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1 Plaintiffs MONSTER BEVERAGE CORPORATION and MONSTER 

2 ENERGY COMPANY, by and through their attorneys, file this Complaint against 

3 Dennis Herrera, in his official capacity as the City Attorney for the City of San 

4 Francisco ("Herrera" or "Defendant"), and allege as follows: 

5 NATURE OF THE ACTION 

6 1. Plaintiffs' Monster Energy® brand energy drinks have less than half the 

7 caffeine per ounce than do the leading brands of coffeehouse-brewed coffee, such 

8 as Starbucks. Nevertheless, Defendant has decided-against the weight of 

9 scientific evidence and contrary to a recent determination by regulators at the 

10 Federal Food and Drug Administration ("FDA")-that Plaintiffs' energy drinks are 

11 unhealthful and wants to dictate who may and may not consume them. Defendant 

12 has threatened to seek an order enjoining Plaintiffs from selling their energy drinks 

13 as currently formulated; severely restricting what Plaintiffs can say on their product 

14 labels, in marketing materials, and elsewhere; and prescribing the manner in which 

15 Plaintiffs can market and sell their energy drinks and to whom those products may 

16 be marketed and sold. 

17 2. Today, any child can walk into a Starbucks and buy an unlimited 

18 number of "Grande" ( 16-oz.) brewed coffee drinks-each one with more than twice 

19 the caffeine (3 3 0 mg) as one of Plaintiffs' 16-oz. energy drinks-with no 

20 restrictions or limitations and, apparently, with the acquiescence of Defendant. 

21 (Indeed, all sizes of Starbucks brewed coffee drinks contain more caffeine than 

22 does one of Plaintiffs' 16-oz. energy drinks: a "Short" (8-oz.) contains 180 mg; a 

23 "Tall" (12-oz.) contains 260 mg; a "Grande" (16-oz.) contains 330 mg; and a 

24 "Venti" (20-oz.) contains 415 mg of caffeine.) 

25 3. Defendant has singled out Plaintiffs, though their competitors follow a 

26 similar advertising and marketing strategy, use comparable product labels, and sell 

27 energy drinks that contain the same supposedly offending ingredient (caffeine) at 

28 levels equal to, and in some cases higher than, Plaintiffs' energy drinks. A 16-oz. 
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1 can of Red Bull contains approximately the same level of caffeine as do Plaintiffs' 

2 energy drinks. A number of 16-oz. Rockstar energy drinks contain 240 mg of 

3 caffeine. 5-Hour Energy 1.93-oz. energy shots contain up to approximately 240 mg 

4 of caffeine. Moreover, Monster Energy® drinks contain far less caffeine than do 

5 large single-servings of fountain drinks, such as Mountain Dew and Pepsi Max, 

6 which are very popular with adolescents. A 32-oz. single serving of Mountain Dew 

7 contains caffeine levels comparable to those in a 16-oz. can of Monster Energy® 

8 drink, and a 52-oz. extra-large single-serving fountain size of Mountain Dew 

9 contains 234 mg of caffeine. 

10 4. Defendant appears to be motivated by publicity rather than science. He 

11 announced his investigation just a few weeks after FDA reported that it was 

12 conducting its own evidence-based evaluation into the safety of caffeine-containing 

13 energy drinks for the same sub-populations-adolescents and consumers who are 

14 sensitive to caffeine. He sent his initial demand letter to the press the same day he 

15 transmitted it to Plaintiffs. Although he demanded numerous documents and data 

16 from Plaintiffs, he posted his letter to his website a few days after sending it-

1 7 without awaiting Plaintiffs' response. It appears, therefore, that Defendant gives 

18 little regard to medical science, FDA's expertise, or fact. Defendant has decided he 

19 is not going to wait for the results of FDA's scientific study, and has threatened to 

20 bring suit now if Plaintiffs do not succumb to his demands. 

21 5. Defendant's demands and his investigation are preempted by federal 

22 law. As the attorney for a single municipality, Defendant has no authority to 

23 impose his views concerning whether the levels of caffeine and other ingredients in 

24 Plaintiffs' nationally-distributed energy drinks are Generally Recognized as Safe 

25 ("GRAS") for their intended use, or whether the labeling on these drinks is 

26 appropriate, nor may he prohibit Plaintiffs from selling their products in cans larger 

27 than 16 ounces. Yet that is precisely what Defendant seeks to do. These matters of 

28 public policy are entrusted by federal statute and law to the comprehensive 
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1 regulatory authority of the FDA, which has never disputed that the ingredients in 

2 Plaintiffs' energy drinks are GRAS or that Plaintiffs' drinks are properly labeled. 

3 Defendant's attempt to arrogate to himself the power to determine the content and 

4 labeling of Plaintiffs' energy drinks and to usurp FDA's regulatory authority is 

5 contrary to well-settled principles of federal preemption and primary jurisdiction. 

6 6. Furthermore, Defendant's investigation, including the manner in which 

7 it has proceeded, violates Plaintiffs' rights under the First and Fourteenth 

8 Amendments of the United States Constitution. Defendant's demands would also 

9 impose undue burdens on interstate commerce and have the practical effect of 

1 0 controlling conduct beyond the boundaries of California. 

11 7. Plaintiffs seek a declaration from this Court that: 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 

a. 

b. 

c. 

d. 

e. 

Defendant's attempts to regulate Plaintiffs' energy drinks are 

preempted by the Federal Food, Drug, and Cosmetic Act 

("FDCA"), 21 U.S.C. § 301 et seq., and are barred by the 

doctrine of primary jurisdiction; 

Defendant's conduct constitutes a violation of the First and 

Fourteenth Amendments of the United States Constitution under 

the doctrine of "compelled speech"; 

Defendant's conduct constitutes a violation of the First and 

Fourteenth Amendments of the United States Constitution as an 

impermissible restriction on "content-based speech"; 

Defendant's conduct constitutes a violation of the First and 

Fourteenth Amendments of the United States Constitution as an 

impermissible restriction on "commercial speech"; 

Defendant's conduct constitutes a violation of the First and 

Fourteenth Amendments of the United States Constitution under 

the doctrine of void for vagueness; and 

COMPLAINT FOR DECLARATORY AND INJUNCTIVE RELIEF 3 



1 f. Defendant's conduct constitutes a violation of the Commerce 

2 Clause of the United States Constitution, Article I, Section 8, 

3 Clause 3. 

4 8. In addition, Plaintiffs seek a preliminary and permanent injunction to 

5 enjoin Defendant from enforcing his arbitrary and discriminatory demands on 

6 Plaintiffs. 

7 JURISDICTION AND VENUE 

8 9. This action arises under the Constitution of the United States, the First 

9 and Fourteenth Amendments thereto, and the laws of the United States, 42 U.S.C. 

10 §§ 1983 and 1988, and the Declaratory Judgment Act, 28 U.S.C. §§ 2201 and 2202. 

11 This Court has jurisdiction over the subject matter of this action under 28 U.S.C. 

12 § 1331 and 28 U.S.C. § 1343(a)(3). This action is brought against defendant 

13 Dennis Herrera in his official capacity as City Attorney for the City of San 

14 Francisco. 

15 10. Venue is proper in this district under 28 U.S.C. § 1391(b) in that 

16 Plaintiffs are headquartered in Corona, California, and the claims asserted in this 

17 Complaint thus arose in the Central District of California, and the effects of 

18 Defendant's actions are felt in this District. In addition, Defendant directed action 

19 specifically toward and into this District. This action is properly assigned to the 

20 Eastern Division of this Court, as a substantial part of the events or omissions that 

21 give rise to this action occurred in Corona, California, where Plaintiffs are 

22 headquartered. 

23 THE PARTIES 

24 11. Plaintiff Monster Beverage Corporation is a Delaware corporation with 

25 its principal place of business in Corona, California. Monster Beverage is 

26 publicly-traded on the NASDAQ exchange under the symbol "MNST." Monster 

27 Beverage is a holding company that conducts no operating business except through 

28 its wholly-owned subsidiaries. 
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1 12. Plaintiff Monster Energy Company is a Delaware corporation and a 

2 wholly-owned subsidiary of Monster Beverage Corporation, with its principal place 

3 of business in Corona, California. It markets and contracts with independent 

4 companies to distribute energy drinks and alternative beverages. Among other 

5 products, Monster Energy markets and contracts for distribution of Monster 

6 Energy® brand energy drinks, Monster Energy Extra Strength Nitrous 

7 Technology® brand energy drinks, Java Monster® brand non-carbonated coffee+ 

8 energy drinks, X-Presso Monster® brand non-carbonated espresso energy drinks, 

9 M3® Monster Energy® Super Concentrate energy drinks, Monster Rehab® non-

1 0 carbonated energy drinks with electrolytes, Muscle Monster™ Energy Shakes, and 

11 Dbermonster® energy drinks. For convenience, Monster Beverage Corporation 

12 and Monster Energy Company are sometimes collectively referred to herein as 

13 "Monster." 

14 13. Defendant Dennis Herrera is the City Attorney responsible for 

15 enforcing the law within the City of San Francisco. The California Government 

16 Code requires the City Attorney to perform legal services as required by the 

17 Legislature. Cal. Gov't Code§ 41803. 

18 NECESSITY FOR DECLARATORY RELIEF 

19 14. An actual controversy has arisen and now exists because Plaintiffs have 

20 been threatened with imminent law enforcement action, including the threat of 

21 injunction and substantial monetary penalties, if they do not succumb to 

22 Defendant's demands regarding labeling, reformulation of their products, and 

23 marketing. The San Francisco City Attorney, acting on behalf of the State of 

24 California, contacted Plaintiffs to inform them that he is conducting an 

25 investigation of Plaintiffs' marketing and labeling practices and asserted that 

26 Plaintiffs are in violation of state and federal laws, including Cal. Bus. & Prof. 

27 Code§§ 17200 and 17500 et seq. Defendant has threatened to file suit forthwith 

28 against Plaintiffs, seeking to enjoin and prohibit them from conducting major 
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1 portions of their business, and even from selling their energy drinks as they are 

2 currently formulated, unless they agree to his unlawful demands immediately. The 

3 impact of any such action on Plaintiffs' business could be profound, even though 

4 Plaintiffs' products are safe and have been safely consumed on billions of occasions 

5 for more than a decade. Those products, and Plaintiffs' labeling and marketing of 

6 them, are in full compliance with all state and federal laws. 

7 15. Plaintiffs seek a declaration from this Court that Defendant's 

8 investigation and demands are impermissible and preempted, subject to the doctrine 

9 of primary jurisdiction, are unconstitutional in that they violate the First and 

10 Fourteenth Amendments' prohibitions against compelled speech, content-based 

11 speech and commercial speech, are impermissibly void-for-vagueness, and/or 

12 violate the Commerce Clause. Such a declaration is necessary and proper at this 

13 time so that Plaintiffs may have certainty as to their legal obligations and conduct 

14 business without exposure to potential law enforcement actions, injunctions of their 

15 activities, and civil penalties. 

16 16. Absent a judicial declaration that Defendant's investigation and 

17 demands are preempted and/or are unconstitutional, Plaintiffs are forced to choose 

18 between compliance with Defendant's purported "requirements," which will result 

19 in disruption and damage to Plaintiffs' business, or risking exposure to law 

20 enforcement actions seeking injunctive relief and significant monetary penalties, 

21 despite the fact that Plaintiffs comply with all applicable requirements under state 

22 and federal laws. In addition, Plaintiffs risk having to bear the costs of having to 

23 defend against Defendant's enforcement action brought under Business & 

24 Professions Code §§ 17200 and 17500. 

25 17. The actual controversy presented to this Court is ripe for adjudication 

26 and is suitable for judicial determination. It is an existing legal dispute between the 

27 parties regarding a discrete issue and is based on ongoing and prospective conduct. 

28 There are no relevant or effective administrative remedies available to Plaintiffs 
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1 that would resolve the matter. This action is the only way for Plaintiffs to obtain a 

2 binding pre-enforcement determination that Defendant's investigation and demands 

3 are impermissible and preempted by FDA, subject to the doctrine of primary 

4 jurisdiction, are unconstitutional in that they violate the First and Fourteenth 

5 Amendments' prohibitions against compelled speech, content-based speech and 

6 commercial speech, are impermissibly void-for-vagueness, and/or violate the 

7 Commerce Clause. 

8 BACKGROUND 

9 A. Monster Energy® Drinks and Their Marketing. 

10 18. Caffeine has been safely consumed around the world, in a variety of 

11 goods and beverages, for hundreds of years. Tens of billions of energy drinks have 

12 been sold and safely consumed worldwide for approximately 25 years and in the 

13 United States for more than 15 years. Since 2002, more than 8 billion cans of 

14 Monster Energy® drinks have been sold in approximately 90 countries around the 

15 world, with more than 7 billion cans sold in the United States, primarily in 16-oz. 

16 cans. 

17 19. Monster Energy® drinks generally contain the following ingredients, 

18 among others: caffeine, taurine, ginseng, L-camitine, glucuronolactone, guarana, 

19 inositol, and maltodextrin. These ingredients are prominently stated on can labels. 

20 20. In addition, and going beyond FDA requirements, commencing earlier 

21 this year Plaintiffs began stating on cans of Monster Energy® drinks the total 

22 amount of caffeine per eight ounce serving and per can. For example, a 16-oz. can 

23 of Monster Energy® drink states: "80mg PER 8 FL. OZ. SERVING (160mg PER 

24 CAN)." Monster Energy® drinks generally contain approximately 10 mg of 

25 caffeine per ounce from all sources, including guarana. By contrast, the leading 

26 brands of coffeehouse-brewed coffee, such as Starbucks, contain on average more 

27 than 20 mg of caffeine per ounce (330 mg in a "Grande" size and 415 mg in a 

28 "Venti" size). A 32-oz. single-serving of a fountain drink, such as Mountain Dew, 
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1 contains caffeine levels comparable to those in a 16-oz. can of Monster Energy® 

2 drink, and a 52-oz. extra-large single-serving of Mountain Dew contains 234 mg of 

3 caffeine. As for competing energy drinks, a 16-oz. can of Red Bull contains 

4 approximately the same level of caffeine as do Plaintiffs' energy drinks. A number 

5 of 16-oz. Rockstar energy drinks contain 240 mg of caffeine. Additionally, 5-Hour 

6 Energy 1.93-oz. energy shots contain up to approximately 240 mg of caffeine. 

7 21. Plaintiffs also sell Monster Energy® drinks in 8-oz. cans containing 

8 approximately 70 to 80 mg of caffeine. These 8-oz. cans contain approximately the 

9 same or less caffeine than is contained in commonly sold 20-oz. bottles of various 

10 diet colas (the safety of which is not challenged by Defendant), and far less caffeine 

11 than do the competing energy drinks, other caffeinated drinks and brewed coffee 

12 drinks referred to in the previous paragraph. 

13 22. Starting a decade before Defendant commenced his investigation, the 

14 labels on Monster Energy® drinks have cautioned: "Not recommended for 

15 children, pregnant women or people sensitive to caffeine." In addition, Monster 

16 Energy® drink labels advise consumers to "Consume Responsibly." Plaintiffs have 

17 been at the forefront of the energy drink industry in including such advisory 

18 labeling as a responsible, voluntary measure. 

19 23. Like many companies nowadays, Plaintiffs market their products 

20 online. There are links from Monster's website to Monster's pages on Facebook, 

21 YouTube, Google+ and Instagram, and to Monster's Twitter feed. Like other 

22 popular beverage and supplement companies, Monster sponsors a wide range of 

23 events and athletes. For example, Monster sponsors extreme sports events that, by 

24 their nature, are open to athletes, and of interest to audiences of all ages. Those 

25 events are not primarily viewed or attended by, nor are they restricted to, children 

26 or adolescents. Monster also sponsors national sporting events that take place in 

27 and feature athletes from different states. Many of these sporting events are 

28 broadcasted nationally, both on television and over the Internet. 
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1 

2 

3 

4 

B. 

24. 

Monster Energy® Drinks Are Regulated by FDA pursuant to the 
Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §§ 301 et seq. 

1. The Statutory and Regulatory Framework of the FDCA. 

The Food, Drug, and Cosmetic Act ("FDCA"), 21 U.S.C. §§ 301 et 

5 seq., as amended in 1990 by the Nutrition Labeling and Education Act ("NLEA"), 

6 "comprehensively regulates food and beverage labeling." Porn Wonderful LLC v. 

7 Coca-Cola Co., 679 F.3d 1170, 1175 (9th Cir. 2012). 

8 25. The purpose behind the FDCA's regulatory scheme is to create 

9 uniformity. As the Seventh Circuit noted, "[i]t is easy to see why Congress would 

1 o not want to allow states to impose disclosure requirements of their own on 

11 packaged food products, most of which are sold nationwide. Manufacturers might 

12 have to print 50 different labels, driving consumers who buy food products in more 

13 than one state crazy." Turekv. Gen. Mills, Inc., 662 F.3d 423,426 (7th Cir. 2011). 

