IN THE UNI TED STATES COURT OF APPEALS
FOR THE FI FTH Cl RCU T

No. 94-20402

PROFESSI ONALS and PATI ENTS FOR CUSTOM ZED CARE,
Pl ai ntiff-Appellant,

DONNA SHALALA, ET AL.,
Def endant s- Appel | ees.

Appeal fromthe United States District Court
For the Southern District of Texas

(June 15, 1995)
Before WSDOM W ENER and PARKER, Circuit Judges.
WENER, Circuit Judge:

In this challenge brought pursuant to the Admnistrative
Procedure Act (APA),! Plaintiff-Appellant Professionals and
Patients for Custom zed Care (P2C2) contends that the district
court erred in concluding that Food & Drug Adm nistration (FDA)
Conpl i ance Policy Guide 7132.16 (CPG 7132.16) is not a substantive
rule and thus is not subject to the APA s notice-and-conment
requirenent. Finding no reversible error, we affirm

I
FACTS AND PROCEEDI NGS
In 1992, the FDA pronul gated CPG 7132. 16 to address what the

agency perceived to be a burgeoning problemin the pharnaceuti cal

15 U.S.C. §§ 500-576 (1988).



i ndustry))the manufacture of drugs by establishnents with retail
pharmacy | i censes. Pharnaci es have | ong engaged in the practice of
tradi tional conpoundi ng, the process whereby a pharnmaci st conbi nes
ingredients pursuant to a physician's prescription to create a
medi cation for an individual patient. This type of conpounding is
comonly used to prepare nedications that are not commercially
avai |l abl e, such as diluted doses for children and altered forns of
medi cations for easier consunption.

Phar maci es t hat practice traditional conpoundi ng are regul ated
primarily by state law,2 and the drugs that they blend are exenpt
frommany federal m sbranding provisions.® Drug manufacturers and
their products, however, are subject to rigorous federal oversight.

By the 1990s, the FDA had becone aware that nmany
establishnments with retail pharnmacy |icenses were purchasing | arge
quantities of bul k drug substances; conbi ni ng t hose substances into
specific drug products before ever receiving any wvalid
prescriptions; and then marketing those drug products to

practitioners and patients. The FDA suspected that establishnents

2'[ P] har maci es" that di spense drugs "upon prescriptions of
practitioners" for their patients, "and which do not manufacture
. [or] compound . . . drugs . . . for sale other than in the
regul ar course of their business of dispensing or selling drugs"
are exenpt fromparticular FDA registration requirenents and
i nspections. See 21 U S.C 8 360(g)(1) (requiring drug
manuf acturers to register with the FDA); id. 8 374 (granting FDA
agents right to inspect certain facilities).

851d. & 353(b)(2). Although the Act does not expressly
exenpt "pharnaci es" or "conpounded drugs" fromthe new drug,
adul teration, or msbrandi ng provisions, the FDA as a matter of
policy has not historically brought enforcenent actions against
phar maci es engaged in traditional conpoundi ng.
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engaged in this | arge-scal e specul ati ve "conpoundi ng" were doi ng so
to circunvent those new drug, adulteration, and m sbranding
provi sions of the Food, Drug, and Cosnetic Act (Act)* that regul ate
t he manuf acture of drugs.
To conbat this perceived problem the FDA i ssued CPG 7132. 16,
in an effort to establish the follow ng "policy":
POLI CY

FDA recogni zes that a |licensed pharnmaci st may conpound
drugs extenporaneously after receipt of a wvalid
prescription for an individual patient

Phar maci es that do not otherw se engage i n practices that
extend beyond the |imts set forth in this CPG nmay
prepare drugs in very limted quantities before receiving
a valid prescription, provided they can docunent a
hi story of receiving valid prescriptions that have been
generated solely wthin an established professional
practitioner-patient-pharmacy relationship and provided
further that they maintain the prescription on file for
all such products dispensed at the pharmacy as required
by state | aw.

| f a pharnmacy conpounds finished drugs frombul k active
i ngredient materi al s consi dered to be unapproved new drug
subst ances, as defined in 21 CFR 310.3(g), such activity
must be covered by an FDA-sancti oned i nvesti gati onal new
drug application (IND) that is in effect in accordance
with 21 U S.C. Section 355(i) and 21 CFR 312.

Phar maci es may not, without losing their status as retail
entities, conpound, provide, and di spense drugs to third
parties for resale to individual patients.

FDA will generally continue to defer to state and | ocal
officials (sic) regulation of the day-to-day practlce of
retail pharmacy and rel ated activities.

FDA may, in the exercise of its enforcenent discretion,
initiate federal enforcenent acti ons agai nst entities and
responsi ble persons when the scope and nature of a

‘21 U.S. C. 88§ 301-392.



pharmacy's activity rai ses the kind of concerns normal |y

associated wth a manufacturer and that results in

significant violations of the new drug, adulteration, or

m sbrandi ng provi sions of the Act.

