
FIRM/AFFILIATE OFFICES
----------- 

BOSTON 
CHICAGO 
HOUSTON 

LOS ANGELES 
PALO ALTO 

WASHINGTON, D.C. 
WILMINGTON 

----------- 

BEIJING 
BRUSSELS 
FRANKFURT 
HONG KONG 

LONDON 
MOSCOW 
MUNICH 
PARIS 

SÃO PAULO 
SEOUL 

SHANGHAI 
SINGAPORE 

TOKYO 
TORONTO 

SKADDEN, ARPS, SLATE, MEAGHER & FLOM LLP
FOUR TIMES SQUARE 

NEW YORK 10036-6522 
________

TEL: (212) 735-3000 

FAX: (212) 735-2000 

www.skadden.com 
DIRECT DIAL 

202-371-7980 
DIRECT FAX 

202-661-9180 
EMAIL ADDRESS 

JENNIFER.BRAGG@SKADDEN.COM

January 25, 2018 

Via Electronic Submission 

Division of Dockets Management 

Department of Health and Human Services 

Food and Drug Administration 

5630 Fishers Lane, Room 1061 

Rockville, Maryland 20852 

RE: FDA-2017-P-5082—Comment on ChromaDex, Inc.'s 
Supplemental Citizen Petition dated January 16, 2018 

Skadden, Arps, Slate, Meagher & Flom LLP, on behalf of Elysium Health, 
Inc. ("Elysium") hereby responds to the supplemental citizen petition (the 
"Supplemental Petition") filed by ChromaDex, Inc. ("ChromaDex") on January 16, 
2018.  The Supplemental Petition provides factually incorrect information regarding 
Elysium's dietary supplement product, Basis, and Elysium briefly responds in order 
to provide FDA with additional and corrective information, as described below.  

Toluene Has Been Removed from Elysium's Basis 
ChromaDex's Supplemental Petition alleges that Elysium's Basis contains 

toluene, and appears to base its assertion on testing conducted by ChromaDex in its 
laboratories sometime prior to its August 2017 citizen petition filing.  Had 
ChromaDex re-tested Basis before filing its Supplemental Petition, it would have 
discovered that the toluene has been removed from Basis so that it currently is at 
or below non-detect levels for numerous forms of testing.  Although Elysium 
believes that the ICH Guidelines establish the safety of toluene at the minimal levels 
previously found in Basis,1 Elysium elected to eliminate the presence of toluene from 
Basis as part of its continuing efforts to ensure superior product quality. 

1  ICH Guidelines allow for nearly one hundred times the levels of toluene purportedly found in 
Basis in  pharmaceutical products.  ChromaDex claims in the Supplemental Petition that FDA's 
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The NR in Elysium's Basis Has Never Contained  Toluene 
ChromaDex's Supplemental Petition also claims that Elysium is "distributing 

NR that has been contaminated with toluene" and on that basis asks FDA to issue an 
order stating that NR is not reasonably expected to be safe if it contains "new" 
impurities like toluene. ChromaDex's statement that Elysium distributes NR 
"contaminated" with toluene, apparently a conclusion drawn from ChromaDex's 
testing of Basis prior to submission of its citizen petition in August 2017, is false.  
Basis is a combination product containing both NR and pterostilbene, and the NR 
incorporated within Basis has never contained any level of toluene. 

The NR in Elysium's Basis Is Generally Recognized as Safe 
 Finally, ChromaDex's Supplemental Petition suggests that Elysium ignores 

the NDIN requirement and that its product therefore contains a new dietary 
ingredient that has not been demonstrated to be safe.2  This assertion is unsupported 
and incorrect.  In reality, the NR within Basis enjoys "Generally Recognized As 
Safe" status, which is supported by extensive safety and toxicological testing.  
Elysium is in the process of conducting further testing in support of an NDIN and 
anticipates making that submission promptly upon its completion.  

Elysium is available to provide further information regarding any of the 
issues described above. 

Sincerely,  

Jennifer L. Bragg 

Center for Food Safety and Applied Nutrition ("CFSAN") has "never applied those guidelines to 
dietary supplements."  This is false.  CFSAN regularly accepts applications from dietary 
supplement manufacturers that make reference to the ICH Guidelines to establish the safety of 
residual solvent levels in dietary supplements.  This is evident from ChromaDex's own 
submissions to CFSAN: Both its NDIN and Notice of GRAS Status for its nicotinamide riboside 
chloride ("NR") reference the ICH Guidelines with respect to the residual solvent levels in its 
product.  See Appendix A (excerpt of publicly-available New Dietary Ingredient Notification for 
Niagen submitted on August 20, 2015); Appendix B (excerpt of publicly-available Generally 
Recognized as Safe (GRAS) Determination for Niagen, submitted on March 8, 2016). 

2  ChromaDex includes this allegation as the basis for its request that FDA finalize August 2016 
draft guidance describing the circumstances under which a dietary supplement manufacturer must 
submit an NDIN.  Elysium presumes this request encompasses the section of that guidance 
making clear that a dietary manufacturer must submit an NDIN for products containing a new 
dietary ingredient at a higher single-serving dose than that described in a previous NDIN for the 
same ingredientba requirement that ChromaDex flouted in offering its TruNiagen product for 
sale to consumers without submitting an NDIN. 
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