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tampon with applicator is wrapped in a printed PE wrapper. The tampons are marketed in 

Regular, Super, and Super Plus absorbencies. 

6 Indications for Use:  

 
Indications for Use 
Unscented tampon for womenôs personal hygiene with respect to intra vaginal absorption 

of menstrual or other vaginal discharge. The plastic applicator is for easing the placement 

of the tampon correctly into the vagina.  

 

These are the same Indications for Use as the Opal by Femtex and Private Label Unscented 

Compact Applicator Tampon, Light, Regular, Super, and Super Plus (K151470) predicate device.  

 
7 Summary of Technological Characteristics Compared to the Predicate Device: 

The Opal by Femtex Pull & Snap Compact Applicator Tampon is a modification of the 

Opal by Femtex and Private Label Unscented Compact Applicator Tampon K151470 

device. The modifications do not change the technological characteristics of the predicate 

device in that they do not change the tampon pledget design, the tampon pledget 
materials or chemical composition, or the way the tampon pledget is physically 

constructed (i.e., formation of fiber, method of nonwoven application, and method of 

compression). The modifications include material and physical design changes to the 

applicator and minor modifications to the pledget weights and dimensions. The table 

below provides a detailed comparison. 
 

 
 
Subject and Predicate Device Technological Characteristic Comparisons 

 

 
Characteristic 

 

Opal by Femtex Pull & Snap and 

Private Brand Unscented 

Compact Applicator Tampon 

Opal by Femtex and Private 

Brand Unscented Compact 

Applicator Tampon 510(k) 

K151470 

Classification Regulation 884.5470 884.5470 

Product Code HEB HEB 

 
 
 
 

Indications for Use 

For Over-The-Counter Use: 

Unscented tampon for womenôs 

personal hygiene with respect to 

intra vaginal absorption of 

menstrual or other vaginal 

discharge. The plastic applicator is 

for easing the placement of the 
tampon correctly into the vagina. 

For Over-The-Counter Use: 

Unscented tampon for womenôs 

personal hygiene with respect to 

intra vaginal absorption of 

menstrual or other vaginal 

discharge. The plastic applicator is 

for easing the placement of the 
tampon correctly into the vagina. 
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Tampon Design 
Digital tampon with round tip and 

straight grooves 
Digital tampon with mushroom 
shape tip and straight grooves 

 
Applicator Design 

Compact style applicator with 
cylindrical barrel with finger grip 

and two-piece plunger 

Compact style applicator with 
cylindrical barrel and one-piece 

plunger 
 

 
 

Absorbency 

Light N/A Ò 6 g 

Regular 6.0 ï 9.0 g 6.0 ï 9.0 g 

Super 9.0 ï 12.0 g 9.0 ï 12.0 g 

Super Plus 12.0 ï 15.0 g 12.0 ï 15.0 g 

Absorbent Material Viscose Rayon Viscose Rayon 
 

Nonwoven Overwrap Material 
PE/PET NonwovenðConforms 

with 21 CFR 177-178 
PE/PET NonwovenðConforms 

with 21 CFR 177-178 

Withdrawal Cord 100% Cotton 100% Cotton 

 

 
 
 
 

Applicator Tube 

  Toxic Substance Control Act 

Inventory (TSCA) Listed 

  Resins and additives are 21 

CFR 177-178 compliant 

  Colorants are 21 CFR 

178.3297 compliant 

  USP 1663 Extraction testing 

confirmed that no harmful 

compounds are bioavailable 

  Toxic Substance Control 

Act Inventory (TSCA) 

Listed 

  Resins and additives are 21 

CFR 177-178 compliant 

  Colorants are 21 CFR 

178.3297 and/or EU 

Resolution (89)1 compliant 

 

 
 
 

Primary Packaging (i.e. 

wrapper) 

Printed PE 

  Toxic Substance Control Act 

Inventory (TSCA) Listed 

  Resins and additives are 21 

CFR 177-178 compliant 

  Colorants are 21 CFR 

178.3297 compliant 

Printed PP 

  Toxic Substance Control Act 

Inventory (TSCA) Listed 

  Resins and additives are 21 

CFR 177-178 compliant 

  Colorants are 21 CFR 

178.3297 compliant 

 

8 Non-Clinical Performance Data: 
The following testing was performed: 

 
Syngyna Absorbency 

 
Absorbency testing for the new device was performed per the 21 CFR 801.430 for 

Syngina absorbency testing, and it was confirmed that the Regular, Super, and Super Plus 

absorbencies met the absorbency range requirements defined by 21 CFR 801.430. 

 
Extractables Testing and Biocompatibility Review 

 
Extractables testing was performed on all applicator components per <USP 1663> 

Assessment of Extractables Associated with Pharmaceutical Packaging/Delivery 

Systems. Results of Extraction testing did not raise safety concerns. 

 
Withdrawal cord attachment per AS 2869ð2008, TamponsðMenstrual 

 
Withdrawal cord attachment strength testing for the new device was performed per 
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Australian Standard AS/NZS 2869:1998, TamponsðMenstrual. Each tampon tested for 

every absorbency level met the Standardôs minimum attachment strength requirement of 

22.4 Newtons (N). Each absorbency data set met an average value of Ó 28N, which is the 

Standardôs requirement for each production lot. 

 
Fiber shedding 

 
Fiber shed testing for the subject device demonstrate that it does not exhibit the 

potential to shed more fiber than the predicate device. 

 
9 Conclusion: 

The performance testing demonstrate that the Opal by Femtex Pull & Snap Unscented Compact 
Applicator Tampon is substantially equivalent to the Opal by Femtex and Private Brand Unscented 
Compact Applicator Tampon. 
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