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STATEMENT OF COUNSEL 

I express a belief, based on a reasoned and studied professional 

judgment, that this appeal involves the following question of exceptional 

importance that warrants en banc review:  

If substances are found naturally within plants, are they “constitu-

ents” of “herbs or other botanicals” that are presumptively marketable as 

“dietary ingredients” under the Dietary Supplement Health and Educa-

tion Act of 1994 without the FDA’s preapproval, or can the FDA remove 

dietary supplements containing these substances from the market—even 

when it cannot show that they are unsafe—on the theory that they are 

not “constituents” of “botanicals” because they naturally appear in plants 

only in trace amounts and have not previously been physically extracted 

from plants for medicinal, cosmetic, or dietary use? 

 

Respectfully submitted, 

s/ John C. Neiman, Jr.                            .  

One of the Attorneys for Appellants  

Hi-Tech Pharmaceuticals, Inc. and 

Jared Wheat  
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PRELIMINARY STATEMENT 

The panel’s decision has critical ramifications for the regulation of 

dietary supplements throughout the country. But the decision is just as 

important because of what it says about the principles governing the 

courts’ interpretation of statutes more generally.  

Consider first what this decision will do to the industry. This case 

involves the Dietary Supplement Health and Education Act, a statute 

whose point was to expand the number of publicly available dietary sup-

plements. It thus deems any “constituent” of any “herb or other botanical” 

to be a “dietary ingredient” that manufacturers can include in supple-

ments without the FDA’s preapproval. 21 U.S.C. § 321(ff)(1)(C) & (F). As 

Judge Jordan wrote in dissenting from the panel decision under review, 

that language suggests that any naturally occurring plant component can 

be an ingredient in a presumptively marketable supplement. But the 

panel majority constricted that provision in ways that will reduce the 

supplements people can use. The majority held as a matter of first im-

pression that, even if a substance naturally occurs in plants, it is not a 

“constituent” of an “herb or other botanical” for these purposes if the sub-

stance, in the majority’s words, is found in plants only in “trace amounts” 
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and has not previously been “physically derived” from the plants for “me-

dicinal, cosmetic, or dietary” use. Slip Op. 11. If that ruling stands, it will 

stifle innovations in this multi-billion-dollar sector of the economy and 

preclude beneficial ingredients from being incorporated into dietary sup-

plements in the future. 

But the decision’s broader significance may lie in what it does to 

statutory interpretation. As the dissent noted, “the statutory text does 

not provide a basis for . . . the majority’s holding.” Id. at 25–26. The words 

“trace amounts,” “physically derived,” and “medicinal, cosmetic, or die-

tary” use, deemed dispositive by the majority, were not written by Con-

gress. Id. at 11. They were written by the majority, which effectively red-

lined these words into the United States Code: 

The term “dietary supplement”— 

(1) means a product (other than tobacco) intended to supple-

ment the diet that bears or contains one or more of the follow-

ing dietary ingredients: 

…  

(C) an herb or other botanical; 

…  

(F) a concentrate, metabolite, constituent that appears in 

non-trace quantities and has previously been physi-

cally derived from the ingredient for medicinal, cos-

metic, or dietary use, extract, or combination of any ingre-

dient described above. 

 

21 U.S.C. § 321(ff)(1)(C) & (F) (alterations added). 
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Judge Jordan’s dissent observed that the majority’s reworking of 

the statute seemed “influenced by policy reasons which call for a nar-

rower reading of the statutory text.” Slip Op. 26. The dissent pointed out 

that those concerns are “not ours to consider.” Id. at 27. The dissent con-

cluded that the reading of the statute that “squares with the broad lan-

guage Congress chose,” not “policy reasons,” should have controlled the 

Court’s resolution of this case. Id. 

The dissent was right about that point and many others. As this 

Court has explained, “we are not allowed to add or subtract words from 

a statute; we cannot rewrite it.” Friends of the Everglades v. S. Fla. Water 

Mgmt. Dist., 570 F.3d 1210, 1224 (11th Cir. 2009). Because this case in-

volves matters of great significance to an important industry, this Court 

should grant rehearing and reaffirm that principle. 
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ISSUE FOR REHEARING 

If substances are naturally parts of plants, are they “constituents” 

of “herbs or other botanicals” that are presumptively marketable as “die-

tary ingredients” under the Dietary Supplement Health and Education 

Act, or can the FDA remove dietary supplements containing these sub-

stances from the market—even when it cannot show they are unsafe—on 

the theory that they are not “constituents” of “botanicals” because they 

naturally appear in plants only in trace amounts and have not previously 

been physically derived from plants for medicinal, cosmetic, or dietary 

use? 
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STATEMENT OF COURSE OF PROCEEDINGS, 

DISPOSITION OF CASE, AND FACTS 

As is often true in cases involving significant issues of administra-

tive law, the pertinent statutory and regulatory landscape, factual back-

ground, and procedural posture in this appeal is complicated. The discus-

sion below focuses on the essential points. 

A. Statutory and regulatory backdrop 

The Dietary Supplement Health and Education Act of 1994 is 

known as DSHEA. It amended the Federal Food, Drug, and Cosmetic Act 

to make substances found in nature more available to the food-consuming 

public. DSHEA effectuated this goal by specifying that manufacturers 

can sell a wide array of supplements without the FDA’s preapproval. As 

relevant here, DSHEA specified that a “constituent” of an “herb or other 

botanical” is a “dietary ingredient” exempt from the preapproval process. 

21 U.S.C. § 321(ff)(1)(C) & (F). DSHEA also changed the rules for when 

the FDA can remove supplements containing “dietary ingredient[s]” from 

the market. Previously the burden had been on manufacturers to show 

that their products were safe before selling them. Cf. 21 U.S.C. § 355 
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(process for drugs). DSHEA flipped that presumption, making supple-

ments containing these ingredients marketable unless the FDA initiates 

a proceeding to show that a particular substance “presents a significant 

or unreasonable risk of illness or injury.” 21 U.S.C. § 342(f)(1)(A).  

B. The FDA’s actions against DMAA 

This case arose when the FDA seized millions of dollars’ worth of 

Hi-Tech’s supplements—removing them from the market and seeking 

their forfeiture—not because they are unsafe, but because they contain 

DMAA. See Doc. 41-7 at 20; Doc. 45 at 11. DMAA is a chemical compound 

that was first synthesized in the 1940s, when Eli Lilly used it in a decon-

gestant it later withdrew from the market. See Slip Op. 6. Then, in the 

late 1990s, a new study concluded that DMAA also occurs in geranium 

plants. See Zang Ping et al., A Study On the Chemical Constituents of 

Geranium Oil, 25 J. GUIZHOU INST. TECH. 82 (1996). Thereafter, dietary-

supplement manufacturers began synthesizing DMAA and including it 

in their products because it boosts energy, which helps people exercise 

harder and lose weight. See Slip Op. 6.  
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Hi-Tech is among the manufacturers that included synthesized 

DMAA in its supplements. It did so on the premise that because DMAA 

is in geraniums—and because a geranium is an “herb or other botani-

cal”—DMAA is a “constituent” of an “herb or other botanical” for these 

purposes. Hi-Tech took this position based not only on the study that 

originally found DMAA in geraniums, but numerous follow-up studies 

reaching the same conclusion. See Slip Op. 6–7. 