14 In furtherance of Congress' goal of national uniformity in labeling, Congress 

15 created express preemption provisions prohibiting states from "directly or indirectly 

16 establish[ ing] ... any requirement for nutrition labeling of food that is not identical 

17 to the requirement of section 403(q) [21 U.S.C. § 343(q)]" or "any requirement for 

18 the labeling of food ofthe type required by section ... 403(i)(2) [21 U.S.C. 

19 § 343(i)(2), governing ingredient labeling] that is not identical to the requirement of 

20 such section." 21 U.S.C. § 343-l(a)(4) & (a)(2). 

21 26. While the FDCA's express preemption provisions relate only to food 

22 labeling, issues of food safety are impliedly preempted by the FDCA. The U.S. 

23 Supreme Court has confirmed that, "[u]nder the Supremacy Clause, the 

24 enforcement of a state [requirement] may be pre-empted by federal law in several 

25 circumstances: first, when Congress, in enacting a federal statute, has expressed a 

26 clear intent to pre-empt state law; second, when it is clear, despite the absence of 

27 explicit preemptive language, that Congress has intended, by legislating 

28 comprehensively, to occupy an entire field of regulation ... ; and finally, when 
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1 compliance with both state and federal law is impossible, or when the state law 

2 stands as an obstacle to the accomplishment and execution of the full purposes and 

3 objectives of Congress." Capital Cities Cable, Inc. v. Crisp, 467 U.S. 691, 698-99, 

4 104 S. Ct. 2694, 81 L. Ed. 2d 580 (1984) (internal citations and quotations omitted). 

5 As Congress established a comprehensive scheme under the FDCA for FDA to 

6 regulate the safety of ingredients used in food and beverages, any state or local 

7 efforts to regulate such ingredients are preempted. 

8 2. FDA's Regulation of Energy Drinks and Caffeine. 

9 27. FDA regulates energy drinks, such as Monster Energy® drinks. While 

10 energy drinks are not defined by statute or regulation, FDA has explained that 

11 energy drinks are a class of products in liquid form that typically contain caffeine, 

12 with or without other added ingredients. Some products of this type are marketed 

13 and regulated as conventional foods, while others are marketed and regulated as 

14 liquid dietary supplements. 

15 28. Within definitional limits set by the FDCA, the manufacturer of a 

16 product in liquid form may choose to label a product as a conventional food or a 

17 liquid dietary supplement. In the course of evaluating individual products on a 

18 case-by-case basis, FDA may challenge a company's decision to label the product 

19 as one or the other. 

20 29. Any substance intentionally added to a conventional food must be used 

21 in accordance with a food additive regulation authorizing the substance for such 

22 use, unless the substance is generally recognized as safe ("GRAS") among qualified 

23 experts for its use in the food, or the substance is otherwise exempt from the food 

24 additive definition. In evaluating the safety of substances added to food, FDA 

25 considers how much of the ingredient is consumed by people in the United States 

26 from all sources, and whether or not the available data and information support the 

27 safety of such consumption. 

28 
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1 30. FDA's GRAS regulation for caffeine applies specifically to cola-type 

2 beverages. 21 C.F.R. §§ 182.1180. Although the regulation is an affirmative 

3 statement that the specified level of caffeine in cola-type beverages is GRAS, it 

4 does not preclude other uses and levels of caffeine from being considered GRAS. 

5 A manufacturer like Monster that has made a determination that a food ingredient is 

6 GRAS for its intended use(s) may market that ingredient. The agency, however, 

7 may challenge that determination. 

8 31. A GRAS determination must be based upon published scientific 

9 literature that provides a basis to conclude that there is consensus among qualified 

10 experts about the safety of the substance for its intended use. FDA has made clear 

11 that consensus does not require unanimity among qualified experts, and that 

12 conflict among experts does not preclude a finding of general recognition of safety. 

13 Such general recognition may be established through numerous mechanisms, 

14 including by publication in peer-reviewed scientific journals and in the secondary 

15 scientific literature and through the opinion or recommendation of authoritative 

16 scientific bodies such as the National Academy of Sciences. 

17 32. The GRAS status of caffeine in Plaintiffs' energy drinks is established 

18 in the peer-reviewed, published scientific literature and grounded in the opinions of 

19 authoritative scientific bodies, including reports by the Institute ofMedicine of the 

20 National Academy of Sciences and the European Food Safety Authority, as well as 

21 through other data and information regarding the safety of caffeine and 

22 consumption of this ingredient from energy drinks and other sources. 

23 33. FDA also has a·"Database of Select Committee on GRAS Substances 

24 (SCOGS) Reviews," in which it discusses the literature on added caffeine. All of 

25 those references discuss caffeine intake in terms of a consumer's weight (expressed 

26 in kilograms), not age. 

27 34. FDA monitors the products it regulates, including energy drinks, by 

28 examining current scientific data, monitoring new ingredients added to products, 
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1 and investigating reports of adverse events. When violations of the FDCA and 

2 FDA regulations are found, the agency may pursue regulatory action, as 

3 appropriate. 

4 

5 

6 35. 

3. FDA's Investigation Into the Safety of Caffeine-Containing 
Energy DrinkS. 

In response to the emergence of energy drinks as a new class of 

7 caffeinated products, FDA commissioned an assessment of the amount of caffeine 

8 that people in the United States ingest from all sources. The results of that 

9 assessment, updated in August 2012, showed that, even when the consumption of 

1 0 energy drinks is considered, most of the caffeine consumed comes from coffee and 

11 tea. See Ex. A at p. 2. 

12 36. FDA has stated that available studies do not indicate any new, 

13 previously unknown risks associated with caffeine consumption. See Ex. A at p. 3. 

14 Moreover, FDA has made it clear that it has not established any causal link between 

15 Plaintiffs' energy drinks and claims concerning the safety of caffeine in energy 

16 drinks. 

17 37. According to FDA, on average, 14- to 21-year olds consume 

18 approximately one-third the amount of caffeine as people over 21 (about 100 

19 milligrams per day), and their consumption is mainly from coffee, soft drinks and 

20 tea-not from energy drinks. 

21 38. Further, scientific evidence shows that adolescents experience no 

22 particular or unique safety effects from caffeine, that safety is a function of body 

23 weight, not age, and that any behavioral or other effects adolescents may 

24 experience from caffeine are the same as those experienced by adults. See, e.g., 

25 Leviton, A., Behavioral Correlates of Caffeine Consumption by Children, 31 Clin. 

26 Pediatr. 742, 743 (1992); Arnaud, M., Pharmacokinetics and Metabolism of 

27 Natural Methylxanthines in Animal and Man, in Methylxanthines: Handbook of 

28 Experimental Pharmacology, Vol. 200, at 35-36 (2011); J.L. Rapoport et al., 
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1 Behavioral and Cognitive Effects of Caffeine in Boys and Adult Males, 169 J. 

2 Nervous and Mental Disease 726 (1981). 

3 39. European food safety authorities have specifically examined the safety 

4 of caffeine in energy drinks like Monster Energy® drinks and concluded that 

5 caffeine in energy drinks is safe. European Commission Scientific Committee on 

6 Food, Opinion on Caffeine, Taurine, and D-Glucuronolactone as Constituents of 

7 So-Called "Energy" Drinks, at 3 (1999). 

8 40. The European Commission Scientific Committee on Food ("SCF") also 

9 addressed consumption of energy drinks by children and reported no safety 

10 concerns from the exposure of young people to the caffeine in these products. The 

11 SCF revisited energy drinks again in 2003, and stated that its earlier (1999) opinion 

12 on caffeine remained unchanged. European Commission Scientific Committee on 

13 Food, Opinion of the Scientific Committee on Food on Additional Information on 

14 "Energy" Drinks, at 12 (2003). 

15 41. In 2009, the successor entity to the SCF, the European Food Safety 

16 Authority ("EFSA"), evaluated updated data regarding taurine and 

17 glucuronolactone in caffeinated energy drinks and concluded that these ingredients 

18 were not of safety concern in the drinks. European Food Safety Authority, The Use 

19 ofTaurine and D-Glucuronolactone as Constituents of the So-Called "Energy" 

20 Drinks, at 23 (2009). 

21 42. With respect to other key ingredients in Monster Energy® drinks and 

22 other energy drinks, FDA has said, "FDA has yet to identify any safety studies that 

23 call into question the safety of combinations of various ingredients added to 'energy 

24 drinks' under intended conditions of use." Ex. Bat p. 2. In particular, with respect 

25 to the common energy drink ingredients taurine and guarana, "FDA searched the 

26 literature but did not find any information that calls into question the safety of these 

27 ingredients as currently used in beverages." Id. at 3. Regarding ginseng extract, 

28 
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1 FDA concluded at least twenty-five years ago that Panax ginseng extract-the type 

2 used in Monster Energy® drinks-is GRAS. 

3 43. FDA has also announced that it intends to form a third-party review 

4 panel to help determine whether energy drinks pose particular risks to teenagers or 

5 people with underlying health problems. 

6 

7 

8 

C. Defendant's Investigation of, and Threatened Enforcement Action 
Against, Plaintiffs. 

44. On October 31, 2012, Defendant sent Plaintiffs a letter announcing that 

9 he had begun an investigation into the safety of Monster Energy® drinks. Exhibit 

10 C at p. 3. Defendant demanded that Plaintiffs substantiate some of their label and 

11 marketing claims, such as, "[B]igger is better," "[Y]ou can never get too much of a 

12 good thing!," and a Monster Energy® drink "delivers twice the buzz of a regular 

13 energy drink." See id. Defendant also sent a copy of the letter to the New York 

14 Times, who ran a story about the Monster investigation the next day and posted the 

15 letter on its website. See http://www.nytimes.com/2012111/02/business/safety-of-

16 monster-energy-drinks-questioned.html. 

17 45. Defendant made numerous unsupported claims in his October 31,2012 

18 letter, including statements that "energy drinks like Monster far exceed the safe 

19 caffeine levels for adolescents" (Ex. Cat p. 3), and that despite these "exceedingly 

20 high caffeine levels," Monster "encourages unsafe and irresponsible consumption 

21 of Monster Energy products" (id.at p. 2). Defendant further attacked Plaintiffs' 

22 marketing as "targeted to adolescents, as illustrated by the promotions for extreme 

23 sports, music and the Monster Girls on the Monster website, Face book page, and 

24 sponsorships." See id. at p. 3. 

25 46. On December 10, 2012, counsel for Plaintiffs met with representatives 

26 of the San Francisco City Attorney's Office and discussed the scientific literature 

27 supporting Plaintiffs' claims that their energy drinks are safe and well regulated by 

28 FDA, and also discussed the legality of Plaintiffs' marketing and advertising. 
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1 47. On December 20, 2012, Plaintiffs sent Defendant a detailed letter 

2 following up on the December 10, 2012 meeting, and in response to Defendant's 

3 October 31, 2012 letter. See Ex. D (without attachments). Plaintiffs provided 

4 information regarding the safety of their Monster Energy® drinks, including 

5 citations to representative scientific studies and statements of authoritative scientific 

6 and governmental bodies in support of their statements. Plaintiffs further 

7 demonstrated that their energy drinks comply with existing FDA regulations and 

8 guidelines, and that FDA has exclusive jurisdiction to regulate energy drinks. 

9 Plaintiffs also identified numerous errors and misstatements in Defendant's 

10 October 31, 2012 letter. 

11 48. On March 19, 2013, Defendant sent a letter to FDA regarding his 

12 pending investigation of Monster Energy® drinks. See Ex. E. Defendant attached 

13 to that letter a separate letter drafted by 18 scientists and public health professionals 

14 to FDA concluding that "there is no general consensus among qualified experts that 

15 the addition of caffeine in the amounts used in energy drinks is safe under its 

16 conditions of intended use as required by the GRAS standard," and urging FDA to 

17 take action. Ex. E at p. 6. 

18 49. On March 29, 2013, Defendant responded to Plaintiffs' December 20, 

19 2012letter. He did not admit to the false statements in his prior demand letter, 

20 which he had made public to the press. Instead, he asserted that Monster Energy® 

21 drinks are not GRAS under FDA regulations, and "demand[ ed] that Monster take 

22 immediate steps to reformulate its products to safe caffeine levels, provide adequate 

23 warning labels, and cease promoting over-consumption." Ex. F at p. 1. Defendant 

24 further challenged the content of Plaintiffs' marketing of their products on 

25 Monster's website and through social media. Id. at pp. 5-6. 

26 50. Defendant has now threatened to bring suit against Plaintiffs under the 

27 Sherman Law and California's consumer protection laws if Monster does not agree 

28 to take the following five steps immediately: (i) "Reformulate its product to lower 
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1 the caffeine content to safe levels"; (ii) "Provide adequate warning labels"; 

2 (iii) "Cease promoting over-consumption in marketing"; (iv) "Cease use of alcohol 

3 and drug references in marketing"; and (v) "Cease targeting minors." Ex. Fat p. 8. 

4 Defendant stated that if he does not receive an "adequate response, the City will 

5 proceed to file suit forthwith." !d. 

6 51. Underscoring that there is a pending case or controversy, Defendant has 

7 more recently demanded that Plaintiffs comply with additional requirements, such 

8 as not featuring images of anyone under age 18 in their marketing, including on 

9 Monster's website and in social media, not sponsoring events that feature athletes 

10 under age 18 or where more than 20% of the attendees are likely to be under age 

11 18, and stop selling Monster Energy® drinks in 18.6-oz. and 24-oz. cans. Such 

12 actions would require that Plaintiffs unilaterally modify, and possibly terminate, 

13 lawful contracts and agreements with hundreds of distributors across the country 

14 without specificity as to the prohibited practices, thereby exposing Plaintiffs to 

15 additional legal risk. 

16 

17 

18 

D. Defendant's Threatened Enforcement Is Preempted by the FDCA 
and Barred by the Doctrine of Primary Jurisdiction. 

52. FDA has jurisdiction to regulate the safety and labeling of energy 

19 drinks. A manufacturer that has made a determination that a food ingredient is 

20 GRAS for its intended use(s) may market that ingredient. The FDA may challenge 

21 any such determination. FDA has not challenged Plaintiffs' determination that 

22 caffeine and other ingredients in their energy drinks-including taurine, ginseng, 

23 and guarana-are GRAS. Plaintiffs are informed and believe that FDA also has not 

24 challenged the determination by the other two largest sellers of energy drinks in the 

25 United States-Rockstar and Red Bull-that the caffeine and/or other ingredients, 

26 including taurine, in their respective energy drinks (which are present in similar or 

27 greater amounts than in Monster Energy® drinks) are GRAS. Nor has FDA 

28 concluded that energy drinks have caused any of the adverse events reported to the 
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1 agency as allegedly being associated with such drinks. FDA, Energy "Drinks" And 

2 Supplements: Investigations of Adverse Event Reports (Nov. 16, 2012). Thus, FDA 

3 has not in any way sought to impose on energy drink manufacturers any of the 

4 requirements or prohibitions that Defendant seeks arbitrarily to impose. 

5 53. Any attempt by Defendant to act where FDA has not acted is 

6 preempted and barred by the doctrine of primary jurisdiction. Defendant's 

7 demands seek to impose requirements related to caffeine in food and drink products 

8 that are "not identical to" those in the FDCA, and are therefore preempted. 

9 Defendant's intrusion into this area will only risk undercutting the FDA's expert 

10 judgments and authority. 

1 1 

12 

13 

E. Defendant's Threatened Enforcement Violates the First and 
Fourteenth Amendments. 

1. First and Fourteenth Amendment- "Compelled Speech." 

14 54. Government may not impose speech restrictions-whether mandating 

15 speech or prohibiting it--designed to manipulate personal views on matters of 

16 policy or opinion. Defendant seeks to do exactly that. 

17 55. Defendant's demands would compel Plaintiffs to convey specific 

18 messages and warnings on their drinks and to advocate specific positions on policy 

19 issues such as the "safe" levels of caffeine in energy drinks, marketing to minors, 

20 and references to alcohol and drugs in marketing. This is tantamount to seizing 

21 Plaintiffs' product labels and treating them as mini -billboards for the dissemination 

22 of Defendant's "op-ed" statements. That violates the First Amendment. 

23 56. The First Amendment also guarantees a person the right not to speak. 

24 Defendant's demand that Plaintiffs provide warnings more to his liking is 

25 compelled speech. That, too, violates Plaintiffs' constitutional rights. 

26 57. Defendant's stated purpose is not sufficient under the First Amendment 

27 to justify his demands to force Plaintiffs to engage in such compelled speech. 