This CPG goes on to identify nine factors that the FDA "w |
consider” in determ ning whether toinitiate an enforcenent action,
but explains that the "list of factors is not intended to be
exhaustive and other factors may be appropriate for consideration
in a particular case.™

The FDA issued CPG 7132.16 w t hout conplying with APA noti ce-
and- coment procedures,® as the agency consi dered CPG 7132. 16 to be
for internal guidance. The FDA explains that CPG 7132.16 was
intended to be used within the agency, primarily by FDA district
offices, as an aid in identifying those pharnaci es that manufacture
drugs under the guise of traditional conpounding.?

P2C2, an organi zation conprising individuals and entities
engaged in the practice of pharmacy, interprets CPG 7132.16
differently. Soon after CPG 7132.16 issued, the FDA notified sone
of the organization's nenbers that their activities were nore
consistent wth drug manufacturing than wth traditiona
conpoundi ng, and that they and their products were thus subject to
the regul ations applicable to drug manufacturers. On behal f of
t hose and ot her nmenbers, P2C2 filed suit in federal district court,

claimng that CPG 7132.16 is invalid because it is a substantive

rule issued in violation of the APA's notice-and-comrent

°See 5 U S.C. § 553.
6See Notice, 57 Fed. Reg. 10906 (1992).
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requi renent. The FDA responded that P2C2 | acked st andi ng and t hat
its claimwas not ripe, but the district court disagreed. Bot h
parties then filed cross notions for sumrmary judgnent, which the
trial court denied, finding that there renai ned genui ne i ssues of
material fact. Follow ng a two-day bench trial, the district court
made extensive findings of fact and concl usions of |aw, and rul ed
that CPG 7132.16 is either an "interpretative rule" or "policy

statenent,” but it is not a "substantive rule."” Consequently, held
the district court, the FDA was exenpt from conplying with the
APA' s noti ce-and-coment requirenents, and CPG 7132. 16 was validly
promul gat ed.

P2C2 tinely appeal ed, contending that the district court erred
in concluding that CPG 7132. 16 was not a substantive rule. The FDA
responded that the district court had correctly held that CPG
7132.16 was not a substantive rule, and reurged its ripeness and
st andi ng argunents.’

I
ANALYSI S
A STANDARD OF REVI EW
We review for clear error the district court's findings of

fact. We consider de novo the court's conclusions of |aw & which

include the court's ruling that CPG 7132.16 is not a "substantive

'P2C2 argues that the governnent "waived" its jurisdictiona
argunents by failing to file a cross-appeal of that judgnent.
We, of course, have an independent obligation to determ ne our
jurisdiction, with which in this case, we find we are vested.

8FeD. R Qv. P. 52(a).



rule."®
B. THE PROPER CHARACTERI ZATION OF CPG 7132. 16

All parties agree that under the APA, CPG 7132.16 is a "rule,"
and its pronulgation constituted "rulenaking."?° But the APA
exenpts from notice-and-coment procedures "interpretative rules,
general statenents of policy, [and] rules of agency organization,
procedure, or practice. " In contrast, if a rule is
"substantive, "> the exenption is inapplicable, and the full panoply
of noti ce-and-comment requi renents nust be adhered t o scrupul ously.
The "APA's notice and comment exenptions nust be narrowy
construed. "3

| f CPG 7132.16 were a substantive rule it would be unl awful,
for it was pronulgated without the requisite notice and conment.
The pivotal issue in this case, therefore, is whether CPG 7132. 16
is a substantive rule. Although the APA itself does not define
"substantive rules," "interpretive rules,” or "statenents of
policy," courts over the years have developed a body of

jurisprudence that is helpful in drawi ng the necessary))but often

°Phillips Petroleum Co. v. Johnson, 22 F.3d 616, 619 (5th
Cr.), nodified on other grounds, No. 93-1377, 1994 W. 484506
(June 10, 1994), cert. denied, 115 S. . 1816 and 115 S. C
1817 (1995).

See 5 U.S.C. 8§ 551(4); see Phillips PetroleumCo., 22 F.3d
at 619 n. 2.

1See 5 U.S.C. 8 553(b)(3)(A), (d)(2).

2Substantive rules are also referred to as "legislative
rules" or "regulations."”

BUnited States v. Picciotto, 875 F.2d 345, 347 (D.C. Cir.
1989) .




i llusory!))distinctions anobng the three types of rules. It is that
body of law, nuch of which cones from our colleagues of the
District of Colunbia Crcuit, to which we now turn.

In Community Nutrition Institute v. Young, ™ the D.C. Circuit

reiterated two "criteria® to which courts have |ooked to
di stingui sh substantive rules from nonsubstantive rul es:

First, courts have said that, unl ess a pronouncenent acts
prospectively, it is a binding norm Thus . . . a
statenent of policy may not have a present effect: "a
“general statenent of policy' is one that does not inpose
any rights and obligations”

The second criterion is whether a purported policy
st at enent genuinely leaves the agency and its
deci si onmakers free to exercise discretion.?®

The court further explained that "binding effect, not the timng,

is the essence of criterion one."¥ |In analyzing these
criteria, we are to give sone deference, "al beit " not
overwhelmng,'" to the agency's characterization of its own rule.?8

Wi | e m ndful but suspicious of the agency's own characterizati on,

14See Comunity Nutrition Inst. v. Young, 818 F.2d 943, 946
(D.C. Cr. 1987) (recalling that courts and conmentators have
descri bed the distinction between substantive and interpretative
rules or policy statenents as, inter alia, "tenuous," "fuzzy,"
"blurred,"” "baffling," and "enshrouded in considerable snog").