Despite those studies, the FDA eventually seized Hi-Tech’s supple-

ments and sought their forfeiture, claiming that DMAA is not, in fact, a 

“constituent” of a “botanical.” See id. at 2. Critically, the FDA did not 

advance the interpretation of DSHEA that the panel majority ultimately 

adopted in this appeal: it did not say a substance is not a “constituent” of 

a “botanical” if it appears in plants only in trace quantities and has never 

been physically derived from the plants for medicinal, cosmetic, or die-

tary use. Nor did the FDA claim that DMAA is unsafe. The FDA instead 

maintained that DMAA is not a “constituent” of a “botanical,” on the the-

ory that the studies Hi-Tech relied on—finding DMAA present in germa-

niums—were wrong. Other studies, according to the FDA, showed that 

DMAA is not in geraniums. See Doc. 108-4 at 303–04. 
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C. Course of proceedings 

 As the Government’s forfeiture case proceeded, its arguments fell 

apart. Discovery revealed that the studies the FDA had relied upon were 

flawed. The researchers had, in fact, detected low levels of DMAA in ge-

raniums but had failed to report that result. See Doc. 108-1 at 8–16. 

When the Government moved for summary judgment, it had to fall back 

on a different theory—that the DMAA found in geraniums must have 

come from some source besides the plant. See Doc. 107-1 at 15–17. 

The District Court rejected that argument, reasoning that the Gov-

ernment had not satisfied its “burden of establishing that DMAA is not 

in geraniums.” Doc. 140 at 5. Yet the District Court still granted the Gov-

ernment summary judgment based on a reading of DSHEA the Govern-

ment had not advanced. The District Court reasoned that DMAA does 

not satisfy the DSHEA definition of “dietary ingredient” because “[w]hile 

very small amounts of DMAA might be present in geraniums,” the 

“DMAA in the marketplace has never been extracted from geraniums or 

any other plant.” Id. at 8. 
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Over Judge Jordan’s dissent in pertinent part, a panel of this Court 

affirmed. Judge Hinkle, sitting by designation, wrote the majority opin-

ion, which Judge Tjoflat joined. They acknowledged that “this record pre-

sents a genuine factual dispute over whether trace amounts of DMAA are 

naturally contained in geraniums.” Slip Op. 7. They also acknowledged 

that suppliers can “artificially manufacture[]” the constituents of botan-

icals, as Hi-Tech does with DMAA, and properly include them in their 

presumptively marketable supplements. Id. at 14. But the majority con-

cluded that, based on its interpretation of DSHEA, the DMAA in gerani-

ums still is not a “constituent” of an “herb or other botanical.”  

The majority reached that result by rejecting various dictionary def-

initions stating that “constituent” means “anything naturally contained 

in.” Id. at 10. The majority instead relied on one definition, found in a 

single dictionary, saying a “constituent” is an “essential” part. Id. The 

majority reasoned that this definition “suggests a connotation” that is 

“too narrow to include the DMAA—if there is any—contained in gerani-

ums.” Id. The majority likewise reasoned that the other words DSHEA 

uses to describe marketable ingredients—“concentrate[s],” “extract[s],” 

“combination[s],” and “metabolite[s]”—refer to things “derived from” 
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plants or other natural items in “usable form or amount.” Id. at 11. The 

majority concluded that a “constituent” cannot include a “substance that 

is present in a plant in only trace amounts and that has never been de-

rived from a plant for use in any medicinal, cosmetic, or dietary product.” 

Id. 

Judge Jordan’s dissent posited that “the statutory text does not pro-

vide a basis for . . . the majority’s holding.” Id. at 25–26. The dissent ex-

plained that dictionaries “broadly define[]” the term “constituent” as 

simply “a part of something else.” Id. at 26. The dissent explained that 

the majority’s gloss on the term, under which it only “mean[s] something 

that has been taken out of a plant in usable amounts,” would “eliminate 

any independent meaning Congress intended” with respect to another in-

gredient that DSHEA renders marketable—a plant’s “extract[s].” Id. The 

dissent concluded that “[a]lthough the statutory reading advocated by Hi-

Tech is expansive, that reading squares with the broad language Con-

gress chose.” Id. at 27. 

The panel issued its decision on August 30, 2019. This petition is 

timely under Rule 40(a)(1) of the Federal Rules of Appellate Procedure 

and Eleventh Circuit Rule 35-2, which provide a 45-day period for filing 
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rehearing petitions in civil cases when “the United States or an agency 

or officer thereof is a party.”  
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ARGUMENT 

“[S]tatutory interpretation” is at the heart of this case, but in many 

respects “[t]here is more at stake” here. McCarthan v. Dir. of Goodwill 

Indus.-Suncoast, 851 F.3d 1076, 1100 (11th Cir. 2017) (Carnes, C.J., con-

curring). The panel’s effective insertion of language into DSHEA—re-

quiring plant components to have been previously extracted in non-trace 

quantities before they count as plant “constituents”—raises “separation 

of powers” concerns about “the proper role of the judiciary” that would 

warrant rehearing by themselves. Id. at 1100–01. But the ruling’s prac-

tical consequences make the need for reconsideration even more impera-

tive. 

The decision, for example, calls into question current processes for 

producing beneficial dietary ingredients—and not just DMAA. Pterostil-

bene is an antioxidant in blueberries, but only in “trace amounts” around 

10 parts per million. See Denise McCormack et al., A Review of Pterostil-

bene Antioxidant Activity and Disease Modification, OXIDATIVE MEDICINE 

& CELLULAR LONGEVITY (2013), https://www.hindawi.com/jour-

nals/omcl/2013/575482/. Resveratrol is a healthy chemical in red wine, 

but there are only 0.3 to 0.5 milligrams per glass. See Ore. State Univ. 
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Linus Pauling Inst., Micronutrient Info. Ctr.: Resveratrol (2015) tbl. 1, 

http://lpi.oregonstate.edu/mic/dietary-factors/phytochemicals/resvera-

trol. Manufacturers have synthesized these compounds so they can incor-

porate them into supplements in larger, more beneficial quantities. See, 

e.g., James McNulty, A scalable process for the synthesis of (E)-pterostil-

bene involving aqueous Wittig olefination chemistry, SCIENCE DIRECT J. 

(May 2013); Bob Yirka, Chemists Figure Out How to Synthesize Com-

pounds from Resveratrol, PHYSORG.COM (June 23, 2011), 

https://phys.org/news/2011-06-chemists-figure-compounds-resvera-

trol.html. Even though the panel acknowledged that botanical constitu-

ents can be included in supplements when they are “artificially manufac-

tured,” Slip Op. 14, the limitations it wrote into DSHEA—precluding, 

among other things, constituents found only in “trace amounts”—call 

these processes into doubt. 

The panel’s decision also will put the brakes on scientific progress 

in years to come. The machines used to determine a plant’s components 

are “still evolving to meet the latest demands of biotechnology.” John 

Buie, Evolution of Mass Spectrometers, LAB MANAGER (Feb. 27, 2011), 

https://www.labmanager.com/lab-product/2011/02/evolution-of-mass-
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spectrometers#.XZomwvZFw2w. Scientists constantly uncover new and 

beneficial plant compounds. See, e.g., Scientists Discover a Cancer-

Fighting Substance in a Common Wildflower, SILICON REPUBLIC (Aug. 2, 

2019), https://www.siliconrepublic.com/innovation/feverfew-wildflower-

cancer-killing-compound. When future technological and scientific leaps 

reveal these compounds in trace amounts, the majority’s decision will 

preclude their use in presumptively marketable supplements no matter 

how beneficial they may be. 