28 Defendant cannot show that he is advancing a substantial interest, that the 
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1 restrictions he seeks materially advance that interest, or that they are narrowly 

2 tailored to such interest. 

3 

4 

2. First and Fourteenth Amendment -"Content-Based" 
Speech. 

5 58. Government may not restrict expression because of its message, ideas, 

6 subject matter, or content. Yet, Defendant is insisting that unless certain conditions 

7 are satisfied, Plaintiffs must cease such expressive activities as offering awards to 

8 student athletes. He demands that Plaintiffs cease other expressive activities, such 

9 as "promoting" a "lifestyle" that features extreme sports, music, or gaming, or 

1 0 featuring images of anyone under age 18 in their advertising, or sponsoring events 

11 that feature athletes under age 18. If Defendant has his way, Plaintiffs could not 

12 encourage users of their social networking sites to post photos of their sports 

13 performances, or even market via social media at all (such as Facebook, Twitter, 

14 and Y ouTube) unless Defendant approves the message. Defendant has even 

15 threatened to challenge as improper the use of the name "Monster." These 

16 demands are all unconstitutional restrictions on Monster's expression based on 

17 ideas, subject matter, and content. 

18 59. Defendant's stated purpose is insufficient to justify the overly broad 

19 content-based restrictions on Plaintiffs' speech. 

20 

21 

3. First and Fourteenth Amendment- "Commercial 
Speech." 

22 60. The First Amendment protects commercial speech. Defendant claims 

23 that Plaintiffs' labeling and marketing are deceptive because Plaintiffs' energy 

24 drinks contain purportedly unsafe levels of caffeine. At the same time, Defendant 

25 himself concedes that there is no general consensus among the experts he has 

26 consulted regarding what level of caffeine in energy drinks is safe for their intended 

27 use. As discussed above, coffeehouse brewed coffee, numerous competing energy 

28 drinks and other caffeinated drinks contain the same or substantially higher levels 
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1 of caffeine than do Plaintiffs' energy drinks. Plaintiffs' drinks continue to be sold 

2 and consumed safely. Moreover, although Plaintiffs manufacture various energy 

3 drinks for sale in 8-oz. cans containing approximately 70 to 80 mg of caffeine, 

4 which would be considered safe even under Defendant's standards, Defendant's 

5 demands would affect the labeling and marketing for those products as well. 

6 61. Defendant's stated purpose is not sufficient under the First Amendment 

7 to justify his demands to restrict Plaintiffs' commercial speech. In particular, 

8 Defendant cannot show that he is advancing a substantial interest, that the 

9 restrictions he seeks materially advance that interest, or that they are narrowly 

1 0 tailored to such interest. 

11 

12 

4. First and Fourteenth Amendment-Void for Vagueness As 
Applied. 

13 62. The United States Constitution requires that conduct being proscribed 

14 under penalty of law be set forth with sufficient definiteness that ordinary people 

15 can understand what conduct is prohibited. Such precision is essential to give the 

16 person of ordinary intelligence a reasonable opportunity to know what is prohibited, 

17 so that he may act accordingly. Yet, here, Defendant's demands are 

18 unconstitutionally vague as applied to Plaintiffs. For example, Defendant insists 

19 that the law requires Plaintiffs to reformulate their products so as not to exceed a 

20 "safe" level of caffeine. But he does not identify what that level is, and he admits 

21 that there is no consensus among the experts he has consulted regarding what is 

22 considered a "safe" level. 

23 63. Similarly, Defendant insists that Plaintiffs post "adequate warnings" on 

24 their energy drinks, but never states what "adequate" means except to criticize 

25 Monster's labels as inadequate. The same vagueness is found in his demand that 

26 Plaintiffs cease encouraging "over-consumption" or including "alcohol and drug 

27 references." The vagueness in the latter is further compounded by the fact that 

28 Defendant does not even contend these "references" are explicit but, rather, only 
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1 "implicitly encourage the mixing of Monster products with drugs and alcohol." 

2 Likewise, what does it mean to "target minors"? 

3 64. The breadth and inexactitude of Defendant's charges is made worse 

4 given that he appears to be complaining, not about what is said on the product 

5 labels or in Plaintiffs' marketing, but rather about his own subjective speculation as 

6 to how some consumers might interpret Plaintiffs' product labels and marketing for 

7 their energy drinks. In short, Defendant seeks to hold Plaintiffs answerable for their 

8 customer's possible conduct. 

9 65. Given the vagueness ofDefendant's demands, Plaintiffs would be 

10 forced to act at their peril, because they would have no way to know whether they 

11 have violated the law as construed by Defendant. The restrictions Defendant seeks 

12 will have a chilling effect on protected conduct, including conduct of third-parties, 

13 because those selling Monster products could be targeted for enforcement and, thus, 

14 may choose to not sell lawful Monster Energy® drinks given Defendant's threat of 
' 

15 legal action. Moreover, Defendant's demands would require Plaintiffs unilaterally 

16 to modify, and possibly terminate, lawful contracts and agreements with hundreds 

1 7 of distributors across the country without specificity as to the prohibited practices. 

18 66. That Defendant's demands are arbitrary, overbroad, discriminatory, and 

19 incapable of advancing the interests Defendant has offered is clear from the fact 

20 that he has not targeted for enforcement any other energy drink manufacturer. 

21 

22 

23 

24 

25 

26 

27 

28 

F. Defendant's Conduct Violates the Commerce Clause. 

67. Under the Commerce Clause of the United States Constitution, Article 

I, Section 8, Clause 3, Congress retains the ultimate power to regulate interstate 

commerce. A state law is invalid if it directly regulates interstate commerce by 

affecting transactions that take place across state lines or entirely outside of the 

state's borders, or if it imposes a burden on interstate commerce that is excessive in 

relation to its putative local benefits. 
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1 68. Plaintiffs market and sell Monster Energy® drinks on a nationwide 

2 basis. Defendant's demands would force Plaintiffs to alter nationwide 

3 manufacturing and labeling practices that comply with state and federal law, and 

4 instead create special practices for California, or even just San Francisco. For 

5 example, in order to comply with Defendant's demands, Plaintiffs would have to 

6 specially manufacture and label packages being distributed in California. To 

7 complicate matters further, Plaintiffs would have to use different warning labels 

8 depending on the size of the drink and the amount of caffeine present. Moreover, it 

9 appears that Defendant has not made similar demands on other manufacturers of 

10 energy drinks, other caffeinated beverages and coffee that contain the same or 

11 substantially higher amounts of caffeine. 

12 69. Defendant's conduct would impose restrictions on Plaintiff's national 

13 marketing. Plaintiffs would have to stop certain online marketing altogether to 

14 comply with Defendant's demands that it stop "targeting youth" and not feature 

15 images of anyone under age 18. As discussed above, Monster sponsors national 

16 sporting events that take place in and feature athletes from different states. Since 

1 7 these events are broadcasted nationally - both on television and over the Internet 

18 - and with the advertising controlled by television broadcasters, event organizers 

19 and other third parties, Plaintiffs would effectively be forced to cease all such 

20 sponsorships. There is no technological means for Plaintiffs to black California out 

21 of a national advertising market or the Internet when the broadcasters and event 

22 organizers control the marketing. 

23 70. Defendant's conduct would also require that Plaintiffs unilaterally 

24 modify, and possibly terminate, lawful contracts and agreements with hundreds of 

25 distributors, including contracts with companies that distribute Plaintiffs' products 

26 both in California and in other states, without specificity as to the prohibited 

27 practices. In addition, Defendant's demands would prevent Plaintiffs and their 

28 
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1 distributors from making available 18.6-oz. and 24-oz. cans of Monster to 

2 consumers across the country who wish to purchase and consume such products. 

3 71. Defendant's demands would have the practical effect of controlling 

4 conduct beyond the boundaries of this state, and are inconsistent with the 

5 regulations in other states. Those demands would unduly burden interstate 

6 commerce in relation to the putative local benefit. Indeed, there is little putative 

7 local benefit to targeting only one energy drink manufacturer. 

8 COUNTONE 
(Declaratory Relief-Preemption and Primary Jurisdiction) 9 

10 72. Plaintiffs repeat and reallege the allegations of paragraphs 1 through 71 

11 as if fully set forth again herein. 

12 73. Defendant's demands are preempted and barred by the doctrine of 

13 primary jurisdiction. FDA has exclusive jurisdiction to regulate the safety and 

14 labeling of energy drinks. A manufacturer that has made a determination that a 

15 food ingredient is GRAS for its intended use(s) may market that ingredient without 

16 informing FDA. The agency may challenge any such determination. FDA has not 

17 challenged Plaintiffs' determination that caffeine and taurine in their energy drinks 

18 is GRAS. Plaintiffs are informed and believe that FDA also has not challenged the 

19 determination by the other two largest sellers of energy drinks in the United 

20 States-Rockstar and Red Bull-that the caffeine, or any other ingredients, 

21 including taurine, in their respective energy drinks (which are present in similar or 

22 greater amounts than in Monster Energy® drinks), are GRAS. Moreover, as 

23 discussed above, other caffeinated drinks contain the same or higher levels as 

24 Monster Energy® drinks, including 5-Hour Energy 1.93-oz. energy shots 

25 containing up to approximately 240 mg of caffeine; leading brands of coffeehouse-

26 brewed coffee, such as Starbucks containing on average more than 20 mg of 

27 caffeine per ounce (330 mg in a 16-oz. serving and 415 mg in a 20-oz. serving); and 

28 
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1 large single-servings of fountain drinks such as Mountain Dew, with a 52-oz. 

2 single-serving size containing 234 mg of caffeine. 

3 74. Furthermore, FDA has been conducting an evidence-based evaluation 

4 of the safety of caffeine-containing energy drinks, including for subpopulations 

5 such as adolescents and consumers sensitive to caffeine. Defendant's attempts to 

6 act where FDA has not acted or intrude on areas within FDA's exclusive province 

7 are preempted and barred by the doctrine of primary jurisdiction. Defendant seeks 

8 to impose requirements related to caffeine in food and drink products that are "not 

9 identical" to those in the FDCA, and are therefore preempted. Defendant's 

10 intrusion into this area will only risk undercutting the FDA's expert judgment and 

11 authority. 

12 75. Plaintiffs are therefore entitled to a declaration that Defendant's 

13 demands are preempted and barred by the doctrine of primary jurisdiction. 

14 COUNTTWO 

15 (First and Fourteenth Amendment-"Compelled Speech") 

16 76. Plaintiffs repeat and reallege the allegations of paragraphs 1 through 71 

17 as if fully set forth herein. 

18 77. As discussed above, Defendant's demands would compel Plaintiffs to 

19 carry specific messages and warnings on their drinks, and to alter the content of 

20 their marketing in order to advocate Defendant's positions on policy issues such as 

21 the "safe" levels of caffeine in energy drinks, marketing to minors, and references 

22 to alcohol and drugs in marketing. 

23 78. Defendant's stated purpose is not sufficient under the First Amendment 

24 to justify his demands to force Plaintiffs to engage in such compelled speech. 

25 Defendant claims to be concerned with purportedly unsafe levels of caffeine in 

26 energy drinks, but has chosen to target only one energy drink company. Further, 

2 7 Defendant cannot show that he is advancing a substantial interest, that the 

28 restrictions he seeks materially advance that interest, or that they are narrowly 
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1 tailored to such interest. As described above, Defendant's demands are so 

2 hopelessly vague (e.g., what is a "safe" level of caffeine or an "adequate" warning 

3 label?) that Plaintiffs would have no way of knowing whether they have violated 

4 the law as construed by Defendant. 

5 79. Defendant's demands are unconstitutional under the First Amendment 

6 to the United States Constitution, as applied to the State of California by the Due 

7 Process Clause of the Fourteenth Amendment to the United States Constitution. 

8 Defendant's demands would cause Plaintiffs to be subjected to the deprivation of 

9 rights, privileges and immunities secured to them by the Constitution and the laws 

10 of the United States. Defendant's demands thus constitute a deprivation of rights 

11 actionable under 42 U.S.C. § 1983. 

12 COUNT THREE 

13 (First and Fourteenth Amendment-"Content-Based" Speech) 

14 80. Plaintiffs repeat and reallege the allegations of paragraphs 1 through 71 

15 as if fully set forth herein. 

16 81. Defendant's demands would restrict Plaintiffs' content-based speech, as 

17 set forth above. These demands are unconstitutional restrictions on Plaintiffs' 

18 expression based on ideas, subject matter, and content. 

19 82. Defendant's stated purpose is insufficient to justify the broad content 

20 restrictions he demands. He cannot prove a compelling State interest or that his 

21 demands on Plaintiffs are the least drastic means to achieve that interest. As 

22 discussed above, Defendant seeks to enforce vague demands on only one energy 

23 drink company. 

24 83. Defendant's demands are unconstitutional under the First Amendment 

25 to the United States Constitution, as applied to the State of California by the Due 

26 Process Clause of the Fourteenth Amendment to the United States Constitution. 

27 Defendant's demands would cause Plaintiffs to be subjected to the deprivation of 

28 rights, privileges, and immunities secured to them by the Constitution and the laws 
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1 of the United States. Defendant's demands thus constitute a deprivation of rights 

2 actionable under 42 U.S.C. § 1983. 

3 COUNTFOUR 

4 (First and Fourteenth Amendment-"Commercial Speech") 

5 84. Plaintiffs repeat and reallege the allegations of paragraphs 1 through 71 

6 as if fully set forth herein. 

7 85. Defendant's demands, and the investigation he has conducted, violate 

8 Plaintiffs' right to engage in lawful commercial speech. Defendant's stated purpose 

9 is not sufficient under the First Amendment to justify his demands to restrict 

10 Plaintiffs' commercial speech. In particular, for the reasons described above, 

11 Defendant cannot show that he is advancing a substantial interest, that the 

12 restrictions he seeks materially advance that interest, or that they are narrowly 

13 tailored to such interest. 

14 86. Defendant's demands are unconstitutional under the First Amendment 

15 to the United States Constitution, as applied to the State of California by the Due 

16 Process Clause of the Fourteenth Amendment to the United States Constitution. 

17 Defendant's demands would cause Plaintiffs to be subjected to the deprivation of 

18 rights, privileges, and immunities secured to them by the Constitution and the laws 

19 ofthe United States. Defendant's demands thus constitute a deprivation of rights 

20 actionable under 42 U.S.C. § 1983. 

21 COUNT FIVE 

22 (First and Fourteenth Amendment-Void for Vagueness As Applied) 

23 87. Plaintiffs repeat and reallege the allegations of paragraphs 1 through 71 

24 as if fully set forth herein. 

25 88. Defendant's demands are unconstitutionally vague as applied, as set 

26 forth above. 

27 89. Defendant's demands are unconstitutional under the Due Process 

28 Clause of the Fourteenth Amendment to the United States Constitution, as well as 
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the First Amendment to the United States Constitution, as applied to the State of 

California by the Due Process Clause of the Fourteenth Amendment to the United 

States Constitution. Defendant's demands would cause Plaintiffs to be subjected to 

the deprivation of rights, privileges, and immunities secured to them by the 

Constitution and the laws of the United States. Defendant's demands thus 

constitute a deprivation of rights actionable under 42 U.S.C. § 1983. 

COUNT SIX 
(Declaratory Relief-Commerce Clause) 

90. Plaintiffs repeat and reallege the allegations of paragraphs 1 through 71 

as if fully set forth herein. 

91. Defendant's demands violate the Commerce Clause ofthe United 

States Constitution, Article I, Section 8, Clause 3, as set forth above. Defendant's 

demands would result in inconsistent manufacturing and labeling requirements 

across the states, as would restrictions on Plaintiffs' marketing that would force the 

removal of certain marketing and content from the Internet altogether. Moreover, 

Defendant does not seek to impose similar demands on other manufacturers of 

energy drinks, other caffeinated beverages and coffee that contain the same or 

substantially higher amounts of caffeine. 

92. Defendant's demands would have the practical effect of controlling 

conduct beyond the boundaries of this state, and are inconsistent with the 

regulations in other states. Further, Defendant's demands would unduly burden 

interstate commerce in relation to the putative local benefit. 

93. Plaintiffs are therefore entitled to a declaration that Defendant's 

demands violate the Commerce Clause. 

II 

II 

II 

II 
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1 PRAYER FOR RELIEF 

2 WHEREFORE, Plaintiffs demand that this Court enter a judgment in 

3 Plaintiffs' favor and against Defendant as follows: 

4 1. That this Court issue a declaratory judgment that Defendant's 

5 investigation and demands are impermissible and preempted by FDA, subject to the 

6 doctrine of primary jurisdiction, are unconstitutional in that they violate the First 

7 and Fourteenth Amendments' prohibitions against compelled speech, content-based 

8 speech and commercial speech, are impermissibly void-for-vagueness, and/or 

9 violate the Commerce Clause, Article I, Section 8, Clause 3; 

10 2. That this Court issue a preliminary and permanent injunction against 

11 Defendant, enjoining him from enforcing, or directing the enforcement of, the 

12 provisions of Cal. Bus. & Prof. Code§§ 17200 and 17500 as regards Plaintiffs' 

13 energy drinks; 

14 3. That Plaintiffs be awarded their attorneys' fees under 42 U.S.C. § 1988; 

15 4. That Plaintiffs be awarded their costs of suit; and 

16 5. That this Court order such other and general and equitable relief as it 

1 7 deems fit and proper. 

