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April 19, 2016
Jeffrey Craig Miller, Esq.
Miller Korzenik Sommers Rayman LLP
488 Madison Avenue
New York, NY 10022
RE: Kole Life Foods
Dear Jeff:
This letter is in response to your email dated April 12, 2016, wherein you passed along a series
of some twenty-four questions that Jesse Singal, the Senior Editor for NYMag.com, poses to my
client, Kole Life Foods, regarding its Kole Tonics product line. Mr. Singal's questions focus
primarily on requests for substantiation of the claims made regarding these products. He also
asks about the disclosure on the Kole Life Foods website that makes clear that Dr. Bankole
Johson's role with the company has no affiliation with his role as a faculty member at the
University of Maryland School of Medicine and that the University of Maryland does not
endorse Kole Tonics.
As an initial matter, in several instances, the formulation of Mr. Singal's questions materially
misstates the claims that Kole Life Foods is making. As Kole Life Foods has previously stated
to Mr. Singal, even prior to receiving any communication from him, the company was (and
continues to be) engaged in an effort to further refine its messaging, including on its website and
through its product labeling. By way of example, the company expects to post updated product
labels on its website within the next several days. These new bottle labels-which will be hitting
the market over the next few weeks-will no longer include any reference to Dr. Johnson. The
company also has a scientific advisory board and two members of the board of directors who, in
addition to Dr. Johnson, are also medical doctors. Dr. Johnson is thus far from the only
individual who has had input into the development of the company's products. As our previous
correspondence has suggested, based on the nature and tone of the written inquiries that Mr.
Singal has made to third parties about Kole Tonics and Dr. Johnson, Kole Life Foods believes
that it is particularly critical that its claims be accurately represented in Mr. Singal's writing. By
way of example, the current website for Kole Life Foods carefully references the individual
ingredients on which functional benefit claims are made. This distinction between finished
product claims versus ingredient-specific claims is ignored in the formulation of Mr. Singal's
questions but is legally significant for the reasons explained below.
The phrasing of several of Mr. Singal's questions suggests that he (or, perhaps, the medical
"experts" that he has consulted) incorrectly believes that dietary supplements such as Kole
Tonics must be proven to be "safe and effective" in order to be made available on the market. In
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Statement By Kole Life Foods
"Kole Life Foods has carefully formulated Kole Tonics with ingredients shown to promote the healthy function of
the brain. Great taste combined with scientifically supported ingredients, they are the future of function."
- Dr. Bankole Johnson
Background on Dr. Johnson
Professor Johnson is a senior neuroscientist and psychiatrist. He is credited with 11,225 publication citations and
numerous global patents. His scientific impact factor is consistent with that of a pre-eminent scientist. Dr.
Johnson's work as a faculty member and researcher is separate from his latest business venture, Kole Life Foods,
maker of Kole Tonics.
Summary of Select Ingredient Clinical Trials
The Company's formulations are proprietary and a trade secret, and Kole Life Foods generally does not disclose
competitive information. Nevertheless, the Company is willing to provide some examples of relevant clinical
findings regarding some of the ingredients used in Kole Tonics. The list below is not exhaustive. Finished product
clinical trials are not required for dietary supplements and all necessary regulatory disclaimers are displayed
prominently on the Company's website and bottle.
INSPIRE™ Tonic contains citicoline and caffeine, which in a randomized placebo-controlled double-blind
study of 60 healthy participants, was shown to lead to "significantly faster maze learning times and reaction
times on a continuous performance test, fewer errors in a go/no-go task and better accuracy on a measure of
information processing speed ...and improved P450 EEG amplitude that "indicates a general improvement
in the ability to accommodate new and relevant information within working memory and overall enhanced
brain activation (]3D!_c:c:Sfi et al., J11tJJ9gciSfiJ'l\1ti;, 2014 Dec;65(8):1003-7)".
HAPPY™ Tonic contains tryptophan, which is well-recognized even in non-scientific circles to have an
effect on mood. In a clinical study of 38 healthy women, tryptophan is shown to have "increased the
recognition of happy facial expressions and reduced attentional vigilance towards negative words and
decreased baseline startle responsivity in the females Murphy SE et al., p:;;y_c:l}gpllar111::tc:_9l9gyJI2c:tll 2006
Jul;l87(1):121-30", and the depletion of tryptophan and phenylalanine (also in HAPPY) in healthy women
"increases vulnerability to lowered mood" (Leveton M, et., N9_l!rQp�yc:liopl:iag11::tc:QJ9_gy, 2000 Jan;22(1 ):5263).
DREAMS™ Tonic contains melatonin, which is also widely recognized to have an impact on sleep. In a
large meta-analysis, melatonin was determined to be "...remarkably effective in preventing or reducing jet
lag" (Herxeimer A & Petrie KF Cqchranc: Databasc:Systllev. 2002;(2):CD001520, and also substantiated
in Waterhouse J et al. Lancet. 2007 Mar 31;369(9567):1117-29). Melatonin has been associated with
"increased Actual Sleep Time, Sleep Efficiency, non-REM Sleep and REM Sleep Latency (Attenburrow
h1E et al. Psychophammcology (Berl). 1996 Jul;126(2):179-81), and has its best effect, comparable to a
benzodiazepine sleep aid, when taken between (18.00 - 24.00 h) but not later when there is increased
secretion of endogenous melatonin (Stone BM et al., Sleep. 2000 Aug 1;23(5):663-9).
IGNITE™ Tonic contains 1-arginine, which when combined with other herbals, was demonstrated in a
clinical study to "significantly improve sexual function" (Bottari AM et al., Minerva Ginecol. 2013
Aug;65(4):435-44), and when combined with yohimbine (also in IGNITE™) was associated with
"substantially increased vaginal pulse amplitude responses to the erotic film at 60 min administration
compared with placebo" (Meston CM and Worcel M, Arch Sex Behav 2002 Aug; 31 (4): 323-32), and
improvements in erectile function in men with mild dysfunction (Akhondzadeh S et al., Iran J Psychiatry.
2010 Winter;5(1):l-3).
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Introduction