DSHEA’s text does not require these consequences, and just the op-

posite is true. As Judge Jordan’s dissent shows, the majority’s reading of 

“constituent,” “herb,” and “botanical” contradicts these terms’ ordinary 

meaning and the way this Court interprets statutes. Far from being com-

pelled by public policy, the majority’s narrowing of the statute will re-

strict supplements in a manner contrary to the aims Congress sought to 

serve. Congress made all plant constituents presumptively marketable 

under DSHEA, and this Court should reject the additional requirements 

the majority read into the law. 
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A. The dissent correctly reasoned that a part of a plant 

is a “constituent” of an “herb or other botanical” un-

der DSHEA  

As the dissent explained, the analysis here turns on “what the 

words ‘herb,’ ‘botanical,’ and ‘constituent’ mean.” Slip Op. 23. The answer 

is straightforward. “When a statutory term is undefined, courts give it its 

ordinary meaning or common usage.” United States v. Lopez, 590 F.3d 

1238, 1248 (11th Cir. 2009) (internal quotation marks omitted). The or-

dinary meaning of “herb or other botanical” includes “plants or plant life.” 

Slip Op. 24 (dissent) (quoting THE AMERICAN HERITAGE DICTIONARY OF 

THE ENGLISH LANGUAGE 298 (3d ed. 1993)). The ordinary meaning of “con-

stituent” is “part of a whole.” Id. at 25 (quoting THE AMERICAN HERITAGE 

DICTIONARY OF THE ENGLISH LANGUAGE 394 (4th ed. 2009)). Both the ma-

jority and dissent acknowledged that “this record presents a genuine fac-

tual dispute over whether trace amounts of DMAA are naturally con-

tained in geraniums.” Slip Op. 7; id. at 23. The correct outcome of this 

appeal, then, is not summary judgment for the FDA. It is a trial, at which 

the fact-finder will resolve the FDA’s dispute with Hi-Tech over whether 

DMAA is, in fact, present in geraniums. 
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The majority’s contrary analysis started with a significant misap-

prehension of the arguments before it. It first focused on whether DMAA 

is an “herb or other botanical,” Slip Op. 5, even though no one has main-

tained that DMAA itself falls within that definition. Hi-Tech’s contention 

is instead that the geranium plant is an “herb or other botanical,” and 

there is no serious dispute about whether this is true. The FDA conceded, 

the dissent observed, that “‘botanical’ also is defined as the plant (or part 

of the plant) itself.” Id. at 24 (citing Appellee Br. 16). And, the dissent 

observed, “a geranium is certainly a plant.” Id. at 25. The majority did 

not say otherwise. 

The critical question instead is whether DMAA is a constituent of a 

geranium—and it is hard to describe the majority’s opinion as doing an-

ything besides writing words into the statute on this front. Based on one 

dictionary’s definition saying a “constituent” is an “essential” part, the 

majority held that (1) a plant’s “constituents” cannot appear only in 

“trace amounts,” (2) they must previously have been “physically derived 

from” the plants, and (3) the derivation must have been for a “medicinal, 

cosmetic, or dietary product.” Slip Op. 10 (citing MERRIAM-WEBSTER 
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ONLINE DICTIONARY 2019, https://www.merriam-webster.com/diction-

ary/constituent). That reasoning was faulty. The same dictionary also de-

fines “constituent” as simply a “component.” See id. Many other diction-

aries do not include the adjective “essential” in their “constituent” defini-

tions. See id. at 25 (dissent) (citing 1 SHORTER OXFORD ENGLISH DICTION-

ARY 496 (5th ed. 2002); THE AMERICAN HERITAGE DICTIONARY OF THE ENG-

LISH LANGUAGE 394 (4th ed. 2009); WEBSTER’S THIRD NEW INTERNATIONAL 

DICTIONARY OF THE ENGLISH LANGUAGE UNABRIDGED 258 (2002)). “Giving 

determinative weight to one dictionary’s definition of a term, when other 

dictionaries define the term in a quite different manner, may very well 

exceed the bounds of the permissible.” Price v. Time, Inc., 416 F.3d 1327, 

1338 (11th Cir. 2005) (internal quotation marks omitted), as modified on 

denial of reh’g, 425 F.3d 1292 (11th Cir. 2005). 

But more importantly, the majority had no basis for using the word 

“essential” to impose these complex requirements on the statute. That 

something appears in small quantities does not mean it is not “essential.” 

Human bodies contain numerous “trace elements” that are present “in 

only small amounts” but still are “vital for maintaining health.” Su-

khsatej Batra, Importance of Trace Elements in the Human Body, S.F. 
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CHRON. (Dec. 12, 2018), https://healthyeating.sfgate.com/importance-

trace-elements-human-body-4684.html. If Congress had believed that a 

certain amount of a component must be in a plant for it to be a “constit-

uent,” DSHEA would have pegged that amount at a specific number, as 

statutes do in innumerable contexts. See, e.g., 15 U.S.C. § 2697(a)(7)(C) 

(formaldehyde thresholds in wood products). In any event, the majority 

did not explain how the word “essential” birthed the other requirements 

it read into DSHEA—that the compound have been “physically derived 

from” plants, and that its prior derivation be for a “medicinal, cosmetic, 

or dietary product.”  

Indeed, those words’ insertion effectively deleted a word that does 

appear in the statute. “Constituent[s]” are not the only substances 

DSHEA makes dietary ingredients: the statute also says, among other 

things, that “extract[s]” are, too. 21 U.S.C. § 321(ff)(1)(F). An extract, the 

dissent noted, is “something extracted.” Slip Op. 26 (quoting WEBSTER’S 

THIRD NEW INTERNATIONAL DICTIONARY OF THE ENGLISH LANGUAGE UNA-

BRIDGED 806 (2002)). So “reading ‘constituent’ to mean something that 

has been taken out of a plant in usable amounts” would “eliminate any 

independent meaning Congress intended by using ‘extract.’” Id. at 27. 
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The majority had no persuasive response. It did suggest it would be 

“awkward[]” if the term “constituent” were “broad[er]” and “markedly dif-

ferent” from the other substances DSHEA makes marketable—“ex-

tract[s],” “concentrate[s],” “combination[s],” and “metabolite[s],” all of 

which the majority claimed were “physically derived from” plants. Id. at 

11 (discussing 21 U.S.C. § 321(ff)(1)(F)). But as the dissent noted, that 

reasoning goes against the canon that “words . . . connect[ed]” in a dis-

junctive list like this one in DSHEA “are to be given separate meanings.” 

Id. at 26 (quoting Loughrin v. United States, 573 U.S. 351, 357 (2014)). 

The awkward reading of DSHEA is the majority’s, which interprets “con-

stituent” to mean the same thing as “extract.” 

It is fitting that the majority closed its textual analysis by acknowl-

edging that “[n]one of” the considerations it offered “is dispositive.” Id. at 

11. That is precisely the point. The dispositive considerations yield a 

straightforward interpretation that requires no addition to the statute’s 

text, and no fixation on an isolated word in a single dictionary. A “con-

stituent” of an “herb or other botanical” is simply something that is part 

of a plant. 
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B. The dissent’s reading of DSHEA’s text is consistent 

with its purpose 

In the light of the direction in which the statutory indicators point, 

the dissent posited that the majority “seem[ed] influenced by policy rea-

sons” that led it to adopt a “reading” that was “narrower” than what the 

“text” suggested. Id. at 26. The dissent rightly called any such policy con-

cerns “not ours to consider,” id. at 27, but the language the majority read 

into the statute contradicts the policies underlying DSHEA in any event. 