18 

19 Dated: April29, 2013 

20 

21 

22 

23 

24 

25 

26 

27 

28 

MORRISON & FOERSTER LLP 

Attorneys for Plaintiffs 
Monster Beverage Co oration and 
Monster Energy Company 
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1 DEMAND FOR JURY TRIAL 

2 TO DEFENDANT: 

3 PLEASE TAKE NOTICE that Plaintiffs hereby demand a jury trial in this 

4 action. 

5 Dated: April 29, 2013 

6 

7 

8 

9 

10 

1 1 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 
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25 

26 

27 

28 

MORRISON & FOERSTER LLP 

Attorneys for Plainti fs 
Monster Beverage C rporation and 
Monster Energy Com any 
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.-·""7# (.,.~'f. DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Si lver Spring, MD 20993 

The Honorable Richard J. Durbin 
United States Senate 
Washington, D.C. 20510-1304 

Dear Senator Durbin: 

NOV 21 2012 

Thank you for your letters of September 11 and October 26, 2012, co-signed by Senator 
Richard Blumenthal, in which you indicated that not all of your concerns regarding 
"energy drinks" were addressed in the response from the Food and Drug Administration 
(FDA or the Agency) dated August 10, 2012. 

You asked for additional information on potential interactions and cumulative effects of 
multiple additives with stimulant properties in "energy drinks" with caffeine and on 
health risks associated with consuming high levels of caffeine among young people. 
Further, you asked that we explain how FDA determines the distinction between 
flavoring uses and non-flavoring uses of ingredients, including those with purported 
stimulant properties, and asked that we regulate the level of caffeine in "energy drinks" 
marketed as beverages. 

You raise important issues, and we appreciate the opportunity to address your concerns. 

As you know, "energy drinks" containing caffeine and other ingredients are a relatively 
new class of products. Although these products have the potential to raise safety or 
regulatory issues, there is a long history of safe use of other caffeine-containing products 
in the United States. FDA is aware, however, that new products and patterns of use 
require us to remain vigilant, and we are working to strengthen our understanding of the 
nature of "energy drinks" and any causal risks to health. 

In particular, we are looking at whether products that may be safe for most individuals 
under labeled-use conditions may pose significant risks, arising from direct toxic effects, 
when the products are consumed in excess or by vulnerable groups, including young 
people and those with pre-existing cardiac or other conditions. This review includes 
investigating as fully as possible reported deaths and other serious adverse events that 
these reporting parties have associated with energy drinks. In general, FDA does not 
have the authority to require the production of medical records by families or health care 
providers, but we are requesting that such records be provided on a voluntary basis, even 
as we remain sensitive to the wishes of families and the constraints under which health 
care providers operate in light of state and local laws governing disclosure. 
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We believe that this review may be greatly enhanced by also engaging specialized 
expertise outside FDA, most likely through consultation with the Institute of Medicine as 
well as possibly through an Advisory Committee or other public meeting. Areas of 
particular focus would include such matters as the vulnerability of certain populations to 
stimulants and the incidence and consequences of excessive consumption of "energy 
drinks," especially by young people. 

In your letter of October 26,2012, you reiterated the concerns expressed in your earlier 
letters and urged FDA to complete a guidance that would clarify for industry the line 
between dietary supplements and conventional foods and beverages. We are committed 
to finalizing the draft guidance as rapidly as possible. 

In the meantime, we hope the following information helps answer the questions you have 
raised. 

Potential Interactions and Cumulative Effects 

You asked about the safety of ingredients with stimulant properties in combination with 
caffeine in "energy drinks." Ordinarily, FDA evaluates the safety of ingredients for 
beverages and other conventional foods (including "energy drinks" represented as 
beverages, which are conventional foods) through food additive premarket programs that 
generally focus on individual ingredients that may be used in a range of food, rather than 
on a product-specific basis. FDA does not have the authority to require a manufacturer to 
submit each formulated product for premarket review. For each food ingredient, 
however, there must be information to assess how much of the ingredient humans will 
likely consume in their diet, as well as information to show that the ingredient is safe to 
consume at that estimated dietary intake and under intended conditions of use. Certain 
ingredients are exempt from these food additive premarket approval requirements. For 
example, those ingredients which are generally recognized as safe (GRAS) for the 
intended conditions of use, as well as those substances that are prior sanctioned, are 
exempt. 

FDA agrees that additive or synergistic effects of certain ingredients could be of concern. 
Thus, in the case of stimulants, if the intended conditions of use include combined use 
with other stimulants and that combination raises a significant safety question, FDA 
could require data addressing the combination to inform premarket safety reviews, 
including to support determinations of GRAS status. 

A major limitation in assessing the toxicity of combinations of ingredients, whether by 
commercial sponsors or by FDA, is related to the vast number of potentially relevant 
combinations of ingredients and use levels that could be tested. Resource and capacity 
constraints preclude government or government-funded toxicity testing of all but a very 
small number of the possible combinations. Although FDA has yet to identifY any safety 
studies that call into question the safety of combinations of various ingredients added to 
"energy drinks" under intended conditions of use, if we determine that any such 
combinations are of concern in our continuing review of"energy drinks," we will 
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consider regulatory actions as well as other options, such as conducting needed scientific 
studies. 

Safety ofFlavoring Versus Non-flavoring Uses oflngredients with Purported Stimulant 
Properties 

For ingredients added to products marketed as beverages, regardless of the technical 
effect in the food (flavor or otherwise), the safety standard is a reasonable certainty of no 
harm. Many substances used as flavorings are GRAS. It is possible for a substance to be 
GRAS for use as a flavor at one level (or concentration) and GRAS for another use at a 
different level, provided that the GRAS standard in section 20l (s) ofthe Federal Food, 
Drug, and Cosmetic Act (FD&C Act) is met in each case. 

Under the FD&C Act, in evaluating the safety of an ingredient added to food, claims 
regarding purported benefits of any type are not considered. The safety decision for a 
food ingredient is not based on an analysis of risk versus benefit but is based on safety 
alone. The technical effect of a conventional ingredient comes into play as a regulatory 
matter when FDA determines that a tolerance for the ingredient is necessary to ensure 
safety, with tolerances required under the FD&C Act's food additive provisions to be set 
at a level that ensures safety and is no higher than needed to achieve an intended 
technical effect (section 409(c)(4)(A)). 

With respect to taurine and guarana (flavoring substances mentioned in your letter), FDA 
searched the literature but did not find any information that calls into question the safety 
ofthese ingredients as currently used in beverages. Thus, to date, FDA has made no 
determination with respect to the intended technical effect of their use in "energy drinks," 
which may include both flavoring and stimulant effects. But if, in the course of our 
surveillance, we learn of information raising safety concerns about the use of these 
substances, we will evaluate it and determine whether enforcement or other regulatory 
action is needed to protect the public health. 

Regulation of Caffeine and Other Ingredients with Stimulant Properties in Dietary 
Supplements 

If a dietary ingredient has been listed or affirmed by FDA as GRAS for direct addition to 
food, self-affirmed as GRAS for addition to food, or approved as a food additive in the 
United States, the manufacturer or distributor of the dietary ingredient or dietary 
supplement is not generally required to provide FDA with a new dietary ingredient (NDI) 
notification, as long as the substance has been used in the food supply prior to 1994, is to 
be used without chemical alteration, and is not combined with an NDI. 

For a dietary supplement that contains an NDI that has not been present in the food 
supply as an article used for food, in a form in which the food has not been chemically 
altered, the manufacturer or distributor of the dietary ingredient or dietary supplement 
must provide FDA with certain information in the form of an NDI notification, pursuant 
to section 413(a)(2) of the FD&C Act. The information is to include copies of any 
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published articles that serve as the basis on which the firm has concluded that a dietary 
supplement containing such NDI will reasonably be expected to be safe. All NDis are 
subject to the adulteration standard in section 402(f)(l )(B) of the FD&C Act, which 
requires adequate information to provide reasonable assurance that the ingredient does 
not present a significant or unreasonable risk of illness or injury. 

Under the FD&C Act, dietary supplements that do not contain NDis are not subject to 
premarket review by FDA. Thus, the Agency must depend on post-market surveillance, 
e.g., Adverse Event Reports (AERs), to determine the potential for interactions and 
cumulative effects of ingredients with stimulant properties in dietary supplements with 
caffeine. In evaluating AERs for dietary supplements, FDA must also consider the use of 
the product as described in labeling. Energy supplements frequently bear warning 
statements regarding the nature of the ingredients as well as recommended consumption 
amounts and frequency of use. For example, for FDA to find that a specific dietary 
supplement is adulterated under section 402(f)(1)(A) ofthe FD&C Act, the dietary 
supplement (or a dietary ingredient in that supplement) must present a significant or 
unreasonable risk of illness or injury under the conditions of use recommended or 
suggested in labeling (e.g., "do not use more than one can per day," "not to be used by 
those under 18"), or ordinary conditions of use if no conditions of use are suggested or 
recommended in the labeling. This statutory framework constrains FDA's ability to take 
regulatory action when a product is consumed to excess or otherwise used in a manner 
that contradicts the labeled recommendations and warnings. 

Age-Related Health Concerns 

You stated that in our August 10 response, FDA did not adequately address the potential 
health risks associated with young people consuming high levels of caffeine. You further 
stated that FDA did not assess the shifting consumption patterns among young people, 
who are major drinkers of"energy drinks." In an effort to better understand consumption 
patterns for potentially susceptible subgroups, FDA contracted for the performance of an 
in-depth analysis ofthe caffeine consumption by the U.S. population, which was 
completed in September 2009 and revised in August 2010 (Somogyi 201 0).1 We are 
enclosing a copy of this report for your information. 

This report indicates that the mean amount of caffeine consumed by the U.S. population 
is consistent with past FDA estimates, remaining relatively stable at approximately 300 
milligrams per person per day (mg/p/d), despite the entry of "energy drinks" into the 
market place (see Figure 12, page 68 of the report). Significantly, this report also 
indicates that teens and young adults (14-21 years of age) consume, at the mean, 
approximately one-third (or about 100 mg/p/d) the amount of caffeine as adults, and that 
their caffeine consumption is mainly from coffee, soft drinks, and tea. 

According to the report, "energy drinks" contribute a small portion of the caffeine 
consumed, even for teens. Table 33 of Somogyi 2010 (page 63) shows the breakout of 

1 Caffeine Intake by the U.S. Population, September 2009, revd. August 2010, by Laszlo P. Somogyi, Ph.D. 
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components of the overall exposure to caffeine for teens.2 Coffee contributes 25 mg for 
boys and 34 mg for girls; teas, 25 mg for boys and 16 mg for girls; carbonated beverages, 
45 mg for boys and 36 mg for girls; other beverages, 12 mg for boys and 15 mg for girls. 
We recognize the limitations of these data as with any survey of this nature, including the 
fact that the data do not reveal possible extremes of consumption by individuals, which, 
alone or in conjunction with other factors, could pose health risks. Nevertheless, these 
data do contribute to our general understanding of caffeine consumption by potentially 
susceptible subgroups at the time the data were collected. We also recognize the need to 
take into account how consumption patterns and intakes may be changing with the 
growing consumption of "energy drinks" and other caffeinated products. 

As you pointed out, FDA's August 10 letter noted that caffeine consumption of 400 mg 
per day in healthy adults is not associated with adverse effects on various parameters. 
We would like to provide additional context around this consumption value. This value 
reflects the recommended upper level of caffeine consumption by Health Canada, which 
was based on its review of the data in 2003 (Nawrot et al., 2003).3 However, there is a 
great deal of variability in the population, with respect to caffeine sensitivity and caffeine 
tolerance, making it difficult to define a value that would apply to the entire population. 
For example, body weight has a large impact on the effects of caffeine consumption, with 
smaller individuals typically more sensitive if they are not caffeine-tolerant. The United 
Kingdom's Food Standards Agency recommends that pregnant women consume no more 
than 200 mg caffeine per day (COT, 2008).4 

You cited a recommendation by the American Academy of Pediatrics of no more than 
100 mg caffeine/day for adolescents5 (roughly 11-19 years of age). According to the 
enclosed Somogyi report on consumption, that is approximately the amount of caffeine 
consumed by individuals between the ages of 14-21 (see Table 33 , page 63). Others take 
a more conservative stand on this point. For example, the Institute of Medicine has 
expressed the opinion that stimulant-containing drinks and other products have no place 
in the diets of children or adolescents (IOM, 2007)6 because of the risk of symptoms of 
physical dependence and withdrawal such as sleeplessness and irritability. Although 
there are limited studies on caffeine dependence and withdrawal in school age children, 
IOM considered that these effects may be similar in children as in adults. 

2 FDA notes that Figure II of Somogyi 20 I 0, which refers to Table 33, has erroneously reported lower 
figures than those in the Table. 
3 Nawrot, P. , Jordan, S., Eastwood, J., Rotstein, J., Hugenholtz, A. and Feeley, M., 2003, Effects of caffeine 
on human health. Food Additives and Contaminants, 20(1 ), pp. 1-30. 
~Committee on Toxicity of Chemicals in Food, Consumer Products and the Environment. Statement on the 
Reproductive Effects of Caffeine. United Kingdom Food Standards Agency, November 4, 2008. (Accessed 
on October 9, 2012 at http://cot.food.gov. uklcotstatementslcotstatementsyrslcotstatements2008/cot200804.) 
5 FDA contacted the American Academy of Pediatrics (AAP) and reviewed its website and was unable to 
verify an AAP policy statement for the cited value of I 00 mg caffeine/d as the upper limit of caffeine 
consumption for adolescents. 
6 lnstitute of Medicine. Nutrition Standards for Foods in Schools: Leading the Way Toward Healthier 
Youth. Washington. DC, National Academies Press, 2007. 
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FDA agrees that it may be advisable for certain subpopulations, including children and 
pregnant women, to limit their caffeine consumption and will discuss this with relevant 
health professional groups. 

FDA Regulation of Caffeine Levels in "Energy Drinks" 

Finally, you urged FDA to assert its authority to regulate the level of caffeine in "energy 
drinks." As noted earlier in this letter, we are committed to addressing the issues you 
have raised and taking science-based actions needed to protect public health, within the 
bounds of our statutory authority and mandate. Depending on the outcome of our on
going review of the safety of "energy drinks," which includes caffeine alone and in 
combination with other ingredients, we will take action as needed with respect to the 
levels of caffeine in these products. In addition, based on our safety review and within 
the bounds of our authority, FDA will consider taking appropriate action with respect to 
the labeling of these products, such as requiring disclosure of the amount of caffeine in 
food products, limitations on intended use, or warnings about possible adverse effects. 

Thank you, again, for your interest in this matter. If you have any further questions or 
concerns, please let us know. The same letter has been sent to Senator Blumenthal. 

Enclosure 

Sincerely, 

kft~_)t-~--

1( Michele Mital 
Acting Associate Commissioner 

for Legislation 
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DAN MARMALEFSKY 

December 20, 2012 

By Overnight Delivery 

Ms. Francesca Gessner 
Ms. Tara Steeley 
Mr. Owen J. Clements 
Office of the City Attorney 
1 Dr. Carlton B. Goodlett Place, Room 234 
San Francisco, California 94102-5408 

Re: Monster Energy - Response to Section 17508 Request 

Dear Counsel: 

Thank you for meeting with Miriam Guggenheim and me on December 10, 2012.  This letter 
is in follow-up to our discussion that day and in response to the October 31, 2012 letter from 
Mr. Herrera regarding products sold by our client, Monster Beverage Corporation 
(“Monster”).  In responding to your inquiries, Monster asserts the attorney-client and 
attorney work-product privileges, as well as its right to protect confidential, sensitive and 
proprietary information and trade secrets.  Furthermore, Monster does not waive and reserves 
its right to assert any objections, privileges or exceptions to production available under 
applicable statute or common law.   
 
Subject to the foregoing, I provided you yesterday with scientific materials responsive to 
your inquiries, and set forth below information that may otherwise clarify Monster’s position 
on the issues you raise in your letter.  We request that due care be taken to protect Monster’s 
trade secrets including, without limitation, as required under Business and Professions Code 
§17508(c)(2). 
 
