. MILLER].

99. FED. R. Civ. P. 56(c).
100. 6 J. MOoRE, supra note 98, § 56.15131, at 2336-43; C. WRIG-T & A. MILLER,

supra note 98, § 2725, at 519. For a proposal to relax the severity of the Rule 56 burden
of proof in certain circumstances, see Louis, Federal Summary Judgment Doctrine: A
Critical Analysis, 83 YALE LJ. 745 (1974) [hereinafter cited as Louis].

101. 6 1. MOORE, supra note 98, § 56.04[1], at 2057-60; 10 C. WRiGHT & A.
MiLLER, supra note 98, § 2725, at 507-12.

102. See 10 C. WRIGHT & A. MiLLER, supra note 98, § 2725, at 506-07.
103. Id. § 2725, at 499-500. The court may, in its discretion, decline to grant

summary judgment where the legal issues are novel or complex.
104. Id. § 2727, at 526.
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of such issues, it must still decide whether to grant -the moving party
judgment as a matter of law."0 5

The FDA's adoption of a test equivalent0 6 to that of Rule 56 for
identifying issues not meriting trial finds ample support in the cases.OT
The "mission" of Rule 56 "is to pierce the pleadings and to assess the
proof in order to see whether there is a genuine need for trial."10 8 Rule
56 attempts to define the kind of issues for which the constitutional
assurances of due process and trial by jury require a full-scale trial.
Because the right of jury trial does not apply to administrative adjudica-
tion,109 adoption by an administrative agency of a formulation equiva-
lent to Rule 56 should a fortiori satisfy the constitutional require-
ments. 110 As for the statutory requirement of "opportunity for hearing,"
the courts have refused to find congressional intent to require an ad-
ministrative trial in circumstances where a judicial trial would be unnec-
essary."' In such circumstances, an administrative trial would be "a
useless and wasteful ritual."" 2

105. The uncontested facts may be insufficient to establish the moving party's case
and the court may decline to grant judgment without the benefit of a more complete
record. See Arenas v. Uniited States, 322 U.S. 419 (1944); 6 J. MOORE, supra note 98, §
56.15[8], at 2435.

106. 39 Fed. Reg. 9763 (1974), amending 21 C.F.R. § 314.200(g) (1975). The
phrase "genuine and substantial" has been used in connection with the Rule 56 standard.
Richard v. Credit Suisse, 242 N.Y. 346, 152 N.E. 110 (1926) (Cardozo, J.). The word
"substantial" may nonetheless take on added meaning in administrative summary judg-
ment where an agency may safely ignore evidence that is insubstantial without fear of
usurping a jury's role. See text accompanying at note 124 infra. For the practical
difficulties of defining "substantiality" in this sense, see Hearings on Advisory Commit-
tees, supra note 26, at 232-33.

107. See Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609, 621
(1973); United States v. Storer Broadcasting Co., 351 U.S. 192, 202-05 (1956); Bank
America Corp. v. Fed. Reserve Bd., 491 F.2d 985 (9th Cir. 1974); Pennsylvania Gas &
Water Co. v. FPC, 463 F.2d 1242 (D.C. Cir. 1972); United States v. Consolidated
Mines & Smelting Co., 455 F.2d 432, 453 (9th Cir. 1971); Citizens for Allegan County,
Inc. v. FPC, 414 F.2d 1125, 1128-29 (D.C. Cir. 1969); Producers Livestock Marketing
Ass'n v. United States, 241 F.2d 192, 196 (10th Cir. 1957), af 'd sub nom. Denver
Union Stockyard Co. v. Producers Livestock Marketing Ass'n, 356 U.S. 282 (1958). See
generally Administrative Summary Judgment, supra note 5.

108. Advisory Committee Note to the 1963 amendment of FED. R. Civ. P. 56(e);
see note 101 supra.

109. See, e.g., NLRB v. Jones & Laughlin Steel Corp., 301 U.S. 1, 48-49 (1937);
Wickwire v. Reinecke, 275 U.S. 101, 105-06 (1927); Guthrie Nat. Bank v. Guthrie, 173
U.S. 528 (1899).

110. Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609, 622 (1973).
See Pennsylvania Gas & Water CO. v. FPC, 463 F.2d 1242 (D.C. Cir. 1972); cf. FCC v.
WJR, the Goodwill Station, Inc., 377 U.S. 265 (1949); Sun Oil Co. v. FPC, 256 F.2d
233, 240-41 (5th Cir.), cert. denied, 358 U.S. 872 (1958).

111. E.g., United States v. Consolidated Mines & Smelting Co., 455 F.2d 432, 453
(9th Cir. 1971).

112. Ciba-Geigy Corp. v. Richardson, 446 F.2d 466, 468 (2d Cir. 1971) (Friendly,
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On the other hand, the FDA's reversal of Rule 56's burden of
coming forward has been -the subject of extended judicial controversy."'
The District of Columbia Circuit held in USV Pharmaceutical Corp. v.
Secretary of HEW,"4 for example, that the FDA would have to approx-
imate Rule 56 practice more closely in implementing the 1962 amend-
ments. Specifically, the agency's notice of proposed agency action
would have to "state facts and reasons showing at least prima facie that
the evidence before [the agency] raised no material issue of fact which
would justify a hearing."" 5 The Supreme Court later upheld the notice
procedures disapproved in USV without mentioning any such require-
ment.1 Nonetheless, the D.C. Circuit continues to insist that, in the
absence of regulations "setting forth precisely what the manufacturer
was required to supply,"' 17 the FDA include in its notice a prima facie
case for summary withdrawal. Other courts of appeals, reading Hynson
more broadly, have seemed disinclined to impose such a sweeping re-
quirement on the agency."18

At the outset it is important to note that Congress has not spoken
to the propriety of summary judgment at the FDA-or at any other
agency-much less to the allocation of the burden with regard to
summary judgment. In disputes over drug efficacy, the Food, Drug and
Cosmetic Act allocates the burden of proof to the manufacturer only on
the ultimate issue. By placing the same burden on plaintiffs and defend-
ants, Rule 56 makes it clear that the burden at trial need bear no
relation to the burden of identifying issues of fact. Of course, one
regulatory scheme may be more consistent with a particular manner of
allocating the burden than another. Nonetheless, the absence of explicit
congressional direction makes it possible to consider the regulatory
scheme within the context of a more broadly applicable analysis." 9

113. See Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609 (1973);
Cooper Laboratories, Inc. v. Commissioner, FDA, 501 F.2d 772 (D.C. Cir. 1974); Hess
& Clark, Div. of Rhodia, Inc. v. FDA, 495 F.2d 975 (D.C. Cir. 1974); E.R. Squibb
& Sons, Inc. v. Weinberger, 483 F.2d 1382 (3d Cir. 1973); Agri-Tech, Inc. v. Richard-
son, 482 F.2d 1148 (8th Cir. 1973); USV Pharmaceutical Corp. v. Secretary of HEW,
466 F.2d 455 (D.C. Cir. 1972); Ciba-Geigy Corp. v. Richardson, 446 F.2d 466 (2d Cir.
1971); Pharmaceutical Mfrs. Ass'n v. Richardson, 318 F. Supp. 301 (D. Del. 1970).

114. USV Pharmaceutical Corp. v. Secretary of HEW, 466 F.2d 455 (D.C. Cir.
1972).

115. Id. at 461; see note 82 supra.
116. Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609 (1973).
117. Hess & Clark, Div. of Rhodia, Inc. v. FDA, 495 F.2d 975, 985 (D.C. Cir.

1974).
118. See note 141 and accompanying text infra.
119. See Cleary, Presuming and Pleading: An Essay on furistic Immaturity, 12

STAN. L. REV. 5, 10 (1969) [hereinafter cited as Cleary]:
Actually the reported decisions involving problems of allocation rarely contain
any satisfying disclosure of the ratio decidendi. Implicit, however, seem to be
considerations of policy, fairness, and probability. None affords a complete
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a. Policy

The first consideration is policy. Allocation of the burden of pro-
ducing evidence on an issue is in effect an allocation of ,the risk of
erroneous resolution of that issue. A party with the burden of produc-
tion runs the risk that the evidence will be inadequate or unpersuasive
even where his claim is in fact valid.120 Allocation of burden thus
requires choosing the side of an issue on which the risk of a failure of
proof is more palatable. 2 ' In the context of summary judgment the
choice is between the denial of hearings where factual issues deserve
trial and the provision of hearings where no worthy factual issues
exist."'22 If it is assumed that trials promote accurate determinations and
maximize opportunities for participation at the cost of efficiency,' 28 then
the choice is between a reduction in accuracy and participation on the
one hand and a reduction in efficiency on the other.

Good reasons exist for resolving this policy choice differently for
administrative agencies than for courts. Perhaps most important, the
seventh amendment right to jury trial applies to courts but not to
administrative agencies.' 24 Courts are constrained in granting summary
judgment by the constitutional reservation of factual questions for deci-
sion by an independent jury. Agencies, by contrast, are empowered to
decide factual as well as legal issues. While summary judgment may
foreclose extensive agency exploration and deliberation of the facts, it

working rule. Much overlap is apparent, as sound policy implies not too great
a departure from fairness, and probability may constitute an aspect of both pol-
icy and fairness. But despite the vagueness of their generality, it is possible
to pour enough content into these concepts to give them some real meaning.

See also MCCORMICK'S HANDBOOK OF THE LAW OF EVIDENCE § 337 (1972); 9 WIOMORE,
EVIDENCE § 2486 (3d ed. 1940); Chambers, Burden of Proof in Labor Arbitrations, 3
DuK L.J. 127 (1954); James, Burdens of Proof, 47 VA. L. REV. 51 (1964).

120. Cf. C. CLAM, CODE PLEADING § 96, at 609 (2d ed. 1947): "One who must
bear the risk of getting the matter properly set before the court, if it is to be considered
at all, has to that extent the dice loaded against him." Quoted in Cleary, supra note 119,
at 11.

121. In suppression hearings in criminal cases, for example, the government bears
the burden of proof in part because it is thought preferable to err on the side of
protecting fourth and fifth amendment rights. S'ee Lego v. Twomey, 404 U.S. 477
(1972).

122. Louis, supra note 100, at 753 (characterizing the question raised by the
author's proposal to modify the severity of the Rule 56 burden as "the fundamental
question of whether a few wrongful dismissals constitute a greater evil than many
unnecessary trials").

123. See, e.g., Goss v. Lopez, 419 U.S. 565 (1975); Goldberg v. Kelly, 397 U.S. 254
(1970).

124. "If this were a case involving trial by jury as provided in the Seventh
Amendment, there would be sharper limitations on the use of summary judgment. .. ."
Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609, 622 (1973); id. at 622
n.18.
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will not reassign the power to decide.'25 Agencies should be free to
balance the value of extended deliberation against the need for efficien-
cy, a value more central to the administrative than to the judicial role.
Judge Learned Hand once cautioned against excessive judicial reliance
on Rule 56:

It is an easy way for a court with crowded dockets to dispose of them,
and the habit of recourse to it readily becomes a denial of that thor-
ough though dilatory, examination of the facts, on which justice de-
pends even more than upon a studious examination of the law ....
Speed and hurry ought to be the antipodes of judicial behavior. 126

But "speed and hurry" are among the reasons why Congress has estab-
lished administrative agencies.' 7 "If it cannot be considered an ultimate
concern of administrative law that tasks be accomplished with the
minimum expenditure of time and resources it is nevertheless a matter of
large importance."' 28 In the absence of the jury right, administrative
efficiency may be sufficiently important to justify the possibility of oc-
casional deprivations of trial safeguards.

Further generalization of the policy choice is hazardous, because
the relative value of efficiency as compared with accuracy and participa-
tion will ultimately depend upon the regulatory context. An agency's
caseload and the nature of the issues ordinarily in controversy will affect
the degree -to which trial procedures can enhance accuracy and partici-
pation on the one hand or impede efficiency on the other.'29 Cross-
examination, in particular, will be most useful where the issues involve
specific facts capable of perception from different viewpoints and with
divergent biases-for example, whether an employee struck or was
struck by his employer. 30 It will be most cumbersome when the issues
are complex and "polycentric,"' 3 ' and the parties or cases are numer-
ous.'8 2 Beyond that, the balance may turn on the relative importance

125. See Administrative Summary Judgment, supra note 5, at 630.
126. California Apparel Creators v. Weider of California, 162 F.2d 893, 902 (2d

Cir.) (dissenting opinion), cert. denied, 332 U.S. 816 (1947); accord, Doehler Metal
Furniture Co. v. United States, 149 F.2d 730 (2d Cir. 1945).

127. 1 DAvis TREATISE, supra note 10, § 1.05, at 39; Austern, Sanctions in
Silhouette, supra note 8, at 40.

128. Robinson, supra note 5, at 516.
129. See generally Boyer, supra note 5; Mashaw, supra note 5.
130. Cf. Upjohn Co. v. Finch, 422 F.2d 944, 955 (6th Cir. 1970): "We agree with

the Commissioner that: 'No amount of examination and cross-examination can change
the scientific studies and the data reported into something they are not."'

131. See Fuller, The Forms and Limits of Adjudication 36 (1959) (unpublished
article prepared for the Roundtable on Jurisprudence, Association of American Law
Schools), quoted in Boyer, supra note 5, at 116-17 & n.23.

132. Cf. Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609 (1973):
If FDA were required automatically to hold a hearing for each product whose
efficacy was questioned by the NAS-NRC study, even though many hearings
would be an exercise in futility, we have no doubt that it could not fulfill its
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Congress attributes to the individual and public interests at stake in the
ultimate decision. Because its assessment of those interests directly
affects the way Congress allocates the trial burden, 13 the burden of
showing a genuine need for trial and the burden of presenting evidence
at trial may well fall on the same party.