The point of DSHEA was not to reduce the number of natural in-

gredients in presumptively marketable supplements. It was to expand 

them. The Third Circuit has observed that “Congress passed DSHEA af-

ter a long-running dispute with the FDA about how strictly dietary sup-

plements should be regulated.” NVE, Inc. v. Dep't of Health & Human 

Servs., 436 F.3d 182, 186 (3d Cir. 2006). As commentators have ex-

plained, DSHEA set out a list of presumptively marketable dietary ingre-

dients that was “expansive,” so “the broadest possible range of ingredi-

ents” could be included in supplements without FDA preapproval. Scott 

Bass et al., The New Dietary Ingredient Safety Provision of DSHEA: A 

Return to Congressional Intent, 31 AM. J.L. & MED. 285, 294–95 (2005). 

To paraphrase the dissent, the breadth of DSHEA’s language does not 
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“demonstrate” any “ambiguity in Congress’s intent” about what is pre-

sumptively marketable. Slip Op. 27 (citing Pa. Dept. of Corrections v. Yes-

key, 524 U.S. 206, 212 (1998)). It “demonstrates breadth.” Id.  

It thus would be ironic if the majority’s ruling—which will trim 

down the number of marketable ingredients and curb innovation that 

could bring new ingredients in the future—became controlling law be-

cause of, in the dissent’s words, “policy reasons.” Id. at 26. Any policy 

reasons that led to this winnowing of the statute would not be Congress’s. 

They would, instead, be the majority’s. And if the majority limited 

DSHEA’s definition of dietary ingredients out of concern about unsafe 

products coming to market, it ignored the mechanism that Congress de-

veloped to head off that result. As commentators have noted, the provi-

sion defining the presumptively marketable dietary ingredients, 

§ 321(ff)(1), “is not a safety provision.” Bass, supra, at 295. DSHEA’s 

safety provision is § 342, which allows the FDA to take products off the 

market if it shows they “present[] a significant or unreasonable risk of 

illness or injury.” 21 U.S.C. § 342(f)(1)(A). The FDA has not even at-

tempted to prove that about DMAA. But if it were to do so, its method 
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would be through that mechanism, not by narrowing the dietary-ingredi-

ent definition. The line DSHEA’s dietary-ingredient definition draws is 

not between ingredients that are safe and unsafe, but between ingredi-

ents that occur in nature and those that do not. 

Nor can the majority’s reading be defended through its repeated 

suggestions that DMAA’s discovery in geraniums was a “coinciden[ce],” 

happening years after it was first synthesized. Slip Op. 2, 8, 10, 13, 14. 

DSHEA’s text does not make an ingredient’s status as a plant constituent 

turn on whether it previously has been synthesized. It makes this status 

turn on whether the ingredient is part of a plant. That approach reflects 

sound policy, as it will allow manufacturers to boost the number of bene-

ficial ingredients in the food supply as science reveals more about what 

compounds occur in nature. More importantly, this approach reflects a 

sound understanding of the statute’s text. To implement the purposes of 

DSHEA attributable to Congress on this important issue of first impres-

sion—and to bring this area of the law into line with this Court’s statu-

tory-interpretation precedents—this Court should adopt the reasoning of 

the panel dissent. 

  

Case: 17-13376     Date Filed: 10/15/2019     Page: 32 of 64 



 

 23 

CONCLUSION 

The Court should grant rehearing or rehearing en banc and reverse 

the judgment of the District Court.  
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ADDENDUM – PANEL DECISION 

Decision in United States v. Undetermined Quantities of All Articles of 

Finished & In-Process Foods, 936 F.3d 1341 (11th Cir. Aug. 30, 2019): 
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   [PUBLISH] 
 

IN THE UNITED STATES COURT OF APPEALS 
 

FOR THE ELEVENTH CIRCUIT 
________________________ 

 
No. 17-13376  

________________________ 
 

D.C. Docket No. 1:13-cv-03675-WBH 
 

UNITED STATES OF AMERICA,  
 
                                                                                Plaintiff - Appellee, 
 
versus 
 
UNDETERMINED QUANTITIES OF ALL ARTICLES OF  
FINISHED AND IN-PROCESS FOODS,  
raw ingredients (bulk powders, bulk capsules), with any lot number,  
size, or type container, whether labeled or unlabeled, et al., 
  
                                                                                Defendants, 
 
HI-TECH PHARMACEUTICALS, INC.,  
JARED WHEAT,  
 
                                                                                Claimants - Appellants. 

 
________________________ 

 
Appeal from the United States District Court 

for the Northern District of Georgia 
________________________ 

 
(August 30, 2019) 
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Before TJOFLAT and JORDAN, Circuit Judges, and HINKLE,* District Judge. 
 
HINKLE, District Judge: 
 
 The Dietary Supplement Health and Education Act of 1994 provides 

favorable treatment for “dietary supplements,” defined to include any “botanical” 

or “constituent” of a botanical. This case presents the question whether these terms 

apply to a substance that was invented in a laboratory and is artificially produced 

for commercial sale but that, entirely coincidentally, may be found in trace 

amounts in a plant. We hold that the terms do not extend this far. 

I. Proceedings 

 The Food and Drug Administration seized from Hi-Tech Pharmaceuticals, 

Inc. a substantial quantity of products containing 1,3-dimethylamylamine or 

“DMAA.” DMAA is used in fitness products aimed at bodybuilders and other 

athletes.  

The seizure led to two actions that were consolidated in the district court. 

One was a forfeiture action filed by the United States against the products. Hi-Tech 

and its chief executive officer, Jared Wheat, intervened as claimants. Hi-Tech filed 

the other action against the FDA and other governmental defendants.  

 
* Honorable Robert L. Hinkle, United States District Judge for the Northern District of 

Florida, sitting by designation.   
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Hi-Tech asserted that DMAA is a dietary supplement; that under the 

Administrative Procedure Act the FDA can properly ban DMAA, if at all, only 

through rulemaking; and that the seizure of Hi-Tech’s DMAA violated the Fifth 

Amendment’s Due Process Clause.  

The parties filed cross-motions for summary judgment. The district court 

granted the FDA’s motion, holding the seizure proper both substantively and 

procedurally. The district court denied a motion to reconsider that included a 

request to reopen discovery. Hi-Tech and Mr. Wheat have appealed. The appeal 

has been fully briefed and orally argued. 

II. Standard of Review 

We review de novo the district court’s grant of summary judgment. See, e.g., 

Price v. Comm’r, Dep’t of Corr., 920 F.3d 1317, 1323 (11th Cir. 2019). We review 

for abuse of discretion the district court’s denial of the motion for reconsideration 

and refusal to reopen discovery. See, e.g., Corwin v. Walt Disney Co., 475 F.3d 

1239, 1254 (11th Cir. 2007) (reconsideration); Artistic Entm’t, Inc. v. City of 

Warner Robins, 331 F.3d 1196, 1202 (11th Cir. 2003) (reopening discovery). 

III. The Statute and the Issues 

 The Federal Food, Drug, and Cosmetic Act prohibits the introduction of 

adulterated foods into interstate commerce. 21 U.S.C. § 331(a). The FDA enforces 

the Act. Id. § 393(b)(2)(A). The agency may bring an in rem forfeiture action in 
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district court to condemn adulterated foods. Id. § 334(a)(1). Hi-Tech’s DMAA 

products were adulterated foods if they were “food additives” but not if they were 

“dietary supplements.”  

The background is this. The Dietary Supplement Health and Education Act 

of 1994, commonly referred to as “DSHEA,” amended the Federal Food, Drug, 

and Cosmetic Act to provide favorable treatment for dietary supplements. The 

statute’s definition of “dietary supplement” includes multiple parts. 21 U.S.C. 