Monster Energy drinks are safe and well regulated by the FDA 
 
Monster is confident in the safety of its energy drinks and their ingredients.  Tens of billions 
of energy drinks have been sold and safely consumed worldwide for approximately 25 years, 
including, since 2002, more than 8 billion cans of Monster Energy® that are primarily sold 
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in 16 oz. cans (hereafter referred to as “Monster Energy drinks”).  Consumer confidence in 
the safety of Monster Energy drinks is justified based on that long track record of safe 
consumption, the scientific evidence supporting the safety of the ingredients in those drinks, 
and the regulation of energy drinks by the U.S. Food and Drug Administration (“FDA”).  
Moreover, energy drinks were first marketed in Europe in 1987, and regulatory authorities on 
that continent have evaluated the safety of these products on numerous occasions over more 
than two decades and have concluded they are safe.  Accordingly, there are no new or 
different issues regarding the safety of energy drinks for any population.   Despite the recent 
media attention to this category brought about by a lawsuit that Monster submits is 
groundless, as discussed below, the scientific evidence does not establish safety risks posed 
by Monster Energy drinks or the caffeine therein, including for adolescents.  To the contrary, 
as detailed in this letter and in the scientific literature, the safety of caffeine and other key 
ingredients in Monster Energy drinks, at the levels included in those drinks, is well 
established by a significant body of generally accepted scientific literature published by 
reputable third parties, including governmental and other authoritative scientific bodies.  
 
The FDA regulates the safety and labeling of energy drinks, whether they are marketed as 
dietary supplements or as foods.  FDA has announced that it has been conducting an 
evidence-based evaluation of the safety of caffeine-containing energy drinks, including for 
subpopulations such as adolescents and consumers sensitive to caffeine.  In its August 10, 
2012 and November 21, 2012 letters to Senators Durbin and Blumenthal, attached, FDA 
explained that there is a long history of safe use of caffeine-containing products in the United 
States and that the average amount of caffeine consumed by the U.S. population has not 
increased despite the entry of energy drinks into the marketplace.  In the August letter, 
FDA’s assistant commissioner for legislation said, “In response to the emergence of energy 
drinks as a new class of caffeinated products, FDA completed an updated assessment of the 
amount of caffeine that people in the United States ingest from all sources.  The results show 
that, even when the consumption of energy drinks is considered, most of the caffeine 
consumed comes from what is naturally present in coffee and tea.”  FDA August letter at 2.  
With respect to caffeine and energy drinks, that letter further advised:  “FDA is conducting a 
review of recently published safety studies on caffeine.  Although this project to identify 
safety studies on caffeine is still underway, the available studies do not indicate any new, 
previously unknown risks associated with caffeine consumption.”  Id. at 3.     
 
FDA elaborated on this assessment in its November letter, in which the agency explained 
that it had contracted for an in-depth analysis of caffeine consumption by teens and adults in 
the U.S.  FDA November letter at 4, citing Caffeine Intake by the U.S. Population, 
September 2009, rev’d August 2010, by Laszlo P. Somogyi, Ph.D. (“Somogyi”).  That study 
concluded that caffeine consumption remained “relatively stable at approximately 300 
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milligrams per person per day (mg/p/d), despite the entry of ‘energy drinks’ into the market 
place.”  With respect to consumption by young people, FDA explained, “[s]ignificantly, this 
report also indicates that teens and young adults (14-21 years of age) consume, at the mean, 
approximately one-third (or about 100 mg/p/d) the amount of caffeine as adults, and that 
their caffeine consumption is mainly from coffee, soft drinks, and tea.”  Id.  This amount also 
has remained relatively stable since 2001, i.e., before Monster Energy drinks were marketed.  
Somogyi at 48, Table 26.  FDA therefore concluded that, “[a]ccording to the report, ‘energy 
drinks’ contribute a small portion of the caffeine consumed, even for teens.”  FDA 
November letter at 4.  
 
With respect to the proportion of adolescents consuming energy drinks, the Somogyi study 
cited a survey ending in February 2010, conducted by market research firm NPD Group, Inc. 
of 2,000 nationally representative households, which concluded that 0.9% of the 14-21 year 
old individuals are “regular energy drinkers.”  Somogyi at 61.  Because the NPD Group 
survey might have under-reported energy drinking for young persons, Somogyi assumed that 
2% of the entire population older than 10 are “regular consumers” of energy drinks, though 
“regular consumers” was not defined.  Somogyi noted that “[r]eliable consumption data for 
habitual energy drinkers are unavailable” for any age group.1  Somogyi at 2.  The study 

                                                 
1 Your letter asserted that “recent reports” suggest that 30% to 50% of adolescents and young 
adults consume energy drinks, citing Sara M. Seifert et al., Health Effects of Energy Drinks 
on Children, Adolescents, and Young Adults, 127 PEDIATRICS 511 (2011).  The levels of 
consumption cited in that report do not provide any insight, however, into regular 
consumption.  One 2007 report cited by Seifert found that 28% to 34% of teens and young 
adults reported “regularly consuming” energy drinks but did not define “regular 
consumption.”  Another, a German study published in 1996, referred to consumption 
“regularly but at a rate of < 1 can per week.”  That study also found that 53% of adolescents 
had “tasted” energy drinks, 24% drank <1 8 oz. can per week, and 3% drank 1 to 7 such cans 
per week.  Id. at 514.  That study concluded that all young people in Germany knew about 
energy drinks but actually consume them moderately, and prefer cola drinks.  Viell B, 
Grabner L, Fruchel G, Boczek P.  New Caffeinated Beverages:  a pilot survey of familiarity 
and consumption by adolescents in north-Rhine Wesphalia and Berlin and Considerations of 
Consumer Protection [in German].  Z Ernährungswiss 1996:35(4):378-386.  While Seifert 
asserts that “[m]ost children in the study consumed energy drinks in moderation but a small 
group consumed extreme amounts,” that “small group” appears to have been comprised of 
just three out of 1265 survey participants who said they consumed 32 oz. of energy drinks a 
day, for a total of 320 mg of caffeine, which is not “extreme amounts.”  In sum, these data 
provide little insight into current patterns of energy drink consumption in the U.S., and are 
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assumed that the 2% of the general population estimated to consume energy drinks consume 
about 1.55 - 16 fluid oz. servings per day.  Somogyi at 61.  This amount would yield caffeine 
exposures that are well within those accepted as safe in the published scientific literature and 
statements of governmental and other authoritative bodies for consumers older than children, 
as discussed in detail below.  Thus, contrary to the assertions in your letter, there is not 
increasing evidence that the level of caffeine in Monster Energy drinks is dangerous.  While 
FDA’s evaluation of energy drinks is ongoing, the recent study commissioned by the agency 
does not support a concern that there are new risks associated with consumption of energy 
drinks, either by adolescents or adults.  Indeed, there appears to be no evidence that 
consumers, including adolescents, are at risk. 
 
FDA’s communications with Senators Durbin and Blumenthal also make clear that FDA, 
which is the regulatory body with jurisdiction over the safety and labeling of energy drinks, 
is evaluating this product category closely.  Monster appreciates FDA’s evidence-based 
review of energy drinks, has met with senior FDA personnel to share data and information 
regarding the safety and labeling of its energy drinks, and maintains open channels of 
communication with FDA as it continues its evaluation of energy drinks.  As discussed 
further below, while FDA’s consideration of the energy drink category is ongoing, to date, 
the agency has made clear that it has not established any causal link between Monster Energy 
drinks and any of the handful of serious adverse events that have been reported.  FDA has 
also said that energy drinks may be lawfully marketed as either dietary supplements or 
conventional beverages as long as they satisfy the regulatory requirements applicable to the 
category in which they are marketed. 
 
Caffeine is one of the most widely studied substances in the food supply, and its safety 
at levels well above those delivered by Monster Energy drinks is well documented 
 
Caffeine is one of the most widely studied ingredients in the food supply, and has been the 
subject of clinical and other research for decades.  Caffeine levels higher than those 
reasonably contributed by Monster Energy drinks have been documented to be safe in the 
published literature.   
 
Monster Energy drinks generally contain approximately 10 mg of caffeine per ounce from all 
sources, including guarana.  See, e.g., attached November 19, 2012 test results for Monster 
Energy (based on 240 ml serving size) and for Monster Energy Lo-Carb (Blue) (based on 
100 ml serving size).  (We ask that these results be afforded confidential treatment and not 

                                                                                                                                                       
far less relevant than the recent U.S. consumption figures recorded in the study 
commissioned by the FDA. 
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disclosed without our consent.) We ask that these results be afforded confidential treatment.)  
By contrast, the leading brands of coffeehouse-brewed coffee, such as Starbucks, contain on 
average 20 mg of caffeine per ounce.  In other words, a 16-ounce Monster Energy drink 
contains approximately 160 mg of caffeine, or roughly half the caffeine of a 16-ounce 
(medium) cup of coffeehouse-brewed coffee.  Thus, Monster Energy drinks are at least as 
safe for consumers as a cup of coffee purchased at Starbucks.  Monster Energy drinks also 
contain far less caffeine than do large single-servings of fountain drinks, such as Mountain 
Dew and Pepsi Max, that are highly popular with adolescents.  For example, a 32-oz. 
Mountain Dew contains caffeine levels comparable to those in a 16-oz. can of Monster 
Energy, and then proceeds to 234 mg of caffeine in a 52 oz. extra-large single-serving 
fountain size.  The caffeine in Monster Energy drinks is therefore not “exceedingly high,” as 
you allege in your letter.2   
 
Because there are literally hundreds of studies on the safety, efficacy, and pharmacology of 
caffeine, we address here and provided you yesterday key studies by governmental or other 
authoritative bodies.  We also attach a bibliography that references numerous additional 
studies. 
 
A study prepared by the Institute of Medicine (“IOM”) for the U.S. military, IOM (2001), 
“Caffeine for the Sustainment of Military Operations,” (National Academy Press, 
Washington, DC, p. 1-157) concluded that up to 600 mg of caffeine per day is safe, as well 
as effective in increasing the speed of reaction time, maintaining cognitive performance, and 
increasing alertness, energy, and concentration.  Specifically with respect to the effects of 
caffeine on heart health, the IOM concluded that “[t]he preponderance of evidence indicates 
that the use of caffeine by the military would not place personnel at increased risk of 
cardiovascular disease.”  IOM Report at 59, 12.  That report stated further that, “[d]espite 
numerous studies attempting to show a relationship between caffeine and serum lipoproteins, 
blood pressure, cardiac arrhythmias, and risk of coronary heart disease, results have failed to 
show a consistent adverse effect of ingestion of moderate amounts of caffeine.”  Id. at 51.  
The IOM characterized 600 mg/day as moderate.  Id. at 55.  The IOM estimated a fatal acute 
dose in humans to be between 10 and 14 g.  Id. at 56.  An individual would have to consume 
1,000 fluid ounces (7.8 gallons) – or over 60 16-oz. cans – of Monster Energy drinks acutely, 
i.e., in a single sitting, to ingest 10 grams of caffeine.   
 

                                                 
2 In light of this, it is puzzling why your office has apparently singled out Monster, when 
other companies market and have greater sales volume of drinks containing similar or higher 
amounts of caffeine, including other energy drink companies with larger market shares in the 
San Francisco area. 
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The Organisation for Economic Co-operation and Development (“OECD”) reported in 2003: 
 
Though consumption of caffeine (eight cups of regular coffee corresponding 
to 500 mg caffeine per day) may exhibit acute increases in blood pressure, the 
long-term effects appear to be minimal.  After one to four days of regular 
consumption a tolerance develops, with blood pressure returning to previous 
levels. 

 
OECD Report at 16.  That same report concluded that although studies before the mid-1970s 
suggested an association between consumption of more than six cups of coffee and coronary 
heart disease, retrospective and prospective studies conducted since have consistently failed 
to demonstrate an association between caffeine and heart disease.  Id. at 15.  It also cited 
repeated dose toxicity rodent studies of caffeine that showed the average No Observable 
Adverse Effect Levels (“NOAELs”) were 160 mg for each kilogram of body weight of the 
rat per day and 170 mg/kg bw/day (highest dose tested) in mice.  Id. at 24. 
 
Accordingly, contrary to the assertions in your letter, the preponderance of the wealth of 
scientific evidence on caffeine and heart disease finds no scientifically valid relationship 
between consumption of 500 to 600 mg caffeine per day and heart disease or cardiac 
arrhythmias, nor does the evidence document significant or long-term effects on blood 
pressure.  
 
European food safety authorities have specifically examined the safety of caffeine in energy 
drinks like Monster Energy drinks and concluded that caffeine in energy drinks is safe, as is 
the taurine and glucuronolactone in these drinks.  Energy drinks were marketed in Europe a 
decade earlier than in the U.S.; Red Bull was first marketed in Europe in 1987 and came to 
the United States in 1997.  As detailed below, the primary European food safety regulators 
examined the safety of energy drinks in 1999, 2003, and 2009, after decades of market 
experience with this product category.   
 
In a 1999 Opinion on caffeine, taurine and glucuronolactone as constituents of energy drinks, 
the European Commission Scientific Committee on Food (SCF) concluded: 
 

A possible intake of 160 mg caffeine/day from 0.5 l of “energy” drinks 
containing the maximum level of 320 mg caffeine/l could represent a 
significant contribution to total daily caffeine intake.  However, this should be 
compared with possible intakes from other caffeine-containing beverages such 
as tea or coffee, many of which have caffeine contents in the range 100-400 
mg/l.  Such a comparison suggests that overall daily intake of caffeine is 
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likely to be comparable, whether soft drinks including “energy” drinks, or tea 
and coffee, or a mixture of these, are selected, assuming that “energy” drinks 
replace other sources of caffeine.  In the light of this, the contribution of 
“energy” drinks to overall caffeine intake does not appear to be a matter of 
concern for nonpregnant adults. 

 
European Commission Scientific Committee on Food, Opinion on Caffeine, Taurine, and D-
Glucuronolactone as Constituents of So-Called “Energy” Drinks at 3 (1999).  The SCF also 
addressed consumption of energy drinks by children and reported no safety concerns from 
the exposure of young people to the caffeine in these products.   
 
The SCF revisited energy drinks again in 2003, based upon additional data including results 
from surveys on the consumption of energy drinks in Austria, where Red Bull was originally 
marketed, and in Ireland and on related exposure data.  European Commission Scientific 
Committee on Food, Opinion of the Scientific Committee on Food on Additional Information 
on “Energy” Drinks at 2-3 (2003).  Based upon those data, the SCF estimated mean chronic, 
high chronic, and acute consumption of energy drinks by regular consumers of such drinks to 
be 125, 350, and 750 ml/day, respectively.   After evaluating these data, SCF stated that its 
earlier (1999) opinion on caffeine remained unchanged.  Id.at 12. 
 
In 2009, the successor entity to the SCF, the European Food Safety Authority (EFSA), 
evaluated updated data regarding taurine and glucuronolactone in caffeinated energy drinks 
and concluded that these ingredients were not of safety concern in the drinks.  European 
Food Safety Authority, The Use of Taurine and D-Glucuronolactone as Constituents of the 
So-Called “Energy” Drinks at 23 (2009).  
 
Monster Energy drinks are labeled with advisory statements instructing consumers not to 
consume the drinks in excess of stated limits per day, which limits are established to help 
ensure consumption levels well within those documented to be safe in the sources cited 
above and elsewhere.  Indeed, in light of the consumption data in the Somogyi study 
commissioned by FDA as well as in the sources cited in the footnotes to your letter, there 
appears to be no data showing excessive, unsafe levels of consumption of caffeine from 
energy drinks. 
 
It is therefore clear from governmental and other authoritative bodies’ conclusions, as well as 
the full body of published scientific literature regarding caffeine, that the amount of caffeine 
in Monster Energy drinks is safe, based upon both caffeine concentration (10 mg per ounce) 
and evidence regarding consumption patterns. 
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Monster Energy drinks are safe for consumption by adolescents 
 
The foregoing safety conclusion for caffeine in Monster Energy drinks extends to 
consumption of those drinks by adolescents as well as adults.  Contrary to the allegations in 
your letter, the scientific evidence does not reveal serious health risks for adolescents posed 
by caffeine at the levels in Monster Energy drinks.  Rather, as detailed below, the scientific 
evidence shows that adolescents experience no particular or unique safety effects from 
caffeine, that safety is a function of body weight, not age, and that any behavioral or other 
effects adolescents may experience from caffeine are the same as those experienced by 
adults.   
 
At the outset, we note that Monster Energy drink labels have for years cautioned:  “Not 
recommended for children, pregnant women or people sensitive to caffeine.”  As there is no 
evidence-based age cut-off for the safe consumption of energy drinks, Monster intends its 
advisory statement that the drink is not recommended for children as a signal to consumers 
and parents.  The drink labels do not specify an age for children because the safety of 
caffeine is a function of amount in mg/kg body weight, not a chronological age. 
 