The 1962 Drug Amendments impose the ultimate burden of prov-
ing efficacy on the drug manufacturer even in proceedings to withdraw
approval, 1 4 thereby departing from -the usual requirement that the
government must come forward with evidence of disqualification when
it attempts to revoke an outstanding license. 35 The usual pattern reflects
a policy favoring retention of vested interests; 30 its reversal in the 1962
Drug Amendments reflects in part a countervailing policy favoring
expeditious action in a field of great public importance. As Justice
Douglas wrote in Hynson:

Congress surely has great leeway in setting standards for releasing on
the public, drugs which may well be miracles or, on the other hand,
merely easy money-making schemes through use of fraudulent articles
labelled in mysterious scientific dress.137

Some of the reasons that justify allocating the risk of error in the
ultimate determination of drug efficacy to the manufacturer also justify
assigning the burden to the manufacturer at summary judgment. If the
need for consumer protection demands that the manufacturer bear the
risk of error in the determination of efficacy, it may also demand that he
bear the risk of error in procedures designed to ensure a fair and
accurate substantive decision. However, this is not to say that allocation
of the trial burden should always control the burden at summary judg-
ment. On the one hand, the prevalence of complex, scientific issues
may justify requiring a party to show the need for a trial even where the
government bears the ultimate trial burden; on the other, the im-
portance of trial procedure in preventing arbitrary agency action may
justify imposing the summary judgment burden on the government
even where the public's substantive interests carry a higher value.

statutory mandate to remove from the market all those drugs which do not
meet the effectiveness requirements of the Act.

Id. at 621.
133. See note 120 supra.
134. See notes 21, 27 supra.
135. Administrative Procedure Act § 386(d) provides that "[e]xcept as otherwise

provided by statute, the proponent of a rule or order has the burden of proof." 5 U.s.C. §
556(d) (1970); see id. § 558(c). But see Clifford v. Schoultz, 413 F.2d 868 (9th Cir.),
cert. denied, 396 U.S. 962 (1969) (burden on government employee to show continuing
eligibility for security clearance).

136. Cf. Bell v. Burson, 402 U.S. 535 (1971): "Once licenses are issued. . . their
continued possession may become essential in the pursuit of a livelihood." Id. at 539.

137. 412 U.S. at 622.

[Vol. 64:14
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b. Fairness

Another consideration in allocating burdens of proof is the fairness
of the burdens imposed. Due process requires that the party opposing
summary judgment be apprised of the factual showing he must make to
preserve his right to -trial.'35 Rule 56 satisfies this notice requirement by
forcing the moving party to present the facts that entitle -him to judg-
ment as a matter of law. Reversal of Rule 56's allocation rule raises the
problem of finding alternative means of providing adequate notice.

In Hynson the Supreme Court recognized that detailed and precise
regulations governing the sufficiency of a request for hearing would
constitute adequate notice, at least in some circumstances. 139 In Hess &
Clark, the District of Columbia Circuit recognized a second option: an
initial presentation of the agency's prima facie case, which provides a
"meaningful opportunity to controvert the alleged facts." 4 ' Although
Judge Leventhal apparently considered these to be the only alternatives,
a third option, dependent neither on precise regulations nor on a factual
presentation, has been recognized: a precise specification, in the form of
an individual ruling applicable to the immediate case, of the issues the
agency will consider material and the kind of evidence it will consider
genuine.

141

These options may not always be interohangeable. Fairness may
require notice of facts upon which an agency proposes to act, particular-
ly if the private party is unaware of their existence. 142 In Hynson, the

138. In Hess & Clark, Div. of Rhodia, Inc. v. FDA, 495 F.2d 975 (1974), the Court
stated:

Of course, administrative agencies are not bound by the same details of pro-
cedure as the courts. But the agencies are governed by the same basic require-
ments of fairness and notice, and these include specificity of notice and oppor-
tunity to respond if what is instituted is intended to be a procedure for sum-
mary disposition without hearing.

Id. at 984; see Sterling Drug Inc. v. Weinberger, 503 F.2d 675 (2d Cir. 1974).
139. Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609, 622 (1973):

"The drug manufacturers have full and precise notice of the evidence they must present
to sustain their NDA's, and under these circumstances we find FDA hearing regulations
unexceptionable on any statutory or constitutional ground."

140. 495 F.2d at 984. Administrative Procedure Act § 358(c) (1) requires "notice
by the agency in writing of the facts or conduct which may warrant" a license
revocation. The requirement is inapplicable, however, where the "public health, interest,
or safety requires otherwise." 5 U.S.C. § 558(c) (1970).

141. See E. R. Squibb & Sons, Inc. v. Weinberger, 483 F.2d 1382, 1386 & n.20 (3d
Cir. 1973) (remanding for amplification of findings in an FDA order of summary
judgment on the issue of safety, for which the FDA has no particularized regulations);
cf. Sterling Drug, Inc. v. Weinberger, 503 F.2d 675 (2d Cir. 1974). "The petitioners
were not required to indulge in ... guesswork. They were entitled to notice of the
specific grounds on which the FDA proposed to withdraw approval of (their] NDA's

."Id. at 682.
142. "The nature of a particular element may indicate that evidence relating to it

lies more within the control of one party, which suggests the fairness of allocating that
element to him." Cleary, supra note 119, at 12.
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FDA was dependent upon the manufacturer for virtually all of the data
relevant to its decision. In this circumstance, which is common in public
regulation, 43 it is not unfair to require the manufacturer to sift through
its own files -to find evidence satisfying the standards of which it has
received notice. The manufacturer is certainly better situated to under-
take such screening than the agency. 144 In Hess & Clark, on the other
hand, the FDA acted on the basis of "new evidence" that it had
obtained independently. 145 Here, fairness would seem to require notice
of both those new facts and the agency's legal theory.140

c. Probability

A third-and less important-consideration in allocating the bur-
den of proof, is probability. 147 To avoid the time and expense involved

143. One author has described agency dependence upon data supplied by manufac-
turers as follows:

[Algency determinations of "fact" are bound to be based on evidence sup-
plied by the represented special interests. Most of the information flowing to
the agency will come from the regulated, who can afford to use much better
resources in regulatory cases than will be employed to represent the interests
of the general public.

R. NOLL, REFORmING REGULATION 41 (1971).
144. This was the position taken by the FDA in Hynson:
Since the NAS-NRC panels concluded that more than 13,000 of the claims
they reviewed were not supported by substantial evidence,. . . FDA would be
faced with a truly monumental task if it had to prepare a detailed substantia-
tion of each of these conclusions before it could move against the drug. By
placing the burden of coming forward on the manufacturer, the process of
weeding out wholly unsubstantial drug efficacy claims is rendered at least par-
tially manageable.

Consolidated Reply Brief for the Federal Parties at 26 n.30, Weinberger v. Hynson,
Westcott & Dunning, Inc., 412 U.S. 609 (1973).

145. See note 69 supra.
146. In civil cases an additional fairness concern is the possible use of the summary

judgment motion as a device for harassment. Conditioning summary judgment on
production by the moving party of the uncontested facts that entitle him to judgment
minimizes the risk that the motion will be used merely to delay or to gain a preview of
an opponent's legal theories. See Louis, supra note 100, at 753-58. This concern has less
force where the moving party is a branch of the agency deciding the case. An agency has
less reason than a civil litigant to delay or to impose costs in hope of forcing settlement;
indeed, an agency has good reason to discover the private party's case for purposes of
preventing delay. Compare Ciba-Geigy Corp. v. Richardson, 446 F.2d 466, 468 (2d Cir.
1971) (where the court analogized the FDA's authority to the judicial power under FED.
R. Civ. P. 37(d) to dismiss a civil suit without trial "for failure to furnish facts essential
to narrow the issues" in upholding the FDA procedures), with USV Pharmaceutical
Corp. v. Secretary of HEW, 466 F.2d 455, 461 (1972) (where the court found the
FDA's dual role as moving party and arbiter of the motion "a vital distinction" requiring
the FDA as moving party to assume the burden of proof).

Responding to VSV, the FDA has instituted a separation of functions between the
Bureau of Drugs, as movant, and the Commissioner, as decider. 39 Fed. Reg. 9763
(1974). But cf. Friendly, A Look at the Federal Administrative Agencies, 60 COLUM. L.
Rnv. 429, 438 (1960) (questioning the efficacy of such formal separations) [hereinafter
cited as Friendly].

147. Cf. Ball, The Moment of Truth: Probability Theory and Standards of Proof,
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in pleading and proving uncontested facts, courts will often consider an
issue only if the party asserting the less probable version of events pro-
duces evidence. 48 For example, it is partly because plaintiffs are unlike-
ly to bring an action on bills that have already been paid that payment
is an affirmative defense to a complaint alleging the non-satisfaction of
a monetary claim. 4' In the context of summary judgment, the problem
is to determine the likelihood of genuine dispute over particular issues
of fact.

The probability of factual dispute relates closely to the precision of
legal standards. Precise standards narrow the range of relevant factual
contentions and thus reduce the probability of genuine and material
factual disputes. A charge of driving at a "dangerous" speed is more
readily contested than a charge of driving over a 50 mile-per-hour speed
limit. And if the law specifies an "approved" radar test of speed,
factual contest may be rare indeed. Moreover, in classes of adjudication
where only one source of factual information exists, dispute is less likely
than where there are alternative versions of the facts. Both precise
standards of proof and the absence of competing sources of data have
characterized the FDA's implementation of the drug efficacy require-
ment of the 1962 Amendments. Indeed, in this sense the FDA's suc-
cess in invoking summary judgment'50 may be viewed as vindicating
its allocation of the burden of demonstrating the need for hearings.

2. The Framework for Summary Judgment: The Definition of Materi-
al Issues

The key to the FDA's ability to avoid hearings has been its
"substantial evidence" regulations governing clinical studies of drug
effectiveness. The FDA has invoked these regulations with great success
to exclude efficacy studies that were in circulation before the regulations
were drafted, and has used the regulations with still greater success to
exclude studies made before proof of efficacy became a requirement of
the law 1" In accordance with Hynson,8 2 the regulations have "conclu-
sively" disqualified nearly all of these early studies.

14 VAND. L. REv. 807, 817-18 (1961) (questioning reliance on probability as unfair in a
jury case where it already influences jury expectations).

148. See Morgan, How to Approach Burden of Proof and Presumptions, 25 RocKY
MT. L. REV. 34 (1953). See text accompanying notes 127-28 supra.

149. Cleary, supra note 119, at 13; see FuD. R. Crv. P. 8(c).
150. See note 97 and accompanying text supra.
151. See, e.g., Cooper Laboratories, Inc. v. Commissioner, FDA, 501 F.2d 772

(D.C. Cir. 1974) (upholding disqualification of eight studies published between 1947
and 1960 and one study published in 1968).

152. Hynson directed reviewing courts to "determine whether the Commissioner's
findings accurately reflect the study in question, and if they do, whether the deficiency he
finds conclusively render the study inadequate or uncontrolled in light of the pertinent
regulations." 412 U.S. at 622.

1976]
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Like all legal guidelines, however, the FDA regulations are less
likely to be dispositive in their prospective application. As manufactur-
ers seek to comply, and as new testing methodologies are devised and
new problems arise, the questions whether a particular study conforms
to the regulations and whether it should be accepted even if it fails to
conform are likely to grow more difficult. Ia turn, the continuing
feasibility of summary judgment will depend on the agency's inclination
and authority to update its elaboration of the statutory standards to
accommodate new developments. 53 The power to further particularize
the statutory standard through rulemaking is well defined. What is less
clear is the extent to which an agency like -the FDA can or should
supplement its regulations by further elaborating threshold standards in
the early stages of adjudicatory proceedings.

a. Substantive Authority

The FDA's lawmaking power in the field of drug regulation con-
sists of a combination of express rulemaking authority "for the efficient
enforcement of this Act"' 54 and implicit authority to interpret statutory
licensing standards in evaluating the qualifications of particular
NDAs. 55 This power to make law is subject to -two related substantive
constraints: the agency must adopt an interpretation consistent with the
statute,'56 and it must not act in an "arbitrary or capricious" manner.ls 7

The "arbitrary and capricious" standard, which requires that the adopt-
ed rule have some rational foundation in fact, has become the vehicle for
rising judicial willingness to scrutinize the empirical justifications for

153. Cf. Shapiro, supra note 5, at 932-33 (suggesting that agencies with the power
to initiate as well as decide cases may exercise "virtually the same degree of planning in
commencement of adjudicatory proceedings as they can in rulemaking"). But ci. LANDIS
REPORT, supra note 1, at 18 ("Decision making . . . throws up issues . . . most
frequently as a result of the incidence or accidence of cases or controversies.").

154. Federal Food, Drug, and Cosmetic Act § 701 (a), 21 U.S.C. § 371(a) (1970)
authorizes the promulgation of regulations "for the efficient enforcement of [the] Act."
This language is sufficient to support issuance of binding substantive rules. National
Nutritional Foods Ass'n v. Weinberger, 504 F.2d 761 (2d Cir.), cert. denied, 419 U.S.
874 (1975). Regarding other regulatory agencies, see Mourning v. Family Publications
Serv., Inc., 411 U.S. 356 (1973); National Petroleum Refiners Ass'n v. FTC, 482 F.2d
672 (D.C. Cir.), cert. denied, 415 U.S. 951 (1974).

155. "If the courts may and do make rules in the course of adjudicating, a fortiori
the Commission may-and indeed is under a positive obligation to-engage in substan-
tive rulemaking in its adjudications." Statement of Basis and Purpose of Trade Regula-
tion Rule, 29 Fed. Reg. 8325, 8366 (1964).

156. The Administrative Procedure Act requires reviewing courts to set aside
agency action that is "in excess of statutory jurisdiction, authority, or limitations, or
short of statutory right. . . ." 5 U.S.C. § 706(2) (C) (1970).

157. The Administrative Procedure Act requires reviewing courts to set aside
agency action that is "arbitrary, capricious, an abuse of discretion, or otherwise not in
accordance with law. . . ." 5 U.S.C. § 706(2)(A) (1970).



FRAMING REGULATORY STANDARDS

agency action. 5 Yet the more pertinent constraint for purposes of this
discussion is that of consistency. 59

Because the "substantial evidence' standard of drug efficacy is
phrased in evidentiary terms, it is tempting to conclude that the FDA's
success in adopting summary judgment procedures is sui generis. After
all, the Supreme Court had to hold in Hynson only that the FDA's
threshold standards for evidence of efficacy were consistent with a
statutory standard whioh itself explicitly sought to limit the kind of
submissions that could govern the licensing decision. But insofar as
consistency with statutory standards measures the legitimacy of agency
regulations, inclusion of evidentiary criteria in the statute should not be
essential. Substantive criteria are equally appropriate subjects for agency
particularization-and to the extent that the resulting substantive guide-
lines are precise, they will become effective evidentiary standards.160

Nor is the constraint of consistency likely to prevent statutory
elaboration of a kind that wil permit extensive reliance on summary
judgment.' 61 In United States v. Storer Broadcasting Co.,'62 the Su-
preme Court sustained an FCC regulation that elaborated the "public
interest" standard of the Communications Act by limiting to five the
number of VHF television stations one licensee could own. And in FPC
v. Texaco, Inc., 63 the Court upheld regulations elaborating the "public
convenience and necessity" standard of the National Gas Act by pros-
cribing all but certain "permissible" price change provisions in contracts
filed as rate schedules. Although both statutes required hearings, in both
cases the regulations served to bar at the threshold private parties whose
submissions on their face showed they did not comply. In both cases
the agencies reduced broad substantive standards commonly found in
regulatory legislation to precise guidelines by which to determine the
need for a hearing.' 64

158. See, e.g., Citizens to Preserve Overton Park, Inc. v. Volpe, 401 U.S. 402
(1971); cf. Wright, supra note 6, at 388-95.