§ 321(ff). The only part relevant to Hi-Tech’s DMAA is this: a product that is 

intended to supplement the diet—this includes DMAA—is a dietary supplement if 

it contains “an herb or other botanical” or “a concentrate, metabolite, constituent, 

extract, or combination of” an herb or other botanical. Id. § 321(ff)(1)(C) & (F). 

The statute describes these—as well as other substances not at issue here—as 

“dietary ingredients.”  

Under DSHEA, and subject to exceptions not relevant here, a dietary 

supplement can be condemned as adulterated only if the FDA carries the burden of 

proving that the substance presents a “significant or unreasonable risk of illness or 

injury” under recommended, suggested, or ordinary conditions of use. Id. 

§ 342(f)(1)(A). The FDA did not attempt to make that showing for the DMAA 

products it seized from Hi-Tech. A ruling that DMAA is a dietary supplement thus 

would resolve this appeal in Hi-Tech’s favor. 
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  On the other hand, a ruling that DMAA is a “food additive” would resolve 

the dispute in the FDA’s favor. A substance intended for human consumption is a 

food additive if it is not a dietary supplement and is not “generally recognized, 

among experts qualified by scientific training and experience to evaluate its safety, 

as having been adequately shown through scientific procedures . . . to be safe under 

the conditions of its intended use.” Id. § 321(s). For a substance in common use in 

food prior to January 1, 1958—this does not include DMAA—the adequate 

showing of safety can be made not only by scientific procedures but also by 

experience. There are other exceptions to this definition of “food additive,” but 

none applies here. 

The FDA asserts that DMAA is not a dietary supplement, is not generally 

recognized as safe, does not meet any other exception, and is therefore a food 

additive. Hi-Tech insists that DMAA is a dietary supplement and thus is not a food 

additive, but that even if DMAA is not a dietary supplement, DMAA is generally 

recognized as safe and thus still is not a food additive.  

The issues thus are first, whether Hi-Tech’s DMAA products are “an herb or 

other botanical” or “a concentrate, metabolite, constituent, extract, or combination 

of” an herb or other botanical, and second, if not, whether the products are 

generally recognized as safe. Secondary issues are whether the FDA was entitled to 
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seize and forfeit the products without engaging in rulemaking and whether the 

district court should have reopened discovery.  

IV. DMAA 

The earliest known identification or use of DMAA occurred in 1944. In that 

year Eli Lilly & Co. synthesized and patented DMAA for use as a nasal 

decongestant. For marketing reasons, Eli Lilly asked the FDA to withdraw its 

approval of this use in 1983. At least insofar as shown by this record, DMAA was 

not used as a dietary supplement or food additive at that time, and no health 

concerns had been noted.  

DMAA eventually made a resurgence, this time in fitness products aimed at 

bodybuilders and other athletes. Because of DMAA’s noticeable stimulant effect, 

the compound made its way into pre-workout energy and fat-burner products 

around the world.  

The FDA eventually adopted the position that DMAA is not a dietary 

supplement but an unsafe food additive. The FDA issued cease-and-desist letters to 

at least some entities marketing DMAA products. Perhaps unaware of Hi-Tech’s 

marketing of DMAA products, the FDA did not issue a cease-and-desist letter to 

Hi-Tech. 

Around the same time, researchers began to find trace amounts of DMAA in 

geraniums of the genus pelargonium. A 2013 survey concluded that overall, the 
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studies showed that DMAA “is found naturally in some, but not all, geranium 

plants and extracted geranium oils.” Thomas D. Gauthier, Evidence for the 

Presence of 1,3-Dimethylamylamine (1,3-DMAA) in Geranium Plant Materials, 8 

Analytical Chemistry Insights 29-40 (2013), available at 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3682735/. Indeed, the FDA’s own 

expert had previously participated in a study that found trace amounts of DMAA in 

geraniums.  

Even so, this record presents a genuine factual dispute over whether trace 

amounts of DMAA are naturally contained in geraniums. On the one hand, studies 

have found trace amounts of DMAA in geraniums. On the other hand, some 

fertilizers contain DMAA that could be a source of trace amounts of DMAA in 

geraniums, and the record includes competent testimony that there is no known 

pathway by which geraniums could produce DMAA. Either way, it is clear that 

DMAA is not contained in geraniums in amounts greater than could reasonably be 

characterized as trace amounts. No study has found a greater amount.   

V. “Herb or Other Botanical”  

The first rule of statutory construction is to apply the plain meaning of the 

statutory language. See, e.g., Bankston v. Then, 615 F.3d 1364, 1367 (11th Cir. 

2010). Here the meaning is not completely clear. 
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Hi-Tech says DSHEA uses “botanical” to mean all plant life, nothing more 

and nothing less—that is, to mean flora, without limitation. The suggestion is 

sensible enough—“botany” is the study of plants. On the other hand, it would be 

passing strange for a writer wishing to cover the universe of plant life—to mean all 

flora—to achieve that result through the term “herb or other botanical.” Moreover, 

the usual connotation of “botanical” when used as a noun, as recognized in 

dictionaries in use when DSHEA was enacted as well as those is use today, is a 

substance derived from a plant used for a limited category of purposes.  

In 1993, a year before DSHEA became law, Merriam-Webster’s defined the 

noun “botanical” as a “a plant part or extract used esp[ecially] in skin and hair care 

products.” “Botanical,” Merriam-Webster’s Collegiate Dictionary 134 (10th ed. 

1993). The current edition defines the noun “botanical” as a “substance obtained or 

derived from a plant[,] such as . . . a plant part or extract used especially in skin 

and hair care products[,] a medicinal preparation derived from a plant[, or] plant 

material used as a flavoring agent.” “Botanical,” Merriam-Webster’s Online 

Dictionary 2019, available at https://www.merriam-

webster.com/dictionary/botanical. Neither definition suggests that the noun 

“botanical” includes an artificially produced substance that, entirely coincidentally, 

may be found in trace amounts in a plant. Nor do they suggest that “botanical” 

includes all flora. 
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Both the Supreme Court and the Eleventh Circuit have relied on Merriam-

Webster’s as an aid in construing statutes. See, e.g., Octane Fitness, LLC v. ICON 

Health & Fitness, Inc., 572 U.S. 545, 553 (2014); Burlington N. & Santa Fe Ry. 

Co. v. United States, 556 U.S. 599, 611 (2009); United States v. Zuniga-Arteaga, 

681 F.3d 1220, 1224 (11th Cir. 2012); Arriaga v. Fla. Pac. Farms, LLC, 305 F.3d 

1228, 1242 (11th Cir. 2002). This does not make these cited definitions of 

“botanical” dispositive; dictionaries are not controlling and in any event give 

examples to convey a term’s most common uses, not necessarily to suggest limits. 

But the narrower connotation suggested by the dictionaries is consistent with 

DSHEA’s use of the term “herb or other botanical” rather than a broader term 

plainly encompassing all plant life.  

To be sure, the difference between Hi-Tech’s broad view—all flora—and 

the narrower dictionary definitions is not as stark as might appear at first blush. 

That a substance derived from a plant is used in a dietary product brings it close to 

the current dictionary definition, which includes a medicinal preparation derived 

from a plant.  

Still, the use of “herb or other botanical” in the statute, together with the 

dictionary definitions of a botanical as “derived from a plant,” supports a much 

narrower construction than Hi-Tech proposes. Had Congress meant all plants and 

anything contained in them, it could have said so. It did not. At the least, the 
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statutory language and dictionary definitions support a conclusion that would be 

reasonable anyway: it is unlikely that Congress used the term “herb or other 

botanical” to mean a substance invented in a laboratory and artificially produced, 

that can be found in a plant only in trace amounts, only coincidentally, and that has 

never been derived from a plant for use in any medicinal, cosmetic, or dietary 

product.   

