UNI TED STATES DI STRI CT COURT
FOR THE DI STRI CT OF COLUMBI A

DURK PEARSON, et al.,
Plaintiffs, :
V. : Civil Action No.
00-2724 (GK)
DONNA E. SHALALA, et al .,

Def endant s.

VEMORANDUM OPI NI ON

Plaintiffs are desi gners, sellers, and nanuf acturers of dietary
suppl enent fornul ati ons containing folic acid.!They bringthis action
agai nst Defendants Donna E. Shalala, Secretary, United States
Departnment of Heal th and Human Services ("HHS"), in her official
capacity; HHS;, Jane E. Henney, M D., Comm ssi oner of Food Drugs, Food
and Drug Adm ni stration ("FDA"), in her official capacity; the FDA, and
the United States of Anerica.

Plaintiffs chall enge an FDA decision prohibiting themfrom
i ncludingontheir dietary supplenents’ |abels aparticular folic acid
health cl aim contending that the FDA' s deci si on vi ol ates t he First
Amendnment, Fifth Anendnent, and Suprenacy O ause of the United St ates
Constitution, as well as the Food, Drug and Cosnetic Act, 21 U. S.C. §

343(r)(5) (D), and the Adm ni strative Procedure Act ("APA"), 5US C 8§

L' Plaintiffs are Durk Pearson and Sandy Shaw, the American
Preventive Medical Association, Julian M Whitaker, MD., Pure
Encapsul ati ons, Inc., and XCEL Medi cal Pharmacy, Ltd.
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706. Plaintiffs seek aprelimnary injunction enjoiningthe FDAfrom
t aki ng any action which woul d prevent Plaintiffs fromusing their
desired folic acid health claim

This matter is before the Court on Plaintiffs’ Mtion for a
Prelimnary Injunction [#3]. Upon consideration of the Mti on,
Opposition, Reply, the Excerpts of Record, the argunents of counsel
during the notions hearing, and the entire record herein, for the
reasons discussed below, Plaintiffs’ Mtion for a Prelimnary
| njunction is granted.
| . Statutory Framework and Procedural History

Prior to Novenber 8, 1990, di etary suppl enents?--includingthe
mul ti-vitam n suppl enents containing folic acid at i ssueinthis case--
wer e regul ated as a "food, " unl ess their intended use was as a "drug. "3

I n ot her words, if adietary supplenent’s | abel*contained a health

2A"dietary supplenent" is defined, inpart, as a "product . . .
i nt ended to suppl enent the di et" which contains avitamn, mneral or
ot her enunerated substance. 21 U S.C. § 321(ff).

s "Food" is defined, inpart, as "articles used for food or
drink.” 21 U.S.C. 8 321(f)(1). "Drugs" are defined, in part, as
"articles intended for use in the diagnosis, cure, mtigation,
treatnment or prevention of disease.” 21 U.S.C. 8 321(g)(1)(B).

4 A"label" is defined as "a display of witten, printed, or
graphi c matter upon the i medi at e contai ner of any article.” 21 U S.C
8§ 321(k). For purposes of this Opinion, the Court does not see a need
t o di stingui sh between "I abel s" and "l abeling,” thelatter of whichis

defined as "all | abel s and other witten, printed, or graphic nmatter
(1) upon any article or any of its containers or wappers, or (2)
acconmpanyi ng such article." 1d. § 321(m.

2



cl ai m 5 that suppl enent becanme subject tothe FDA' s strict drug approval

and drug | abel ing requirenents. See 21 U S. C 88 321(g) (1) (B) and 355.

On Novenber 2, 1990, Congress enacted the Nutrition Labeling and
Education Act ("NLEA" or "the Act"), ® whi ch anended t he Feder al Food,
Drug, and Cosnetic Act ("FFDCA"), 21 U.S.C. §8 301et seq. The NLEA
i beralizedthe FFDCA, creating a "safe harbor"” from"drug" desi gnation
for dietary supplenents and foods t hat nake health clainms. See 21
US C 8343(r)(1)(B). Solong as ahealth claimis nmade i n accor dance
with 21 U.S.C. 8 343(r)(3), for foods in conventional form or in
accordance with 21 U.S.C. 8 343(r)(5)(D), for dietary suppl ements, the
cl ai mi s not subject tothe FFDCA' s far nore extensi ve and demandi ng
approval and | abeling requirenents for drugs. See 21 U S.C. 8
321(9) (1) (B).

The NLEA al so est abl i shed t he procedur e under whi ch t he FDA woul d
aut hori ze and eval uate heal th cl ai ns for foods and di etary suppl enent s.
The Act directed that health clainms for conventi onal foods shall be
approved

only if the Secretary determ nes, based onthetotality of
publicly avail abl e scientific evidence (including evidence

5> "Health clai ns" are statenents that descri be arelationship
bet ween a nutrient, such as cal cium and a di sease or health-rel at ed
condition, such as osteoporosis. See 21 U S.C. 8§ 343(r)(1)(B).

6 Pub. L. No. 101-535, 104 Stat. 2353, codified as anended at 21
U.S.C. 88 301, 321, 337, 343, 371 (1990).
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fromwel | - desi gned st udi es conducted i n a manner whichis
consi stent with general ly recogni zed sci entific procedures
and principles), that there is significant scientific
agreenent , anong experts qualified by scientific training
and experience to eval uate such clainms, that the claimis
supported by such evidence.

21 U.S.C. § 343(r)(3)(B)(i) (enphasis added). Health clains for
di etary suppl ements recei ved a di fferent aut hori zati on procedur e,
however. |Instead of mandating a particular standard as it did for
conventional foods in 8 343(r)(3)(B)(i), Congress broadly del egated to
t he FDA t he t ask of devel opi ng an appropri ate procedure for eval uati ng
and aut hori zing health clains for di etary suppl enents. The rel evant
section provides sinply that health clains

made with respect to a dietary supplenent . . . shall be

subj ect to a procedure and standard, respectingthe validity

of such a claim established by regul ati on of the Secretary.
21 U S . C 8343(r)(5 (D). Inaddition, Congress specifically directed
t he FDAt o consi der whet her heal th cl ai ms coul d be aut hori zed for a
nunmber of specified nutrient-disease relationships, includingthe

connecti on between folic acid” and neural tube defects ("NTDs").? See

" "Folic acid, also known as pteroyl nonoglutam c acid, is a
synt heti c conmpound used i n di etary suppl enents and fortified foods."
Conmpl . 1 2.

8" Neural tube defects ("NTDs"), specifically spinabifidaand
anencephal y, affect approxi mately 4,000 |ive births and pregnanci es
each year inthe United States . . . . These spinal cord nmal formati ons
are associ ated with serious devel opnmental disabilities, including
nmuscl e weakness and/ or paral ysi s, bowel and bl adder i nconti nence, and
intellectual inpairment.” Conmpl. § 1.
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21 U.S.C. § 343(r)(5)(D); NLEA, Pub. L. 101-535, § 3(b)(1)(A)(X).
The FDA responded to section 343(r)(5)(D) by pronul gating 21

C.F.R 8§ 101. 14, which applied the NLEA-prescri bed procedure for f ood

health clainms (i.e., "significant scientific agreenent”) as the

aut hori zation procedure for dietary suppl enent health cl ai ms. The FDA

responded to section 343(r)(5) (D) by publishing a proposedruleinthe
Feder al Regi ster on Novenber 27, 1991, proposi ng not to authorize any
health claimlinking folic acidwi th areductionintherisk of neural
t ube defects.