159. "Lower courts have upheld the validity of these regulations, and it is not
disputed here that they express well-established principles of scientific investigation."
Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S. 609, 618-19 (1973).

160. See, e.g., FPC v. Texaco, Inc., 377 U.S. 33, 39 (1964); United States v. Storer
Broadcasting Co., 351 U.S. 192, 202-05 (1956); American Airlines, Inc. v. CAB, 359
F.2d 624, 628-29 (D.C. Cir.), cert. denied, 385 U.S. 843 (1966). See generally
Rulemaking to Deny Adjudications, supra note 5.

161. 1 DAvis TRTAIsE, supra note 10, § 2.05, at 98-99 (1958), 46-50 (Supp. 1970);
Hutt, supra note 7, at 179-80; cf. Jaffe, The Illusion of the Ideal Administration, 86
HAnv. L. REv. 1183 (1973).

162. 351 U.S. 192 (1956).
163. 377 U.S. 33 (1964).
164. Regarding other agencies, see National Petroleum Refiners Ass'n v. FTC, 482

F.2d 672 (D.C. Cir. 1973), cert. denied, 415 U.S. 951 (1974); WBEN v. United States,
396 F.2d 601 (2d Cir.), cert. denied, 393 U.S. 914 (1968); American Airlines, Inc. v.
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b. Procedural Limitations

After Hynson the FDA's authority to promulgate regulations elab-
orating the "substantial evidence" standard through notice-and-com-
ment rulemaking is no longer in doubt. But the present FDA regula-
tions contemplate the possibility that legal rulings in the early stages of
adjudication can serve the same function as the regulations upheld in
Hynson. Significantly, the FDA regulations suggest that the FDA can
frame a new legal rule and invoke it in -the course of a single summary
adjudication. As discussed above, such a procedure is subject to the re-
quirement that the agency give notice of the factual showing necessary
to preserve the right to a hearing.' Ordinarily, notice satisfying this
requirement will afford ample opportunity within the confines of sum-
mary proceedings to challenge the new rule as well as to comply with
its terms. Occasionally, however, a hearing may be needed to ventilate
the "legislative facts" underlying opposing legal contentions. 00

In the federal courts summary judgment is generally considered
inappropriate in cases involving novel and complex legal issues, where
the submissions of the parties may be inadequate to assure an accurate
foundation for the legal conclusions sought by the moving party.10 7 The
same principle should govern administrative procedure.108 An agency
seeking to articulate a new statutory interpretation in summary pro-
ceedings should provide a genuine opportunity to point out flaws in the
new approach.1"' Where the proposed interpretation raises complex
questions of regulatory policy, documentary submissions may be insuf-
ficient, and a hearing-possibly including cross-examination-may be
necessary to assure a "reasoned decision" and to provide a basis for
judicial review. 170

CAB, 359 F.2d 624 (D.C. Cir.), cert. denied, 385 U.S. 843 (1966); Air Line Pilots
Ass'n Int'l v. Quesada, 276 F.2d 892 (2d Cir. 1960).

165. See text accompanying notes 138-46 supra.
166. For the definitions of "legislative" and "adjudicative" facts, see text accompa-

nying note 273 infra.
167. 6 J. MooR, supra note 98, § 56.16; 10 WIUorr & MILLER § 2732. "While

the existence of an important, difficult, or complicated question of law is not a bar to
a summary judgment, the record must be adequate for decision of the legal question pre-
sented by the motion for summary judgment." 6 J. MooRE § 56.15[7]. In White Motor
Co. v. United States, 372 U.S. 253 (1963), for example, the Supreme Court declined to
resolve difficult antitrust issues of first impression on the ground that it was inappropri-
ate "to reach a conclusion on the bare bones of the documentary evidence." Id. at 261;
accord, Kennedy v. Silas Mason Co., 334 U.S. 249, 256-57 (1948).

168. See Administrative Summary Judgment, supra note 5, at 618.
169. See text accompanying note 86 supra.
170. See Municipal Light Bds. v. FPC, 450 F.2d 1341, 1345 (D.C. Cir. 1971), cert.

denied, 405 U.S. 989 (1972); Citizens for Alleghan County, Inc. v. FPC, 414 F.2d 1125,
1129 (D.C. Cir. 1969); cf. Walter Holm & Co. v. Hardin, 449 F.2d 1009, 1016 (D.C.
Cir. 1971) (requiring oral argument for "novel or crucial matters" involved in rulemak-
ing); Austern, Fobd Standards: The Balance Between Certainty and Innovation, 24
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Indeed, it has been argued that agencies must go well beyond the
courts in one respect: when departing from established policy they must
provide notice and opportunity to be heard not just to the parties in a
particular adjudication, but to the public as well, as the Administrative
Procedure Act requires for rulemaking.11' The Supreme Court has
rejected this argument in a case involving an attempt by the National
Labor Relations Board to develop new principles in formal adjudication.
In Bell Aerospace Co., Division of Textron, Inc. v. NLRB,'172 the Court
held that the Board "has discretion to decide that the adjudicative
procedures in this case may also produce the relevant information
necessary to mature and fair consideration of the issues. Those most
immediately affected are accorded a full opportunity to be heard before
the Board makes its determination."' 7 3 Nothing in the opinion suggests
that the argument would fare any better in the context of a summary
judgment proceeding. Of course, Bell Aerospace dealt with the question
of union participation by "managerial employees?' under the National
Labor Relations Act; no interests comparable to those at stake in FDA
withdrawal of approval of an NDA were involved. 174 Nevertheless, the
Court's articulated requirement that "those most immediately affected
[be] accorded an opportunity to be heard" in order to "produce the
relevant information," merely restates the procedural limitations on de-
velopment of new principles in summary adjudication.17 5

c. Particularization: Rulemaking versus Summary Adjudication

The Bell Aerospace decision reiterates the principle that "the
choice between rulemaking and adjudication lies in the first instance
within [agency] discretion.' 76 Often this choice is influenced by the

FOOD DRUG CosM. LJ. 440, 451 (1969); "[H]e who regulates ought to appear publicly
if there is a challenge, and put on the table, subject to cross-examination the facts on
which he grounds his proposal." See also text accompanying notes 298-316 infra.

171. 5 U.S.C. § 553 (1970); see Bell Aerospace Co. v. NLRB, 475 F.2d 485 (2d
Cir. 1973) (Friendly, J.), affd in part, rev'd in part, 416 U.S. 267 (1974).

172. 416U.S. 267 (1974).
173. Id. at 295. "Regardless of whether sufficient notice of the regulation . . . was

given to other members of the Pharmaceutical Manufacturers Association, the record
demonstrates that adequate notice was given to Upjohn." Upjohn Co. v. Finch, 422 F.2d
944, 956 (6th Cir. 1970).

174. The Court stated:
MIhis is not a case in which some new liability is sought to be imposed on
individuals for past actions which were taken in good faith reliance on Board
pronouncements. Nor are fines and damages involved here. In any event,
concern about such consequences is largely speculative, for the Board has not
yet determined whether these buyers are "managerial."

416 U.S. at 295. It is interesting to note that Justice Powell, author of the majority
opinion in Bell Aerospace, in effect dissented in Hynson, noting substantial problems
with this issue. See note 47 supra.

175. See text accompanying notes 138-46, 165-70 supra.
176. 416 U.S. 267, 294 (1974). See NLRB v. Wyman-Gordon Co., 394 U.S. 759
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disproportionate burden of trial-type hearings on the adjudication side
of the scales. 177 But if summary judgment is appropriate, that burden
shrinks to the more manageable obligation to articulate the applicable
legal standards and to make a reasoned decision. Differences in effi-
ciency are thus less crucial, and the choice is more clearly between
particularizing the statute in generally applicable rules and particulariz-
ing it in individual rulings. This is not an "either-or" choice, but a ques-
tion of what combination of procedures best accomplishes fair and ef-
fective enforcement of the statutory mandate. 1713

The need for administrative flexibility is likely to restrain the
promulgation of uniform regulations designed to serve as a framework
for summary judgment.Y °7 The FDA's experience with Serc, a drug

(1969); SEC v. Chenery Corp., 332 U.S. 194 (1947). See generally Fuchs, Agency
Development of Policy Through Rule-Making, 59 Nw. U.L. Rnv. 781 (1965); Robinson,
supra note 5; Shapiro, supra note 5.

177. See, e.g., FTC, Statement of Basis and Purpose of Trade Regulation Rule, 29
Fed. Reg. 8325, 8368 (1964) (referring to adjudication as "prohibitively time consum-
ing, costly, and inefficient").

178. Cf. Robinson, supra note 5, at 536-37: "Future efforts in the direction of
administrative procedure reform should steer away from prescription of uniform proce-
dures for the entire administrative system and focus instead on specific procedures
tailored to the distinctive functions of each individual agency."

179. Cf. SEC v. Chenery Corp., 332 U.S. 194 (1947):
Not every principle essential to the effective administration of a statute can
or should be cast immediately into the mold of a general rule. Some princi-
ples must await their own development, while others must be adjusted to meet
particular, unforseeable situations ...

In other words, problems may arise in a case which the administrative
agency could not foresee, problems which must be solved despite the absence
of a relevant general rule. Or the agency may not have had sufficient experi-
ence with a particular problem to warrant rigidifying its tentative judgment into
a hard and fast rule. Or the problem may be so specialized and varying in
nature as to be impossible of capture within the boundaries of a general rule.
In those situations, the agency must retain power to deal with the problems
on a case-to-case basis if the administrative process is to be effective.

Id. at 202-03.
Those principles are especially pertinent in the field of drug regulation. "The history

of medicine is littered with once favored but not discarded remedies." Upjohn Co. v.
Finch, 422 F.2d 944, 951 (6th Cir. 1970). Present notions of what qualifies as an
"adequate and well controlled" study are not likely to endure. Yet rigid, uniform
regulation of such methods may artificially prolong the use of outmoded techniques. See
S. PELTzmAN, REGULATION OF PHARMAUT)TICAL INNOVATION (1974). Moreover, the FDA
deals with diverse chemical formulations designed to alleviate unique human ailments.
Deciding whether to allow a drug to be marketed requires an individualized inquiry into
the effects--both salutary and harmful-that the particuluar drug may cause. This means
focusing not simply on efficacy or safety, but also "calculating whether the benefits
which the drug produces outweigh the costs of its restricted use." Hess & Clark, Div. of
Rhodia, Inc. v. FDA, 495 F.2d 975, 993-94 (D.C. Cir. 1974), citing Merrill, Compensa-
tion for Prescription Drug Injuries, 59 VA. L. REv. 1, 9-11 (1973). Because the
Administrative Procedure Act treats safety and efficacy as discrete criteria, the FDA can
omit from its efficacy regulations any mention of safety affronting the statute. See note
156 supra. But if the FDA were to give its efficacy regulations greater precision and to
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intended to relieve vertigo in the victims of Meniere's Syndrome, 180 is
instructive. Skeptical of the adequacy of the evidence submitted to
demonstrate efficacy, the FDA initiated proceedings to withdraw Serc's
NDA.'8 ' An evidentiary hearing in 1969-a rare occasion at the FDA
-resulted in a formal finding that the studies submitted on behalf of
Serc did not constitute substantial evidence of effectiveness.' 82 Never-
theless, the agency stayed its order withdrawing Serc's NDA to allow
court review 83 and, more surprisingly, continued the stay'8 4 even after
its ruling was upheld by the District of Columbia Circuit on February
7, 1972.185 Only after considerable public prodding, including congres-
sional hearings 88 and the announcement of a lawsuit to force the FDA
to act,' 8 7 did the FDA notify Sere's manufacturer (on December 21,
1972) that the order would finally become effective.18 8

Three factors appear to have influenced the FDA's refusal to
implement its own negative appraisal of Serc's effectiveness. First, in
its prescribed use by victims of Meniere's Syndrome, Serc had been
proved safe to the agency's satisfaction. Second, there was no known
alternative therapy for vertigo in persons suffering from the disease.
Finally, although the submissions on behalf of Serc had been inade-
quate, it still seemed possible that the manufacturer could prove effec-
tiveness. But the necessary clinical studies would be financially
feasible for the manufacturer, the FDA believed, only if Serc remained

apply them woodenly, it might foreclose the most sensible approach to drug regulation.
Cf. Cooper Laboratories, Inc. v. Commissioner, FDA, 501 F.2d 772 (D.C. Cir. 1974):

The natural question that occurs to me. . .is why a study is plainly not "ade-
quate," is too unsubstantial for serious consideration, merely because the "con-
trol" used is a preparation that may be generally productive of well being, even
though it is neither an inert placebo nor an "effective regimen of therapy"

I see particular problems for the FDA, in any rigidity concerning the re-
quirement for an inert control substance, when the drug being tested is de-
signed to relieve pain . . in view of striking analgesic effect assigned by au-
thoritative medical research to placebos.

Id. at 791 (Leventhal, J., dissenting).
180. See generally Hearings on FDA Regulation of the New Drug "Serc" Before the

Intergovernmental Subcomm. of the House Comm. on Governmental Operations, 92d
Cong., 2d Sess. (1972) [hereinafter cited as Hearings on Sercl.

181. 33 Fed. Reg. 10228 (1968).
182. 35 Fed. Reg. 17563 (1970); see note 97 supra.
183. 35 Fed. Reg. 18411 (1970).
184. Letter from R. Joel Slomoff, Special Ass't to the Assoc. Comm'r for Compli-

ance, to Mr. Donald J. Cronin, Counsel for Unimed, Inc., February 28, 1972, in
Hearings on Serc, supra note 180, at 24.