15818 F.2d 943 (D.C. Cir. 1987).

1] d. at 946 (quoting Anerican Bus Ass'n v. United States,
627 F.2d 525, 529 (D.C. Cr. 1980) (quoting Texaco v. FPC, 412
F.2d 740, 744 (3d Gir. 1969)); see Batterton v. Marshall, 648
F. 2d 694, 702 (D.C. Cr. 1980).

"Community Nutrition Inst., 818 F.2d at 946 n. 4.

8] d. at 946 (quoting Brock v. Cathedral Bluffs Shale al
Co., 796 F.2d 533, 537 (D.C. Gir. 1986) (stating that "there is
deference and there is def erence))and the degree accorded to the
agency on a point such as this is not overwhel mng").
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we follow the D.C. Crcuit's analysis in determ ning whether CPG
7132.16 i s a substantive rule under the APA, focusing primarily on
whet her the rule has binding effect on agency discretion!® or

severely restricts it.?° As we noted in Panhandl e Producers &

Royalty Omers Ass'n v. Econonic Requl atory Adm ni stration?!:

"A properly adopted substantive rul e establishes a standard of
conduct which has the force of |[|aw In subsequent
adm ni strative proceedi ngs involving a substantive rule, the
i ssues are whether the adjudicated facts conformto the rule
and whether the rule should be waived or applied in that
particul ar instance. The underlying policy enbodied in the
rule is not generally subject to challenge before the agency.

A general statenent of policy, on the other hand, does not
establish a "binding norm"' It is not finally determ native
of the issues or rights to which it is addressed. The agency
cannot apply or rely upon a general statenent of policy as | aw
because a general statenent of policy only announces what the
agency seeks to establish as policy. A policy statenent
announces the agency's tentative intentions for the future.
When t he agency applies the policy in a particular situation,
it nust be prepared to support the policy just as if the
policy statenent had never been issued. An agency cannot
escape its responsibility to present evidence and reasoning
supporting its substantive rules by announcing binding
precedent in the formof a general statenent of policy."??

1. Agency Def er ence: FDA' s Characterization

I n anal yzi ng whet her an agency pronouncenent is a statenent of

policy or a substantive rule, the starting point is "the agency's

19See Avoyelles Sportsnen's Leaque, Inc. v. Marsh, 715 F.2d
897, 908 (5th Cr. 1983) (stating that substantive rules, "grant
rights,” "inpose obligations,” "produce other significant effects
on private interests,"” or "have substantial |egal effect").

201d. (stating that substantive rules "narrowy constrict
the discretion of agency officials by largely determning the
I ssue addressed").

21847 F.2d 1168 (5th Gr. 1988).

21d. at 1174-75 (5th Gr. 1988) (quoting Pacific Gas &
Elec. Co. v. FPC, 506 F.2d 33, 38-39 (footnotes omtted)).
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characterization of the rule."? 1t is undisputed that the FDA has
consistently classified the instant rule as a statenent of policy.
The rule is self-described as "Policy," and it was promnul gated as
a "conpliance policy guide.”" 1In addition, the FDA has steadfastly
i nsisted, both before us and before the district court, that CPG
7132.16 was intended to propound policy.

Further, the FDA chose to promul gate the i nformati on cont ai ned
in this rule in the formof a conpliance policy guide, which FDA
regul ations classify as an "advisory opinion."? An advi sory
opinion "my be used in admnistrative or court proceedings to
illustrate acceptabl e and unaccept abl e procedures or standards, but
not as a legal requirenent."? Both of these factors))the
description as "policy" in the CPG itself and the fact that
conpliance policy guides do not have binding effect)mlitate in
favor of a holding that CPG 7132.16 is not a substantive rule.

But as we observed in Brown Express, Inc. v. United States, 26

""[t]he label that the particular agency puts upon its given
exercise of admnistrative power is not, for our purposes,

conclusive; rather, it is what the agency does in fact.'"2" W

2Metropolitan Sch. Dist. v. Davila, 969 F.2d 485, 489 (7th
Cr. 1992), cert. denied, 113 S. C. 1360 (1993).

245ee 21 C.F.R § 10.85(d)(3) (1994).

| d. § 10.85(j).

26607 F.2d 695 (5th Gr. 1979).

27l d. at 700 (quoting Lewi s-Mta v. Secretary of Labor, 469
F.2d 478, 481 (2d CGr. 1972)); accord Phillips Petroleum Co. V.

Johnson, 22 F.3d 616, 619 (5th G r. 1994) (" The | abel that the
particul ar agency puts upon its given exercise of admnistrative

9



therefore turn now to those matters of substance.