On January 6, 1993, the FDA adopted a final rule prohibiting
claims associating folicacidw th NTDs. See 58 Fed. Reg. 2606 (Jan.
6, 1993). On Cctober 14, 1993, however, the FDAreversedits position
and proposed aut hori zing certain clains associatingfolicacidwith a
reductioninthe risk of NTDs. See 58 Fed. Reg. 53254 (Cct. 14, 1993).°

On January 28, 1994, Plaintiffs Durk Pearson and Sandy Shaw and
t he Anerican Preventive Medi cal Associ ation ("Pearson Plaintiffs")
filed coments asking the FDAto authorizethefollowingclaim ".8 ny
of folicacidinadietary supplenent is nore effectiveinreducingthe
ri sk of neural tube defects than a |l ower ambunt in foods i n conmon
form' (the"Folic Aciddain). Plaintiffs wi shedto usethis claimon

the | abel s andinthe labeling of their dietary suppl enents. Conpl.

® The FDA di d not actually i ssue final regul ati ons authori zi ng
such clainms to be made until approximately two and a hal f years | ater.
See 61 Fed. Reg. 8752 (March 5, 1996).
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40. The FDArejected Plaintiffs’ request, statingthat "the scientific
literature does not support the superiority of any one source [of folic
acid] over others." 61 Fed. Reg. at 8760.

Inafinal rule, the FDA established the daily recommended i nt ake
("RDI") for folate!®to be 400 ncg (0.4 ng), and it identified 100%of
the RDI as the "target intake goal." 21 C.F.R 8 101.79(b)(3),
(c)(3)(iv).* The FDA al so approved four "nodel " health cl ai ns, each
of which essentially indicatedthat womren who consune "heal thful diets
wi th adequate folate. . . may reduce their risk of havingachildwth

birth defects of the brain or spinal cord."*? 21 CF. R 8§ 101.79; Joint

10 The term"fol ate" includes all conpounds that have the vitam n
properties of folicacid. It includes both synthetic folic acid (which
isusedindietary supplenents andinfortifiedfoods) and naturally
occurring food folate. See Conpl. { 3.

11 Section 101.79(c)(3)(iv) actually usestheterm"DV"' ("daily
value") instead of RDI, but the two terns appear to be used
i nterchangeably in this context.

12 The four "nodel" cl ai ns were:

Exanpl e 1. Healthful diets with adequate fol ate may
reduce a wonman’ s ri sk of having a child with a brain or
spinal cord birth defect. The Institute of Medicine of the
Nat i onal Acadeny of Sci ences reconmends t hat wonen capabl e
of beconi ng pregnant consume 400 ncg folate daily from
suppl enents, fortified foods, or both, in addition to
consum ng food folate froma varied diet.

Exanpl e 2: Heal thful diets with adequate fol ate may
reduce a woman’s ri sk of having a child with a brain or
spinal cord birth defect. The scientific evidence that 400
ncg folic acid daily reduces the risk of such defects i s
stronger than the evidence for the effectiveness of | ower
amounts. This is because nost such tests have not | ooked at
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Excerpts of Record ("J.R ") at 17. The FDA authorized foods and
di etary supplenents to carry any of these nodel clains ontheir | abels
if they qualify as a "good source" of folate. 21 CF.R 8
101.79(c)(2)(ii1). Afood or dietary supplenent qualifies as a "good
source" of folateifit contains 10%of the RDI (i.e., 10%of 400 ntqg,
whi ch equals 40 ncg or .04 ng).

The Pearson Pl aintiffs contended that these nodel cl ains were
t hensel ves m sl eadi ng and ot herwi se unsati sfactory, and that the FDA s
refusal toauthorize Plaintiffs’ Folic Acid C ai mviol atedthe First
Amendnent, the APA and ot her | aws. Accordi ngly, on Novenber 16, 1995,

t he Pearson Plaintiffs brought suit agai nst the FDA, argui ng that the

amounts | ess than 400 ncg folic acid daily.

Exanpl e 3: Heal thful diets with adequate fol ate may
reduce a woman’s ri sk of having a child with a brain or
spi nal cord defect. Wonen capabl e of becom ng pregnant
shoul d t ake 400 nctg of fol ate per day froma suppl enent or
fortified foods and consune food fol ate froma vari ed di et.
It i s not known whet her the sanme | evel of protection can be
achi eved by using only food that is naturally rich in
folate. Neither is it known whet her | ower i ntakes woul d be
protective or whether thereis athreshol d bel owwhi ch no
protection occurs.

Exanpl e 4: Heal t hful diets with adequate fol ate may
reduce a woman’s ri sk of having a child with a brain or
spinal cord birth defect. Whnen capable of becom ng
pregnant should take 400 ncg of folate per day froma
suppl enent or fortified foods and consune food fol ate from
avarieddiet. It is not known whether the sanme | evel of
protection can be achi eved by using | ower anounts.

J.R at 17.



FDA had unl awf ul I y suppressed their Folic Acid Cl ai mand requesti ng
t hat the court invalidate the FDA s deci sion.®® On January 12, 1998,
t hi s Court uphel d the FDA s deci si on and granted sumrary j udgnent in

its favor. See Pearsonyv. Shalala, 14 F. Supp. 2d 10 (D. D. C. 1998)

(Kessler, J.).

On January 15, 1999, the Court of Appeals for the District of
Colunmbia Circuit reversed and remanded t he case with instructions to
remand it inturntothe FDAfor reconsideration of Plaintiffs Folic

Aci d Cl ai m anmong ot her health clainms. See Pearson v. Shalala, 164

F.3d 650, 661 (D.C. Cir. 1999) ("Pearson" or "Court of Appeals
Opi ni on").

The Court of Appeal s strongly suggested, w t hout decl ari ng so
explicitly, that Plaintiffs’ Folic Acid Cl aimwas only "potentially
m sl eadi ng, " not "inherently m sl eadi ng,"” and therefore the FDA' s
refusal toauthorizethe Folic Acid Caim(or to propose a di scl ai ner
to acconpany the Claim violatedthe First Arendnment. Specifically,
t he Court of Appeals stated:

The FDA' s concernregarding the fourth claim-"0.8 of folic

acidinadietary supplenment is nore effective inreducing

t he ri sk of neural tube defects than al ower anount i n foods

in common form'--is different fromits reservations

regarding the first three clainms; the agency sinmply
concl uded that "the scientific evidence does not support the

BPaintiffs al sochall engedthe FDA' s refusal to authorize three
additional health clainms (dietary fiber/cancer, antioxidant
vi tam ns/ cancer, and onega-3 fatty aci ds/coronary heart di sease) but
these are not at issue in the present action.
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superiority of any one source [of folic acid] over others.™
61 Fed. Reg. at 8760. But it appears that credi bl e evi dence
di d support this claim[citation omtted], andwe suspect
that aclarifyingdisclainer could be addedto the effect
that "the evidence in support of this claim is
inconcl usive."

164 F. 3d at 659 (enphasis added). The Court of Appeal s went onto
st at e:

We do not presune to draft precise disclainmers for each of
appel  ants’ four clainms; we |l eave that task to the agency in

the first instance. Nor do we rul e out the possibility that

where evidence in support of a claimis outweighed by

evi dence agai nst the claim the FDA coul d deemit incurable

by a disclainmer and ban it outright.
Id. at 659. Inaddition, the Court of Appeal s heldthat the FDAfail ed
t o adequat el y define the standard for reviewi ng healthclainms that it
had adopted pursuant to 21 U.S.C. 8 343(r)(5) (D) ("significant
scientific agreenent”), and thus acted arbitrarily and capriciouslyin
vi ol ati on of the APA.