185. Unimed, Inc. v. Richardson, 458 F.2d 787 (D.C. Cir. 1972).
186. Hearings on Serc, supra note 180.
187. Consumers Union of America, Inc. v. Richardson, Civil No. 2498-72 (D.D.C.,

filed Dec. 15, 1972).
188. Letter from Dr. Henry E. Simmons, Director, Bureau of Drugs, to Unimed,

Inc., Dec. 21, 1972.
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on the market. Together, these factors added up to a low risk and a
potentially high, if essentially unknown, benefit in continuing market-
ing of the drug.1 89

The Sere episode is illustrative of the FDA's understanding of its
mandate. In the ultimate decision whether to take the drastic step of
removing the drug from the market, the FDA chose not to limit itself to
considering the adequacy-under its own regulations-of the evidence
of Serc's efficacy. It chose to rely on factors peculiar to Serc: the
assurance of safety, the absence of alternative therapy, the possibility
that efficacy might yet be shown if marketing continued. The import-
ance of such factors demonstrates the impracticality of carrying uniform
particularization of statutory standards too far. The efficacy standard
the FDA must enforce ultimately requires an individualized inquiry,
and an attempt to push uniformity too far may simply invite the
agency-as in the Serc episode-to ignore its rules in hard cases.

An agency can achieve desired flexibility without foregoing the
opportunity for summary disposition in two ways: it can create uniform
regulations elaborating a statutory standard but consider waiving the
regulations when their application to a particular case seems unwise; or
it can maintain a general standard and wait until particular problems
arise before announcing what the standard means in the course of
adjudication. An agency's rules establish the baseline for the perform-
ance of persons subject to its control. By waiving the rules, the agency
can permit some conduct to fall short of the line, and by articulating
new standards in adjudication it can require other conduct to surpass the
established baseline.

The reliance an agency places on one or the other of -these tech-
niques for achieving flexibility will depend upon the extent to which its
regulations embody the standards it will require in practice. If an
agency's regulations go further than it is willing to go in all individual
enforcement proceedings, as the FDA's substantial evidence regulations
did in 1969, it will have to make adjustments by waiver; if its regula-
tions fall short of its enforcement objectives, it will have to articulate
new standards in adjudication. And where the field of regulation re-
quires individualized as well as uniform standards, efficiency may re-
quire combining innovation through adjudication with a set of uniform
regulations. In the past the FDA has relied extensively on a combina-
tion of stringent regulations and functional "waivers" in the form of de-
layed enforcement. Unlike its awkward handling of Serc-where it took
legal action against the drug first and only later considered the conse-

189. Cf. Hearings on Serc, supra note 180, at 6 (testimony of Dr. Henry E.
Simmons, Director, Bureau of Drugs). See note 179 supra.
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quences of withdrawal' 9 0-the more typical FDA approach to pre-1962
drugs whose efficacy is possible but unproved has been to delay institu-
tion of legal proceedings, affording the manufacturer time to conduct
"adequate and well controlled studies."'191 Only after submission of the
requisite studies does the agency conduct an individual inquiry into the
costs and benefits of the drug. In the future, as general compliance with
the present regulations becomes feasible, the FDA will turn increasingly
to case-by-case particularization. If, for example, scientific advances re-
veal that a large control group is indispensable for reliable testing of
pain-relieving drugs, the agency might choose to leave untouched the
general requirement of an "adequate" control group and wait for indi-
vidual proceedings involving pain-relievers to articulate more specific
requirements.

The question remains whether an agency should err on the side of
stringency or laxity when it adopts general rules. The Supreme Court
seems to have sanctioned deliberate over-regulation. In cases upholding
uniform regulations particularizing broad statutory standards, the Court
has emphasized the possibility of waiver in circumstances where applica-
tion of the regulations would be inappropriate.19 2 In United States v.
Storer Broadcasting Co., 93 for example, the Court spoke of the "necess-
ity for flexibility" under the rules:

That flexibility is here. . . . We read the Act and Regulations as
providing a "full hearing" for applicants who have reached the exist-
ing limit of stations, upon their presentation of applications. . . that
set out adequate reasons why the Rules should be waived or
amended.19 4

In a sense, -the Court conditioned its present approval of the regulations
on the agency's future exercise of the waiver power in appropriate
cases.

19 5

Paradoxically, however, agency decisions on requests for waiver in
particular cases have been largely immune from substantive scrutiny by

190. "What we did was to choose the legal route that would cut down the amount of
time to the bare minimum necessary so we would be in a strong legal position to take
whatever action was warranted by the facts." Id. at 20.

191. American Public Health Ass'n v. Veneman, 349 F. Supp. 1311 (D.D.C. 1972).
192. See FPC v. Texaco, 377 U.S. 33, 40-41 (1964); United States v. Storer

Broadcasting Co., 351 U.S. 192, 202-05 (1956); National Broadcasting Co. v. United
States, 319 U.S. 190, 225 (1943). But cf. Weinberger v. Hynson, Westcott & Dunning,
Inc., 412 U.S. 609 (1973) (failing to mention the possibility of FDA waiver of the
"substantial evidence" regulations).

193. 351 U.S. 192 (1956).
194. Id. at 205.
195. The Court earlier had made this explicit in National Broadcasting Co. v.

United States, 319 U.S. 190, 225 (1956): "If time and changing circumstances reveal
that the 'public interest' is not served by application of the regulations, it must be
assumed that the Commission will act in accordance with its statutory obligations."
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the courts. In only one reported case has a reviewing court failed to
approve an agency's reliance on its regulations in the face of a waiver
request. There, the court demanded only that the agency give the
request "a hard look" on remand. 196 And when the agency provided the
ordered "hard look" and denied the request for a second time, its action
was sustained. 197 This approach may have the effect of encouraging
agencies to frame regulations more demanding than their expectations,
for the "hard look" required for a waiver request will be far less
burdensome than even a summary adjudication.

It may also be argued that the Storer doctrine provides a means of
achieving flexibility without the unfairness of retroactive application of
new legal requirements. The rules prepare members of the industry for
the worst; the manufacturer who has the opportunity to participate in
agency rulemaking proceedings is in a poor position to protest eventual
application of the rules to him, especially if the rules have been upheld
in court. If occasion demands, on the other hand, the agency may waive
the rules on grounds that their application to a particular case is unwise.
Yet the argument is only convincing where an agency waives its rules on
rare occasions. If waiver becomes routine for special classes of cases, the
manufacturer who can claim that his case falls within the class can also
claim that he -had no reason to expect the regulations to apply. Applica-
tion of the regulation to him may be as unexpected as "retroactive"
application of a legal standard formulated with his peculiar circum-
stance in mind. Moreover, extensive exercise of the waiver power will
vitiate the policies favoring promulgation of regulations. Uniformity of
treatment, notice of statutory requirements, and predictability are all
undercut when rules cease to apply generally.

Where uniformity is impractical because individual characteristics
predominate, the wiser course for an agency is to rely on individual
adjudication. Of course, even if many cases can be disposed of summari-
ly, adjudication is likely to be a time-consuming process because of the
need to articulate standards and prepare detailed findings. But by
relying on rulemaking to resolve issues capable of general solution, and
by insisting on summary judgment where it is appropriate, an agency
can teduce the burden of the individual proceedings that diversity
requires.

The FDA approach to regulation embodies these principles. With
the exception of its delay in acting against the drugs rated "probably" or
"possibly" effective by the NAS-NRC panels, the FDA has eschewed

196. WAIT Radio v. FCC, 418 F.2d 1153 (D.C. Cir. 1969); cf. International
Harvester Co. v. Ruckelshaus, 478 F.2d 615, 641 (D.C. Cir. 1973).

197. WAIT Radio v. FCC, 459 F.2d 1203 (D.C. Cir.), cert. denied, 409 U.S. 1027
(1972). See also Port Angeles Telecable, Inc. v. FCC, 416 F.2d 243 (9th Cir. 1961).
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extensive reliance on its waiver power. 19 Instead, it has tried to main-
tain a clear line between the aspects of the efficacy standard suitable for
uniform rules and those aspects requiring particularized application. For
the most part it has promulgated only such regulations as it believed it
could apply across the board, leaving to particular proceedings specifica-
tion of legal requirements in areas where flexibility seems necessary. As
long as it pursues its statutory mandate, and as long as the procedures it
observes are fair, the agency should not only be upheld, but should be
encouraged in this enforcement approach.

II

QUASI-FORMAL RULEMAKING TO AvoiD
JUDICIAL ENFORCEMENT

The Food and Drug Administration has attempted to frame regula-
tory standards not only for adjudications before the agency, but also for
judicial enforcement proceedings in which the agency's role is limited to
prosecuting charges against manufacturers. The FDA monographs for
over-the-counter (OTC) drugs represent a unique agency effort to set
comprehensive guidelines for judicial proceedings. This second FDA
technique for avoiding formal adjudication-the creation of mono-
graphs for prosecutorial use-will not be as widely available to
other agencies as the FDA's summary judgment procedures, for
other agencies are rarely cast in the FDA's prosecutorial role.'99 In
its component parts, however, the FDA's use of rulemaking to guide
judicial enforcement may be of far-reaching significance. In one aspect,
the FDA monographs represent a novel assertion of primary jurisdic-
tion. Rather than waiting to have primary jurisdiction thrust upon it by
the courts,20 0 the FDA has reached out to seize a decisionmaking role in
adjudications whioh, as a litigant, it cannot control. In another aspect,
the FDA monographs represent an imaginative assertion of rulemaking
authority. So comprehensive are the monographs that for hundreds of
over-the-counter remedies acceptance of the appropriate monograph will
leave no contestable factual issues to adjudicate. Because the net result is

198. The waiver provision is at 21 C.F.R. § 314.111(a)(5)(ii)(a) (1975). The
FDA's former General Counsel has stated that the purpose of the provision is to deal

with those circumstances where the regulations are "either impossible of achievement or
would result in unethical conduct." Hearings on Advisory Committees, supra note 37, at

226; cf. Cooper Laboratories, Inc. v. Commissioner, FDA, 501 F.2d 772, 778 (D.C. Cir.
1974) (rejecting a waiver request on the ground that it went to the basic requirements
of the 1962 Amendments).

199. There may be a direct application of these techniques to the FTC. See note
256 infra.

200. See, e.g., United States v. Western Pacific R.R. Co., 352 U.S. 59 (1956);
Texas & Pacific Ry. v. Abilene Cotton Oil Co., 204 U.S. 426 (1967).
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to reduce the availability of formal adjudicatory safeguards, the FDA has
taken the initiative to adopt a quasi-formal rulemaking process that
assures empirical accuracy and heightens opportunities for participa-
tion. 20

1

A. Quasi-Formal Rulemaking at the FDA

1. The Regulatory Framework

By 1971 the FDA's program for enforcing the 1962 Amendments
against prescription drugs was well under way, but the agency lacked a
strategy for extending to OTC drugs the congressional mandate that
drug products be shown to be effective.2 2 The OTC drugs requiring
evaluation far outnumbered the prescription drugs studied by the NAS-
NRC panels, and included a higher percentage of products that ulti-
mately might have had -to come off the market. An inventory conducted
by the agency in 1974 indicated that about 400,000 OTC drugs were
being marketed in the United States. 03 Of these, the FDA had reason to
fear that the large majority would be found ineffective for at least one
claimed use.204 To proceed against the drugs individually was clearly
impractical.

But not all OTC products were subject to the proof-of-efficacy
requirement. Congress had exempted those drugs which, on the day
before the amendments were enacted, were: (1) sold in the United
States; (2) generally recognized as safe; (3) not covered by effective
NDAs; and (4) "intended solely for use under conditions pre-
scribed, recommended, or suggested in labeling with respect to such
drug on that day. ' 20 5 This "grandfather clause" had the effect of
exempting pre-1962 drugs whose labeling had remained unchanged, if
in 1962 they were generally recognized as safe and lacked effective

201. The term "quasi-formal" is used here because it suggests procedures approach-
ing those used at trials. Other commentators have used the term "hybrid" rulemaking.
See, e.g., Verkuil, Judicial Review of Informal Rulemaking, 60 VA. L. REv. 185 (1974);
Wright, supra note 6.

202. The FDA dealt with prescription drugs first because of the greater risks
believed to be associated with such products, and because the number of products
involved was of a much more manageable size. 37 Fed. Reg. 85 (1972). Future FDA
projects may include a review of OTC veterinary medications. See 37 Fed. Reg. 9464
(1972).

203. See Weinberger v. Bentex Pharmaceuticals, Inc., 412 U.S. 645, 649-50 (1973).
204. Hearings Before the Senate iSubcom. on Monopoly of the Select Comm. on

Small Business on Advertising of Proprietary Medicines, 92d Cong., 1st Sess., at 8-10
(1971) [hereinafter Hearings on Proprietary Medicine Advertising].

Later the FDA was willing to concede that some products were termed "possibly" or
"probably" effective, or "effective but." Even then 75 percent of the claims were not
considered substantiated by substantial evidence. 37 Fed. Reg. 9464-62 (1972).

205. 21 U.S.C. § 321 note (1970); Act of Oct. 10, 1962, Pub. L. No. 87-781 §
107(c) (4), 76 Stat. 788.
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NDAs. In addition, the clause automatically exempted pre-1938 drugs
retaining pre-1938 labeling.206

This statutory loophole posed a dilemma for the FDA. Of the OTC
drug products on the market in 1962, fewer than one percent were
covered by effective NDAs, and many pre-dated the 1938 Act.207 Not
only would classification of these products as grandfathered or non-
grandfathered be a burdensome task, but more importantly the resulting
pattern of regulation would be inequitable. An antacid covered by an
effective NDA in 1962 might be withdrawn as an ineffective new drug,
while a competing product with a different formulation not covered by
an NDA in 1962 could stay on the market despite equal ineffective-
ness.208 Enforcement of the 1962 Amendments against the OTC drugs
would be justifiable, the FDA believed, only if all products making
equivalent claims could be similarly treated.20 9

The problem was to find a way to regulate all OTC drugs. A solu-
tion was suggested by the Food, Drug and Cosmetic Act treatment of
drug labeling. Under the new provisions both safety and efficacy are
measured in terms of the claims in a drug's labeling. Similarly, a drug's
grandfathered status turns on whether the labeling claims made for it
remain unchanged. This emphasis on labeling has a counterpart in the
"misbranding" provisions of the Act. Section 301(a) prohibits the mar-
keting of any drug or other product that is "misbranded,"21 0 and section
502(a) defines as misbranded a product whose "labeling is false or
misleading in any particular." '' Neither section exempts grandfathered
drugs.