2. Bi nding Effect of CPG 7132.16

A touchstone of a substantive rule is that it establishes a
bi nding norm As the Eleventh Crcuit has observed:
The key inquiry . . . is the extent to which the challenged
policy | eaves the agency free to exercise its discretion to
follow or not to follow that general policy in an individual
case, or on the other hand, whether the policy so fills out
the statutory schene that wupon application one need only
determ ne whether a given case is within the rule's criteria.
As | ong as the agency remains free to consider the individual
facts in the various cases that arise, then the agency action
i n question has not established a binding norm 28
P2C2 argues that CPG 7132.16 establishes a binding norm as it
i nposes on conpoundi ng pharnmaci sts significant new obligations
Most of these new obligations are manifested in the nine "factors,"
whi ch, according to P2C2, are tantanount to binding norns. The
district court found that the nine factors nerely provi de gui dance
to help FDA agents distinguish traditional conpoundi ng from drug
manuf acturing, and that the factors are not finally determ native

of whether a particular pharnmacy is violating the Act. According

power is not, for our purposes, conclusive . . . .'""), nodified
on other grounds, No. 93-1377, 1994 W. 484506 (June 10, 1994),
cert. denied, 115 S. C. 1816 and 115 S. C. 1817 (1995). For
the sane reason, the fact that we previously found anot her FDA
conpliance policy guide to be a policy statenent is not

di spositive whether CPG 7132.16 is a policy statenent. See,
e.g., Southeastern Mnerals, Inc. v. Harris, 622 F.2d 758, 766
(5th Gr. 1980) ("Because the FDA issued the [CPG as a genera
statenent of agency policy, it was not required to conply with
the formal rul emaking requirenents of the [APA].").

28Ryder Truck Lines, Inc. v. United States, 716 F.2d 1369,
1377 (11th G r. 1983), cert. denied, 466 U S. 927 (1984); see
also Vietnam Veterans of Am v. Secretary of Navy, 843 F.2d 528,
537 (D.C. Cir. 1988) (stating that a valid policy statenent can
"affect the agency's decisionnmaking").

10



to the court, enforcenent actions are brought only for violations

of

the Act, and CPG 7132.16 nerely restates a |ongstandi ng FDA

position regarding the traditional practice of pharmacy; it does

not

represent a change in FDA policy and does not have a

significant effect on pharmacy practice or traditional conpoundi ng.

To ascertain whether CPG 7132. 16 creates binding norns, we first

consider its plain language and then address the manner in which it

had been inplenented by the FDA

a. Pl ai n Language of CPG 7132.16

CPG 7132. 16 provides, in pertinent part, that:

FDA may, in the exercise of its enforcenent discretion,
initiate federal enforcenent acti ons agai nst entities and
responsi ble persons when the scope and nature of a
pharmacy's activity raises the kind of concerns normal |y
associated with a manufacturer and that results in
significant violations of the newdrug, adulteration, or
m sbrandi ng provisions of the Act. In determning
whether to initiate such an action, the agency wll
consi der whether the pharnmacy engages in any of the
foll ow ng acts:

1. Soliciting business . . . to conpound specific drug
products . :
2 Conmpoundi ng, regularly, or in inordinate anounts, drug

pfoducts that are comercially available in the marketpl ace
and that are essentially generic copies of comercially
avai | abl e, FDA-approved drug products.

3. Receiving, storing, or wusing drug substances w thout
first obtaining witten assurance fromthe supplier that each
| ot of the drug substance has been nade in an FDA-approved
facility.

4. Receiving, storing, or using drug conponents not
guaranteed or otherw se determ ned to neet official conpendia
requi renents.

5. Usi ng commer ci al scal e manufacturing or testing equi pnent
for conpoundi ng drug products.

6. Conpoundi ng i nordi nate anmounts of drugs in anticipation

11



of receiving prescriptionsinrelationto the anounts of drugs
conpounded after receiving valid prescriptions.

7. O fering conpounded drug products at whol esal e to other
state licensed persons or commercial entities for resale.

8. Distributing inordinate anmounts of conpounded products
out of state.

9. Failing to operate in conformance with applicable state
| aw regul ating the practice of pharnacy.

The foregoing list of factors is not intended to be exhaustive and
ot her factors may be appropriate for consideration in a particul ar
case.

We observe initially the statenent in CPG 7132. 16 that the FDA
"W ll consider” the nine factors in determ ning whether toinitiate
an enforcenent action against a pharmacy. W also note that, even
t hough the mandatory tone of the factors is undoubtedly cal cul ated
to encourage conpliance, CPG 7132.16 affords an opportunity for
i ndividualized determnations. |t expressly provides that "[t]he
foregoing list of factors is not intended to be exhaustive,"
recogni zes that "ot her factors may be appropriate for consi deration
in a particular case," and states that, even if the factors are
present, the FDA retains discretion whether to bring an enforcenent

action.?® In this regard, CPG 7132.16 is analogous to the rule

reviewed in Quardian Federal Savings & Loan Ass'n v. Federal

Savi ngs & Loan | nsurance Corp.,3% which the DC. Crcuit held to be

a statenment of policy, exenpt from APA notice-and-conment

2CPG 7132.16 ("FDA, may, in the exercise of its enforcenent
discretion, initiate federal enforcenent actions . "
(enphasi s added)).