Dr. Alan Leviton, of Harvard Medical School and Children’s Hospital in Boston, 
Massachusetts presented a paper at the Annual Meeting of the AAP which documented that 
after infancy, neither caffeine’s absorption, its excretion, nor its half-life are age-dependent.  
Leviton, A., “Behavioral Correlates of Caffeine Consumption by Children,” 31 CLIN. 
PEDIATR. 742, 743 (1992).  See also Arnaud, M., “Pharmacokinetics and Metabolism of 
Natural Methylxanthines in Animal and Man,” Methylxanthines at 35-36.  Caffeine freely 
enters the plasma and thereby distributes to all human tissues.  Articles reviewing the relative 
caffeine amounts in particular bodily fluids or tissues reflected no appreciable differences in 
children’s and adults’ caffeine pharmacokinetics.  Arnaud at 36-37.  “A mean distribution 
volume of 0.7 L/kg (0.5–0.8 L/kg) was found in newborn infants, adult subjects, or aged 
subjects. The pharmacokinetics of caffeine in healthy young men aged 20.5 ± 2.0 years and 
in healthy elderly men aged 71.2 ± 3.9 years showed that Tmax, Cmax, and caffeine 
bioavailability were essentially identical.”  Id. at 45.  Therefore, as in adults, the amounts of 
caffeine that distribute to an adolescent’s tissues appear to be a result of the individual’s 
caffeine intake in relation to his or her weight, rather than of any differences in the rate and 
extent of children’s and adults’ caffeine metabolism.  For these reasons, many of the analyses 
in the scientific literature refer to safe levels of caffeine in terms of mg/kg body weight per 
day, either in addition to or instead of an absolute amount.    
 
The 600 mg/day level deemed safe by the IOM, discussed above, reflects a maximum dose 
of 8.6 mg/kg body weight per day based upon a 70 kg (154 lb) person.  The 70 kg figure is a 
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reasonable reference amount in light of the fact that recent data (2007-2010) reported by the 
Centers for Disease Control and Prevention (CDC) reveal that the mean weight of males age 
20 and over in the United States is 88.7 kg, with the 50th percentile at 86.1, and the mean 
weight of females age 20 and over is 75.4 kg, with the 50th percentile at 71.3.  Centers for 
Disease Control and Prevention, Anthropometric Reference Data for Children and Adults: 
United States, 2007-2010, 11 Vital and Health Statistics 1, 7 and 9 (2012).  For adolescent 
males, mean weight ranges from 59.2 kg for 13-year-olds to 79.5 kg for 19-year-olds, with 
the 50th percentile weights ranging from at 56.6 kg to 76.6 kg, respectively.  Id.  For 
adolescent females, mean weight ranges from 56.8 kg for 13-year-olds to 68.0 kg for 19-
year-olds, with the 50th percentile weights ranging from at 52.3 kg to 62.8 kg, respectively.  
Id.  Thus, using the mean weight of even the youngest group of females would yield a safe 
level of caffeine consumption of 488 mg per day, which is more than three 16-oz. cans and 
more than two 24-oz. cans of Monster Energy drinks.  Monster labels its 16-oz. cans with 
directions to limit consumption to 3 cans per day, and labels its 24-oz. cans with directions to 
limit consumption to 2 cans per day.  As noted in the above discussion of consumption data, 
however, the actual consumption levels by adolescents and adults appear to be far lower than 
the labeled limits. 
 
We note that your letter asserts that Monster “claims” that “‘3 cans per day’ of 16 oz. 
Monster is ‘responsible’ or safe consumption by adolescents and adults” and that “‘2 cans 
per day’ of 24 oz. Monster is ‘responsible’ or safe consumption by adolescents and adults.”  
Monster makes no such claim.  Its advisory statements are not “claims” intended to 
encourage consumption at any level, but rather are directions not to exceed the stated levels, 
which are indeed safe for consumption by adolescents and adults based upon the data set 
forth above.  Monster’s advisory statements directing consumers to “Consume Responsibly” 
and in accordance with the stated limits are intended to help guard against excessive 
consumption of energy drinks.  Indeed, Monster led the energy drink industry in this 
advisory labeling as a responsible voluntary measure.   
 
It has been erroneously reported, including in your letter, that American Academy of 
Pediatrics (“AAP”) recommends that adolescents consume no more than 100 mg of caffeine 
per day.  We have not identified any such AAP recommendation, and evidently FDA was 
unable to do so either.  Its November 2012 letter to the Senators states:  “FDA contacted the 
American Academy of Pediatrics (AAP) and reviewed its website and was unable to verify 
an AAP policy statement for the cited value of 100 mg caffeine/d as the upper limit of 
caffeine consumption for adolescents.”  FDA November letter at n. 5.   
 
We did find an article that recommended that children and adolescents consume no more 
than 100 mg caffeine per day or 2.5 mg/kg/day.  That recommendation was not made by the 
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AAP, but appeared in a review article authored by researchers from the University of Miami, 
the Seifert article referenced in your letter at note 2.  The article was published in the 
“Pediatrics” journal, which perhaps led to the erroneous assertion that the recommendation 
had been made by the AAP.  Monster reviewed the sources the review article cited in support 
of its recommendation and did not find anything to substantiate the specific intake levels 
listed.  The 100 mg/day recommended limit appears to be the conclusion of the particular 
review article’s authors based on various discussions in the articles they cited; it does not 
represent the conclusion of an authoritative body.  The caffeine intake limits that these 
researchers recommended appear to be associated with the behavioral effects of caffeine in 
children discussed in the articles the review article cited, such as arousal, irritability and 
effects on sleep.  The behavioral effects were no different than those seen in adults, but are 
dependent on body weight.   
 
Two of the three articles cited by Seifert for the purported 100 mg/day limit for adolescents 
did not address adolescents at all, only children.  In the third article cited, the author noted 
effects of excessive caffeine consumption on children and adolescents such as insomnia and 
other effects that are seen in adults as well.  K.M. Babu et al., Energy Drinks: the New Eye-
Opener for Adolescents, 9 Clinical Pediatric Emergency Med. 35, 38 (2008).  That article 
also cited a study of children and adolescents with excessive soda consumption yielding an 
average caffeine intake of 192.88 mg/d – nearly twice the average daily caffeine intake 
reported by FDA for children and adolescents – who experienced headaches that resolved 
with caffeine abstinence, though the authors noted that the headaches may be attributed to 
caffeine itself or caffeine withdrawal.  Id.  Thus, the literature cited provides no basis for the 
100 mg/day figure, but more significantly, reports no toxicity or genuine safety effects in 
adolescents.   
 
The authors also appear to have “cherry picked” references in order to arrive at their 100 
mg/day level.  Notably, they do not cite key references concluding that administration of 
moderate caffeine doses to children, particularly those who regularly ingest caffeine, 
produced no behavioral effects.  For example, the Seifert review article completely neglected 
a 2002 Food and Chemical Toxicology article, Castellanos, F. et al., “Effects of caffeine on 
development and behavior in infancy and childhood: a review of the published literature”, 40 
FOOD & CHEM. TOXICOLOGY 1235 (2002).  The authors of that review article describe the 
results of seven studies performed with hyperactive children and eight in normal children, 
and conclude that “[t]he effects of caffeine in children seem to be modest and generally 
innocuous.”  Id. at 1242.  Notably, the authors reported that the administration to children 
habituated to caffeine of 10 mg/kg bw/day (4 times the amount recommended by the 
University of Miami authors) produced no significant behavioral effects.  Id. at 1241.  An 
earlier study also neglected by the University of Miami authors concluded:  “There is no 
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clear behavioral toxicity from caffeine in normal children.  Those self-selecting high caffeine 
diets generally do not seem to get negative effects.”  Rapoport, J., et al., “Behavior and 
nutrition:  A mini review,” 51 J. DENTISTRY FOR CHILDREN 451 (1984).  Despite these safety 
conclusions, Monster expressly provides on its labels that its drinks are not recommended for 
children.3 
 
The foregoing analysis of the scientific literature reveals that there is no evidence upon 
which to conclude that 100 mg caffeine per day is the upper “safe level” of caffeine for 
adolescents.  It is therefore wholly without scientific merit to assert that energy drinks like 
Monster exceed the “safe caffeine levels for adolescents,” as stated in your letter. 
 
Finally, with respect to the allegation that the AAP has concluded that energy drinks “should 
never be consumed” by adolescents, this statement comes from an article authored by the 
AAP Committee on Nutrition and the Council on Sports Medicine & Fitness.  Sports Drinks 
and Energy Drinks for Children and Adolescents: Are They Appropriate?, 127 Pediatrics 
1183 (2011).  The authors of that article acknowledge that caffeine has been shown to 
enhance physical performance in adults by increasing aerobic endurance and strength, 
improving reaction time, and delaying fatigue.  Id. at 1185.  The authors state, however, that 
these effects have not been studied in children and adolescents.  They cite the Seifert and 
Babu articles in support of their cautionary statements about the risks of caffeine use by 
children and adolescents, but as detailed above, neither Seifert nor Babu document safety 
risks of caffeine consumption by adolescents.  Accordingly, the assertions in this article are 
equally unfounded.       
 
In sum, the scientific literature documents that the effects of caffeine are not dependent upon 
age but on body weight, and the evidence reveals no unique risks of caffeine consumption for 
adolescents.  While Monster does not target its marketing to adolescents, as discussed below, 
and although the FDA-commissioned data reveal that relatively few teens are regular 

                                                 
3 Because the effects of caffeine are dependent on the amount consumed in relation to body 
weight, not age, the statement on Monster Energy drink’s label does not define by age what 
constitutes a “child”.  We note, however, that in its over-the-counter drug monograph 
regulations, FDA for dosing purposes consistently groups individuals 12 years old and over 
together with adults.  See, e.g., 21 C.F.R. § 335.50(d)(2) and (3) (antidiarrheal drug products 
directions for use), § 336.50(d)(1) - (4) (antiemetic drug products directions for use) § 
338.50(d)(1) and (2) (nighttime sleep-aid drug products directions for use) and § 340.50(d) 
(stimulant drug products directions for use).  Some of these products are labeled as not to be 
given to children under 12 years of age, but those 12 years old and above get the same dose 
as adults. 
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consumers of energy drinks, Monster Energy drinks are safe for adolescents who choose to 
consume them.  
 
Monster Energy drinks are lawfully marketed as dietary supplements but, at Monster’s 
option, could also be lawfully marketed as conventional beverages 
 
Monster Energy drinks meet the Federal Food, Drug, and Cosmetic Act definition of “dietary 
supplement” because they are intended to supplement the diet with dietary ingredients such 
as caffeine, taurine, B vitamins, and L-Carnitine.  21 U.S.C. § 321(ff)(1).  Dietary 
supplements, as well as conventional beverages, are under the jurisdiction of FDA’s Center 
for Food Safety and Applied Nutrition (“CFSAN”).  FDA regulates not only what ingredients 
can be used in both dietary supplements and conventional beverages, but also the labeling of 
these drinks.   
 
FDA imposes certain requirements on dietary supplements that are not applicable to drinks 
marketed as conventional beverages.  It requires that dietary supplement manufacturers 
submit to the agency serious adverse event reports they receive regarding their products.  
Marketers of conventional beverages are not required to report serious adverse events to 
FDA.  Dietary supplement marketers must also notify FDA within 30 days of making a claim 
in the labeling of a product that the product or its ingredients affect the structure or function 
of the body.  Marketers of conventional beverages are not required to submit equivalent 
claims to the agency.  Hence, Monster has not sought to evade FDA regulation by marketing 
its energy drinks as dietary supplements, but rather, has put its energy drinks and their claims 
squarely before the agency for review.   
 
At Monster’s option, Monster Energy drinks also could be lawfully labeled and sold as 
conventional beverages (foods) because their key ingredients, including caffeine, are 
generally recognized as safe (“GRAS”) for use in food at the levels used in Monster Energy 
drinks.   
 
FDA has affirmed by regulation that caffeine is GRAS at the levels currently present in cola 
beverages (21 C.F.R. § 182.1180) and has explained, including in its August letter to Senator 
Durbin, that the regulation addressing caffeine in colas was not intended as a limit on 
caffeine levels in any beverage and does not automatically preclude other uses of caffeine 
from being considered GRAS.  FDA August letter at 2.  A GRAS conclusion is lawfully 
made based upon the general recognition by qualified experts of the safety of caffeine at 
levels delivered by Monster Energy drinks, reflected in the studies and analyses cited above 
by governmental and other authoritative bodies.  Accordingly, caffeine is GRAS at the levels 
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used in Monster Energy drinks, and the drinks lawfully could be marketed as foods rather 
than as dietary supplements.    
 
Reported serious adverse events are not causally linked to Monster Energy drinks  
 
As an initial matter, your October 31 letter erroneously states that the FDA has received 
reports of five deaths allegedly related to the consumption of Monster Energy drinks in the 
last twelve months.  We understand from our discussion with you in our meeting that your 
error resulted from counting three submissions of information associated with a single 
alleged death as three separate deaths.  As we discussed in that meeting, the five deaths 
allegedly associated with Monster Energy drinks were reported over the three-year period 
between April 2009 and March 2012, and not all within the last year.   
 
These reports thus reflect no new or sudden issues.  Rather, the FDA has long been aware of 
the reports and plainly was aware of all of them at the time it told Senator Durbin that the 
available evidence reveals no new, previously unknown risks associated with caffeine 
consumption.  FDA August letter at 2-3.   
 
More specifically, the FDA has made it clear that it has not established any causal link 
between Monster Energy drinks and any of the handful of events reported in the adverse 
event reports database.  In a statement that accompanied FDA’s November 16, 2012 release 
of AERs pertaining to energy drinks, the agency said, “The existence of an adverse event 
report does not necessarily mean that the product identified in the report actually caused the 
adverse event.  FDA assesses the relationship, if any, between a product or ingredient and the 
reported adverse event.”  Food & Drug Admin., Energy “Drinks” and Supplements: 
Investigations of Adverse Event Reports, available at 
http://www.fda.gov/Food/NewsEvents/ucm328536.htm (last visited Dec. 13, 2012). 
 
As detailed above, FDA’s statements to date include no adverse conclusions concerning the 
safety of caffeine in energy drinks.  With respect to other key ingredients in Monster Energy 
drinks and other energy drinks, the agency said, “FDA has yet to identify any safety studies 
that call into question the safety of combinations of various ingredients added to ‘energy 
drinks’ under intended conditions of use.”  FDA November letter at 2.  In particular, with 
respect to the common energy drink ingredients taurine and guarana, “FDA searched the 
literature but did not find any information that calls into question the safety of these 
ingredients as currently used in beverages.”  Id. at 3. 
 
Your letter also asserts that the number of emergency room visits “related to” energy drink 
consumption increased tenfold from 2005-2009, citing the article, Emergency Department 
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Visits Involving Energy Drinks, the DAWN Report (November 22, 2011).  As with AER 
reports to FDA, the DAWN Report does not provide evidence of a causal relationship 
between energy drinks and the reasons for the emergency room visits.  Notably, more than 
half of the reported emergency room visits involved drugs or alcohol.  Further, that report 
cites the Seifert article as the basis for the statement that “[a] growing body of scientific 
evidence documents harmful effects, particularly for children, adolescents, and young 
adults,” of caffeine consumption.  Id. at 2.  As addressed in detail above, however, the Seifert 
article does not provide documentation of bodily harm to adolescents and young adults from 
caffeine consumption. Finally, the DAWN Report observed a nearly 20% decrease in 
emergency room visits allegedly associated with energy drinks between 2008 and 2009, the 
last year for which data were reported.  It is therefore nearly impossible to draw any 
evidence-based conclusions about the safety of energy drinks from this report. 
 
Finally, your letter cites the death of Anais Fournier, whose family has filed a lawsuit against 
Monster Beverage Corporation.4  While of course the death of any teenager is tragic, your 
assertion that “14-year old Anais Fournier died after consuming two 24 oz. cans of Monster 
and suffering cardiac arrhythmia” is both incorrect and misleading.  First, according to the 
Plaintiffs in that lawsuit, Ms. Fournier allegedly consumed one 24 oz. can of Monster Energy 
on one evening and apparently suffered no adverse effects, and did not consume another can 
of Monster Energy until a full twenty-four hours later.  The scientific evidence regarding 
caffeine metabolism and half-life discussed above and readily available in published studies 
makes clear that by the time she drank a Monster Energy drink on a second day, the caffeine 
in the drink she had consumed twenty-four hours earlier would have effectively cleared her 
system.  Thus, the Monster Energy drink she consumed on the first day had no meaningful 
impact on what occurred more than twenty-four hours later, other than to demonstrate that 
she was able to consume without adverse effects the same Monster Energy drink that she 
drank the following day.   
 
