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OTC Monograph Rulemaking Process
Under OTC Drug Review Prior to CARES Act

* Three-phase public notice-and-comment rulemaking
process

— Phase 1: Advance Notice of Proposed Rulemaking (ANPR)
— Phase 2: Tentative Final Monograph (TFM)

— Phase 3: Final Monograph = Code of Federal Regulations
(CFR)
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PART 201 —- LABELING
Subpart G — Specific Labeling Requirements for Specific Drug Products

Sec. 201.327 Over-the-counter sunscreen drug products; required
label ing based on effectiveness testing.
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Aminobenzoic acid (PABA), 15 percent
Avobenzone, 3 percent
Cinoxate, 3 percent
Dioxybenzone, 3 percent
Ensulizole, 4 percent’
Homosalate, 15 percent
Meradimate, 5 percent®
Octinoxate, 7.5 percent’
Octisalate, 5 percent!”
Octocrylene, 10 percent
Oxybenzone, 6 percent
Padimate O, 8 percent
Sulisobenzone, 10 percent
Titanium dioxide, 25 percent
Trolamine salicylate, 12 percent
Zinc oxide, 24 percent
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avobenzone 2 acid (PABA), ensulizole,

anthranilate), padimate O, titanium dioxide, zinc oxide (1}
(21 CFR 352.20 &1, &X |0 &; 64 FR 27666 at 27687-88).
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- A AR o 2
- ¢+4d (GRASE)
- SPF ¥ UVA B2t AHEHBroad Spectrum) 871
- A& (dosage form)
- el
- 71EEY & FHF ZEYolA

- O|F MFEAc=s AuHEY o2 &3
- ZH| a2 T @ GRASE(Generally Recognized as Safe and Effective)
o BAE
Zinc oxide

Titanium oxide

- ZH| 28] 1I: Not GRASE

o radREE 1809 ool AgelA AEL Aslop ¢
o AR

PABA: Para—Aminobenzoic Acid
Trolamine Salicylate
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o AR (F 1271)
Cinoxate, Dioxybenzone, Ensulizole, Homosalate, Meradimate, Octinoxate,

Octisalate,  Octocrylene, Padimate O, Sulisobenzone, Oxybenzone,

Avobenzone

_'IO_



0|2 XMAIEHY 2= HE O3t ey 23 3]

GRASE State

Category I: GRASE
» Generally Recognized as Safe  Category lll: Insufficient Safety E
and Effective vidence, More Info Required

* Active Ingredients: + May remain on market until FDA
— Zinc oxide issues a final order determining

not GRASE
Active Ingredients (12 total):

: — Cinoxate, Dioxybenzone, En
Categery [ NetGRASE sulizole, Homosalate, Meradi

i IVI.us_t be removed from market mate, Octinoxate, Octisalate,
within 180 days of effective da Octocrylene, Padimate O, S

te ulisobenzone, Oxybenzone,
Active Ingredients: Avobenzone

— PABA: Para-Aminobenzoic
Acid
— Trolamine Salicylate

— Titanium oxide
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Range of Determined Values | Associated Labeled SPF value
(AA " SFPF A+ H9) (£7]5]& SPF A %)
60 ~ 80 60+
50 ~ 59 50
40 ~ 49 40
30 ~ 39 30
25 ~ 29 25
20 ~ 24 20
15 ~ 19 15
2~ 14 Determined SPF value
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