Accordingly, the Court of Appeal s directed the FDA on remand: (1)
t o det ermi ne whet her a di scl ai mer coul d be added to the Folic Acid
Cl ai mand ot her health clains to cure themof potentially m sl eadi ng
connotations, and (2) to explain "what it neans by significant
scientific agreenent or, at mninum what it does not nean." 164 F. 3d
at 655, 660.

On April 20, 1999, this Court remanded the case to the FDA, in

accordance with the Court of Appeal s Opi nion. Thereafter, thePearson

Plaintiffs sent aseries of |etters tothe FDA, aski ng by what "date



certain" the agency intended to conply with the Court of Appeals
Opi nion. Conpl. 1 53. ThePearson Plaintiffs al so asked if the FDA
would bewi I lingtoauthorizetheir Folic Acid O aim acconpani ed by
one of the di sclai mers suggested by the Court of Appeal s (" The evi dence
in support of this claimis inconclusive") or other appropriate
di scl ai mer s.

On Sept enber 8, 1999, the FDA published a notice requesting t hat
interested parties submt scientific data concerning the four
subst ance- di sease rel ati onshi ps at i ssue i nPearson, includingthe
rel ati onshi p between folic acid and NTDs. ** 64 Fed. Reg. 48841 ( Sept.
8, 1999); J.R at 150. The FDA al so contracted wi th a non-gover nnent
entity "toconduct aliteraturereviewfor thefour clainstoidentify
rel evant scientific information that becane avail able after the
agency' s initial reviewof theseclainms.” Govt’s Mem in Cpp'nto
Pls.” Mot. for Prelim Inj. ("Govt’s Opp’'n") at 6. As a result of
t hese two i nformati on-gat heri ng neasures, the FDAreceived al arge
nunber of post-1992 scientific studi es describingtherelationship

bet ween fol ate and NTDs, including a 1998 study conducted by the

4 The comment period was origi nhal |y schedul ed to cl ose on Novenber
22, 1999. Upon Plaintiffs’ request, the period was re-opened unti |
April 3, 2000. The FDA al so hel d a public nmeeting on April 4, 2000,
for the purpose of soliciting corments relatingtotheinplenentation
of the Court of Appeal s Opinion. The coment period for this neeting
closed on April 19, 2000.
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| nstitute of Medicine of the Nati onal Acadeny of Sci ences®® ("1 OM NAS
St udy") ® and a 1999 fol | ow up study ("Berry Study")?. Govt’s Qop’ n at

7-8. The FDArecei ved over 600 pages of scientific subm ssions from
Plaintiffs, including docunentation of a 1992 human clinical

interventiontrial conducted on Hungarian wonen (" Czi ezel Study") .

Conmpl . 9 63-64.

On Decenber 22, 1999, inresponse tothe Court of Appeal s’ order
that the FDAfurther definethe "significant scientific agreenment”
standard for eval uating di etary suppl ement health cl ai ms, the FDA
i ssued "Qui dance for the I ndustry: Significant Scientific Agreenent in
the Review of Health Clains for Conventional Foods and Dietary
Suppl ement s" (" Qui dance Report"”) and announced its availability inthe
Federal Register. 64 Fed. Reg. 71794 (Dec. 22, 1999); J. R at 163,

165- 186.

5 The National Acadeny of Sciences is a private, non-profit
organi zati on whi ch has been charged, since 1863, with the duty of
advi si ng the federal governnment on scientific and technical matters.
Govt’s Opp’'n at 8 n. 5.

6 | nst. of Food, Med. and Nutrition Board, Nat’'l Acadeny of
Sciences, Dietary Reference Intakes for Thiam n, R boflavin, N acin,
Vitam n B6, Folate, Vitam n B12, Panot henic Acid, Biotin and Choline
(1998) (contained in J.R at 580-624).

"R J. Berry, et al., Prevention of neural tube defectswithfolic
acidin China, 341 NewEng. J. Med. 1485 (1999) ( containedinJ.R at
398-403).

18 A E. Cziezel and |. Dudas, Prevention of the first occurrence
of neural -tube def ects by peri conceptional vitam n suppl enentation, 327
New Eng. J. Med. 1832 (1992) (contained in J.R at 454-57).
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On March 31, 2000, thePearson Plaintiffs filed an application for
aprelimnary injunction beforethis Court, contendingthat the FDA s
continui ng refusal, subsequent tothe Court of Appeals Opinion, to
authorize Plaintiffs Folic Acid dai mand the three other clains, with
or wi thout di sclainers, violatedthe First Amendnent. On May 23, 2000,
the Court denied thePearson Plaintiffs’ application, declaring, anong
ot her things, that "[b] ecause FDA has not yet exhaust ed t he 540- day
period wi t hi n whi ch they nust nmake a final decisiononPlaintiffs’

healthclainms, . . . Plaintiffs have not suffered any First Arendnment

injury which this Court can address.” Pearsonv. Shalala, Gv. A No.

95- 1865, 2000 W. 767584, at *3 (D.D. C. May 24, 1999) (Kessler, J.).

On Cct ober 3, 2000, the FDA publ i shed a noti ce revoki ng the four
rul es hel d unconstitutional by the Court of Appeal s i nPearson, over 18
mont hs after that Court’s decision. 65 Fed. Reg. 58917, 58918 (Cct. 3,
2000); J. R at 158-159. The FDA continued to refuse to authorize
Plaintiffs’ Folic Acid Claimas well as the other three clains.

On Cct ober 10, 2000, having revi ewed the newscientific studies
subm tted and having appliedthe "significant scientific agreenent”
st andard as descri bed i n the Gui dance Report and as nodi fi ed by an

Oct ober 6, 2000 Rul e, *® the FDAissued a | etter decision ("Folic Acid

19 On Cct ober 6, 2000, t he FDA publ i shed a notice i ndi cating that
it had nodified its "its approach to processing new health claim
petitions for dietary supplenents” onaninterimbasis. 65 Red. Reg.
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Decision") inwhichit declaredthat it woul d not authorize Plaintiffs’
Folic Aciddaim evenwithclarifyingdisclainers, because it deened
the Claimto be "inherently msleading." J.R at 1-21. However,
because t he FDA al so concl uded that "an appropriately qualifiedclaim
woul d not threaten consunmer health or safety,” the agency exercisedits
enf orcenent di scretionto propose four alternative clains, each of
whi ch recomended t hat wonen capabl e of becom ng pregnant consune 0. 4
ng (400 ntg) folate daily toreduce therisk of neural tube defects.?°
J.R at 17.

On Novenber 13, 2000, Plaintiffs filed the present |awsuit.
I11. Analysis

Plaintiffs contend that the FDA's Folic Acid Decision
fundamental | y m sread and m sapplied the | egal standard arti cul at ed by
t he Court of Appeals inPearson, and that the FDAtherefore actedin

violation of the First Anendnent.? Plaintiffs further contend that the

59855, 59856; J.R at 162. "Rather than denying all petitions that do
not nmeet the significant scientific agreement standard pending
conpl eti on of the general rul emaking,"” the FDAindicatedits intention
to "exerci se enforcenent discretioninthe appropriate circunstances,”
such as when, anong ot her things, "the scientific evidence in support
of [a] cl ai moutwei ghs the scientific evidence against the claim the
clai mis appropriately qualified, and all statenents inthe claimare
consistent with the weight of the scientific evidence . . ." Id.