Second, the forensic evidence does not link Monster Energy drinks or caffeine to her death.  
The medical examiner’s autopsy report states that a caffeine blood level was not performed on 
Ms. Fournier, nor were any “meaningful toxicological analyses” conducted.  Post Mortem 
Examination Report, Office of the Chief Medical Examiner, State of Maryland, at 4.  
Ms. Fournier’s death appears to have been the result of a known, pre-existing heart condition, 
for which she was apparently taking medication.  Significantly, other than the Fournier case, 
Monster is not aware of any proceedings having been commenced against Monster claiming 
wrongful death or personal injury arising from consumption of a Monster Energy drink. 

                                                 
4 The Fournier case is the only proceeding ever commenced against Monster claiming 
wrongful death arising from consumption of a Monster Energy drink. 
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In sum, a look at the evidence reveals no scientific grounds for allegations that energy drinks 
such as Monster Energy drinks are unsafe for either adolescents or adults.  Caffeine has been 
one of the most widely studied food ingredients for decades, and leading governmental and 
other authoritative scientific bodies have concluded that caffeine is safe at the levels found in 
Monster Energy drinks at the consumption patterns reflected in the literature.  Energy drinks 
have a 25-year history of safe use and have undergone multiple governmental evaluations of 
their safety.  Monster has sold more than eight billion cans of Monster Energy drinks since 
the drinks were first launched in 2002, seven billion of which have been sold in the United 
States.  Its 24 oz. size was launched in March 2005 and has a seven-year history of safe 
consumption.  The FDA received 37 AERs allegedly associated with Monster Energy drinks 
over an eight-year period, which translates to one AER out of every 200 million cans sold, 
and even those AERs have not been deemed causally linked to the drinks.  The marketing of 
energy drinks by Monster and other companies in this category has been relatively consistent 
since the drinks were first launched.  Accordingly, there are no new risks presented by these 
drinks, no new trends regarding their marketing and consumption, and no new grounds to 
revisit the safety conclusions that have been well established in the scientific literature for 
decades.     
 
The October 31 letter requests information beyond the scope of Section 17508 
 
Let me turn now to your specific requests for information.  First, as underscored both by the 
regulations referenced above as well as by its current involvement in inquiries regarding 
energy drinks, questions of safety and labeling of dietary supplements fall within the 
exclusive purview of the FDA.  The Nutrition Labeling and Education Act contains an 
express preemption provision that prohibits states from imposing a labeling requirement to 
foods categorized under 21 U.S.C. §§ 343(c), (e), (i)(2), (w), and (x) if the state’s 
requirement is “not identical to the requirement of” the NLEA.  21 U.S.C. § 343-1(a)(2).  
A  state labeling requirement is “not identical to” an NLEA requirement if it imposes a 
labeling obligation that is inconsistent with the NLEA’s requirements.  See 21 C.F.R. § 
100.1(c)(4).  Dietary supplements fall within the Federal Food Drug and Cosmetic Act’s 
definition of “food.”  See 21 U.S.C. § 321(ff).  Thus, the statutory scheme unambiguously 
deems the regulation of the labeling of the supplements an exclusively federal concern. 
 
Second, under principles of primary jurisdiction, courts generally refer to administrative 
bodies issues within their special competence, particularly when those issues are already 
under active review.  That would certainly be true with regard to any question of the safety or 
labeling of energy drinks.  By responding to your requests for information, Monster does not 
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waive and expressly reserves its right to argue that any questions concerning the safety and 
labeling of its energy drinks should properly be addressed by the FDA. 
 
Business and Professions Code section 17508 permits certain public prosecutors to request 
“evidence of the facts” that support “advertising claims” made to California consumers.  The 
statute specifies three types of claims that the law is designed to address:  those which 
“(1) purport to be based on factual, objective, or clinical evidence, (2) compare the product's 
effectiveness or safety to that of other brands or products, or (3) purport to be based on any 
fact.”   The California Attorney General’s Office has provided an official interpretation of 
this provision in a formal legal opinion, which offers guidance as to the provision’s scope 
and proper application.  
 
In the opinion, the Attorney General confirms that the law is designed to focus on consumer 
protection in the advertising context, and specifically the “investigation of the numerous 
contentions and representations that are made in the promotion and marketing of products 
and services.”  58 Ops. Cal. Atty Gen. 297 (May 2, 1975).  To define the scope of 
“advertising” subject to Section 17508, the Attorney General refers to the definition provided 
in the Sherman Food and Drug Law, the California equivalent of the Federal Food Drug and 
Cosmetics Act, which governs the energy drinks at issue.  That law states, in relevant part: 
 

‘Advertisement’ means any representations, including, but not 
limited to, statements upon the products, its packages, cartons, 
and any other container, disseminated in any manner or by any 
means, for the purpose of inducing, or which is likely to 
induce, directly or indirectly, the purchase or use of any food, 
drug, device, or cosmetic. 

Health & Safety Code § 109885.  The opinion further recognizes that certain representations 
may not be reasonable subjects of substantiation requests.  For example, a company need not 
substantiate advertisements that are not based on facts, or representations that are otherwise 
not actionable under the false advertising laws.  
  
Here, virtually all of the statements enumerated in the October 31 letter cannot reasonably be 
considered “fact-based” advertising claims.  Other statements identified in that letter are not 
advertising claims at all.  
 
For example, the letter cites to the statements “Bigger is better” and “You can never get too 
much of a good thing.”  Case law makes clear that such statements are considered advertising 
“puffery,” and therefore are not actionable under the false advertising laws.  Statements 
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constitute non-actionable puffery when they make no specific claims of any kind.  “Puffing 
is exaggerated advertising, blustering, and boasting upon which no reasonable buyer would 
rely[.]”   Southland Sod Farms v. Stover Seed Co., 108 F.3d 1134, 1145 (9th Cir. 1997).  A 
statement that is “quantifiable, that makes a claim as to the specific or absolute 
characteristics of a product, may be an actionable statement of fact while a general, 
subjective claim about a product is non-actionable puffery.”  Newcal Indus., Inc. v. Ikon 
Office Solutions, 513 F.3d 1038, 1053 (9th Cir. 2008); see also Summit Tech., Inc. v. High-
Line Medical Instruments, Co., 933 F. Supp. 918, 931 (C.D. Cal 1996) (a statement 
“incapable of objective verification” cannot be expected to induce reasonable consumer 
reliance and is nonactionable puffery). 
 
The Southland Sod Farms case is directly on point.  In that case, a manufacturer of seeds 
sued a competitor under the federal Lanham Act and California Business and Professions 
codes 17200 and 17500, alleging that the competitor’s statement that “Less is More” — 
implying that the slower rate of growth of its seed resulted in less mowing — was 
misleading.  Finding that “Less is More” was “precisely the type of generalized boasting 
upon which no reasonable buyer would rely,” the Ninth Circuit affirmed the district court’s 
grant of summary judgment.  Id. at 1147.  Here, Monster’s general statements are even less 
specific than those in Southland Sod Farm, and are not actionable advertising claims.  
 
With respect to the statement that Monster “hydrates like a sports drink,” the factual support 
for that statement appears on the Supplement Facts label.  There is no regulatory definition of 
“sports drink”; such drinks usually include electrolytes such as sodium and potassium.  In 
this case, a 16 oz. can of Monster Rehab contains sodium and potassium in amounts 
comparable to the levels found in sports drinks such as Powerade, Gatorade or AllSport.  As 
reflected on the labels handed out during our meeting on December 10, Gatorade Perform 
Series 2 contains 110 mg of sodium and 30 mg of potassium per 8 oz. serving.  An 8 oz. 
serving of Monster Rehab Tea + Lemonade + Energy contains the same 110 mg. of sodium, 
35 mg of potassium, and 12.6 mg. of magnesium — electrolyte ingredients regularly found 
in single servings of drinks marketed as sports drinks, — as well as chloride and sodium 
citrate.  The presence of these electrolytes fully validates the statement that Monster 
“hydrates like a sports drink.”   
 
In our meeting, you asked whether the presence of caffeine was inconsistent with the 
statement about hydration.  As we discussed, published scientific literature documents the 
hydrating benefits of hypotonic beverages such as Monster Rehab and that the caffeine 
content of these drinks does not negate the hydration benefit.  See, e.g., Erica R. Goldstein, et 
al., Int’l Soc’y of Sports Nutrition Position Stand: Caffeine and Performance, 7 J. OF THE 

INT’L SOC’Y OF SPORTS Nutrition 1 (2010).  Indeed, some of the articles referenced in the 
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October 31 letter similarly confirm that consumption of 500 mg/day of caffeine “does not 
cause dehydration or chronic water imbalance.”  Sara M. Seifert et al., Health Effects of 
Energy Drinks on Children, Adolescents, and Young Adults, 127 PEDIATRICS 511, 518 
(2011). 
 
The website statement that Monster Energy drinks deliver “twice the ‘buzz’ of a “regular 
energy drink” similarly is not a “fact-based” advertising claim and thus is not a reasonable 
subject of a substantiation request.  First, “buzz” is an intangible, nonspecific quality that 
cannot be measured.  Like “bigger is better,” it is puffery and thus not the proper subject of a 
Section 17508 request.  Phrases like “twice the buzz” are non-actionable puffery, precisely 
because they are generalized marketing slogans and non-specific terms that constitute vague 
and highly subjective product superiority claims and also because they may constitute 
exaggerated advertising, blustering and boasting.  See Southland Sod Farms v. Stover Seed 
Co., 108 F.3d 1134, 1145 (9th Cir. 1997) and the authority on which the Ninth Circuit relied.  
Second, the full statement accurately reflects the fact that Monster Energy drinks are 
generally twice the size of an 8 oz. can of Red Bull™.5 
 
Monster’s statement in response to media inquiries following the filing of a wrongful death 
action against the Company is not advertising subject to Section 17508.  A response to media 
inquiries about litigation is not made to induce, either directly or indirectly, the purchase of 
any Monster Energy drink.  It cannot reasonably be considered a “fact-based” advertising 
claim. 

                                                 
5 Although Monster chooses here to provide additional information regarding the statements 
referencing sports and energy drinks, in our view neither of those statements is properly the 
subject of a Section 17508 request.  These statements consist of “a general claim of 
[equivalency or superiority] to a comparative product that is so vague and indeterminate that 
it will be understood as a mere expression of opinion.”  McCarthy on Trademarks and Unfair 
Competition, § 27:38.  It is unlikely that any reasonable consumer would consider “twice the 
buzz” or “hydrates like a sports drink” to be “a factual claim upon which he or she could 
rely.” See, e.g., Cook, Perkiss and Liehe, Inc. v. Northern Cal. Collection Serv., Inc., 911 
F.2d 242, 246 (9th Cir. 1990)(finding that statements implying lower rates and better service 
than competitors were nonactionable puffery); see also Consumer Advocates v. Echostar 
Satellite Corp., 113 Cal. App. 4th 1351, 1361 (2003)(holding that “crystal clear” and “CD 
quality” sound are not factual representations that a given standard is met, but are “boasts, 
all-but-meaningless superlatives[.]”); Fraker v. KFC Corp., 2006 U.S. Dist. LEXIS 79049, at 
*6-1 1 (S.D. Cal. Oct. 19, 2006) (granting motion to dismiss where court found “best food,” 
“utilizes only the highest quality ingredients,” and “you can enjoy 'fast food' as part of a 
sensible balanced diet” to be non-actionable puffery.) 
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CIN AND COUNN OF SAN FRANCISCO 

DENNIS J. HERRERA 
City Attorney 

The Honorable Margaret Hamburg, M.D. 
Commissioner 
U.S. FOOD AND DRUG ADMINISTRATION 
U.S. Department of Health and Human Services 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 

Re: The Use of Caffeine in Energy Drinks 

Dear Dr. Hamburg: 

OFFICE OF THE CIN AnORNEY 

DIRECT DIAL: (415)554-4748 
E-MAIL: tara.collins@sfgov.org 

March 19,2013 

I write with regard to the attached letter from 18 scientists, academics, clinicians, and public 
health professionals who have concluded, based on their expertise and review of published 
studies, that the caffeine levels in energy drinks pose serious health and safety risks. Because the 
letter concludes that there is no consensus among qualified experts supporting the safety of the 
high levels of added caffeine in energy drinks, I urge the Food and Drug Administration 
("FDA") to take action to protect consumers from these products. 

My office has been investigating the safety of highly caffeinated energy drinks, such as Monster 
Energy, as well as the marketing practices and advertising claims made by energy drink 
companies. l In the wake of recent reports of illness, injury, and even death allegedly linked to 
the consumption of energy drinks, I understand that the FDA is also investigating the safety and 
health risks associated with the products. 

Because energy drinks are conventional beverages,2 the caffeine added to these drinks is a food 
additive that must be generally recognized as safe under the conditions of its intended use (i.e., 
Generally Recognized As Safe ("GRAS")). For a food additive to be safe under this standard, 
there must be "a reasonable certainty in the minds of competent scientists that the substance is 
not harmful under the intended conditions of use." 21 c.F.R. 170.3(i). Under GRAS guidelines, 

I See my October 31, 2012 letter to Monster Beverages Corporation, available at 
http://www .sfcityattorney .org/Modules/Show DocumenLaspx ?documentID= I 070. 

') 

- Many energy drink manufacturers mislabel their products as dietary supplements in an apparent attempt to avoid 
the requirements of the GRAS standard. We note that Monster Energy recently announced that it is reclassifying 
its drinks as conventional beverages. 
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the burden is on the manufacturer to prove that (1) an additive is safe for its intended use based 
on published scientific literature, and (2) there is a consensus of scientific opinion regarding the 
safety of the use of the substance. 21 c.F.R. §§ 170.3, 170.30. The FDA has approved caffeine 
as GRAS only for use in cola-type beverages in concentrations no greater than 200 parts per 
million, which is substantially less than the amount of caffeine added to energy drinks . 21 
C.F.R. § 182.1180. 

As the accompanying letter demonstrates, the large amount of added caffeine in energy drinks 
does not meet the requirements of the GRAS standard because it is neither safe based on 
scientific evidence, nor is there expert consensus regarding its safety. To the contrary, as the 
letter makes clear, there is a strong consensus of scientific opinion that the caffeine levels in 
energy drinks have not been demonstrated to be safe, but rather pose a serious public health risk, 
particularly to young people to whom energy drinks are aggressively marketed. 

California's food safety and labeling laws adopt the requirements of the Federal Food, Drug and 
Cosmetic Act ("FDCA"), including the GRAS standard. My office has statutory authority to file 
suit for violations of California law. However, the harms posed by energy drinks are not limited 
to California. Therefore, I urge the FDA to exercise its authority under the FDCA to protect 
consumers from the dangerously high levels of caffeine found in many energy drinks. 

Thank you for your prompt attention to this matter. 

Sincerely, 

DJH/msd 

Enclosure 
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March 19, 2013 
 
The Honorable Margaret A. Hamburg, M.D. 
Commissioner 
Food and Drug Administration 
10903 New Hampshire Avenue  
Silver Spring, MD 20993 
 
Re: The Use of Caffeine In Energy Drinks  
 
Dear Commissioner Hamburg: 
 
Recent reports of health complications, emergency department visits, injuries, and deaths 
related to energy drink consumption have spawned widespread concern among scientists, 
health professionals, legislators, state and local law enforcement officials, and consumers 
regarding the safety of highly caffeinated energy drinks.  As researchers, scientists, clinicians, 
and public health professionals who have studied and conducted research on energy drinks, we 
are writing this letter to summarize the scientific evidence on this issue and encourage action. 

 
Given the evidence summarized below, we conclude that there is neither sufficient evidence of 
safety nor a consensus of scientific opinion to conclude that the high levels of added caffeine in 
energy drinks are safe under the conditions of their intended use, as required by the FDA’s 
Generally Recognized as Safe (GRAS) standards for food additives.  To the contrary, the best 
available scientific evidence demonstrates a robust correlation between the caffeine levels in 
energy drinks and adverse health and safety consequences, particularly among children, 
adolescents, and young adults.  
 