In combination with the 1962 Amendments, the misbranding
provisions provided a vehicle for uniform OTC drug review. A product
with labeling that contained false claims of effectiveness would be
misbranded, whether grandfathered or not; yet any change in labeling
claims designed to avoid a misbranding violation would forfeit a prod-
uct's grandfather protection and necessitate its approval under the
1962 Amendments in the absence of general recognition of safety and

206. Pre-1938 drugs were "grandfathered" under an exemption contained in the
1938 Act itself. 21 U.S.C. § 32 1(p)(1) (1970). The grandfather clause in the 1962
Amendments specifically recognized the continued vitality of that exemption. 21 U.S.C.
§ 321 note (1970).

207. J. MAsnHw & R. MERILL, supra note 8, at 537.
208. The Supreme Court held in Hynson that if a "pioneer" drug were not

grandfathered, no "me too" drugs having the same formulation as the pioneer could
claim grandfather protection. Weinberger v. Hynson, Westcott & Dunning, Inc., 412 U.S.
609, 625-26 (1973).

209. See generally Hutt, supra note 7.
210. 21 U.S.C. § 331(a) (1970).
211. 21 U.S.C. § 352(a) (1970).
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effectiveness. 12 But the misbranding provisions, unlike the efficacy
provisions, contemplate FDA action against misbranded drugs only
through judicial enforcement proceedings. 1 ' If the agency wished to
play a role beyond that of prosecutor in implementing the misbranding
standard, it would have to rely on its authority, under section
701(a) -to promulgate regulations for the efficient enforcement of the
Act. 14 The extent to which this general authority permitted elaboration
of the misbranding standard to guide judicial enforcement was unclear.

2. The Over-the-Counter Regulations

On May 11, 1972, the FDA issued regulations setting forth its plan
to review OTC drugs for safety and effectiveness.215 Under the an-
nounced procedures, the FDA would form expert advisory review panels
to evaluate -the safety and effectiveness of OTC drugs and review their
labeling.2 16 Each panel would study a specific class of drugs, such as
antacids, laxatives, or dandruff agents, 21

7 and would recommend a
proposed "monograph" defining the claimed uses for which products in
the class were generally recognized as safe and effective and not mis-

212. NDA approval under the 1962 Amendments is required only for "new drugs,"
i.e., drugs not generally recognized as safe and effective for their claimed uses. See note
18 supra.

213. Any drug which is "misbranded . . . shall be liable to be proceeded against
.. . in any district court .. " 21 U.S.C. § 334(a) (1970). Individual violators may
receive criminal punishment of up to 1 year in prison and a fine of $1,000. Id. § 333(a).
The provisions say nothing about administrative enforcement.

214. 21 U.S.C. § 371(a) (1970).
215. 37 Fed. Reg. 9464 (May 11, 1972). The lengthy preamble runs for almost ten

pages, with the actual order beginning at 37 Fed. Reg. 9473 (May 11, 1972). Later the
regulations were amended, 39 Fed. Reg. 11741 (March 29, 1974), and 39 Fed. Reg.
19878 (June 4, 1974). They are codified at 21 C.F.R. § 330.10 (1975).

216. The FDA has had much experience with the use of advisory committees.
Between 1972 and 1973 the number of such panels has increased from 24 to 45, and the
number of meetings has increased from 55 to 167. Presently the FDA is using about 66
advisory committees, but the number varies with need. See Hearings on Advisory
Committees, supra note 26, at 3. See generally 1 DAvis TREATIsE, supra note 10, at §
6.03.

217. The categories were as follows: (1) antacids; (2) laxatives; (3) antidiarrheal
products; (4) emetics; (5) antiemetics; (6) antiperspirants; (7) sunburn prevention and
treatment products; (8) vitamin-mineral products; (9) antimicrobials; (10) dandruff
agents; (11) oral hygiene aids; (12) hemorrhoidal products; (13) hematinics; (14)
bronchodilators and antiasthamatics; (15) analgesics; (16) sedatives and sleep aids; (17)
stimulants; (18) antitussives; (19) allergy treatments; (20) cold remedies; (21) anti-
rheumatics; (22) opthalmic products; (23) contraceptives; (24) miscellaneous dermato-
logic products; (25) dentifrices and dental products; (26) all others. These categories are
now codified at 21 C.F.R. § 330.5 (1975). Originally there were to be 26 review panels,
one for each category of drugs. But because many combination products overlapped into
several categories, the number of panels was reduced to 18, with some panels evaluating
drugs in more than one class. For example, one panel studied cough, cold, allergy,
bronchodilator, and antiasthamatic products. Yingling, The OTC Drug Review, 28 FooD,
DRUG & CosM. LJ. 273 (1973).
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branded. The Commissioner would use the panel's recommendation as
the basis for a proposed rule establishing a final monograph. Upon pro-
mulgation of the final monograph any product deviating from the mono-
graph would become "subject to regulatory action,"21 either as an
unapproved new drug or as misbranded. A drug which was claimed to
be effective as an antacid, for example, but which lacked one of the
prescribed antacid formulations, would not be recognized as an effective
antacid and thus would ordinarily be a new drug requiring NDA
approval-based on "adequate and well controlled clinical studies"-for
further marketing. But even if the drug were grandfathered, and thus
exempt from regulation as a new drug, its claim to be effective as an
antacid would constitute misbranding, subjecting its manufacturer to
possible criminal punishment. If, to avoid punishment, the manufacturer
modified or abandoned its antacid claim, the drug would automatically
lose its grandfathered status and become subject to NDA approval
unless the new claim complied with another monograph.

The FDA plan thus circumvented -the grandfather clause and
regulated OTC drug products regardless of their marketing history. Of
equal signficance, the FDA plan largely obviated the need for formal
adjudication-both within the agency and before -the courts. A deviating
OTC product lacking grandfather protection and thus requiring NDA
approval would be subject to the same summary judgment procedures
that the agency had developed for prescription drugs. Alternatively, if a
manufacturer forced a misbranding action by retaining its deviating
claim, the FDA could be confident of summary judicial enforcement-
assuming the court recognized the validity of the monograph-since -the
only relevant factual issue would be whether the particular product
deviated from the monograph, an empirical question unlikely to be
contested.

The crucial question was whether the courts would accept the
validity of the monographs. Anticipating a possible legal attack, the
FDA buttressed its case by providing procedures for promulgating the

218. 21 C.F.R. § 330.10(a)(12), as amended 21 C.F.R. § 330.10(b).
The proposed regulations had indicated that they would be "binding" authority in

court. 37 Fed. Reg. 84, 88 (1972). This language was deleted from the final regulations,
however, on the ground that it was superfluous. The FDA noted that "there is no
comparable statement of legal enforcement position in similar agency regulations . .. ."
37 Fed. Reg. 9472 (1972). Other language clearly indicates the agency's intent to
substitute its procedures for "case-by-case adjudication" in court. See 37 Fed. Reg. 9471-
72 (1972). Nevertheless, drug industry lawyers have expressed confusion concerning the
intended effect of the monographs. See, e.g., Whyte, FDA's OTC Drug Review, 28 FooD,
DRuo & CosM. L.. 381, 382-85 (1973). In a display of cynicism, Whyte concludes that
the FDA intentionally created the confusion to avoid legal challenge. Id. at 385. See also
O'Keefe, The Over-the-Counter Drug Review, 29 FooD, DRUG & CoSM. L.J. 262, 268-69
(1974).

1976]



CALIFORNIA LAW REVIEW

monographs that went well beyond the notice and comment pro-
cedures described in section 503 of the Administrative Procedure
Act. The regulations invited and encouraged interested persons to
present data, both in writing and orally, to the advisory review panels.21

In addition, during the rulemaking proceeding on the final monograph,
interested persons could file initial and rebuttal comments with the
Commissioner and, in appropriate cases, make oral argument.220 The
agency did not, however, provide the right of formal cross-examination
at any stage in the proceedings.

Although the FDA has now promulgated final monographs for
both antacids and laxatives, its OTC review procedures have not yet
been directly challenged in court. But this has not prevented the FDA
from seeking judicial support for its scheme. Hynson and a companion
case, Weinberger v. Bentex Pharmaceuticals, Inc.,221 both involved the
question whether the FDA had primary jurisdiction to decide that a
drug lacks general recognition of safety and effectiveness and is there-
fore subject to regulation as a "new drug." Since this question was also
at stake in the OTC review, the Government's brief thrust the OTC
regulations forward for consideration.222 The Proprietary Association
responded by filing an amicus brief attacking the OTC procedures and
the resulting rules.223 With the issue thus drawn, the Court reached out
to decide it in Bentex. To demonstrate the central role played by
primary jurisdiction in the FDA's overall enforcement scheme, the
Court began by outlining the OTC procedures.224 It then upheld the
FDA's primary jurisdiction to determine new drug status in language
that seemed also to approve the OTC review:

We think that it is implicit in the regulatory scheme, not spelled
out in haec verba, that FDA has jurisdiction to decide with admin-
istrative finality, subject to the types of judicial review provided, the
"new drug" status of individual drugs or classes of drugs. The deluge
of litigation that would follow if "me-too" drugs and OTC drugs had
to receive de novo hearings in the courts would inure to the interests
of manufacturers and merchants in drugs, but not to the interests of
the public that Congress was anxious to protect by the 1962 amend-
ments as well as OTC drugs and drugs covered by the 1972 [Drug
Listing] Act.225

219. 37 Fed. Reg. 9472 (1972).
220. Id.
221. 412 U.S. 645 (1973).
222. Brief for Petitioners at 24-25, Weinberger v. Bentex Pharmaceuticals, Inc., 412

U.S. 645 (1973).
223. Brief for Proprietary Ass'n as Amicus Curiae at 34-49. Weinberger v. Hynson,

Westcott & Dunning, Inc., 412 U.S. 609 (1963).
224. 412 U.S. at 650.
225. Id. at 653 (emphasis added).
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On the basis of this paragraph, with its awkwardly phrased final refer-
ence to OTC drugs, lower courts have read Bentex as establishing the
validity of the OTC drug review regulations.2

The Bentex opinion undoubtedly strengthens the FDA's claim of
authority, as does the Proprietary Association's failure to launch a direct
challenge to the FDA regulations soon after their promulgation. But the
most difficult issues of primary jurisdiction and rulemaking authority
retain their vitality and interest.

B. Quasi-Formal Rulemaking as a Technique
for Avoiding Judicial Enforcement

The FDA monographs raise two issues: First, to what extent can
an agency claim primary jurisdiction to decide in advance the issues
raised by a class of cases subject to court adjudication, but over which
the agency lacks adjudicatory power? Second, to what extent must an
agency that seeks through rulemaking to foreclose full exploration of
issues in individual trials accord opportunities for participation beyond
those ordinarily required by the Administrative Procedure Act?

1. Primary Jurisdiction

The doctrine of primary jurisdiction requires that a court refrain
from deciding complex questions of fact and law in an area in which an
administrative agency has special responsibilities and expertise.2

Courts have recognized primary jurisdiction most often in the agencies
charged with policing the regulated industries. 228 For example, the
Interstate Commerce Commission, responsible for implementing a per-

226. See, e.g., National Petroleum Refiners Ass'n v. FTC, 482 F.2d 672, 680 n.12
(D.C. Cir. 1973), cert. denied, 415 U.S. 951 (1974).

This conclusion fails to note, however, that the OTC review involves issues that go
beyond the precise issue involved in Bentex. Jurisdiction to decide "new drug" status is in
the nature of jurisdiction to determine jurisdiction. Cf. United States v. United Mine
Workers, 330 U.S. 258 (1947). The FDA has unquestioned authority to regulate new
drugs once that status is established. But as the regulations implicitly concede, many
OTC drugs will be grandfathered and thus not subject to review for safety and
effectiveness. Authority over these grandfathered drugs rests entirely on the misbranding
standard-a standard whose enforcement Congress left to the courts. In framing a
monograph that prescribes the formulations for which specified claims can be made
without misbranding, the FDA is asserting not the threshold jurisdiction expressly
approved in Bentex, but jurisdiction to guide judicial decisions on an issue over which it
has no explicit control

227. See generally 3 DAVIs TREATISE, supra note 10, § 19.01 (1958); L. JAFFE,

JUDICIAL CONTROL OF ADMINISTRATIVE ACTION 121-51 (1965) [hereinafter cited as
JAFFE]. "[Flew aspects of administrative law have been so systematically and satisfacto-
rily developed [as has the doctrine of primary jurisdiction]." 3 DAVIS TREATISE, supra
note 10, § 19.01 at 6 (1958).

228. See JAFFE, supra note 227, at 124.
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vasive regulatory and rate setting scheme, has primary jurisdiction to
decide whether rates are reasonable.2 9 Outside the regulated industries,
however, courts have not deferred as readily to their administrative
counterparts. For example, while the Federal Trade Commission is
empowered to regulate a variety of trade practices, it has not been held
to possess primary jurisdiction over similar claims raised in private suits
brought either at common law or under the Clayton Act.230

In the OTC review the FDA is attempting to supplant court
jurisdiction with an integrated regulatory scheme for determining which
OTC products are new drugs and which are misbranded. Yet on what
basis can the FDA claim primary jurisdiction where Congress has spe-
cifically provided for judicial enforcement without providing for concur-
rent agency jurisdiction? And what justifications exist for deference to
the FDA monographs by a court that refuses to regard the monographs
as binding authority?

a. Nonexclusivity of Judicial Enforcement Authority

The doctrine of primary jurisdiction usually determines which of
two tribunals will make the initial decision in a controversy where both
have jurisdiction.2 31 In cases of concurrent agency and court jurisdic-
tion, courts customarily defer to the "specialized administrative tribun-
al" on questions within its expertise.232 According "primary" jurisdic-
tion to one forum or the other is essential to assure uniformity, and the
agency's special expertise and its ability as a single forum to develop
consistent rulings make it the preferable choice. However, even where a
regulatory statute fails to provide an administrative remedy, the courts
may recognize primary jurisdiction in an agency.23 The Supreme Court
has repeatedly held, for example, -that the Federal Maritime Board has
primary jurisdiction under the 1916 Shipping Act to hear challenges to
the rate systems of common carriers by water, even though the Board
lacks power to approve or disapprove the rates involved. 23 4 The doctrine

229. See Texas & Pacific Ry. v. Abilene Cotton Oil Co., 204 U.S. 426 (1907).
230. JAFFE, supra note 227, at 133.
231. 3 DAvis TREATISE, supra note 10, § 19.01 (1958).
232. JAME, supra note 227, at 124.
233. Id. at 141.
234. Federal Maritime Board v. Isbrandsten Co., 356 U.S. 481 (1958); Far

East Conference v. United States, 342 U.S. 570 (1952); United States Navigation Co. v.
Canard S.S. Co., 284 U.S. 474 (1932). In Far East Conference v. United States,
the Court set out what it considered to be a "firmly established rule":

[J]n cases raising issues of fact not within the conventional experience of
judges or cases requiring the exercise of administrative discretion, agencies cre-
ated by Congress for regulating the subject matter should not be passed over.
This is so even though the facts after they have been appraised by specialized
competence serve as a premise for legal consequences to be judicially imposed.