20 For the clains’ actual |anguage, see supra note 12.

2L Plaintiffs contend that the FDA al so viol ated Pearson by
i nadequat el y defining "significant scientific agreenent,"” but the Court
need not reach that i ssue for purposes of rulingon Plaintiffs Mtion
for a Prelimnary Injunction.
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FDA s continued refusal to authorizetheir Folic Acid daim evenwth
di scl ai mers, causes themirreparabl e harm thus necessitatingthe
i ssuance of aprelimnary injunction. Defendants respondthat the
Folic Acid Cl ai mis "inherently m sl eadi ng" and that no cl arifying
di sclai mer can cure that defect. Accordingly, they maintainthat the
Cl ai mi s not protected speech and t hat the FDA s deci sion to prohibit
the Folic Acid Claimwas neither arbitrary nor capricious.

To obtain a prelimnary injunction, Plaintiffs must show (1)
a substantial |ikelihood of success on the nerits; (2) a
substantial threat that they will suffer irreparable injury if
the injunction is not granted; (3) that the threatened
irreparable injury outweighs the threatened harm that the
i njunction would cause Defendants and third parties; and (4)
that granting the prelimnary injunction would be in the public

interest. See Mwva Pharm Corp v. Shalala, 140 F. 3d 1060, 1066

(D.C. Cir. 1998);_Washington Metro. Area Transit Commin V.

Hol i day Tours, Inc., 559 F.2d 841 (D.C. Cir. 1977).

Applying these four criteria, the Court concludes that a
prelimnary injunction is warranted in this case. As wll be
expl ained below, it is clear that the FDA sinply failed to
conply with the constitutional guidelines outlined in Pearson.
| ndeed, the agency appears to have at best, m sunderstood, and

at worst, deliberately ignored, highly relevant portions of the
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Court of Appeals Opinion. However, given that it is not the
Court’s institutional role to draft accurate, adequate, and

succi nct health claimdiscl ai ners, see Pearson, 164 F.3d at 659,

the Court will permt the FDA to draft and submt one or nore
alternative disclaimers which my be chosen by designers,

sell ers, and manufacturers of dietary supplenents. Because the

Court is granting only limted relief to Plaintiffs at this
time, see Order, Plaintiffs will not be authorized to design,
sell, or manufacturer their dietary supplenents without

di scl ai ners. 22

A. Substanti al Likelihood of Success on the Merits
The FDA s refusal to authorize Plaintiffs’ proposed cl ai mnust be
subj ected to t he anal yti cal standard established by the U. S. Suprene

Court inCentral Hudson Gas & El ec. Corp. v. Public Serv. Comm n of

N. Y., 447 U. S. 557 (1980), and el abor at ed upon by our Court of Appeal s

in Pearson v. Shalala, 164 F.3d 650 (D.C. Cir. 1999).

22 Plaintiffs request that the Court "issue an immediate
prelimnary injunction barring FDAfromtaki ng any acti on to prohibit
t hemfromincluding onthe labels andinthelabelingof their dietary
suppl enment s (that contai n reconmended dai |l y doses of 0.8 ng of folic
acid)" Plaintiffs’ Folic AcidOaim Pls.” Applicationfor Prelim Inj.
("P.1. Mt.") at 37-38. Plaintiffs indicate that they wll
"voluntarily acconpany” their Folic Acid Claimwith the foll ow ng
di scl ainer: "Foods fortifiedw th simlar amounts of folic acid nay be
as effective as dietary suppl enents i nreducing the risk of neural tube
defects.” |1d. Because the Court finds the Folic Acid Clai mto be
"potentially msleading,"” it cannot grant Plaintiffs’ request inits
entirety; rather, the FDA nust be gi ven the opportunity, "inthe first
instance," todraft aclarifyingdisclainer. Pearson, 164 F. 3d at 659.
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If information is "inherently” m sleading, it may be banned

entirely. See Pearson, 164 F.3d at 655 (citinglnreRMJ., 455 U. S.
191, 203 (1982)). Inthe case of "potentially n sl eadi ng comer ci al
speech, " a court review ng a chal | enge to such a government regul ati on
nmust enpl oy athree-part test. 164 F. 3d at 655. The first questionis
"whet her the asserted governnent interest i s substantial." Pearson,

164 F. 3d at 655 (citing Central Hudson, 447 U.S. at 566). Next, a

court nust ask "whether the regulation directly advances the
governnmental interest asserted"” and "whether the fit between the
government’ s ends and t he nmeans chosen to acconplishthoseendsis.
reasonabl e."” Pearson, 164 F.3d at 655 (internal citations and
quotations omtted).
Havi ng consi dered the very Folic Acid Cl ai mwhichis at issuein
this case, the Pearson Court provided additional guidance on

application of theCentral Hudsontest tothe concrete factual scenario

currently beforethis Court.?* Qur Court of Appeal s noted that the

test’s first prong (whether thereis agovernnental interest inthe

22 Wth respect to the relevant First Amendnent analysis,
Def endant s ask t he Court to consi der a nunber of deci si ons ot her than
Pear son, includi ng deci sions fromother circuits, older D.C. Crcuit
deci sions, and a 1924 U. S. Suprene Court deci sion. See Govt’s op’ n at
13-14. However, not only i sPearsonthe nost recent decisioninthis
Circuit onthisissue, but it isclearly thelawof the case, sinceit
has al ready exam ned the precise health claim at issue here
(Plaintiffs” Folic Aciddaim inthe context of the precise situation
at issue here (the FDA' s refusal to authorize the Claim evenwth
di scl ai ners).
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regul atory schene) is easily satisfiedby the FDA' s deci sion to deny
approval for certain health clainms, such as the Folic Acid Claim
Sinply stated, the governnmental interest inplicatedis the "protection
of public health and prevention of consuner fraud." 164 F.3d at 655-

56. The Court went on to conclude that Central Hudson’s second prong

is alsosatisfied, because the FDA s regul ati on of di etary suppl enent
health clainms directly advances its interest in "protecting agai nst
consuner fraud," by ensuring that consunmers have accurate and non-
nm sl eadi ng i nformati on about the heal th products they contenpl ate
purchasi ng. Pearson, 164 F. 3d at 655. In the present case, then,
t her e can be no doubt that the FDA has satisfiedthe first two prongs

of the Central Hudson test.

The nore di fficult anal ytical inquiry concernsthetest’sthird
prong (whether thereis areasonable fit between the governnment’s goal s
and the neans it has chosen to achieve them). 1In review ng the
rel evant U.S. Suprene Court decisions, thePearson Court singl ed out
one legal principle of particular inportance: disclainers are
"constitutionally preferable to outright suppression,"” Pearson, 164
F.3d at 657 (internal citations omtted); in other words, nore
di sclosure rather than l ess is the preferred approach, so | ong as
advertisingis not inherently msleading. Id. at 657 (citingBates v.

State Bar of Arizona, 433 U. S. 350, 376 (1977). Wth this guidancein

m nd, the Court went on to state: "It is clear, then, that when

17



gover nnent chooses a pol i cy of suppression over discl osure--at | east
where there i s no show ng that di scl osure woul d not sufficetocure
m sl eadi ngness- - governnent di sregards a ‘far | ess restrictive neans.’"
Id. at 658. Enpl oyi ng t hese | egal standards, the Court of Appeal
strongly suggested that Plaintiffs’ Folic Acid Claim was not
"inherently msleading,” but rather only "potentially m sl eading." For
t hat reason, the Court "suspect[ed] that aclarifying disclainer could
be added to the effect that ‘the evidence in support of thisclaimis

i nconclusive’" or that "[t] he FDA does not approvethisclaim" 164
F.3d at 659.