DESCRIPTION OF ENERGY DRINKS AND RELATED PRODUCTS 
Energy drinks are a relative newcomer to the U.S. marketplace and have surged in popularity in 
recent years, particularly among adolescents.  Energy drinks are flavored beverages that contain 
added amounts of caffeine as well as other additives such as taurine, guarana (a natural source 
of caffeine), and ginseng.1-3   
 
The U.S. energy drink industry has grown rapidly since the drinks were first introduced,3,4 and is 
projected to reach $19.7 billion in sales by 2013.2  Between 2006 and 2012, Monster Energy®, 
the largest U.S. energy drink manufacturer, tripled its sales.5  As a result of aggressive marketing, 
energy drinks are particularly popular among adolescents.4,6,7  As noted in a 2010 study 
commissioned by the FDA,a “[e]nergy drinks are typically attractive to young people,” and 65% 
of energy drink consumers are 13- to 35-year-olds.8  More recent reports show that 30 to 50% of 
                                                           
a This report discusses the mean per capita daily caffeine intake from energy drinks as calculated by 
estimates from data provided by the Beverage Marketing Corporation.  The mean per capita daily intake 
tells us nothing about the number of individuals who are ingesting large quantities of these products.  The 
report relied on data that is now out of date and made assumptions based on caffeine levels in 16 oz 
serving sizes, rather than the new 24 oz sizes.  Further, the report also acknowledged that “very limited 
reliable information is available of the number and age distribution of regular energy drink consumers” 
and “there may be underreporting for young person[s]”.8  
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adolescents and young adults consume energy drinks.7,9-11  According to Monitoring the Future, 
the federally funded national annual survey of students in grades eight through twelve, 35% of 
eighth graders and 29% of both tenth and twelfth graders consumed an energy drink during the 
past year, and 18% of eighth graders reported using one or more energy drinks every day.12 
 
Energy drinks vary with respect to caffeine content and concentration.1,13  The caffeine content 
of many energy drinks is not disclosed on the product label,2 and in these cases, information 
about caffeine content must be derived from Internet sources of unknown validity.  In general, 
the caffeine concentration of energy drinks is much higher than that of sodas, for which the FDA 
has recognized 200 parts per million of caffeine (approximately 71 mg per 12 fl oz serving) as 
GRAS.14  By contrast, the most popular energy drinks, like Monster Energy®, contain between 
160 and 240 milligrams of caffeine per can.  Many energy drinks contain as much as 100 mg of 
caffeine per 8 fl oz serving2 with some containing as much as 300 mg per 8 fl oz serving.13  In 
addition, many energy drink brands are sold in larger, containers that hold multiple servings (16 
to 24 fl oz/473 to 710 mL).1  While some energy drink manufacturers properly classify their 
drinks as beverages, others label their beverages as dietary supplements.b 
 
Although some brands of coffee contain amounts of caffeine that exceed the FDA’s established 
GRAS levels for soda, energy drinks differ from coffee in three important ways.  First, the caffeine 
in coffee is naturally occurring, while the caffeine in energy drinks is added by the manufacturer 
and is thus subject to regulation by the FDA as a food additive.  Second, many energy drinks and 
related products containing added caffeine exceed the caffeine concentration of even the most 
highly caffeinated coffee.13,15  Third, coffee is typically served hot, tastes bitter, and is consumed 
slowly by sipping.  By contrast, energy drinks are typically carbonated, sweetened drinks that 
are served cold and consumed more rapidly.  Indeed, energy drinks are often marketed in a 
manner that encourages consumers to ingest large quantities quickly (e.g., “pound down,” “chug 
it down”c). Unlike coffee, energy drinks are marketed in a manner designed to appeal to youth 
and are highly popular with youth.  A scientific review funded by the National Institutes of 
Health has concluded that the risk for energy drink overdose is increased by the combination of 
marketing that specifically targets youth and the developmental risk-taking tendencies of 
adolescents.7 
 
 
 
 
 
 

                                                           
bEnergy “shots” are a subset of energy drinks that come in smaller containers (usually 1.4 to 3 oz) and 
have even higher caffeine concentration than regularly-sized energy drinks. Many contain B vitamins, 
taurine, flavoring, and sweeteners.  Other “energy products” available for purchase include gel packs, 
candies, gum, snacks, energy powders, inhalers, and strips, all containing various amounts of added 
caffeine. 
 

cLabels of Monster Energy® products.  
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HEALTH COMPLICATIONS ASSOCIATED WITH THE CONSUMPTION OF ENERGY DRINKS  
We are particularly concerned about the health effects of energy drink consumption by children 
and adolescents.  Younger individuals tend to have greater sensitivity to a given serving of 
caffeine than adults because they are more likely to have a lower body mass and are less likely 
have already developed a pharmacological tolerance from regular caffeine consumption.  The 
American Academy of Pediatrics’ Committee on Nutrition and the Council on Sports Medicine 
and Fitness recently concluded that “rigorous review and analysis of the literature reveal that 
caffeine and other stimulant substances contained in energy drinks have no place in the diet of 
children and adolescents.”16 
 
The Institute of Medicine has similarly recommended that any drinks containing caffeine should 
not be sold to children at school.17  Pediatric professionals concur and further state that energy 
drinks “are not appropriate for children and adolescents and should never be consumed.”16  
Other experts have concluded that children and adolescents should not consume more than 100 
mg of caffeine per day,7 less than the amount in a single can of most energy drinks.  
 
With respect to adults, the FDA has noted that consumption of 400 mg of caffeine by healthy 
adults in the course of a day is not associated with adverse health effects.18  That standard for 
“healthy adults” does not take into consideration that individuals have varying sensitivities to 
caffeine.19-24  Moreover, consumption of 400 mg “in the course of the day” is an important 
qualification because consumers can ingest 400 mg of caffeine from energy drinks very quickly.  
Metabolism of caffeine appears to be non-linear at high doses.  In one study using caffeine-
experienced human subjects, an increase in caffeine dose from 250 to 500 mg was associated 
with significant increases in the half-life as well as a decrease in the clearance of caffeine from 
the blood, resulting in higher caffeine levels that were sustained much longer compared with the 
lower dose.25  An additional consideration is that the negative effects of caffeine at high blood 
levels could be compounded by the accumulation of its metabolites (e.g., paraxanthine, 
theophylline, theobromine), which are active stimulants themselves.25,26   
 
Our work as public health professionals has included examination of the surveillance methods 
used to track adverse health effects associated with energy drink consumption (e.g., emergency 
department visits for caffeine-related cardiac events).  Despite widespread use of energy drinks, 
there are no systematic data collection methods to ascertain the prevalence of possible adverse 
health complications related to energy drinks and related products.  Therefore, the following 
information likely underestimates the actual prevalence of adverse health effects associated 
with these beverages.  
 
Fatalities and Injuries:  According to information submitted to the FDA through its voluntary 
Adverse Event Reporting System, consumption of Monster Energy® was implicated in the deaths 
of five individuals, and reports of 13 deaths have cited the possible involvement of 5-Hour 
Energy®.27  The FDA has not disclosed the ages of the deceased individuals in these cases.  
However, details reported elsewhere indicate that in one case, a 14-year-old girl reportedly died 
of a cardiac arrhythmia induced by caffeine after consuming two 24 oz Monster Energy® 
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beverages over two consecutive days.28  Also reported to the FDA were 21 claims of adverse 
reactions, some requiring hospitalization, which were reportedly associated with the 
consumption of Red Bull®.29  These reports only refer to three of the energy products on the 
market, and of course do not include injuries and deaths that were not voluntarily reported to 
the FDA.  Also, between October 2010 and September 2011, about half of all calls to the National 
Poison Data System for energy-drink-related caffeine toxicity concerned children under 6 years 
old. This incidence is far greater than for accidental ingestion of other forms of caffeine.30 
 
Emergency Department Visits:  The Drug Abuse Warning Network (DAWN) reports U.S. 
emergency department (ED) visits using a probability sampling strategy.  DAWN conducted a 
special analysis of the data related to energy drink consumption, which revealed a ten-fold 
increase in ED visits from 2005 to 2009 (1,128 to 13,114).31  DAWN recently issued an update to 
that report which showed that the number of energy-drink-related ED visits doubled between 
2007 and 2011, from 10,068 to 20,783.32  
 
Cardiovascular Complications:  Caffeine produces a number of cardiac effects, which appear in 
a more pronounced manner in caffeine-naïve subjects and in those consuming higher doses of 
caffeine.  The consumption of highly caffeinated energy drinks has been associated with elevated 
blood pressure, altered heart rates, and severe cardiac events in children and young adults, 
especially those with underlying cardiovascular diseases.  A few studies have examined the 
effects of caffeine consumption on heart rate and blood pressure in children and adolescents.33,34   
 
Higher doses of caffeine have been associated with caffeine intoxication, resulting in tachycardia, 
elevated blood pressure, vomiting, hypokalemia (from beta-adrenergic stimulation), and cardiac 
arrhythmias (atrial flutter, atrial fibrillation, atrioventricular nodal reentrant tachycardia, and 
ventricular fibrillation).1,3  
 
 A study of young adults found that the consumption of a sugar-free energy drink containing 80 
mg of caffeine was associated with changes in platelet and endothelial function great enough to 
increase the risk for severe cardiac events in susceptible individuals.35  These findings show how 
acute effects of caffeine administration on heart rate might result in cardiovascular events 
requiring hospitalization, especially in at-risk youth. Caffeine’s effects on blood pressure have 
been found to be more pronounced among African American children than White children.36,37 
 
The consumption of energy drinks before or during exercise might be linked to an increased risk 
for myocardial ischemia.  In healthy individuals who consume caffeine and then exercise 
afterwards, significant reductions in myocardial blood flow have been noted by indirect 
laboratory measures.38  Several mechanisms have been postulated to explain this effect, 
including the ability of caffeine to block adenosine receptors that modulate coronary vasomotor 
tone.38  This vasoconstrictive effect might be more pronounced among caffeine-naïve individuals 
or those who acutely ingest higher doses of caffeine, such as are present in energy drinks. 
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Seizures:  In addition to cardiac events, cases have been reported of new-onset seizures 
attributed to energy drink consumption among 15- to 28-year-olds.39-42  In all of these cases, 
seizures ceased after the individuals abstained from consuming energy drinks.  
 
Childhood Obesity:  Energy drinks have also been shown to contribute to youth obesity due to 
their high calorie and sugar content.7,43  One 24-oz can of Monster Energy® contains 81 grams of 
sugar, which is equivalent to 6.75 tablespoons.2  The American Academy of Pediatrics’ 
Committee on Nutrition reports findings that the consumption of excessive carbohydrate 
calories from energy drinks increases risk for pediatric overweight and that “energy drinks have 
no place in the diet of children and adolescents.”16  In addition, adolescents are at risk for 
increased consumption of high-calorie energy beverages due to marketing claims that they 
enhance physical and mental performance and increase energy.13  
  
Other Health Issues:  Youth with higher caffeine intake commonly report troubling 
neurological symptoms, including nervousness, anxiety, jitteriness, and headache.44-46  In one 
review, youth consuming 100 to 400 mg of caffeine daily from dietary sources report jitteriness 
and nervousness.44  Studies have also linked high caffeine intake to reduced sleep, poor 
academic performance, daytime sleepiness (falling asleep at school), aggressive behavior, and 
social and attention problems among youth.47-53  With regard to energy drinks in particular, 
studies have shown negative behavioral effects among youth including jitteriness, anxiety, and 
dizziness, which might undermine students’ ability to stay on task, focus, and perform well.6  
Although many energy drink manufacturers assert that additives such as taurine and B-vitamins 
improve physical or cognitive performance, current evidence does not support these claims.54  
Finally, energy drinks that have higher titratable acidity levels than sports drinks have been 
associated with comparatively more tooth enamel loss.55  
 
Health and Safety Effects of Combining Energy Drinks with Alcohol:  Energy drinks also 
pose unique dangers when combined with alcohol.  Although the FDA and CDC have concluded 
that the combination of alcohol and energy drinks is unsafe and poses serious health risks,18,56 
the latest available national data from Monitoring the Future indicated that 26% of high school 
seniors consumed an alcoholic beverage containing caffeine during the past year.12  Because 
individuals who consume energy drinks with alcohol underestimate their true level of alcohol-
related impairment (i.e., a “wide-awake drunk”),57-59 the bulk of scientific evidence suggests that 
individuals who combine energy drinks with alcohol are more likely to engage in risky behavior 
than if they were only consuming alcohol.60-64  Accordingly, consuming energy drinks mixed with 
alcohol is associated with serious alcohol-related consequences such as sexual assault and 
driving while intoxicated.60  One study found that individuals who mix alcohol and energy drinks 
are more likely to report heavy drinking,65 while another study documented a link between 
frequent consumption of energy drinks and increased risk for alcohol dependence among 
college students.66 
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CONCLUSION 
Based on our own research and our review of the published literature cited herein, we conclude 
that there is no general consensus among qualified experts that the addition of caffeine in the 
amounts used in energy drinks is safe under its conditions of intended use as required by the 
GRAS standard, particularly for vulnerable populations such as children and adolescents.  On the 
contrary, there is evidence in the published scientific literature that the caffeine levels in energy 
drinks pose serious potential health risks, including increased risk for serious injury or even 
death.  We therefore urge the FDA to take prompt action to protect children and adolescents 
from the dangers of highly caffeinated energy drinks, including applying the existing GRAS 
standard for sodas to energy drinks and other beverages that contain caffeine as an additive.  We 
also urge the FDA to require that manufacturers include caffeine content on product labels.  
 
Sincerely,  
 

 
Amelia M. Arria, Ph.D. 
Director 
Center on Young Adult Health and Development 
University of Maryland School of Public Health 
8400 Baltimore Avenue, Suite 100 
College Park, MD 20740 
aarria@umd.edu  
 

 
Mary Claire O’Brien, M.D. 
Associate Professor 
Department of Emergency Medicine 
Department of Social Science and Health Policy 
Wake Forest School of Medicine 
One Medical Center Boulevard 
Winston-Salem, NC 27157 
mobrien@wakehealth.edu  
 

 
Roland R. Griffiths, Ph.D. 
Professor 
Departments of Psychiatry and Neuroscience 
Johns Hopkins University School of Medicine 
5510 Nathan Shock Drive 
Baltimore, MD 21224 
rgriff@jhmi.edu 
 

Exhibit E, Page 70



 
 

7 
 

 
 
Patricia B. Crawford, Dr.P.H., R.D. 
Adjunct Professor and Director 
Atkins Center for Weight and Health 
CE Nutrition Specialist  
119 Morgan Hall 
University of California 
Berkeley, CA 94720 
pbcraw@berkeley.edu 
 
Additional Signatories 
 
Kavita Babu, M.D., FACEP, FACMT 
Fellowship Director 
Division of Medical Toxicology 
Assistant Professor 
Department of Emergency Medicine 
UMass Memorial Medical Center 
55 Lake Avenue North 
Worcester, MA  01655 
kavitambabu@gmail.com 
 
Bruce A. Goldberger, Ph.D. 
Professor and Director of Toxicology 
Departments of Pathology and Psychiatry 
University of Florida College of Medicine 
4800 S.W. 35th Drive 
Gainesville, FL 32608 
bruce-goldberger@ufl.edu 
 
William C. Griffin III, Ph.D., R.Ph. 
Research Assistant Professor 
Center for Drug and Alcohol Programs 
Department of Psychiatry and Behavioral Sciences 
Medical University of South Carolina 
MSC 861 
67 Presidential Street 
Charleston, SC 29425 
griffinw@musc.edu 
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John P. Higgins, M.D., M.B.A. (Hons), M.Phil., FACC, FACP, FAHA, FACSM, FASNC, FSGC 
Associate Professor of Medicine, The University of Texas Health Science Center at Houston  
Director of Exercise Physiology, Memorial Hermann Ironman Sports Medicine Institute  
Chief of Cardiology, Lyndon B. Johnson General Hospital  
Principal Investigator HEARTS (Houston Early Age Risk Testing & Screening Study) 
Division of Cardiology 
6431 Fannin Street, MSB 4.262 
Houston, TX 77030  
john.p.higgins@uth.tmc.edu  
 
C. Tissa Kappagoda, M.D. 
Professor Emeritus  
Heart and Vascular Services 
Lawrence J. Ellison Ambulatory Care Center 
University of California Davis Health System 
4860 Y Street, Suite 0200 
Sacramento, CA 95817 
ctkappagoda@ucdavis.edu 
 
Steven E. Lipshultz, M.D., FAAP, FAHA 
George E. Batchelor Professor of Pediatrics and Endowed Chair in Pediatric Cardiology 
Professor of Epidemiology and Public Health 
Professor of Medicine (Oncology) 
Leonard M. Miller School of Medicine, University of Miami 
Chief-of-Staff, Holtz Children's Hospital of the University of Miami-Jackson Memorial Medical Center 
Director, Batchelor Children's Research Institute 
Member, Sylvester Comprehensive Cancer Center, Miami, Florida 
Department of Pediatrics (D820) 
University of Miami, Leonard M. Miller School of Medicine 
P.O. Box 016820 
Miami, Florida 33101 
slipshultz@med.miami.edu 
 
Kristine Madsen, M.D., M.P.H., FAAP 
Fellow, American Academy of Pediatrics 
Assistant Professor 
School of Public Health, University of California Berkeley 
Department of Pediatrics, University of California San Francisco 
King Sweesy and Robert Womack Endowed Chair in Medical Research and Public Health 
219 University Hall 
Berkeley, CA 94720 
madsenk@berkeley.edu 
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