342 U.S. at 574. Six years later, in Federal Maritime Board v. Isbrandtsen Co., the
Court stated that in some cases "precise findings by the Board ...would become
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of primary jurisdiction is thus not anchored to a requirement of final
adjudicatory authority in the agency. Instead, the focus is on whether
the agency was "created by Congress for regulating the subject mat-
ter."

235

Courts have not yet passed upon the FDA's authority to issue
regulations specifying what OTC drug claims will constitute misbrand-
ing, but in National Nutritional Foods Ass'n v. Weinberger,236 the
Second Circuit upheld a closely analogous exercise of authority under
the "prescription drug" sections of the Food, Drug and Cosmetic Act.
Section 503 of the Act provides that sale of a prescription drug without
prescription specifically violates the misbranding prohibition,2 37 and
cites "toxicity or other harmful effect" as one basis for classifying a
product as a prescription drug.238 By notice-and-comment rulemaking
the FDA had issued regulations classifying as prescription drugs prepa-
rations containing vitamins A and B in amounts exceeding specified
limits. The National Nutritional Foods Association brought suit, chal-
lenging the agency's authority under section 701(a) to particularize a
standard beyond its authority to enforce. The Second Circuit upheld
the FDA regulations as binding interpretations of the toxicity standard.
Although the court found only meager support for the agency's position
in the legislative history, it concluded that Congress intended to allow
the agency to promulgate authoritative interpretations of the standards
in the Act "rather than leave the decisions to the courts, which lack the
medical and scientific knowledge essential to such decisions." 39 And
despite the distinction urged between standards enforced administrative-
ly and those enforced judicially, the court reasoned that "an agency
which possesses the power to determine administratively what products
are 'new drugs' has the authority to decide what products are 'prescrip-
tion drugs.' ",240

Although the toxicity standard for prescription drugs is more
specific and more obviously scientific than the general misbranding
definition, the similarity of exclusive judicial enforcement authority
overshadows any distinction between the two provisions. Thus, the
Nutrititional Foods decision is strong authority for the proposition that
fthe OTC monographs, if promulgated by proper procedure, are also
valid and binding in judicial proceedings.

essential to a judicial determination of the [rate] system's validity under the statute." 356
U.S. at 499 (emphasis added).

235. See note 234 supra.
236. 512 F.2d 688 (2d Cir. 1975).
237. 21U.S.C. § 353(b)(2) (1970).
238. Id. § 353 (b) (1) (B).
239. 512 F.2d at 699.
240. Id.
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Even asuming Nutritional Foods is not followed, however, the
monographs may still be worthy of judicial deference as "interpretative
regulations." Interpretative regulations

constitute a body of experience and informed judgment to which
courts and litigants may properly resort for guidance. The weight of
such a judgment in a particular case will depend upon the thorough-
ness evident in its consideration, the validity of its reasoning, its
consistency with earlier and later pronouncements, and all those
factors which give it power to persuade, if lacking the power to con-
trol.

24 1

While a court theoretically has the power to substitute its judgment for
an agency's interpretative regulation, a pattern of judicial restraint has
developed which effectively gives such regulations the force of law when
they embody expert understanding more commonly found in an agency
than in a court.2 42 Thus, even if the FDA lacks substantive power to
interpret the misbranding provisions, its regulations may still command
judicial deference.

b. Factors Counseling Primary Agency Jurisdiction

In the customary operation of the primary jurisdiction doctrine,
where a court obtains power over a case prior to any agency action,
three factors appear to influence judicial deference to agency authority:
(1) deference to administrative expertise; (2) the need for uniform
interpretation of legal standards; and (3) the need for efficient en-
forcement of a congressional mandate. The same factors favor judicial
adherence to the FDA monographs--even by courts that question
whether the monographs have binding effect.

Deference to agency expertise is perhaps the most common basis
for placing primary jurisdiction in an administrative body.248 In uphold-
ing FDA primary jurisdiction to decide new drug status in Bentex, the
Supreme Court stressed the agency's special competence in the field of
drug regulation.244 The agency's claim of expertise in resolving mis-
branding issues rests ultimately on the same footing. Although courts
are accustomed to deciding questions of misrepresentation, determining
the truth claimed to be misrepresented in a misbranding case requires

241. Skidmore v. Swift & Co., 323 U.S. 134, 140 (1944). See also I DAVIS
TREATISE, supra nofe 10,,§§ 5.03-07.

242. 1 DAVIS TREATISE, supra note 10, § 5.05, at 315 (1958).
243. For example, in United States v. Western Pacific R.R. Co., 352 U.S. 59

(1956), the Supreme Court held that the ICC should first decide the meaning of
"incendiary bomb" in a tariff. The question turned on problems of cost-allocation,
requiring examination of "voluminous and conflicting evidence" and acquaintance with
intricate facts normally found only in a "body of experts." Id. at 66.

244. 412 U.S. 645, 652 (1973).
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resolution of the same questions of efficacy (or possibly safety) on
which the agency's superior familiarity is acknowledged.24 As the FDA
has noted:

The task of establishing the parameters of misbranding is fundamen-
tally the same as the task of establishing the parameters of general rec-
ognition of safety and effectiveness, and indeed it would be a gross
waste of resources to attempt to separate these two aspects of what
must be essentially one review of the scientific and medical basis for
OTC drug products. 246

The FDA's reliance on advisory review panels composed of experts
undoubtedly strengthens 'the agency's claim of specialized compe-
tence.247 No court possesses comparable ability to deal with the "volumi-
nous and conflicting evidence" upon which findings of safety and
effectiveness are based. Even a special master would be unlikely to be
more qualified -than an individual panel member, and would lack com-
parable assistance from other panel members and from agency staff.
The flexible procedures available in an administrative proceeding also
favor reliance on the agency, since judicial rules governing the use of
expert witnesses limit scientific inquiry. 48 Finally, the use of outside
experts may blunt the charge that the agency cannot judiciously resolve
issues that it may subsequently have to litigate as a party.

That the monographs are designed to serve as legal standards for
future judicial proceedings should not diminish the agency's claim of
expertise. It is true that Justice Brandeis, speaking for the Court in
Great Northern Ry. v. Merchants Elevator Co.,249 once contended that
primary jurisdiction did not require judicial deference on matters
"solely of law." But Great Northern involved construction of language
in an interstate carrier's tariff intended to be read according to "ordi-
nary meaning'; the question was not "in its nature administrative in
contradistinction to judicial."29 0 Even if the determinations involved in

245. The OTC regulations give the flavor of the determinations involved. They
define general recognition of effectiveness as "a reasonable expectation that, in a
significant proportion of the target population" the product will provide "clinically
significant relief of the type claimed." 21 C.F.R. § 330.10(a)(4)(ii) (1970). Proof of
effectiveness must be based on controlled clinical investigations as defined by the
"adequate and well-controlled clinical studies" regulations. See text accompanying notes
43-47 supra. Proof of general recognition of safety "shall ordinarily be based upon
published studies which may be corroborated by unpublished studies and other data." 21
C.F.R. § 330.10(a)(4)(ii) (1970) (emphasis added). The flexibility in "ordinarily"
requiring published studies was seen as necessary to allow panels the opportunity to rely
on the "best scientific evidence available." 37 Fed. Reg. 9469 (May 11, 1972).

246. 37 Fed. Reg. 9472 (May 11, 1972).
247. See generally 1 DAVIS TREATISE, supra note 10, 366-70 (1958).
248. See Boyer, Alternatives to Administrative Trial-Type Hearings for Resolving

Complex Scientific, Economic, and Social Issues, 71 MicH. L. REV. 111, 125-30 (1972).
249. 259 U.S. 285 (1922).
250. Id. at 291.
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the OTC monographs can be characterized as matters "solely of law,"
which is doubtful, they are surely more "administrative' than "judicial"
in nature. In any event, the Court has since abandoned Justice Brandeis'
reliance on the law-fact distinction as a limitation on primary jurisdic-
tion. In United States v. Western Pacific R.R.251 Justice Harlan insisted
that federal agencies have "exclusive primary jurisdiction" to make find-
ings of fact and to interpret, define, and apply legal standards where to
do so requires specialized competence residing in the agency.2"2

The need for uniformity, and the parallel concern that parties
similarly situated be similarly treated, also influences the decision to
accord an agency primary jurisdiction. In Texas & Pacific Ry. v.
Abilene Cotton Oil Co.25 3 the Court stressed that failure to acknowledge
primary jurisdiction in the ICC to determine the reasonableness of
common carrier rates would make the congressional mandate for a
uniform and nondiscriminatory standard for rates impossible to achieve
"unless all courts reached an identical conclusion. '25 4 Much later, in
Bentex, the Court responded favorably to the argument that administra-
tive primary jurisdiction to determine new drug status would promote
uniform, and therefore fair, treatment of drug products under the Food,
Drug and Cosmetic Act.2 55

By acting through rulemaking the FDA has responded directly to
the need for uniformity. Since the FDA's findings are expressed in its
monographs, courts facing misbranding cases know the agency's inter-
pretation in advance. And since all related claims are handled at once in
a single rulemaking proceeding, no party is subject to nonconforming,
disparate treatment.256

251. 352 U.S. 59 (1966).
252. Id. at 65-66.
253. 204 U.S. 426 (1907).
254. 204 U.S. at 440. See also National Nutritional Foods Ass'n v. Weinberger, 376

F. Supp. 142, 147-48 (S.D.N.Y. 1974), ajfd, 512 F.2d 688 (2d Cir. 1975).
255. 412 U.S. at 645.
256. This technique may also be available to the Federal Trade Commission. The

FTC's jurisdiction over deceptive practices shares two interfaces with the judiciary. First,
the FTC must enforce violations of cease and desist orders in federal court. After United
States v. I. B. Williams Co., 498 F.2d 414 (2d Cir. 1974), it appears that where the
Commissioner seeks a civil penalty for such a violation the defendant is entitled to a jury
trial on disputed issues of fact, including whether a defendant's actions came within
the scope of a cease and desist order. Application of a cease and desist order to a par-
ticular defendant is a difficult process. Use of rulemaking to particularize the standards
for judging when an action is sufficiently "different" to fall outside a cease and desist
order could be a useful extension of the Commission's regulatory power. While such
standards could probably not be set out with such particularity as to resolve all questions
of fact at the summary judgment level, they could be useful in many cases, and would
in any event guide jury instruction. As is the case with the FDA's particularization of
the misbranding provisions, such an effort by the FTC would not so much supplant the
authority vested in the district courts by Congress, turning them into a "rubber stamp"
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Finally, the need to assure efficient implementation of congression-
al purpose may provide a further justification for primary jurisdiction.
In Bentex Justice Douglas emphasized that the FDA's limited time and
budget made determination of new drug status through individual judi-
cial proceedings unworkable.2 57 Similarly, judicial deference to the FDA
monographs may be the only practical way of implementing the broad
congressional mandate that new drugs be subject to premarketing review
for both safety and effectiveness.

2. Procedural Limitations on the Use of Rulemaking

Like the substantial evidence regulations governing NDA approv-
als, the OTC monographs particularize a standard of the Food, Drug
and Cosmetic Act so that subsequent adjudications of noncompliance, if
they arise,25 will be disposed of summarily. Unlike the substantial
evidence regulations, however, the monographs do not provide a single
standard for all drugs subject to their control; instead, they prescribe a
different standard for each category of OTC drugs. These standards
have, in practice, specific applicability to particular drug formulations
and products. As a result, the OTC monographs raise troublesome pro-
cedural issues.

Accordingly, in its OTC regulations the FDA provides more than
the notice-and-comment procedures it used in issuing the substantial
evidence regulations. Besides inviting comments on a proposed mono-
graph, the agency permits interested parties to particpate-orally as well
as in writing-before its advisory panels, to submit data to the agency,
and to file briefs and make oral argument before promulgation of the
final monograph. The question is whether these additional procedures
are sufficient to satisfy 'the applicable requirements of the Administra-

for the Commission (see Note, Jury Trial in Penalty Action for Deceptive Advertising,
49 ST. JoHN's L. Rlv. 239, 242-47 (1975)), as it would enhance the consistency of judi-
cial enforcement.

The second interface shared by the FTC and the judiciary is concurrent jurisdiction
to enforce several statutes, primarily the Clayton Act. Here the FTC does not take its
cases before the courts since it has adjudicatory powers of its own under Section 5 of the
FTC Act, 15 U.S.C. §§ 41-77 (1970). Yet there is the potential for conflict between the
legal theories used by the Commission in its own cases and the judge-made law of
deception created in private actions. The FTC can use its substantive rulemaking powers
to define greater numbers of practices it finds to be deceptive. See, e.g., National
Petroleum Refiners Ass'n v. FTC, 482 F.2d 672 (D.C. Cir. 1973), cert. denied, 415 U.S.
95 (1974). Were the FT7C to develop a list of practices found to be deceptive after a
substantial inquiry by experts in business, economics, and consumer habits, courts might
more readily look to it for aid in deciding private actions.