G ven that the FDA has continually refused to authorize the
di scl ai mers suggest ed by the Court of Appeal s--or any di scl ai ner, for
that matter--it is essential to carefully reviewits analysis in
reachi ng that decision. First, the FDAdivided Plaintiffs’ proposed
claim(".8ng of folicacidinadietary supplenent is nore effective
inreducing the risk of neural tube defects than a | ower anount in
foods in comon form') into essentially two sub-clainms: (1) a
conpari son of the effectiveness of 0.8 ng of folic acid to that of
| ower anounts, especially 0.4 nmyg, and (2) a conparison of the

effectiveness of folic acid foundindietary supplenentstofolate

foundin"foods incomonform" J.R at 8 Then, the FDA anal yzed
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each sub-cl aimseparately.?
Wthrespect tothe first sub-claim the FDA decl ared that "the
wei ght of scientific evidence does not support the concl usi on that 800
ncg folic acid/day i s nore effective than 400 ncg folic aci d/ day, or
| esser anobunts . . . inreducingtherisk of NTDs." J.R at 11. Wth
respect to the second sub-claim the FDA declared that "[t]hereis no
basis to believethat folic aciddelivered by di etary suppl enents and
folic aciddeliveredby fortifiedfoods differ significantlyintheir
abilitytofunctionnetabolically asthe folatevitamn." J.R at 14.
Taki ng t hese two sub-cl ai ns toget her, the FDA concl uded t hat,
"based on the totality of the scientific evidence, there is not
significant scientific agreement anong qualified experts that:
‘0.8 ng of folic acid in a dietary supplenment is nore
effectiveinreducingtherisk of neural tube defects than

a lower amount in foods in common form'"

ld. The FDAfurther concl uded, wit hout el aboration, that "t he wei ght

24 As aprelimnary matter, Plaintiffs take issuew ththe FDA' s
decision to divide the Folic Acid Claiminto the two sub-cl ai ns.
According to Plaintiffs, the FDA makes an i nproper i nference in so
doing, readinginto Plaintiffs’ claimassertions they never intendedto
make (namely, the two sub-clainms). However, to the extent that
Plaintiffs are attenpting to argue that the Folic Acid d ai mis wholly
non- m sl eadi ng because it i s capable of only one possi bl e readi ng
(i.e., that 0.8 nmg of folic acid is nmore effective than sone
unspeci fied "l ower amount” of food fol ate, and not hi ng nore), such an
argunment is without support; there has been no suggesti on that
consunmers wWill read the Folic Acid d aiminthat way. At any rate, the
FDA' s chosen net hod of di ssecting the Cl aimis neither arbitrary nor
capricious. See 5U S. C. 8§ 706(2)(A); Citizens to Preserve Overton
Park, Inc. v. Volpe, 401 U. S. 402, 416 (1971).
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of the evidence i sagainst both aspects of the proposed claim" and
that the claimis "inherently m sl eadi ng and cannot be made non-
m sl eadi ng with a di scl ai mer or other qualifying!language.” 1d. at 16
(enmphasi s added) (citing Pearson, 164 F.3d at 659).

Upon revi ewi ng not only the FDA' s Fol i ¢ Aci d Deci si on, but al so
the scientific studies onwhichthe FDAreliedtoreachits conclusion
t hat the "wei ght" of evi dence was agai nst Plaintiffs Folic Acid daim
t he Court concl udes that the FDA has failed to conply with the Court of
Appeal s deci sion i nPearson and that Plaintiffs have a substanti al
I'i kel i hood of success onthe nerits of their First Amendnent claim
The Court finds, as amatter of law, that Plaintiffs’ Folic Acid Caim
is not "inherently m sleading," and the FDAtherefore erred i n not
drafting disclainmers to acconpany the Claim

The Pear son Court established cl ear guidelines for the FDAIn
det erm ni ng whet her a particul ar heal th cl ai mnay be deened "i nherently
m sl eadi ng" and t hus entirely banned. The Court inplied, thoughit
di d not declare explicitly, that when "credibl e evi dence" supports a
claim such as the Folic Acid Claim that clai mmay not be absol utely
prohi bited. 164 F.3d at 659. The Court did not "rule out the
possi bility that where evidence i n support of a clai mis outwei ghed by
evi dence against the claim the FDA could deemit incurable by a
di sclainmer and ban it outright."l1d. at 659. The Court al so stated it

saw "no probl emw th t he FDA i nposi ng an out ri ght ban on a cl ai mwhere
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evi dence i n support of the claimis qualitatively weaker than evi dence
agai nst the claim-for exanpl e, where the clains rests on only one or
two old studies.” [d. at 659 n.10.

Nevert hel ess, upon review ngthe Folic Acid Cl ai mand the t hree
ot her cl ai ns proposed by Plaintiffs, the Court indicatedthat it was
"skeptical that the governnment could denonstrate with enpirical
evi dence that disclainmers simlar tothe ones [the Court] suggested
above [ " The evi dence i n support of this claimisinconclusive" or "The
FDA does not approve this clai nf] woul d bewi | der consumners and fail to
correct for deceptiveness," al though the Court did not "rul e out that
possibility.” 1d. at 659-660.

Inits Folic Acid Decision, the FDA seened to recogni ze t he i nport
of Pearson, because it stated asits basis for prohibitingthe Folic
Acid daimits conclusionthat the "weight" of the scientific evidence
was "agai nst" the proposed claim accordi ngly, the FDA determ ned t hat
t he di scl ai ner suggested by t hePear son Court ("The evi dence i n support
of this claimis inconclusive") was "i nadequate" to cure the m sl eadi ng
nature of the claim J.R at 16.

VWi le the Court is mndful that it is generally "not for the
judicial branch to undertake conparative eval uati ons of conflicting
scientific evidence," NRDCv. EPA, 824 F.2d 1211, 1216 (D.C. Cir.
1987), even a cursory exam nation of the scientific literature on which

the FDAreliedinits Folic Aci d Deci si on denonstrates that the FDA' s
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concl usion that the "wei ght" of the evidence was agai nst Plaintiffs’
Folic Acid dai mwas arbitrary, capricious and otherwi seinviolation
of law. 2°

1. Whet her 0.8 My of Folic Acid is Superior to 0.4 My

Wthrespect tothe first sub-claim(the superiority of 0.8 ny
over 0.4 ng), despite the FDA' s concl usory assertiontothe contrary,
the studies that it included inits Folic Acid Decision cannot be
accurately descri bed as bei ng "agai nst” the cl aimthat 0.8 ng of folic
acid is superior to 0.4 ng of folic acid.

First, it isundisputedthat thereis anple evidence that 0.4 ng
of folicacidis highly effectiveinreducingthe neural tube defect
risk.?¢ Second, it istruethat thereis not ascientific consensus
whi ch affirmatively supports Plaintiffs’ assertionthat 0.8 ng of folic
acidis superior to 0.4 ng. See Govt’s Opp’n at 15 (" FDA found t hat

t he best data avail able do not support the existence of a dose-

% The parties argue at | engt h about whi ch | egal standard the Court
shoul d apply in evaluating the FDA' s decisionto ban Plaintiffs Folic
Acid d ai m-the agency-deferential standard ordi narily mandat ed by t he
APA or the much nore Plaintiff-friendly First Amendnent standard
seem ngly nmandated by Pearson. Because the Court finds that the
agency’ s concl usi on woul d vi ol ate ei t her standard, it need not reach
this issue.