VI. “Constituent” 

The statutory definition of a dietary supplement extends not only to an “herb 

or other botanical” but also to “a concentrate, metabolite, constituent, extract, or 

combination of” an herb or other botanical. 21 U.S.C. § 321(ff)(1)(F). Hi-Tech 

asserts “constituent” means anything naturally contained in. The word could be 

given that meaning, but the connotation is usually not so broad. Indeed, both the 

1993 edition and the current edition of Merriam-Webster’s define “constituent” as 

“an essential part.” “Constituent,” Merriam-Webster’s Collegiate Dictionary 248 

(10th ed. 1993); “Constituent,” Merriam-Webster Online Dictionary 2019, 

available at https://www.merriam-webster.com/dictionary/constituent. This 

definition suggests a connotation much narrower than proposed by Hi-Tech and 

too narrow to include the DMAA—if there is any—contained in geraniums. 

For its part, the FDA says Hi-Tech’s proposed definition of “constituent” 

would render superfluous the statute’s inclusion of the word “extract.” The FDA 
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says the meaning of “constituent” must be informed by the other words in the 

statutory list, under the canon noscitur a sociis. See In re Piazza, 719 F.3d 1253, 

1263 n.4 (11th Cir. 2013) (discussing this canon); Antonin Scalia & Bryan A. 

Garner, Reading Law: The Interpretation of Legal Texts (“Reading Law”) 195-98 

(2012) (same). The “most common effect of the canon is not to establish which of 

two totally different meanings applies but rather to limit a general term to a subset 

of all the things or actions that it covers—but only according to its ordinary 

meaning.” Reading Law at 196.   

A concentrate or extract of a product is derived from the product in usable 

form or amount. So is a combination of the product with another substance. A 

metabolite, too, is physically derived from a product. If, as Hi-Tech asserts, 

constituent means anything contained in, the word is both markedly different from 

the others in the list and awkwardly placed—the broadest term in a five-item list 

but placed not first or last but in the center.  

None of this is dispositive. The safest conclusion is this: it is unlikely that 

Congress used the term “constituent” to mean a substance that is present in a plant 

in only trace amounts and that has never been derived from a plant for use in any 

medicinal, cosmetic, or dietary product. 

VII. The Reason for the Statutory Presumption 
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 As set out above, DSHEA gives a preference to dietary supplements. The 

FDA can condemn a dietary supplement as adulterated only on a showing that it 

presents a “significant or unreasonable risk of illness or injury” under 

recommended, suggested, or ordinary conditions of use. 21 U.S.C. § 342(f)(1)(A). 

This is, in effect, a rebuttable presumption that the product is safe when used as 

intended.  

 A principal reason for rebuttable presumptions, whether in statutes or other 

legal constructs, is administrative convenience. When a proposition is usually true, 

it sometimes makes sense to presume it is true, subject only to rebuttal in the 

occasional instance when it is not true. Perhaps more importantly, at least in the 

regulatory context, a presumption can avoid unnecessary expense and delay—a 

person or entity can go forward with proposed action without awaiting regulatory 

approval. This approach works best when a proposition is usually true and when 

the rebuttable presumption is clear and easily applied—otherwise the unnecessary 

expense and delay is not likely to be avoided. 

 DSHEA well illustrates this approach. Congress thought it better to have a 

clear, administrable rule—dietary supplements are presumed safe, subject only to a 

contrary showing—than to require a particularized inquiry in every case. See S. 

Rep. No. 103-410, at 21-22 (1994). A fair inference is that herbs and other 
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botanicals and their constituents made the list of favored dietary ingredients 

because consuming them is ordinarily safe.  

 Consuming most herbs or other botanicals, though surely not all, is safe. The 

same is true even for most plants, and people have been consuming plants for as 

long as there have been people. Congress reasonably could choose to treat any 

product derived from a plant as adulterated only on a showing that it is unsafe. A 

rebuttable presumption for anything derived from a plant would serve 

administrative convenience and avoid delay in introducing a product to the market. 

It is a stretch, though, to apply the same reasoning to a substance invented in 

a laboratory and artificially produced, that can be found in a plant, if at all, only in 

trace amounts, only coincidentally, and that has never been derived from a plant 

for use in any medicinal, cosmetic, or dietary product. The fact that DMAA can be 

found in trace amounts in geraniums, if true, says absolutely nothing about whether 

consuming the substance is safe.  

Nor does applying a rebuttable presumption to a substance of this kind serve 

administrative convenience. It is easy enough to identify plants or substances 

actually derived from plants. But as this case illustrates, it is not always easy to 

determine whether a product invented in a laboratory and artificially manufactured 

can be found in trace amounts in some plant somewhere in the world.  
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There is no reason to believe that when it adopted DSHEA, Congress 

intended to put in place a rebuttable presumption that such a product is safe. We 

hold that DSHEA does not go that far. 

This does not mean that DSHEA applies only to products actually derived 

from plants, not those artificially manufactured. If a product is indeed a dietary 

supplement because it contains a qualifying dietary ingredient—including, for 

example, an herb or other botanical—a manufacturer may take the dietary 

ingredient from nature or produce it artificially. But there must be a qualifying 

dietary ingredient. The ability to create a substance in a laboratory and 

manufacture it artificially does not give a substance that status. Nor does 

coincidentally identifying the substance in trace amounts in some plant somewhere 

in the world.  

VIII. Generally Recognized as Safe 

Hi-Tech says DMAA is generally recognized as safe—or, to quote the 

statute’s more exacting standard, DMAA is “generally recognized, among experts 

qualified by scientific training and experience to evaluate its safety, as having been 

adequately shown through scientific procedures . . . to be safe under the conditions 

of its intended use.” 21 U.S.C. § 321(s). The FDA’s rule on this concludes that a 

substance meets this standard only when, based on “common knowledge 

throughout the scientific community knowledgeable about the safety of substances 
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directly or indirectly added to food,” there is “reasonable certainty that the 

substance is not harmful under the conditions of its intended use.” 21 C.F.R. 

§ 170.30(a).  

As the statutory requirement for general recognition makes clear, the issue is 

not whether, as an original matter, the factfinder in a legal proceeding would 

evaluate the evidence and conclude that a substance is safe. The issue is only 

whether the substance is generally recognized as safe among qualified experts 

based on adequate studies. To establish the contrary, the FDA “need only show the 

lack of the proper reputation . . . for safety of the [substance] among the 

appropriate experts, or that what reputation there is, is not based on adequate 

studies.” United States v. Articles of Food & Drug Consisting of Coli-Trol 80, 

F4C-60 Feed Grade, Entrol-S Medicated, Entrol-P, 518 F.2d 743, 746 (5th Cir. 

1975). As a pre-Bonner decision of the Fifth Circuit, Coli-Trol remains binding in 

this court. See Bonner v. City of Prichard, 661 F.2d 1206, 1207 (11th Cir. 1981) 

(en banc). Other circuits, too, have enforced the requirement for general 

recognition. See United States v. Article of Food, 752 F.2d 11, 15 n.4 (1st Cir. 

1985); Premo Pharmaceutical Labs., Inc. v. United States, 629 F.2d 795, 803-05 

(2d Cir. 1980). 