257. 412 U.S. 645, 653 (1973).
258. The comments filed with the FDA following the notice of proposed rulemak-

ing indicated that "the regulations will be substantially followed by industry." 37 Fed.
Reg. 9472 (1972).
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rive Procedure Act, the Constitution, and the Food, Drug and Cosmetic
Act.

a. The Administrative Procedure Act: Rules versus Orders

The Administrative Procedure Act makes two distinctions between
types of administrative action relevant to determining the procedures an
agency must follow. First, it distinguishes between "orders" and "rules."
The prospective effect of a rule, defined as "an agency statement of
general or particular applicability and future effect designed to imple-
ment, interpret, or prescribe law or policy... ",,19 distinguishes it from
an order, which is defined as a "final disposition. . . in a matter other
than rulemaking."2 60 Thus, unlike an order, a rule is not "final"; it re-
quires a subsequent "adjudication"- the process leading to formulation
of an order 26 1-in order to be enforced against a particular party or
product. The Administrative Procedure Act also distinguishes between
rules that must be "made on the record after opportunity for an agency
hearing" and other rules.2 2 Formal rulemaking procedures, including
opportunity for a trial-type hearing under sections 556 and 557 of the
Administrative Procedure Act, are required for rules only if the agency's
statute explicitly prescribes a hearing "on the record" ;21 3 otherwise
notice-and-comment procedures pursuant to section 553 will suffice.20 4

The OTC monographs are clearly rules within the meaning of the
Administrative Procedure Act. The FDA can take no action against a
particular product that deviates from a monograph until after a court
trial or an adjudication by the agency in a NDA approval proceeding.
Moreover, no language in the Food, Drug and Cosmetic Act triggers the
formal rulemaking procedures of the Administrative Procedure Act.
Consequently the Act requires only notice-and-comment procedures, or
less than what the FDA provides.

259. 5 U.S.C. § 551(4) (1970) (emphasis added).
260. Id. § 551(6) (1970).
261. Id. § 551(7) (1970).
262. Id. § 554(a) (1970).
263. See United States v. Florida East Coast Ry., 410 U.S. 224 (1973); United

States v. Allegheny-Ludlum Steel Corp., 406 U.S. 742 (1972). After Florida East Coast,
language requiring that a hearing be held "on the record" in an agency's statute is
virtually "a touchstone test of when section 556 and section 557 proceedings are
required." Mobil Oil Corp. v. FPC, 483 F.2d 1238, 1250 (D.C. Cir. 1973). See generally
Verkuil, Judicial Review of Informal Rulemaking, 60 VA. L. Rv. 185 (1974); Note, The
Judicial Role in Defining Procedural Requirements for Agency Rulemaking, 87 HAnI. L.
REv. 782, 790-96 (1974).

264. Section 553 (a) (2) of the Administrative Procedure Act, 5 U.S.C. H8 551-76,
701-06, 3105 (1970), allows agencies to waive even notice-and-comment procedures in
certain specified circumstances. This exception has caused concern among those who
strongly support public participation in agency decisionmaking. See Comment, Due
Process Rights of Participation in Administrative Rulemaking, 63 CALiF. L. Rav. 886,
901-07 (1975).
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b. The Constitution: Due Process and General Applicability

The Constitution may at times require a trial-type hearing for
rulemaking even where the Administrative Procedure Act does not. In
United States v. Allegheny-Ludlum Steel Corp., 65 and United States v.
Florida East Coast Railway,26 6 cases giving a narrow construction to the
Administrative Procedure Act's requirement of formal rulemaking, the
Supreme Court recognized that procedural limitations may derive from
other sources. Thus in Florida East Coast the Court noted that the APA
did not "limit or repeal additional requirements imposed by statute or
otherwise required by law."'267 These other sources of law include the
Constitution.

While the Administrative Procedure Act permits notice-and-com-
ment procedures for rules of "general or particular applicability," the
Constitution may require additional protections for parties singled out
for regulation. In Florida East Coast, which upheld industry-wide rates
for 'the use of freight cars, the Court found the ICC's use of notice-and-
comment procedures appropriate because the rates applied prospectively
and were generally applicable, giving no special consideration to any
one party based on "its own peculiar circumstances. 2 6 8 Significantly,
the Court recognized that where "a small number of persons 'were
exceptionally affected, in each case upon individual grounds,'" the
Constitution might require a trial.269

Florida East Coast revives a distinction first suggested in Londoner
v. Denver270 and Bi-Metallic Investment Co. v. State Board of Equaliza-
tion,27' both decided prior to 1920. Those cases established the principle
that government action requires a trial when it sufficiently affects indi-
vidual interests and is "based on individual grounds." Professor Davis
has explained 272 this principle in terms of "legislative" and "adjudica-
five" facts:

Adjudicative facts are the facts about the parties and their activities,
businesses, and properties. Adjudicative facts usually answer the
questions of who did what, where, when, how, why, with what motive
or intent; adjudicative facts are roughly the kind of facts that go to
a jury in a jury case. Legislative facts do not usually concern the im-

265. 406 U.S. 742 (1972).
266. 410 U.S. 224 (1973).
267. Id. at 235, citing 5 U.S.C. § 559 (1970).
268. Id. at 244-46.
269. Id. at 245.
270. 210 U.S. 373 (1908).
271. 239 U.S. 441 (1915).
272. 1 DAvis TREATIsE, supra note 10, § 7.04, at 420-21 (1958). See also Boyer,

supra note 5, at 115.
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mediate parties but are generally facts which help the tribunal decide
questions of law and policy and discretion. 273

According to Professor Davis due process requires a hearing for the
resolution of adjudicative but not legislative facts.2 7 4

The FDA's monographs for OTC drugs are difficult to classify in
these terms. On the one hand, because the rules are designed with
specific drug formulations in mind, and because many drug formula-
tions are identified with particular manufacturers, the monographs ap-
pear in part to be resolving adjudicative facts.2 75 The agency's treatment
of Alka-Seltzer provides an apt illustration.

Alka-Seltzer is a combination of antacid ingredients and aspirin,
and as a combination product must meet special requirements .27  The
advisory panel reviewing antacids balked at recommending the inclusion
of the Alka-Seltzer formulation in the antacid monograph. Some clinical
studies had indicated that aspirin upset the stomach, thereby making the
antacid ingredients less effective and potentially unsafe; the panel be-
lieved the presence of the two active ingredients in combination might
decrease the safety or effectiveness of the individual active in-
gredients. The agency, however, could not ignore the millions of
people who regularly used Alka-Seltzer and who would be offended if
the drug was no longer available; it was generally acknowledged that the
symptoms treated by aspirin-headache and other pain-often accom-
panied 'the symptoms treated by antacid products. At the FDA's urging,
the panel included the Alka-Seltzer formulation in its proposed mono-
graph. The FDA then held a rulemaking proceeding on the pro-

273. 1 DAvis TREATiSE, supra note 10, § 7.02, at 413 (1958).
274. Id. at 413-14. See Powellton Civic Homeowners Ass'n v. HUD, 284 F. Supp.

809 (E.D. Pa. 1968).
275. Consider the following attack on the OTC review procedures:

The ultimate question, as I see it, is whether this proceeding to adopt bind-
ing monographs is legislative or adjudicatory in nature. Are the factual deter-
minations which FDA will make as to GRAS and GRAE and misbranding leg-
islative facts or adjudicative facts? . . . FDA proposes to determine whether
a particular drug product is GRAS, GRAE, and whether its labeling misbrands
it. I believe these are "facts about the parties and their activities, businesses,
and properties." While they are described by FDA as rulemaking, general in
scope, these determinations in substance and effect are individual in impact.

Whyte, supra note 218, at 388-89.
276. The regulations provide:

An OTC drug may combine two or more safe and effective active ingredi-
ents and may be generally recognized as safe and effective when each active
ingredient makes a contribution to the claimed effect(s); when combining of
the active ingredients does not decrease the safety or effectiveness of any of
the individual active ingredients; and when the combination, when used under
adequate directions for use and warnings against unsafe use, provides rational
concurrent therapy for a significant proportion of the target population.

21 C.F.R. § 330.10(a) (4) (iv) (1975).
277. Mintz, Pressure by FDA is Alleged on Experts' Antacids Guides, The Wash-

ington Post, May 13, 1975, at A8, col. 4-6.
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posal. 178 When the final monograph for antacids was promulgated,
Alka-Seltzer's formulation was approved and a specific section on com-
bination products spoke directly to its case. 79

The process by whioh Alka-Seltzer was approved and the identifi-
cation of its formulation with -the Miles product are suggestive of a
determination of adjudicative facts focusing on the immediate parties.
On the other hand, the final monograph applies not just to Alka-Seltzer,
but to all similar antacid-aspirin combinations marketed now or in the
future. In this respect the determination was legislative.

A case recently decided by the Third Circuit lends support to the
contention that the OTC monographs resolve only legislative facts. In
Hoffman-La Roche v. Kleindiensts80 the court was asked to review an
order by the Director of the Bureau of Narcotics and Dangerous Drugs
finding that Librium (chlordiazepoxide) and Valium (diazepam) were
depressant drugs having a potential for abuse and requiring control.
Hoffman-La Roche, the manufacturer of Librium and Valium, chal-
lenged the proceeding on the ground that although it was an adjudica-
tion the government had not observed the separation-of-functions re-
quirement. The court rejected the argument, holding that the action was
properly characterized as legislative.

Here the final order will apply across the board to all producers,
wholesalers, and distributors of Librium and Valium, as well as to
pharmacies and physicians. 'Hoffman was not singled out for special
consideration based on its own peculiar circumstances. The fact that
Hoffman may be one of those adversely affected explains the highly
adversary character of the proceeding but does not change the gen-
eralized nature of the order. Although the proceeding involved a
concrete factual situation from which factual inferences provided the
basis for the Director's order, the facts and inferences therefrom were
used to formulate a basically legislative-type judgment of entirely
prospective application.281

This language could apply as well to the FDA's treatment of Alka-
Seltzer.28 2

Because the OTC monographs combine aspects of both legislation
and adjudication, it is necessary to examine directly the principles

278. The oral argument allowed in this proceeding attracted much attention. See
O'Keefe, A Fine New Twist-A Brief Commentary on the Commissioner of Food and
Drugs' First Oral Hearing, 29 FooD, DRUG, & CosM. LJ. 116 (1974).

279. 21 C.F.R. § 331.15 (1975). Perhaps in response to the panel's early concerns,
Miles Laboratories is now marketing an antacid without aspirin: Alka-Seltzer "Gold."

280. 478 F.2d 1 (3d Cir. 1973).
281. Id. at 13.
282. The court might have taken another view of the case had the procedural right

at stake been the opportunity to cross-examine rather than the separation of functions.
See Friendly, supra note 146, at 438. But see text following note 334 infra.
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underlying the dichotomy between legislative and adjudicative facts. To
determine what process should attend a particular governmental depri-
vation, courts customarily weigh the benefits of formal procedure-
measured both by the importance of the individual interest and by the
extent to which formality will protect against arbitrary government ac-
tion-against the cost to the government in terms of less efficient im-
plementation of programs.28 3 The legislative-adjudicative fact dichot-
omy is perhaps best viewed as a shorthand expression of this analysis:
where an agency determination affects a large number of parties and
issues of law and policy predominate, formal process is costly and of
limited utility; on the other hand, where the determination involves a
limited number of parties and a prevalence of factual issues about
which the parties have the best available knowledge, trial safeguards
are properly insisted upon. Thus, where a determination is difficult to
classify, as are those involved in the OTC monographs, the most useful
approach may be to focus directly on the costs and benefits of trial-
type procedure.

The notion that administrative practicability is a proper considera-
tion in the decision whether .to impose trial-type procedure as a constitu-
tional requirement finds support in a line of cases examining the Fed-
eral Power Commission's independent pipeline rates. As a result of
Phillips Petroleum Co. v. Wisconsin28 4 the FPC found itself charged
with responsibility for setting pipeline rates for several thousand inde-
pendent producers it previously believed were outside its jurisdic-
tion. 85 To respond to this staggering increase in its workload, the FPC
turned to area ratemaking procedures, thereby reducing from several
thousand to seven the number of proceedings it had to conduct. In
Permian Basin Area Rate Cases2 6 the Supreme Court approved the
class proceedings, concluding that "administrative authorities must be
permitted, consistently with the obligations of due process, to adapt
their rules and policies to the demands of changing circumstances. 28 7

The reach of this holding was at first unclear. The procedures the
Court approved, while areawide rather than individual, had included a
trial-type hearing. In fact, the first area rate proceeding lasted five
years. 28 Yet the lower courts read Permian Basin expansively: "[T]he

283. See, e.g., Goss v. Lopez, 419 U.S. 565 (1975); Goldberg v. Kelly, 397 U.S. 254
(1970); Hahn v. Gottlieb, 430 F.2d 1243 (1st Cir. 1970); Powellton Civic Homeowners
Ass'n v. HUD, 284 F. Supp. 809, 829-30 (E.D. Pa. 1968).

284. 347 U.S. 672 (1954).
285. See Note, FPC Ratemaking and Judicial Control of Administrative Procedural

Flexibility, 1974 DuKE L.J. 326.
286. 390 U.S. 747 (1968).
287. Id. at 784.
288. Note, supra note 323, at 328.
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thrust of Permian is that the FPC is free to make an administrative de-
termination which it believes will foster the most efficient and thorough
regulation of natural gas rates."" 9 The Tenth Circuit has gone farther
than other post-Permian courts; in Phillips Petroleum Co. v. FPC,290
decided in 1974, it approved informal ratemaking procedures, not held
"on the record," and not providing opportunity for cross-examina-
tion.2

91

Similarly, in Hynson the Supreme Court focused on the cost to the
public of providing a separate trial-type hearing for each of a number of
similar drug formulations. The FDA had maintained that the withdraw-
al of approval of an NDA also covered all "me-too" drugs-those
similar or identical drugs marketed without FDA approval in reliance
on the "pioneer" drug's reputation for safety and effectiveness. 292 While
noting that regulatory agencies have usually proceeded on a case-by-case
basis, Justice Douglas emphasized there was not always a "constitutional
reason" why this must be done.

The comprehensive, rather than the individual, treatment may indeed
be necessary for quick effective relief [citing Permian Basin] ....
A generic drug-which is found to be unsafe and/or lacking in ef-
ficacy-may be manufactured by several persons or manufacturers.
To require separate judicial proceedings to be brought against each,
as if each were ithe owner of a Black Acre being condemned, would
be to create delay where in the interests of public health there should
be prompt action. A single administrative proceeding in which each
manufacturer may be heard is constitutionally permissible measured
by the requirements of procedural due process. 293

Justice Douglas's inclusion of the requirement that each manufacturer
be given an opportunity to be "heard" in a group proceeding limits the
applicability of the case. For although the opinion fails to define expli-
citly what kind of hearing was sufficient, the Court nevertheless remand-
ed the action to the agency for the full trial-type -hearing that FDA
regulations prescribe for resolution of genuine issues of material fact.