30589 F.2d 658 (D.C. Gr. 1978).
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requi renents. 3!

The substantive content of the limts thenselves al so favors
a finding that CPG 7132. 16 does not create binding nornms. The rule
does not contain specifications of precise quantities or limts
t hat, once exceeded, trigger a mandatory FDA response. The factors
provi de, for exanple, that only the conpoundi ng or distributing of
"I nordi nate anounts" of drugs is inpermssible, but nowhere does
the rule further define "inordinate anounts." As such, CPG 7132. 16
| eaves to the sound discretion of the FDA the determ nati on when a
particul ar quantity has exceeded t he anount considered to be within
t he bounds of traditional conpounding. The fact that none of the
nine factors listed in CPG 7132.16 establish "fixed criteria to
control the agency's decisions"” distinguishes CPG 7132.16 from
ot her FDA rul es that have been held to be substantive. %

P2C2 relies primarily on two cases, Bellarno Internationa

Ltd. v. FDA 2 and Conmunity Nutrition Institute v. Younq, 3 but both

are easily distinguished.® 1In those two cases, and unlike here,

311d. at 666-67 (noting that provision providing that FSLIC
exam ner "nmay reject audit" afforded individualized determ nation
necessary to offset otherw se "nmandatory tone of specifications
for audits and auditors").

2Avoyel |l es Sportsnen's Leaque, Inc. v. Marsh, 715 F.2d 897,
910 (5th Gr. 1983) (citing cases).

33678 F. Supp. 410 (E.D.N. Y. 1988).
34818 F.2d 943 (D.C. Gir. 1987).

3¥p2C2 al so refers us to Northwest Tissue Center v. Shalala,
1 F.3d 526 (7th Gr. 1993), but that case is conpletely
i napposite. In Northwest Tissue Center v. Shalala, the court had
previously found that the provision at issue was an
interpretative rule, not a regulation, and the only renmaining

13



FDA rul es were found to create binding norns, for they renoved al
discretion from the agency by creating a statutory schene that
reduced the agency's role to that of mechanically "determ n[ing]
whet her a given case is within the rule's criteria."3®

At issue in Community Nutrition was an FDA "action |evel, "

whi ch provided that "[a]lny food that contains aflatoxin in excess
of 20 [parts per billion (ppb)] is . . . considered by FDA to be
adul t erated under section 402(a)(l1) . . . and therefore nmay not be
shipped in interstate commerce. "3 The action | evel established a
statutory schene whereby once a precise level of aflatoxin was
detected, the FDA had no choice but to detain the food. The FDA
conceded at oral argunent that it would be "daunting” to try to
convince a court that the agency could prosecute a producer for
shi pping corn with | ess than 20 ppb, and the court noted that "this
type of cabining of an agency's prosecutorial discretion can in
fact rise to the level of a substantive . . . rule."?®

The FDA' s discretion was simlarly restricted in Bellarno

International, which concerned a FDA "inport alert" that ordered

the "automatic[]" detention of all pharmaceuticals classified by

i ssue was whether a particular provision in the Act))not the
APA))i nposed noti ce-and-comment requirenents.

6Ryder Truck Lines, Inc. v. United States, 716 F.2d 13609,
1377 (11th G r. 1983), cert. denied, 466 U S. 927 (1984).

3"Comunity Nutrition Inst., 818 F.2d at 946 n. 4. Aflatoxin
is a by-product of certain comon nolds that grow on vari ous
crops, including corn. 1d. at 945 n. 1

3 d. at 948 (citing Nader v. CAB, 657 F.2d 453 (D.C. Cir.
1981) and Guardian Fed. Sav. & Loan Ass'n v. FSLIC, 589 F.2d 658,
666-67 (D.C. Cr. 1978)).
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tariff regulations as "Anerican Goods Returned (AGR)," i.e.,
pharmaceuticals initially produced in the United States, exported
for distribution abroad, and subsequently returned for sale in the

United States. As in Community Nutrition, once a precisely defined

criterion was satisfied))in Comunity Nutrition, 20 ppb of

aflatoxin; in Bellarno International, that the pharmaceutical was

an AGR))then a prescribed FDA action automatically followed.
Consequently, the rule reduced the function of the FDA to that of
rote "determin[ation] whether a given case is within the rule's
criteria."3® When viewed in light of the rules in Conmunity

Nutrition and Bellarno International, it is clear that the nine

factors identified in CPG 7132. 16 are not the type of criteria that
courts have traditionally characterized as "binding norns. "4

b. FDA' s Enforcenent of CPG 7132.16

P2C2 urges that, even if the plain | anguage of the rule does
not create a binding norm the agency has treated CPG 7132.16 as
t hough it establishes binding nornms, and thus we should hold that
it does. P2C2 rem nds us that the pertinent inquiry is not only
what CPG 7132. 16 states that the agency will do, but al so "what the
agency does in fact.'"#

P2C2 relies on nunerous informal agency comrunications as

®Ryder Truck Lines, Inc., 716 F.2d at 1377.

4°See al so Avoyelles Sportsnmen's Leaqgue, Inc. v. Marsh, 715
F.2d 897, 910 (5th Gr. 1983) (listing cases in which "fixed
criteria" created binding norns).