The FDA made the required showing. Multiple sources, including in peer-

reviewed publications, call into question DMAA’s safety. Among their 
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conclusions: DMAA may cause increases in blood pressure and hemorrhagic 

stroke; individuals with blood pressure of 120/80 mmHg or higher (much of the 

American population) should avoid DMAA; use of DMAA has been associated 

with multiple adverse events, including deaths; and DMAA may inhibit activity of 

liver enzymes and cause liver toxicity.  

After four soldiers died with DMAA in their systems, the Department of 

Defense removed all DMAA products from military exchanges and commissioned 

a Safety Review Panel. The Panel issued a report finding that “deaths, hepatic 

failure, myocardial infarction, heat stroke and rhabdomyolysis, seizure and stroke” 

were temporally associated with service members’ “use of [DMAA-containing] 

products.” U.S. Dep’t of Def., Report of the Department of Defense 1,3 

Dimethylamylamine (DMAA) Safety Review Panel 9 (2013). The report said this 

suggested that some individuals “may be predisposed to severe health 

consequences after using DMAA.” Id. The report said there appeared to be 

“significant association of DMAA use, particularly high frequency DMAA use, 

and multiple adverse events.” Id. And the report concluded that “the available 

evidence supports an elevated health risk associated with the use of DMAA-

containing products.” Id. The Department continued its ban on DMAA products at 

military exchanges. Id. at 10-11. 
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With this track record, it is hardly surprising that the FDA’s expert in food 

chemical risk management determined that DMAA is not generally recognized as 

safe by qualified experts.  

Hi-Tech asserts, though, that the studies and reports on which the FDA relies 

involve DMAA use in doses greater than Hi-Tech recommends. Hi-Tech says that 

use of DMAA as intended does not present the same risks. Hi-Tech cites studies 

and presents expert testimony concluding that DMAA is safe at the recommended 

doses.  

Hi-Tech’s submissions are far from conclusive. The studies use small 

sample sizes and look at short-term results. None measure the effect of DMAA in 

high-risk populations or on individuals with elevated blood pressure. And while 

some but not all of the FDA’s cited studies involve high doses of DMAA, it seems 

unlikely that all the adverse events suffered by military personnel and others 

resulted from abnormal or unintended use. Correlation is not causation, but neither 

must correlation be ignored.  

If the issue was whether DMAA is safe, Hi-Tech’s evidence would create a 

genuine issue of fact precluding summary judgment; neither side’s evidence is 

conclusive. See Sparling v. Doyle, No. EP-13-CV-323-DCG, 2015 WL 4528759 at 

*20 (W.D. Tex. July 27, 2015) (“It is clear . . . that the scientific literature on 

DMAA presents insufficient data to conclude that DMAA is safe or that DMAA 
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causes harm because the sample sizes are too small.”). But the issue is not whether 

DMAA is safe; the issue is only whether DMAA is generally recognized as safe. It 

plainly is not. On the issue of general recognition, the FDA was entitled to 

summary judgment. 

IX. The Motion to Reopen Discovery 

 The district court provided ample time for discovery—the full amount the 

parties requested. The parties submitted cross-motions for summary judgment 

without asking for more time or asserting that any further discovery was needed. 

But after the court granted summary judgment for the FDA, Hi-Tech moved to 

reconsider, taking issue with the court’s legal analysis and asserting the court 

should reopen discovery. Hi-Tech said it needed more discovery because the 

court’s legal analysis did not match up with the position argued by either side. 

 Ours is an adversary system. When, as here, there are two sides, each side is 

afforded the opportunity to argue its position. But the court is not limited to 

choosing one side’s position or the other’s. The court’s role is to get it right, not to 

choose which side’s argument is better and adopt it lock, stock, and barrel. See, 

e.g., United States v. Baston, 818 F.3d 651, 663 (11th Cir. 2016) (concluding that 

on a disputed legal issue, “[n]either party is correct,” and applying the correct 

standard that neither party advocated); see also Colburn v. Odom, 911 F.3d 1110 

(11th Cir. 2018) (resolving an appeal on a ground not addressed in either side’s 
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brief but essential to proper resolution of the dispute). Were it otherwise, there 

would be no plain-error doctrine. 

 Thousands of cases could be cited illustrating this principle. Indeed, the 

principle is so well settled that it is rarely mentioned. When a court adopts a view 

of the law that is not precisely in line with either side’s argument, the court usually 

sets out its view of the law without citing authority for the proposition that it may 

do so. The Supreme Court has explained it this way: “[w]hen an issue or claim is 

properly before the court, the court is not limited to the particular legal theories 

advanced by the parties, but rather retains the independent power to identify and 

apply the proper construction of governing law.” U.S. Nat’l Bk. of Oregon v. 

Independent Ins. Agents of Am., Inc., 508 U.S. 439, 446 (1993) (quoting Kamen v. 

Kemper Fin. Servs., Inc., 500 U.S. 90, 99 (1991)).    

 Hi-Tech is correct that the district court did not simply accept either side’s 

view of the facts and law. Nor should the court have done so; neither side had it 

just right. Similarly, on appeal, we have not simply chosen one side’s view or the 

other’s; we have considered the arguments and provided the analysis we believe is 

correct. One would expect nothing less. 

 Hi-Tech says, though, that it was blindsided when the district court 

emphasized that DMAA has never actually been derived from geraniums for use in 

any product. Hi-Tech says it needs more discovery to fully present its position on 
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this issue—to attempt to find evidence that DMAA has in fact been derived from 

geraniums.  

 The assertion misses the mark for two reasons, either of which would be 

sufficient standing alone. 

 First, Hi-Tech could not have been surprised that the court considered 

whether DMAA has actually been derived from geraniums. The question leaps off 

the page at anyone first considering the issues in this case. Hi-Tech asserts it does 

not matter whether DMAA has actually been derived from geraniums—a colorable 

position—but Hi-Tech could not have missed the possibility that a court would 

disagree. 

 Second, regardless of whether Hi-Tech recognized or should have 

recognized that a court might find actual derivation critical, Hi-Tech had every 

incentive to fully develop the facts on this during the original discovery period. An 

intensely disputed issue was whether DMAA was contained in geraniums. Hi-Tech 

said yes; the FDA said no. The best support Hi-Tech could have garnered for its 

position on this issue—as Hi-Tech surely knew—was evidence that DMAA had 

actually been derived from geraniums. The reason one can’t get blood from a 

turnip is that there is no blood in a turnip. The reason one can get juice from an 

orange is that oranges are full of juice. The reason Hi-Tech found no evidence 

during the original discovery period that DMAA had actually been derived from 
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geraniums was not because Hi-Tech didn’t know to look; it was because no such 

evidence existed. Or perhaps because, despite every incentive to do so, Hi-Tech 

couldn’t find it in the ample time it requested—and the court provided—for 

discovery. Hi-Tech is not entitled to more time. 

 The district court did not abuse its discretion when it declined to reopen 

discovery.  

X. The Absence of Rulemaking 

 Hi-Tech faults the FDA for bringing a forfeiture action rather than 

proceeding through rulemaking. But it is “well established” that “agencies have 

discretion to choose whether to proceed by rulemaking or adjudication.” RTC 

Transp. Inc. v. ICC, 731 F.2d 1502, 1505 (11th Cir. 1984). Not surprisingly, then, 

we have upheld a forfeiture judgment in favor of the FDA against a food additive 

without requiring rulemaking. See United States v. Articles of Food & Drug 

Consisting of Coli-Trol 80, F4C-60 Feed Grade, Entrol-S Medicated, Entrol-P, 

518 F.2d 743, 746 (5th Cir. 1975); see also United States v. Article of Food, 752 

F.2d 11, 15-16 (1st Cir. 1985). The FDA was not required to engage in rulemaking 

but could elect instead to proceed through a forfeiture action against Hi-Tech’s 

DMAA products.  