Although Permian and Hynson do not specifically validate the use

289. Placid Oil Co. v. FPC, 483 F.2d 880, 912 (5th Cir. 1973), affirmed, 417 U.S.
283 (1974).

290. 475 F.2d 842 (10th Cir. 1973), cert. denied, 414 U.S. 1146 (1974).
291. But see Mobil Oil Corp. v. FPC, 483 F.2d 1238 (D.C. Cir. 1973).
292. 412 U.S. at 625.
293. Id. at 624-25. The reasons underlying the Court's holding included efficiency,

the need for quick action to protect the public, and the need to treat similarly situated
drug products similarly. This last point has received much attention in the OTC drug
review. In the May regulations, the FDA explained its failure to take immediate action
against the 420 OTC drugs studied in the NAS-NRC review in part on the grounds that
"it would be highly unfair and anticompetitive to move against the 420 drugs reviewed by
the NAS-NRC" when others which were "no safer or no more effective" remained on
the market. 37 Fed. Reg. 9465 (1972).
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of informal procedures, they do invite consideration of efficiency in
determining the constitutionality of informal procedures in other con-
texts. And, given the number of products and ,the complexity of the drug
efficacy issues, the need for informal procedure in the OTC drug review
is compelling. The question remains whether the cost of trial-type
procedure in reducing efficiency is justified by some overriding benefit.
Here, the primary consideration should be the extent to which trial-type
procedures will add to the accuracy or fairness of agency decisions. As
Professor Davis has observed, formal procedure will be most useful
where ",the parties know more about facts concerning themselves and
their activities than -anyone else is likely to know . . ,.". In the FDA
review of OTC drugs, manufacturers can clearly make a significant
contribution to the resolution of the pertinent issues. But it seems
doubtful that a trial is the only way, or even the best way, for the parties
to contribute in this context.

The Second Circuit's decision in National Nutritional Foods Asso-
ciation v. Weinberger2 95 is instructive. The court held not only that the
FDA need not conduct a formal, trial-type hearing before deciding
prescription drug status, but also that mere notice-and-comment pro-
ceedings would suffice. Such proceedings would be adequate "for the
purpose of airing issues, evidence, and relevant factors to be considered
by an agency in determining whether a rule is to be promulgated and, if
so, its terms."2 96

Since the decision [classifying high dosages of vitamins A and D as
prescription drugs] did not turn on precise factual issues or on the
credibility of witnesses but represented a judgment based upon con-
sideration of relevant medical and scientific data, we doubt that a
trial-type adversary hearing would have shed any further light on the
question. . . . The question was one to be resolved on the basis of
a general appraisal of the risk of toxicity. 297

The OTC regulations prescribe not only notice-and-comment pro-
cedures, but also written and oral participation with the appropriate
review panel, submission of data with the FDA, and briefs and oral
argument before final agency decision. The provision of additional
formalities, and particularly the opportunity to cross-examine witnesses
in adversary proceedings would unduly burden the agency's plan for fair
and efficient regulation of OTC drugs without generating any propor-
tionate increase in fair and accurate determinations of which drugs are

294. 1 DAvis TREATISE, supra note 10, §§ 7.01-.02.
295. 512 F.2d 688 (2d Cir. 1975). See text accompanying notes 236-40 supra.
296. 512 F.2d at 700.
297. Id. Similarly, see Burr v. New Rochelle Municipal Housing Authority, .479

F.2d 1165, 1169 (2d Cir. 1973) (decision to increase rents based on complex financial
data about which tenants would have no special knowledge).
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new and which are misbranded. Thus, even if a court is reluctant to go
as far as Nutritional Foods in approving informal procedures, it should
at least find the FDA's quasi-formal procedures sufficient to satisfy due
process.

c. The Authorizing Statute: Implied Limitations and Judicial Review

Congress can impose procedural requirements on agency rulemak-
ing in addition to those made mandatory by the Administrative Proce-
dure Act and the Constitution. It may do so explicitly, as it has done in
imposing trial-type procedures on some FDA rulemaking activities,
most notably in the area of food standardization. 9 8 Or it may impose
the additional procedures by implication, either by specifying -a height-
ened standard of judicial review,2"' or by designing a pattern of regula-
tion in which the agency bears an unusual burden of justifying its
actions.300 Because the Food, Drug and Cosmetic Act does not prescribe
formal--or any other-procedures for rulemaking under the misbrand-
ing sections, the question is whether any congressional intent to impose
trial-type procedures in this context can be implied from the Act.

Under the Administrative Procedure Act, an agency is obliged to
base its rules on a rational factual foundation,31 and notice-and-com-
ment procedures suffice to enable the courts to determine whether that
foundation exists.3 02 In an authorizing statute, however, Congress may
impose a burden of factual justification exceeding mere rationality; and
to ensure effective review of the agency's efforts to satisfy that burden,
courts may read into the statute a corresponding requirement of more
than notice-and-comment procedures.

For example, in Mobil Oil Corp. v. FPC,3 °3 the District of Colum-
bia Circuit found that "adversary procedural devices" beyond notice-
and-comment participation were necessary to assure FPC satisfaction of
the "substantial evidence" standard in the Natural Gas Act. The peti-
tioners had sought review of an FPC order setting mandatory minimum
rates for the transportation of liquefiable hydrocarbons by natural gas

298. 21 U.S.C. § 371(e); Merrill & Collier, "Like Mother Used to Make:" An
Analysis of FDA Standards of Identity, 74 CoLUM. L. REv. 561 (1974). See also
Hamilton, Rulemaking on a Record by the Food and Drug Administration, 50 TEXAS L.
Rv. 1132 (1972).

299. See, e.g., Mobil Oil Corp. v. FPC, 483 F.2d 1238 (D.C. Cir. 1973) (requiring
a limited adversary proceeding to assure satisfaction of a "substantial evidence" standard
for agency findings), discussed at notes 303-07 infra.

300. See, e.g., International Harvester Co. v. Ruckelshaus, 478 F.2d 615 (D.C. Cir.
1973) (inferring an unusual burden of justification from the importance of the substan-
tive interests at stake in a rulemaking proceeding), discussed at notes 308-16 infra.

301. See note 157 supra.
302. United States v. Florida East Coast Ry., 410 U.S. 224 (1973).
303. 483 F.2d 1238 (D.C. Cir. 1973).
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pipelines. Area ratemaking proceedings had been approved in Permian
Basin Rate Cases but in Mobil Oil the FPC had taken the further step of
abandoning all formal procedures. Although the FPC purported to act
pursuant to its general rulemaking authority under Section 16 of the
Natural Gas Act,30 4 Judge Wilkey thought the agency had gone too far:
"Section 16, which uses a broad generality of 'necessary or appropriate'
that is not rooted in a function, cannot enlarge the choice of permissible
procedures beyond those that may fairly be implied from the substantive
sections and the functions there defined. ' '" 5 Judge Wilkey found "high-
ly significant' the Natural Gas Act requirement that agency findings of
fact, even in ratemaking proceedings, be supported by substantial evi-
dence.3°6 This requirement indicated -that Congress was "particularly
concerned with the degree of certainty required in establishing factual
predicates in ratemaking. ' 'a0 7 Because the court could not determine
from the record of informal rulemaking whether the FPC's factual
determinations were supported by substantial evidence, it remanded the
cause for further proceedings incorporating some sort of adversary, fact-
finding procedures, though not necessarily the full panoply of trial
procedures provided by sections 556 and 557 of the Administrative
Procedure Act.

Unlike the National Gas Act, the Food, Drug and Cosmetic Act
has no "substantial evidence" standard applicable to the misbranding
provisions. But the principle of Mobil Oil-that congressional imposi-
tion of a heightened burden of justification implies corresponding proce-
dural requirements-may still apply. The congressional plan for judicial
enforcement casts the FDA in the role of prosecutor. And as prosecutor
in a criminal misbranding case, the agency bears the burden of proving
the relevant facts beyond a reasonable doubt. On this basis courts might
find an implied congressional requirement -that any FDA rulemaking
designed to foreclose individual misbranding proceedings be based on a
more substantial footing than mere rationality. While the agency's bur-
den would probably not approach the reasonable doubt standard for
court enforcement, it could exceed or at least match the substantial

304. Section 16, 15 U.S.C. § 717(o) (1970), allows the FPC to perform "any and
all acts," including making rules, that are "necessary or appropriate to carry out [the
Act]."

305. 483 F.2d at 1257. But see Phillips Petroleum Co. v. FPC, 475 F.2d 842 (10th
Cir. 1973), cert. denied, 414 U.S. 1146 (1974), where the court held that informal
procedures were adequate for ratemaking. The dissent in Phillips took essentially the
same approach as that taken later in Mobil Oil. Id. at 857.

306. Section 19(b), 15 U.S.C. § 717(b) (1970). Since ratemaking "necessarily
involves finding facts," the requirement applied. 483 F.2d at 1258 n.69. Other FPC
rulemaking not based on fact-finding may not be subject to substantial evidence review.
Id. at 1258.

307. Id. at 1258 n.68.
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evidence standard considered in Mobil Oil. Were some such intermedi-
ate burden of justification to be imposed, the quasi-formal procedures
the FDA provides would take on added significance.

The possibility that a court might demand even more formal
procedure than the FDA provides is suggested by International Harvest-
er Co. v. Ruckelshaus3 08 In International Harvester the District of
Columbia Circuit, speaking through Judge Leventhal, held that the
Environmental Protection Agency had to give auto manufacturers op-
portunity for limited cross-examination on certain factual issues, such as
the adequacy of the EPA's test methodology, before the Agency could
deny their request for a 1-year suspension of the 1975 emissions stan-
dards established by the Clean Air Act. Although there was "neither
express wording nor legislative history on the precise issue," ' Judge
Leventhal found a requirement for specific evidentiary support of the
EPA's refusal implicit in the Clean Air Act and in its legislative history.
Weighing the risk of an erroneous denial of suspension against the risk
of an erroneous grant, Judge Leventhal concluded that Congress consid-
ered the potential harm of an erroneous failure to suspend the standards
to be the greater of the two.3 10 He itherefore held that the "burden of
proof" rested with the EPA to show that suspension was not required;"1'
and remanded the case with directions that the Agency provide more
formal procedures-including cross-examination-to assure satisfaction
of the substantive standard.

But if International Harvester -thus illustrates how courts might
impose full trial-type procedure to assure the substantive validity of the
FDA monographs, the decision is best viewed as a narrow precedent.
For one thing, Judge Leventhal was able to rely in part on an explicit
"public hearing" requirement.1 2 in the Clean Air Act as well as on the
EPA's implied burden of proof. For another, he was moved to intervene
by the auto manufacturers' showing, supported by the National Acade-
my of Sciences, 13 -that -technology was not available to meet the stan-

308. 478 F.2d 615 (1973); see Verkuil, Judicial Review of Informal Rulemaking, 60
VA. L. REV. 185 (1974). See also Wright, supra note 6. Note, Judicial Role in Defining
Procedural Requirements for Agency Rulemaking, 87 HARV. L. REV. 782 (1974).

309. 478 F.2d at 648.
310. Id. at 641, 648.
311. "Burden of proof" was not used by the court in the "conventional sense of civil

trials," but instead connoted the burden to adduce a reasoned presentation in support of
agency actions. Id.

312. 42 U.S.C. § 1857f-l(b)(5)(D) (1970). This reliance was limited by the fact
that adjudicatory hearings were specifically prescribed elsewhere in the statute. See, e.g.,
42 U.S.C. § 1857c-5(f) (2) (1970) (hearing on 1-year postponement of plan requirement
at request of state governor); 42 U.S.C. § 1857f-5(b) (2) (B) (1970) (hearing on
suspension or revocation of motor vehicle certifications). Both determinations were
required to be "on the record."

313. The NAS was required by Congress to carry out its own study of auto
emission control technology.
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dards. In light of this evidence in the record it was not unreasonable to
require the EPA to permit more vigorous exploration of the facts
underlying its decision.3 14

Moreover, the procedures Judge Leventhal imposed proved to be
ill-considered.3 15 Although the limited right of cross-examination ex-
pressly granted to the auto manufacturers was thought to be a significant
concession, in the subsequent proceedings before the EPA no party took
advantage of the court's order. 16 Instead the factual issues were dis-
cussed and developed at conference-type meetings. Thus, even if a better
developed record is necessary to satisfy implicit substantive concerns,
requiring formal procedures may not be sensible.

Courts should be particularly hesitant to impose formal procedures
on the FDA in its promulgation of the OTC monographs. The FDA has
not only developed procedures attuned to its own needs, but in the OTC
review has demonstrated a sensitivity to the concerns of fairness and
accuracy that are the ultimate object of trial-type hearings. The proce-
dures it has adopted for promulgating the monographs provide a broad
range of participatory rights, omitting only the right of cross-examina-
tion. Judicial imposition of that right would be unlikely to improve the
quality of the administrative record, and would certainly protract the
proceedings to the detriment of efficient implementation of the congres-
sional mandate. In short, the FDA's quasi-formal rulemaking appropri-
ately reconciles enforcement goals with procedural restraints and thus
deserves judicial approval.

CONCLUSION

It is perhaps tempting to dismiss the FDA's success in avoiding
formal adjudication as the unique prerogative of an agency faced with a
staggering caseload and equipped with many standards that only scien-
tists can fully comprehend. But if it is true that the FDA owes much of
its success in the courts to its unique caseload and expertise, it is also
true that the agency's procedural innovations are justifiable, as the
courts have recognized, on a broader principle: Agencies can and
should consider the efficiency of available iodes of enforcement in fram-
ing substantive regulatory standards. The statutory and constitutional
limits of this principle will of course vary from agency to agency. The
focus in this Article has been on the constraints applicable to the FDA.

314. See Wright, supra note 6.
315. Significantly, in no other case of this type has the D.C. Circuit made cross-

examination mandatory.
316. Williams, Hybrid Rulemaking: The Evolution of Notice-and-Comment Proce-

dures Under Section 553 of the Administrative Procedure Act (unpublished article
prepared for the Administrative Conference) at.43.
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But the authors believe that many agencies-among them the FCC,
FTC, and FPC-could pay far more attention to the interplay of sub-
stance, procedure, and efficiency, and could benefit from a close look at
what the FDA has done.