% | n exam ning the effect of 0.4 ng of folic acid, one study cited
by the FDA f ound a 72%r educed ri sk of NTDs, whil e ot her studies found
reduced ri sks of 40% 60% 70%and 80% See Govt’'s Opp’' n at 17-18;
J.R at 9, 10, 736. Tothe extent that Plaintiffs suggest thereis a
scientific consensus that 0.4 ngresultsina50%reduction of NTDs,
see P.I. Mot. at 10, they are incorrect.
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dependent ri sk reductionin NTDs at doses greater than 400 ntg."). For
t hese reasons, anong ot hers, the sub-cl ai mi s undoubtedly "potentially"
m sl eadi ng, because it reasonably i nplies that 0.8 ng has beenproven
nore effective than 0.4 ng, which is far fromtrue.

However, neither of the two statenments descri bed above leadtothe
concl usi on that the "wei ght" of the scientific evidenceis "against"
t he superiority of 0.8 ng over 0.4 ng--whichis what the FDA nust show
torenove the Folic Acid Cl ai mfromFirst Arendnent protection. The
ner e absence of significant affirmative evidence in support of a
particular claim(i.e., the superior effectiveness of 0.8 ng over 0.4
ng of folic acid) does not translate i nto negative evi dence "agai nst"
it.?

No st udy has concl uded t hat doses between 0.4 ng and 0.8 ng are

harnful, or that 0.8 ngis denonstrably | ess effective than 0.4 ng of

folic acid.?® More inportantly, in the Cziezel Study--a clinical

2Inthelegal brief filedonits behalf, the FDA seens t o now
recogni zethis distinction. It nolonger contends that the "wei ght" of
the scientific evidenceis "against”" the Folic AcidCaim asit didin
t he Fol i ¢ Aci d Deci sion, but instead argues sinply that "the scientific
evi dence does not support a claimthat 800 ncg is a necessary,
recommended, or nore effective dose. . ." Govt’s Opp’n at 15, and
that "the wei ght of the scientific evidence does not support the claim
that 800 ncgis nore effective than 400 ncg or | esser anounts . . ."
Id. at 18 (enphasi s added).

28 | n Cct ober 1993, the FDA"tentatively decided to use 1 ng (1, 000
ug)/day of total folateintake as the safe upper imt," admtting that
its conclusionwas "not without controversy."” 58 Fed. Reg. 53273 (Cct.
14, 1993); J. R at 60. However, ascientist reportingthe findings of
a 1997 wor kshop sponsored by a standing comm ttee of the Food and
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interventiontrial involving 2,104 Hungari an woren taki ng multivitamn
suppl enents containing 0.8 ng of folic acid (theresults of which were

publ i shed i n t he New Engl and Jour nal of Medicinein 1992)--0.8 ng of

folic acidyieldeda 100%reductionintheincidence of NTDs. When
considered in conjunction with other studies of folic acid, the
i nplication of the Cziezel Study isthat 0.8 ng of folicacidis nore
effective than 0.4 ng at reducing the incidence of NTDs. ?°

The FDAtries to discount the significance of the findings of the
Czei zel Study because t he agency pl aces "l esser wei ght on t he out cone
of random zed clinical trialsinwhichthetest substance, i.efolic
acid, isfedas part of amultivitamn/nultimneral supplenent.” J.R
at 9. However, the FDA has previously relied on nunerous studies
i nvol ving mul tivitam n suppl enents containing folic acid, without

gquestioning thevalidity of those studies. See 61 Fed. Reg. at 8752;

Nutrition Board, Institute of Medicine, statedthat "[d]juringthis
wor kshop it becane apparent that consensus has been reached anong t he
scientific comunity [that] folate and folic acid are conpl etely
wi t hout adverse effects inany popul ati on or subgroup at intakes upto
5000 ug/d [5 ng per day]." P.l. Mot., Ex. 25 at 92. At any rate, the
FDA has never contended that a dosage of less than 1 ng is harnful.

29I n the Czi ezel Study, wonen pl anni ng a pregnancy wer e random y
given either amultivitam n suppl enent containing 0.8 ng of folic acid
or a"trace-el enent suppl enent” containingnofolic acid. J.R at 454.
Of the woneninthe first group (taking 0.8 ng of folic acid), none
gave birthtoinfants with NTDs; of the wonen in the second group, sSiX
gave birthtoinfants with NTDs. See J.R. at 454-57. The Czi ezel
St udy di d not eval uate the effectiveness of 0.4 ng of folic acid, but
reput abl e studi es have foundits effectiveness torange from40%to
80% See supra note 26.
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J.R at 89. Further, the FDA does not suggest any other nutrients or
vitamnsinthe multivitamn/ multimneral suppl enents which coul d be
responsi bl e for decreased NTDri sk besi des folic acid. |ndeed, one of
the studies the FDA relies on as presenting the "strongest data"
associating folic acid and decreased NTDri sk exam ned t he ef f ect s of
both nmul tivitam n suppl ements and folic acidtaken separately, and
concluded that it wasonly the folic aci d--not any ot her substance in
the mul tivitam ns--whi ch was responsi bl e for the decreased i nci dence of
NTDs. See J.R. at 9 (citing MRC Vitam n Study Research G oup,

Preventi on of neural tube defects: Results of the Medical Research

Council Vitam n Study, 338 Lancet 131 (July 1991), containedin P. 1.

Mot., Ex. 4).

Wien the af firmative findi ngs of the Czi ezel Study are takeninto
account, in conjunctionw th the | ack of evidence that doses i n excess
of 0.4 ng of folic acidareineffectiveor harnful, it is clear that
the first sub-claimis only "potentially" m sleading. Consequently,
t he Court concl udes that the FDAerred in determ ningthat the sub-
claimis inherently m sl eading.

2. VWhet her Folic Acid is Superior to Folate Found in
"Foods in Common Fornt

Wth respect tothe second sub-claim the FDAsimlarly concl uded
inits Folic Acid Decisionthat the "weight" of the scientific evidence

was agai nst the superiority of folic acid over folate occurringin
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foods. The FDArelied primarily onthe followingtwo criticisns of the
sub-cl ai m

a. whether folic acid is superior to naturally
occurring food fol ate

To beginwi th, the FDA concedes that "[i]t is well-recogni zed t hat
t he bioavailability of freefolic acid, theformincludedinfortified
foods and in di etary suppl enents, is several fol d hi gher than that of
naturally occurring food folates. Esti mtes of the increased
bi cavailability (‘ potency’ ) of freefolicacidrelativetofood fol ates
range fromat | east twofold to fourfold or greater.” 58 Fed. Reg.
53273; J.R at 60. The FDA al so acknow edges that, based on the
findings of the 1998 | OM NAS Study, "the avail abl e evidence for
protective effect fromfolic acidis much stronger than that for food
folate.” J.R at 14.

| ndeed, countl ess scientific bodi es have expressed skepti ci smt hat
food folate is as effective at reducing NIDs as is folic acid,
including the Centers for Di sease Control ("CDC'), the Food and
Nutritional Board of the Institute of Medicine ("I OM'), and the
Nati onal Center for Environnental Health ("NCEH'). See, e.qg., P.I.
Mot., Ex. 19 ("The body can absorb and use the folic acid found in
vitam n suppl enents and fortifiedfoods nore efficiently thanit can
convert the food folateinto ausableform Syntheticfolicacidis

about tw ce as absorbabl e as naturally occurring food folate."); see
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also Pl's.” Subm ssion of Record Citations for Footnote 9to Pls.” Reply

Mem at 1-4.