41Brown Express, Inc. v. United States, 607 F.2d 695, 700
(5th Gr. 1979) (quoting Lewis-Mta v. Secretary of Labor, 469
F.2d 478, 481 (2d Gr. 1972)).
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evidence that the FDA has treated CPG 7132.16 as establishing a
bi nding norm P2C2 cites in particular to evidence that, since CPG
7132.16's pronulgation: (1) the FDA has used the nine factors
listed in CPG 7132. 16 when i nspecting pharnmaci es, and has relied on
t hose factors to determ ne whet her federal enforcenment actions were
warranted; (2) in nunerous |letters the FDA has warned pharmaci sts
that they were engaged in drug manufacturing, rather than
tradi tional conmpoundi ng, because t hey were conducting sone, or all,
of the activities listed in CPG 7132.16, and (3) the FDA has
furni shed copies of CPG 7132.16 to pharmaci sts who inquired about
the legal restrictions on drug conpoundi ng. P2C2's reliance is
m spl aced.

The fact that FDA inspectors refer to CPG 7132.16 to help
determ ne whet her a pharmacy is engaged in traditional conpoundi ng
or drug manufacturing is not particularly probative whether the
rule is substantive. W would expect agency enpl oyees to consi der
all sources of pertinent information in performng that task,
whet her the information be contained in a substantive rule, an
interpretive rule, or a statenent of policy. I|ndeed, what purpose
woul d an agency's statenent of policy serve if agency enpl oyees
could not refer to it for guidance?

More probative of the nature of CPG 7132. 16, however, is the
| anguage used by the FDAin warning letters to pharnacies. In one
such letter, the FDA wote that firns engaged in activities that
"exceed the limts of CPG 7132.16 are consi dered nmanufacturers and

are subject to all the provisions of the Act." W woul d not

16



dispute that if this statenent were viewed in a vacuum one could
be I ed to conclude that the FDA was in fact treating CPG 7132. 16 as
a binding norm But statenents are not to be considered out of
context or in isolation, and in that very sane letter the FDA
clearly stated that CPG 7132.16 was only used by the agency as
"internal guidance." Moreover, informal conmunications often
exhibit a lack of "precision of draftsmanship" and such interna
i nconsi stenci es are not unexpected, which is why such docunents are
generally entitled to limted weight.* W cannot conclude, in
light of all of the other circunstances, that these warning letters
are sufficient to transform CPG 7132.16 into a substantive rule.
As with that use of CPG 7132.16, we do not find particularly
probative the fact that the FDA encl osed copies of CPG 7132.16 in
letters responding to sone pharnacists' questions regarding the
|l egality of conpounding activities. 1In that correspondence, the
agency pointed out that CPG 7132.16 is "policy" and explained
further that "[t]his docunent includes a |list of factors which the
FDA feels differentiates [sic]" traditional conpounding from drug
manuf acturing. The FDA noted in particular that "[t]his list is
not intended to be exhaustive, and other situations or factors my
be considered in particular cases.”" By so doing, the letters nade
clear that CPG 7132.16 was used for guidance, but that the FDA
retai ned discretion to conduct an individualized inquiry and to

consi der other factors outside the list. CPG7132.16, for exanple,

42See Community Nutrition Inst. v. Young, 818 F.2d 943, 948
(D.C. Gr. 1987).
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provi des that pharnmaci es engaged i n nontraditional conpounding are
subject to certain provisions of the Act, and the FDA explains in
warning letters that a pharmacy's conpoundi ng may be subject to

regul ati on under the Act.

We cannot conclude that the FDA has treated the factors in CPG
7132.16 as binding norns. Rather, the agency has used CPG 7132. 16
for guidance to help identify those pharnacies that mght be
engaged in drug manufacturing activities wunder the guise of
conpoundi ng.

2. Deqgree of Enforcenent Discretion Accorded FDA

Even if CPG 7132.16 does not create binding norns, argues
P2C2, the rule so narrowy constricts FDA enforcenent discretion
that the CPG should be deened to be a substantive rule.*® P2C2

contends that CPG 7132.16 acts essentially to identify those

phar maci es agai nst which the FDA will bring enforcenent actions,
thereby denying the agency any senblance of discretion. W
di sagr ee.

True, the FDA had even greater discretion in bringing
enforcenent actions before CPG 7132. 16 issued; prior to that tine
i nspectors were apparently provided with no official guidance
what soever. In that sense, therefore, CPG 7132.16 has "channel ed"
the FDA's enforcenent discretion, providing direction))where once
there was none))by helping to determ ne whether a pharnmacy is

engaged in traditional conpounding or drug manufacturing. But all

43The concept of constricted enforcenent discretion is
closely related to that of "binding norns," as both reduce the
| eeway with which the agency can performits tasks.
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statenents of policy channel discretion to sone degree))i ndeed,
that is their purpose. The nore cogent question therefore is
whet her CPG 7132.16 is so restrictive in defining which pharnacies
are engaged i n drug manufacturing that it effectively renoves nost,
if not all, of the FDA's discretion in deciding against which
pharmacies it will bring an enforcenent action. W cannot read CPG
7132.16 that restrictively.