 Proceeding in this manner did not violate the Constitution. The governing 

statute provides notice that unapproved food additives are subject to forfeiture. 21 
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U.S.C. § 334(a)(1). The statute is not unconstitutionally vague, and Hi-Tech 

doesn’t claim it is. As part of the forfeiture proceeding, Hi-Tech was afforded the 

full range of procedural due process available in a federal court. The issues were 

joined and fully adjudicated on the merits. Due process requires nothing more. 

XI. Conclusion 

 DMAA is not an “herb or other botanical.” It is not a “constituent” of an 

herb or other botanical. And it is not generally recognized by qualified experts, as 

adequately shown through scientific procedures, to be safe under the conditions of 

its intended use. The district court properly so ruled. The decision is 

 AFFIRMED. 
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 JORDAN, Circuit Judge, concurring in part and dissenting in part. 

 This is a difficult case, and in my opinion there is no “right” or “wrong” 

answer to the principal statutory question we confront.  The majority opinion sets 

out one plausible interpretation of 21 U.S.C. § 321(ff)(1)(C) & (F), but I read the 

statute differently.  So, although I join Parts I–IV and VIII–X of the majority opinion, 

I respectfully dissent from Parts V–VII. 

* * * * * 

As relevant here, § 321(ff)(1)(C) & (F) provides that a product is a “dietary 

ingredient”—and therefore can be marketed without FDA pre-approval—if it 

contains “an herb or other botanical” or a “concentrate, metabolite, constituent, 

extract, or combination of any ingredient” in an “herb or other botanical.”  Hi-Tech 

contends that DMAA satisfies these definitions because it is a “constituent” of a 

geranium plant and therefore a “constituent” of a “botanical.”  See Br. for Appellant 

at 8.  So we need to figure out what the words “herb,” “botanical,” and “constituent” 

mean.   

The principal dictionary definition for the word “herb” concerns its status as 

flora: a plant whose stem is not woody and persistent, and which generally dies at 

the end of its flowering or growing season.  See The American Heritage Dictionary 

of the English Language 820 (4th ed. 2009); Webster’s Third New International 

Dictionary of the English Language Unabridged 1058 (2002); 1 Shorter Oxford 
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English Dictionary 1228 (5th ed. 2002).   It is also, but secondarily, defined as a part 

of a plant that is useful for food or medicine.  See id. (“A . . . plant used for flavoring 

or scent, in medicine, etc.”).  

Some dictionary definitions of the noun “botanical” refer to a drug, medicinal 

preparation, or similar substance obtained or derived from a plant or several plants.  

See The American Heritage Dictionary of the English Language 215 (4th ed. 2009); 

The Random House College Dictionary 157–58 (1973).  Some even refer to the drug 

or preparation as crude, or maintaining the ingredient more or less in its natural state.  

See Webster’s Third New International Dictionary of the English Language 

Unabridged 258 (2002); McGraw-Hill Dictionary of Scientific and Technical Terms 

272 (6th ed. 2003).  But as the FDA concedes, see Br. for Appellee at 16, “botanical” 

also is defined as the plant (or part of the plant) itself.  See, e.g., Merriam-Webster’s 

Collegiate Dictionary 134 (10th ed. 1994) (“a plant part or extract used sp. in skin 

and hair care products”); The American Heritage Dictionary of the English 

Language 298 (3d ed. 1993) (“of or relating to plants or plant life”).   

The statute uses “other botanical” in conjunction with “herb.”  It therefore 

seems to me that the word “botanical” contextually refers to a plant or part of a plant, 

and not a drug or medicinal preparation derived from a plant.  See generally Dole v. 

United Steelworkers of America, 494 U.S. 26, 36 (1990) (explaining that “words 
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grouped in a list should be given related meaning”) (internal quotation marks and 

citation omitted).  And a geranium is certainly a plant. 

That leaves the word “constituent.”  It means a component or element of a 

whole, and—significantly—not all dictionaries require the component or element to 

be “essential.”  See, e.g., 1 Shorter Oxford English Dictionary 496 (5th ed. 2002) 

(“an element of a complex whole”); The American Heritage Dictionary of the 

English Language 394 (4th ed. 2009) (“[s]erving as part of a whole; component”); 

Webster’s Third New International Dictionary of the English Language Unabridged 

258 (2002) (“a thing, person, or organism that along with others serves in making 

up a complete whole or unit”).  

As the majority acknowledges, there is evidence that geraniums contain a 

trace amount of DMAA.  See Maj. Op. at 7–8.  There is also evidence, however, that 

some fertilizers contain DMAA—which could be the source of trace amounts in 

geraniums—and that geraniums have no known pathways of producing DMAA.  Id.  

Viewing the record in the light most favorable to Hi-Tech, there is a genuine issue 

of material fact as to whether DMAA—even in trace amounts—is a “constituent” 

(i.e., a component or element) of geraniums. 

* * * * * 

In my view, the statutory text does not provide a basis for the district court’s 

conclusion that a “constituent” of a “botanical” must have a history of being 
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extracted in usable quantities, or for the majority’s holding that to be a “constituent” 

an ingredient must have been derived from a plant for use in a medicinal, cosmetic, 

or dietary product.  Indeed, reading “constituent” to mean something that has been 

taken out of a plant in usable amounts may make “extract”—another statutory 

term—surplusage.   

The statute lists “constituent” among several other words: “a concentrate, 

metabolite, constituent, extract, or combination thereof.”  § 321(ff)(1)(F).  When 

Congress uses “or” to separate several words in a list, that term’s “ordinary use is 

almost always disjunctive, that is, the words it connects are to be given separate 

meanings.”  Loughrin v. United States, 573 U.S. 351, 357 (2014).  As a noun, the 

term “extract” means “something extracted . . . a preparation obtained by 

evaporation (as of a solution of a drug or the juice of a plant).”  Webster’s Third 

New International Dictionary of the English Language Unabridged 806 (2002).  

Again, “constituent” is broadly defined as a part of something else, and ascribing a 

more narrow definition would eliminate any independent meaning Congress 

intended by using “extract.”  See Yates v. United States, 135 S. Ct. 1074, 1085 (2015) 

(explaining that courts should “avoid ascribing to one word a meaning so broad that 

it is inconsistent with its accompanying words”) (internal quotation omitted).  

The majority’s contrary interpretation of § 321(ff)(1)(C) & (F) seems 

influenced by policy reasons which call for a narrower reading of the statutory text.  
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See Maj. Op. at 13–14.  I do not challenge those reasons, but believe they are not 

ours to consider.  See Sturges v. Crowninshield, 17 U.S. 122, 202 (1819) (we should 

not “infer from extrinsic circumstances, that a case for which the words of an 

instrument expressly provide, shall be exempted from its operation”).  Although the 

statutory reading advocated by Hi-Tech is expansive, that reading squares with the 

broad language Congress chose.  As the Supreme Court has told us, “the fact that a 

statute can be applied in situations not expressly anticipated by Congress does not 

demonstrate ambiguity.  It demonstrates breadth.”  Pa. Dept. of Corrections v. 

Yeskey, 524 U.S. 206, 212 (1998) (internal quotation marks and citation omitted).  

* * * * * 

As I read the statute and the record, the FDA was not entitled to summary 

judgment.  I would remand for a trial on whether DMAA is a “constituent” of 

geraniums. 
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