ABSTRACT

Differences in plasma 1-glutamine (L-Gln) concentrations from ingestion of different
formulations ofL-Gln were examined in 8 men ( 26.8 ± 4.2 years old, 181.1 ± 10.9 cm, 85.8 ±
15.4 kg). Subjects reported to the laboratory on 4 separate occasions and randomly consumed
1 of 4drinks containing 60 mg/kg of L-Gln; 89 mg/ kg of Sustamine (1-alanylglutamine
[AlaGln]; Kyowa Hakka Europe GmbH, Dtisseldorf, Germany), which contained an equivalent
L-Gln dose as consumed inL-Gln); 200 mg/kg of an enzymatically hydrolyzed wheat protein
( HWP) with an L-Gln content of 31 mg/kg; or a control that consisted only of water. It was
hypothesized that the AlaGln trial would increase plasma glutamine concentrations greater
than the other experimental trials. Ingestion of L-Gln, AlaGln, and HWP resulted in
significant increases in the plasma L-Gln concentration, peaking at 0.5, 0.5, and 0.75 hours,
respectively. The corresponding mean peak increases were 179 ± 61, 284 ± 84, and 134 ± 36
µmol/L, respectively. Concentrations returned to baseline in all subjects by 2 hours after L
Gln and HWP and by 4 hours after AlaGln. Mean areas under the plasma concentration curve,
calculated between O and 4 hours, were 127 ± 61, 284 ± 154, and 151 ± 63 µmol· h·L-1 forL-Gln,
AlaGln, and HWP, respectively. When a11owance was made for the lower L-Gln dose
administered as HWP, the peak plasma concentration and area under the plasma
concentration curve were approximately the same as for AlaGln. The results suggest a
greater transfer from the gut to plasma ofL-Gln when supplied as AlaGln and possibly also as
HWP compared with when the same dose was provided as the free amino acid.
© 2012 Elsevier Inc. AU rights reserved.

1-glutamine (L-Gln), synthesized from glutamate and ammo
nia, is a neutral amino acid that is readily transported across
plasma membranes [1]. An important intermediate in several
metabolic pathways, cellular use of L-Gln can far exceed that
of other amino acids particularly within intestinal and

immune cells (2,3]. Of the proteogenic amino acids in man,
L-Gln provides 50% of the free amino acid pool, with normal
concentrations in the range of 0.5 to 0.8 mmol/L in plasma and
20 to 25 m mol/L in muscle intracellular water (4,5].
1-glutamine exhibits several metabolic roles; for example, it is
an important form of transport of amino nitrogen and
ammonia and a substrate in gluconeogenesis and ammonia-

Abbreuiations: AlaGln, 1-alanylglutamine; AUG, area under the plasma concentration curve; HWP, hydrolyzed wheat protein; 1-Gln, 1glutamine; CTL, control.
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