CPG 7132. 16 nmakes clear that it was not intended to foreclose
the agency's exercise of its discretion in bringing an enforcenent
action. In fact, the rule expressly refers to the discretionary
nature of bringing such actions:

[ T]he agency may, in the exercise of its enforcenent

discretion, initiate federal enforcenent actions .

when t he scope and nature of a pharmacy's activity raises

the kinds of concerns normally associated with a

manuf acturer and that results in significant violations

of the new drug, adulteration, or m sbrandi ng provisions

of the Act.*

The D.C. Grcuit has in sone cases "given decisive wight to the
agency's choi ce between the words "may' and "will,'"* but we need
not go so far today.

We further observe that the |anguage of CPG 7132.16 that
purports to distinguish traditional conpounding from drug

manufacturing is inprecise and discretionary))not exact and

certain. The rule, for exanple, states what action the FDA "nmay"

4CPG 7132. 16 (enphasi s added).

4°Cat hedral Bluffs Shale G| Co., 796 F.2d 533, 538 (D.C
Cir. 1986); see Community Nutrition Inst., 818 F.2d at 947 & n. 6
(stating that use of "nmandatory" |anguage "is a powerful, even
potentially dispositive, factor" that rule is substantive).
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take in its "discretion" to address "significant violations"; it
does not mandate a particul ar agency response once precisely fixed
t hreshol ds are exceeded. *® CPG 7132. 16 al so expresses that the |i st
of nine factors is neither dispositive nor exhaustive. Although
CPG 7132. 16 may assist the FDAin identifying pharnmaci es engaged in
t he manufacture of drugs, it clearly | eaves to the sound di scretion
of the agency in each case the ultimte decision whether to bring
an enforcenent action.

Undaunt ed, P2C2 argues that CPG 7132.16 is analogous to the
parol e board rules (the Rules) held to be substantive in Pickus v.

United States Board of Parole.* But that analogy fails when we

recogni ze that the Rules considered in Pickus are quite different
fromthe nine factors of the instant case. The Rules in Pickus,
whi ch purported to provi de gui dance whet her a prisoner was entitled
to parole, were divided into nine general categories and then

further subdivided into thirty-two subcategories, going into

46Conpare CPG 7132.16 ("[T]he agency may, in the exercise of

its enforcenent discretion, initiate federal enforcenent actions

: when . . . a pharnacy s activity . . . results in
S|qn|f|cant vi ol ations" of the Act (enphasis added)) and Guardi an
Fed. Sav. & Loan Ass'n v. FSLIC 589 F.2d 658, 666 (D.C. Cr.
1978) (hol ding FSLI C pronouncenent regarding audits to be
statenent of policy as violations "may" result in rejection of
audit) with Comunity Nutrition Inst., 818 F.2d at 947 ("[A]n
action level . . . define[s] the level of contam nation at which
food will be deened to be adulterated.” (enphasis in original))
and Anerican Bus Ass'n v. United States, 627 F.2d 525, 532 (D.C
Cir. 1980) (finding ICC rule to be substantive where it "is
unequi vocally "couched in terns of coomand . . . . It repeatedly
says and inplies "the Cormission will; it nowhere says or inplies
"the Conmission may.'" (enphasis in original) (citation
omtted)).

4507 F.2d 1107 (D.C. Gr. 1974).
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exacting detail as to how the Board was to determ ne whether an
applicant was entitled to parole. Because the Rules were so
mnutely detailed, reasoned the D.C. Circuit, they "narrowed [the
deci si onmaker's] field of vision, mnimzing the influence of other
factors." As such, the court concluded that the Rules were
substantive and therefore subject to APA notice-and-coment.
Conpared to the Rules in Pickus, however, the nine factors listed
in CPG 7132. 16 are broad, general, elastic, and far | ess inclusive.
As a result, they do not have the sane restrictive effect on agency
deci si onmakers as do the Rul es.

In sum nowhere does CPG 7132.16 draw a "line in the sand"
that, once crossed, renoves all discretion from the agency. W
cannot agree wth P2C2, t heref ore, that CPG 7132.16 so
significantly restricts the discretionary role of the FDA in
determning whether to bring an enforcenent action against a
pharmacy as to transformit into a substantive rule. [In our view,
CPG 7132.16 nerely identifies sonme indicia of drug manufacturing;
it neither conpels the conclusion that a pharmacy is engaged in
drug manufacturing nor provokes an automatic or nondi scretionary
response from the agency. Rat her, FDA inspectors are free to
consider in toto those nine factors, as well as others, and then,
based on that gui dance and their own judgnent, decide whether the
pharmacy i n question is engaged i n drug manufacturing. Such is the
nature of a discretionary rule, not of a substantive one.

