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ABSTRACT

FDA guidance is intended to assist in submitting PMTAs under section 910 of the FD&C Act, including reporting of
HPHCs in tobacco and nicotine products and tobacco smoke under section 904(a)(3) of the FD&C Act.

HPHC Analysis Of Nic Nac Oral Nicotine Lozenges

The Nic Nac lozenges contain synthetic nicotine blended with xylitol, binders, and flavors. They do not contain
cut, ground, powdered, or leaf tobacco and are made by blending all of the ingredients and compressing into a
lozenge, using a tablet press. The use of these lozenge products is similar to a typical oral NRT lozenges such as
Nicorette. Complete list of HPHC analytes (nicotine, carbonyls, TSNAs, metals and PAH) were analyzed for the
highest nicotine strength (6mg) and partial HPHC analytes (nicotine and carbonyls) were tested at lower nicotine
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Overall, the HPHC testing results indicate that the Nic Nac oral nicotine lozenges contain no detectable or BDL, Below detection limit; NT, Not Tested

quantifiable levels of the tested TSNAS, selected metals, benzo[a]pyrene, acetaldehyde, or crotonaldehyde, and

only low levels of formaldehyde. Accordingly, formaldehyde at the measured concentrations is not expected to Comparative Calculated Daily Formaldehyde Exposure And Health-based Oral Exposure Comparative Carbonyl Compounds In Nic Nac Lozenge Products With Market Comparators
present a toxicological concern under the evaluated conditions of use and support the conclusion that HPHC-
Benchmarks
related exposures from these products are low.
To estimate daily formaldehyde exposure from the Nic Nac lozenges to consumers, the formaldehyde per lozenge values were Carbonyl Compounds
normalized with the average 7 lozenge/day consumption as determined by the Nic Nac Product Use Survey study and compared
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Low levels of formaldehyde detected for the Nic Nac lozenge products were significantly below the applicable oral health-based exposure
benchmarks by ICH-Acceptable Intake, ASTDR-Minimum Risk Levels (MRL) and US EPA presenting minimal risk to the consumers.
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e Carbonyl levels in Nic Nac products were similar to or lower than levels reported for marketed modern oral nicotine products and conventional
tobacco-based oral products, respectively.

Overall, the HPHC profile of Nic Nac oral nicotine lozenges was characterized by non-detectable or non-quantifiable levels of the tested TSNAs,
selected metals, B(a)P, acetaldehyde, and crotonaldehyde, with low levels of formaldehyde detected. Estimated formaldehyde exposures were
several orders of magnitude below applicable health-based oral exposure benchmarks. These results support a low HPHC-related toxicological
concern for Nic Nac under the evaluated conditions of use. These findings reduce uncertainty regarding product-related chemical exposures and
contribute to the individual health-risk component of the overall weight of evidence relevant to an APPH determination.

79t TSRC Conference
2026, Charlotte, NC, USA




Carbonyl Compounds

Nic Nac Blood Orange 6 mg
Nic Nac Blood Orange 3 mg
Nic Nac Classic 6mg

Nic Nac Classic 3mg

Nic Nac Spearmint 6 mg
Nic Nac Spearmint 3 mg
Nic Nac Lemon 6 mg

Nic Nac Lemon 3 mg

Nic Nac Peppermint 6 mg
Nic Nac Peppermint 3 mg
Nic Nac Tangerine 6 mg
Nic Nac Tangerine 3 mg
Nic Nac Wintergreen 6 mg
Nic Nac Wintergreen 3 mg
Nic Nac Cool 6mg

Nic Nac Cool 3mg

Nic Nac Grapefruit 6 mg

Zyn Nicotine Pouches, 6 mg Wintergreen

Zyn Nicotine Pouches, 6 mg Citrus

FRE, 12 mg Lush

Rogue Pouches, 6 mg Wintergreen

Rogue Pouches, 6 mg Honey Lemon

Rogue Pouches, 6 mg Mango

on! Nicotine Pouches, 8 mg Berry

on! Nicotine Pouches, 8 mg Citrus

on! Nicotine Pouches, 8 mg Wintergreen

Velo Nicotine Pouches, 4 mg Citrus

Velo Nicotine Pouches, 4 mg Mint

Velo Max Nicotine Pouches, 7 mg Black Cherry
Velo Max Nicotine Pouches, 7 mg Wintergreen
Verve Green Mint Disc

Verve Blue Mint Disc

Verve Green Mint Chew

Verve Blue Mint Chew

General Dry Mint Pouched Snus Orininal Mini
General Wintergreen Pouched Snus White Lagre
General Wintergreen White Portion

General Pouched Snus White Lagre

General Protion Snus Original Large

General Classic Blend Pouched Snus White Lagre
General Nordic Mint Pouched Snus White Lagre
General Mint Pouched Snus White Lagre
Grizzly Wintergreen Long Cut

General Loose SNUS

Fully Loaded, Peach Long Cut

CRP2.1

CRP1.1

0.

Nic Nac Grapefruit 3 mg

Nic Nac
Lozenge
Products

Tobacco-
Free
Modern
Oral
Products

0 5.0

10.0 15.0

200

250

Carbonyl Compounds (ug/portion or unit)

mAcetylaldehyde
Formaldehyde

Crotonaldehyde

Portioned
Tobacco

Loose
Leaf

30.0 3

50




	Slide 1
	Slide 2