The FDA does not seriously challenge any of these findings.
| nstead, it questions whether synthetic folic acid s superior
bi oavail ability necessarily nakes it a "nore effective delivery
vehicle" inreducing NTDs. J.R at 11.3% Again, the FDAm sreads the
Court of Appeals decision in Pearson. The Court stated:

The FDA' s concernregarding the fourthclaim-"0.8 of folic
acidinadietary supplenent is nore effectiveinreducing
t he ri sk of neural tube defects than alower anmount in foods
in common form'--is different fromits reservations
regarding the first three clainms; the agency sinply
concl uded that "the scientific evidence does not support the
superiority of any one source [of folic acid] over others."
61 Fed. Reg. at 8760. But it appears that credi bl e evi dence
did support this claim see, e.qg., Dy et and Health:
| npl i cations for Reduci ng Chroni c D sease R sk 67 (Commttee
on Diet and Health, Food and Nutrition Board 1989)
(concluding that "[l]osses [of folic acid] in cooking and
canni ng [ foods] can be very hi gh due to heat destruction"),
and we suspect that aclarifying disclainmer coul dbe added
tothe effect that "the evidence in support of thisclaimis
i nconcl usi ve."

164 F.3d at 659 (enphasis added).

I n attacki ng the Court of Appeal s’ observation ("it appears that
credi bl e evi dence di d support this claint), the FDA not ed, anong ot her

t hi ngs, that "many foods that are good source of food folate are

30 The FDA i sol ated two di stinct "aspects" of the sub-claim "a)
conpositional issues, e.g., dietary suppl enents contain nore of the
vitam n or are subject tofewer | osses of thvitam nthan are foods,
and b) issues of physiologic effectiveness, e.g., the folic acid
i ngredient indietary supplenents is physiologically superior tothe
naturally occurring folate in foods.” J.R at 11.
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m nimal |y processed or eaten raw, " and concl uded t hat the putative
probl emidentified by the Court of Appeal s--that folic acid may be
dest royed when certai n foods are cooked--is thereforeinsignificant.
J.R at 12. The FDA conceded t hat "sone vitam ns, m neral s and ot her
nutrients may be | ost fromsone foods during home cooking," but
concl uded, wi thout any scientific or enpirical support, that the
cooki ng | abel s acconpanyi ng such foods ( e.g., "Toretainvitam ns do
not rinse before or drain after cooking") woul d sol ve t hat potenti al
problem 1d. at 12-13.

However, as t he Pearson opi ni on strongly suggests, the FDA may not
ban the Folic Acid Cl ai msi nply because the scientificliteratureis
i nconcl usi ve about whether synthetic folic acid is superior to

naturally occurring food fol ate. See Pearson, 164 F. 3d at 658. The

question whi ch nmust be answer ed under Pearson i s whether thereis any
"credi bl e evidence" that syntheticfolicacidis superior tonaturally
occurring food folate. See id. (observing that "it appears that
credi bl e evidence did support” the Folic Aciddaim. Thereclearlyis
such evi dence, as the FDAitsel f acknowl edged. J.R at 14 ("1 OV NAS
(1998) did note that the avail abl e evi dence for a protective effect
fromfolic acid is nmuch stronger than that for food folate.").
Consequently, the agency erred in concluding otherwi se. Inshort, even
if the FDA's criticismof the sub-claimisvalid, thiscriticismdoes

not nmake the d ai minherently m sl eadi ng; rather, it suggests the need
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for awell-drafted di sclainmer, whichthe FDA has steadfastly thus far
refused to even consi der.

b. whet her the term"foods i n conmon fornt' i ncl udes
fortified foods

A second conpl ai nt the FDA | evel s agai nst the second sub-claimis
that it inplies that folic acid in dietary supplenents is nore
effectivethanthefolicacidusedtofortify foods. The FDA presently
consi ders foods in "comon fornt toinclude fortifiedfoods. It argues
that there is no scientific evidence that the folic acid found in
dietary supplenments is any better than the folic acid found in
fortifiedfoods. Accordingly, the FDAcontends that Plaintiffs’ Folic
Acid Cdaim by asserting the superiority of folic acid over "foods in
common form™ is inaccurate and m sleading. J.R at 15.

Whi | e the parties can reasonabl y di sagree about whet her fortified
f oods shoul d be consi dered "foods i n cormon form™ Plaintiffs correctly
focus their argument onthe only rel evant | egal question: assum ng t he
inference is to be fairly drawn, and assunming that the claimis
m sl eadi ng, can the Folic Acid O ai mbe made non-m sl eadi ng t hrough a
clarifyingdisclaimer? Pls.” Mem inReplyto Govt’s Qop’ nat 17. The
FDA patently refused to consi der any such di scl ai ners, incl udi ng what
appears t o be a reasonabl e one recently suggested by Plaintiffs: "Foods
fortifiedwithsimlar amounts of folic acid may be as effective as

di etary suppl ements inreducing the risk of neural tube defects.” 1d.
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The Pearson Court clearly rul ed that the FDA may not prohibit a health
claimunless it first nakes a "showi ng" that the clainm s all eged
"m sl eadi ngness” coul d not be cured t hrough t he use of a di scl ai ner or
ot her types of disclosure. 164 F. 3d at 658. The FDA has not made such
a showing, and its decision to classify the second sub-claimas
inherently msleading is therefore erroneous.
3. Plaintiffs’ Folic Acid ClaimConsidered in Totality

In sum the FDA has sinply failed to adequately consi der the
t eachi ngs of Pearson: that the agency nmust shoul der a very heavy burden
if it seekstototally banaparticular healthclaim Wthrespect to
t he two di scl ai mers whi ch t he Pearson Court suggested m ght cure all
potenti al m sl eadi ngness, the FDA di d not consi der one of themat all,
and summarily rejected the other in asinglesentence. Nor didthe FDA
"denonstrate with enpirical evidence that disclainmers simlar tothe
ones" suggested by the Court of Appeal s woul d "bew | der consuners and
fail to correct for deceptiveness." Pearson, 164 F. 3d at 659-60.
| ndeed, the FDA di d not consi der any ot her di scl ai mers, except for "The
FDA has not evaluated this claim" a di scl ai mer no one has suggest ed
and which is obviously inaccurate. See J.R at 16.

For t he reasons expressed above, the FDA' s determ nation that the
Folic Acid Claimis "inherently m sl eadi ng" and cannot be cured by
disclainersis arbitrary and caprici ous, whet her the two sub-cl ai ns are

exam ned inisolation or together. Consequently, the Court concl udes
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t hat the FDA di d not undertake the necessary anal ysis required by
Pear son, especially as evidenced by its failure to consider clarifying
di scl ai ners that coul d cure the all eged m sl eadi ng nature of the Folic
Acid Claim For all the forgoing reasons, the Court concl udes t hat
thereis asubstantial likelihoodthat Plaintiffswll prevail onthe
merits of their claim

B. The Substantial Threat of Irreparable Harm

The case lawnakes it very clear that Plaintiffs are harnmed by t he
FDA' s suppression of the Folic Acid Claim "The | oss of First
Amendnent freedons, for even m ni mal periods of time, unquestionably

constitutesirreparableinjury.” Elrodv. Burns, 427 U S. 347, 373

(1976) (plurality opinion) (citingNewYork Times Co. v. United St ates,

403 U.S. 713 (1971)); see al so Lakewood v. Pl ain Deal er Publ’'g Co., 486

U.S. 750, 758 (1988) (noting that "opportunities for speech,” if
suppressed, "areirretrievably lost"). The FDA s actions in violation
of the First Anmendnent thus constitute irreparable harm 3!