3. Statenent of Policy or Interpretative Rule?

The district court held that CPG 7132.16 i s not a substantive
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rule, finding it to be either a statenent of policy or an
interpretative rule. Although our plenary determ nation that the
rule is not substantive is sufficient to affirm the district
court's judgnent, we continue, albeit briefly, to explain how CPG
7132.16 fits into the narrow exenptions from the APA notice-and-
coment requirenents.

a. Statenent of Policy

As we recently explained, "[a] general statenent of policy is
a statenent by an admnistrative agency announcing notivating
factors the agency wll consider, or tentative goals toward which
it will aim in determining the resolution of a substantive
guestion of regulation."*® This definition fits CPG 7132.16 to a
tee, as in it the FDA announced sonme of the factors that it wll
consider in resolving "a substantive question of regulation,” i.e.,
whet her a pharmacy is engaged in traditional conpoundi ng or drug
manuf act uri ng.

b. Interpretative Rule

CPG 7132.16 could arguably be considered an interpretative
rule as well. As the Suprene Court recently observed
interpretative rules "do not have the force and effect of |aw' and
are used to advise the public how an agency wll apply its

regulations in certain circunstances.* 1In the same vein, we have

“8Phi I | i ps Petrol eum Co. v. Johnson, 22 F.3d 616, 620 (5th
Cr.), nodified on other grounds, No. 93-1377, 1994 W. 484506
(June 10, 1994), cert. denied, 115 S. . 1816 and 115 S. C
1817 (1995).

¥Shal ala v. GQuernsey Menorial Hosp., 115 S. C. 1232, 1236-
37 (1995).
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not ed that:
Cenerally speaking, it seens to be established that
“reqgul ations,' "substantiverules,' or "legislativerules' are
those which create law, usually inplenentary to an existing
|l aw, whereas interpretative rules are statenents as to what
the adm nistrative officer thinks the statute or regulation
neans. °
Interpretative rules thus "rem nd[] parties of existing statutory
duties, or "nerely track[]' the statutory requirenments and thus
"sinply explain[] sonething the statute already require[s]."'"5 W
are convinced that CPG 7132. 16 could aptly be characterized as an
interpretative rule. It remnds parties of the existing
regul ations that pertain to drug manufacturing and explains the
FDA's view of what distinguishes drug manufacturing from
traditional conpounding. It clarifies, rather than creates, |aw. 2

C. Subst anti ve Change i n Requl ati ons

| f an agency pronouncenent is to be an interpretative rule or

a statenent of policy, though, it cannot "effect[] a substantive

°Br own Express, Inc. v. United States, 607 F.2d 695, 700
(5th Gr. 1979) (quoting G bson Wne Co. v. Snyder, 194 F.2d 329,
331 (D.C. Gr. 1952)); Sekula v. FDIC, 39 F.3d 448, 457 (3d Cr
1994) ("Interpretative rules are not intended to alter |egal
rights, but to state the agency's view of what existing |aw
requires.").

°National Famly Planning v. Sullivan, 979 F.2d 227, 236-37
(5th Gr. 1992) (quotations omtted); see Chrysler Corp. V.
Brown, 441 U. S. 281, 302 n.31 (1979 (An "interpretative rule is
one "issued by an agency to advise the public of the agency's
construction of a statute and rules which it admnisters.").

2Chrysler Corp., 441 U S. at 303 ("The central question is
essentially whether an agency is exercising its rul e-maki ng power
to clarify an existing statute or regulation, or to create new
law, rights, or duties in what anounts to a legislative act.");
see id. at 302 n.31 (stating that an interpretative rules is one
"I ssued by an agency to advise the public of the agency's
construction of the statute and rules which it adm nisters").
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change in the regul ations. "> P2C2 posits that CPG 7132. 16 effects
such a substantive change, arguing that never before did the FDA
regul ate conpounding activities. But there is nothing new or
changed about the law that CPG 7132.16 clarifies.

The district court found that CPG 7132.16 does not plow new
|l egal ground, as the rule expressly states that "traditional
conpounding activity is not the subject of this CPG 7132.16."
Mor eover, the FDA introduced into evidence warning letters proving
that long before CPG 7132.16 issued the agency had instituted
enf or cenent actions agai nst phar maci es engaged in drug
manuf acturi ng under the gui se of conpoundi ng.

In conclusion, we are satisfied that the district court did
not clearly err in finding that the rule announced in CPG 7132. 16
does not effect a substantive change to already applicable
regul ations, but that it nerely provides guidance on an old
pr obl em))unregul ated drug manufacturing. As we agree, then, that
CPG 7132.16 is not a substantive rule, and thus is not subject to
APA noti ce- and-comment requirenents, the district court's judgnment
is, in all respects,

AFFI RVED.

8Guernsey Menorial Hosp., 115 S. C. at 1236; National
Fam ly Planning, 979 F.2d at 237 (stating that purported
interpretative rule or statenent of policy may be deened
substantive rule if it " effects a change in existing | aw or
policy" (quoting Powderly v. Schweiker, 704 F.2d 1092, 1098 (9th
Cir. 1983)); see, e.q., Phillips Petroleum Co. v. Johnson, 22
F.3d 616, 620 (5th Gr. 1994) ("An announcenent stating a change
in the nethod by which an agency will value [natural gas |iquid
products] is not a general statenment of policy.'"), nodified on
ot her grounds, 1994 W. 484506, cert. denied, 115 S. C. 1816 and
115 S. C. 1817 (1995).
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