C. The Injury to Third Parties

Def endant s contend that the Folic Acid daimw |l m sl ead and harm

third parties (nanely, consuners) and thereforeis not beneficial to

31 Defendants inply that Elrod and its progeny apply only to
political, and not comrercial, speech, see Govt’s Qop’ n at 25, but they
do not nmake any argunment as to why one type of First Amendnment
violation should be judged differently than another. Mor ever,
Def endant s have not pointed to any case | aw in support of such a
di stinction.
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the public. The Court is aware of the vital role the FDA plays in
protecti ng vul nerable consunmers fromfraud in the |abeling and
mar ket i ng of foods and di etary suppl enments. However, under the

governing anal ysis set forthinPearson, evenif Plaintiffs’ Folic Acid

Claimis insone respects "potentially m sleading,” the resulting
injury that could flowto consuners cannot conpare, as a matter of | aw,
with the First Amendnent injury Plaintiffs have continually bornein
the two yeas since Pearson was deci ded.

It is especiallyinportant torecognize that, inthe present case,
t he potential harmto consuners fromdeceptionis severely limted. By
the FDA's own adnission, consunmers who purchase and consune
mul tivitam n suppl enents containing 0.8 ng of folic acid, such as the

ones marketed by Plaintiffs, will not suffer any adverse health

effects. See Pearson, 164 F. 3d at 656 (noting that "t he gover nment

does not assert that [thePearson Plaintiffs’ ] dietary supplenentsin
any fashi on t hreaten consuner’s health and safety”). At worst, any
deceptionresulting fromPlaintiffs’ healthclaimw !l result sinplyin
consuner s spendi ng noney on a product that they m ght not ot herw se
have purchased, or perhaps spendi ng nore noney on a product with a
hi gher folic acid content. This type of injury, while not
i nsignificant, cannot conpare to the harmresul ting fromthe unl awf ul
suppressi on of speech.

D. The Public |Interest
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The public interest woul d be servedintw ways by the i ssuance
of an injunction. First, it isclearly inthe public interest to
ensur e t hat governnental agenci es, such as the FDA, fully conply with
the | aw, especi ally when that | awconcerns the paraneters of a party’s
Fi rst Arendrent rights to effectively communi cateits health message to
cConsuners.

Second, the public health risk from neural tube defects is
undeni ably substantial. NTDs occur i n approxi mately 1 of every 1, 000
live births in the United States. See P.l. Mt., Ex. 22 at 325.
Approxi mately 2, 500 babi es are born every year with an NTD. 1d. Of
t he children born wi th NTDs, npost do not survive into adul t hood, and
t hose who do experience severe handi caps. Thelifetime health costs
associ ated wi th spi na bi fida, the nbost common NTD, exceed $500, 000, and
the yearly costs in Social Security paynents exceed $82 m |lion.* See
P.I. Mt., Ex. 26 at 2, 6.

G ven that the scientific consensus, even as acknow edged by t he
FDA, confirns that taking folic acid substantially reduces a wonan’s
risk of givingbirthtoaninfant with a neural tube defect, the public
interest is well served by permtting information about the folic
aci d/ NTD connection to reach as wi de a public audi ence as possi bl e.
Plaintiffs’ Folic Acid Claim regardl ess of whether it is ideally

worded or entirely free fromm sl eadi ngness, comuni cates this vitally

32 Defendants did not dispute any of Plaintiffs’ statistics.
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i nportant nessage.
| V. Conclusion

For the reasons stated, the Court finds that the FDA s deci sion
toclassify Plaintiffs’ Folic Acid A ai mas "inherently m sl eadi ng" was
arbitrary, capricious, and an abuse of discretion. Plaintiffs’
proposed A ai mis only potentially m sl eading, and t herefore subject to
Fi rst Anmendnent protection. Accordingly, the Court concl udes that the
FDA act ed unconstitutionally, and particularly inviolationof the

Court of Appeals decision in Pearson v. Shalala, in suppressing

Plaintiffs’ Clai mrather than proposingaclarifyingdisclainmer to
acconmpany the Qaim Accordingly, the Court grants Plaintiffs’ Mtion
for aPrelimnary Injunctioninsofar as it requests a decl aration t hat
the FDA s refusal to authorize the Folic Acid d ai mvi ol ated t he Fi rst
Amendnent . 33

However, because it is the FDA's, rather than the Court’s,
institutional roletodraft accurate, adequate, and succinct heal th
claimdisclainmers, the Court hereby remands this case to t he FDA,
instructing the agency to draft one or nore appropriately short,

succi nct, and accurate di sclai ners.* The Court strongly suggests the

33 See supra note 22.

3% The Court is aware that there are certainconstraintsonits
ability to mandate specific time limts for agency action. See
Consuner Fed’n of Am and Pub. Gtizenv. United States Dep’t of Health
and Human Servs., 83 F. 3d 1497 (D.C. Cir. 1996). Because of those
constraints, the Court will not i npose an absolutetinelimt for the
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agency consi der the two di scl ai mers suggest ed by t hePear son Court
(" The evidence i n support of this claimisinconclusive" and "The FDA
does not approvethis claint), as well as the discl ai mer put forth by
Plaintiffs ("Foods fortifiedw th simlar anounts of folic acid may be

as effective as di etary suppl enments i n reduci ng the ri sk of neural tube

defects").
An Order will issue with this Opinion.
Dat e d adys Kessl er
United States District Judge
Copi es to:

Jonat han W Enord

Enord & Associ ates, P.C.
1050 Seventeenth Street, NW
Suite 600

Washi ngton, DC 20036

Susan Strawn

Drake Cuti ni

O fice of Consumer Litigation
Civil Division

U. S. Departnent of Justice

P. O. Box 386

Washi ngton, D.C. 20044

drafting of disclainmers. However, thereis no questionthat the agency
has acted with | ess t han reasonabl e speed i nthis case; for exanple, it
waited for nore than 18 nont hs before revoking rules declared
unconstitutional by our Court of Appeals. Further, as di scussed above,
the health risks tothe public fromneural tube defects, as well as the
econom c consequences, are very substantial. Consequently, the Court
anticipates that the agency will conplete its task within 60 days.
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UNI TED STATES DI STRI CT COURT
FOR THE DI STRI CT OF COLUMBI A

DURK PEARSON, et al.,

Plaintiffs, :
V. : Civil Action No.
00-2724 (GK)
DONNA E. SHALALA, et al.;
Def endant s.
ORDER

This matter is before the Court on Plaintiffs’ Mtion for a
Prelimnnary I njunction [#3] and Def endant’ s Motion to Di sm ss [#9].
For the reasons stated inthe acconpanyi ng MenmorandumOpi nion, it is
this day of February 2001

CRDERED, that Plaintiffs’ Mdtion for a Prelimnary | njunction][#3]
isgranted only insofar as it requests a decl aration that the Food and
Drug Adm ni stration’s Cct ober 10, 2000 denial of Plaintiffs’ Folic Acid
Claim(".8ngof folicacidinadietary supplenent is nore effective
inreducing the risk of neural tube defects than a | ower anount in
foods in comon forni') violates the First Anendnent of the U. S
Constitution; and it is further

CRDERED, that this case isrenmanded, effectiveimediately, tothe
Food and Drug Admi ni stration, for the purpose of drafting one or nore
short, succinct, and accurate alternative discl ai ners, whi ch may be

chosen by Plaintiffs to acconpany their Folic Acid Cl aim consi stent

with the acconpanyi ng Menorandum Opi ni on.



d adys Kessl er
United States District Judge

Copi es to:

Jonat han W Enord

Enord & Associ ates, P.C.
1050 Seventeenth Street, NW
Suite 600

Washi ngton, DC 20036

Susan Strawn

Drake Cuti ni

Office of Consumer Litigation
Civil Division

U.S. Departnent of Justice

P. O. Box 386

Washi ngton, D.C. 20044



