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Dear Sheila Hemeon-Heyer: 

 

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 

above and have determined the device is substantially equivalent (for the indications for use stated in the 

enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 

enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 

with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 

premarket approval application (PMA). You may, therefore, market the device, subject to the general 

controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. The general controls provisions of the Act include requirements for annual registration, 

listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 

adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 

remind you, however, that device labeling must be truthful and not misleading. 

 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register. 

 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 

has made a determination that your device complies with other requirements of the Act or any Federal 

statutes and regulations administered by other Federal agencies.  

http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
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You must comply with all the Act's requirements, including, but not limited to: registration and listing (21 

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-related 

adverse events) (21 CFR 803) for devices or postmarketing safety reporting (21 CFR 4, Subpart B) for 

combination products (see https://www.fda.gov/combination-products/guidance-regulatory-

information/postmarketing-safety-reporting-combination-products); good manufacturing practice 

requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820) for devices or current 

good manufacturing practices (21 CFR 4, Subpart A) for combination products; and, if applicable, the 

electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. 

 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 

803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

 

Sincerely, 

 

 

 

for 

Jason R. Roberts, Ph.D. 

Assistant Director 

DHT3B: Division of Reproductive,  

   Gynecology and Urology Devices 

OHT3: Office of GastroRenal, ObGyn, 

    General Hospital and Urology Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

 

Enclosure  

 

 

Reginald K. Avery -S

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
mailto:%20DICE@fda.hhs.gov
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: 06/30/2023
See PRA Statement below.

510(k) Number (if known)
K223883

Device Name
Daye Tampon

Indications for Use (Describe)
The Daye Tampons are indicated for insertion into the vagina to absorb menstrual discharge. 

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”



510 (k) Su m m a ry 

Da ye  Ta m p o n  Tra d it io n a l 510 (k) P a g e  1 o f 5 

510 (k ) Su m m a ry 

Th is  su m m a ry o f 510 (k) sa fe t y a n d  e ffe c t ive n e ss  in fo rm a t io n  is  b e in g  su b m it t e d  in  
a cco rd a n ce  w it h  t h e  re q u ire m e n t s  o f 21 CFR 8 0 7.92. 

A. 510 (k ) Ap p lic a n t : An n e ’s  Da ye  Lt d . 
Th e  Biscu it  Fa c t o ry 
10 0  Dru m m o n d  Ro a d  
Be rm o n d se y, Lo n d o n  
SE16 4 DG, UK 

Co n t a c t :  Va le n t in a  Mila n o va , CEO 
P h o n e :  +4 4  73 66 4 5 6294  
Em a il:  Va le n t in a @yo u rd a ye .co m   

B. Da t e  P re p a re d : Au g u st  17, 20 23 

D. De vic e  Na m e  a n d  Cla s s ific a t io n  In fo rm a t io n :

Tra d e  Na m e : Da ye  Ta m p o n  

Co m m o n  Na m e : Me n st ru a l Ta m p o n  

Cla ss ifica t io n  Na m e : Ta m p o n , Me n st ru a l, Un sce n t e d  

Cla ss ifica t io n  
Re g u la t io n : 

21 CFR 8 8 4 .54 70  

P ro d u c t  Co d e : HEB (Ta m p o n , Me n st ru a l, Un sce n t e d ) 

Re g u la t o ry Cla ss : II 

E. P re d ic a t e  De vic e (s ): (K16274 6) W  lo n g  p la s t ic  a p p lica t o r Ta m p o n s b y On t e x
BVBA 

Th e  p re d ica t e  d e vice  h a s  n o t  b e e n  su b je c t  t o  a  d e sig n -
re la t e d  re ca ll. 

F. De vic e  De s c rip t io n :   Th e  Da ye  Ta m p o n s a re  u n sce n t e d  m e n st ru a l t a m p o n s
co n sis t in g  o f a n  a b so rb e n t  co t t o n  p le d g e t  a n d  a  p la s t ic  (p o lye t h yle n e ) fu ll-s ize
a p p lica t o r. Th e  t a m p o n  p le d g e t  is  m a d e  e n t ire ly o f o rg a n ic  co t t o n , is  fa sh io n e d
w it h  a  ‘W ’ w a d d in g  d e sig n  a n d  p ro t e c t ive  s le e ve /o ve rw ra p . A w it h d ra w a l co rd ,
m a d e  fro m  m e rce rise d  o rg a n ic  co t t o n , is  a t t a ch e d  t o  t h e  p le d g e t . Th e  Da ye
Ta m p o n s a re  a va ila b le  in  re g u la r (6-9  g ra m s) a n d  su p e r (9-12 g ra m s)
a b so rb e n c ie s . Th e  Da ye  Ta m p o n s a n d  a p p lica t o r a re  g a m m a  irra d ia t e d  in  t h e
fin a l p a cka g in g . Th e  Da ye  Ta m p o n s a n d  a p p lica t o rs  a re  re p a cka g e d  t o g e t h e r.
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Da ye  Ta m p o n  Tra d it io n a l 510 (k) P a g e  2 o f 5 

G. In d ic a t io n s  fo r  Us e  St a t e m e n t : Th e  Da ye  Ta m p o n s a re  in d ica t e d  fo r in se rt io n
in t o  t h e  va g in a  t o  a b so rb  m e n st ru a l d isch a rg e .

H. Co m p a ris o n  w it h  P re d ic a t e  De vic e :   Th e  fo llo w in g  t a b le  co m p a re s  t h e  Da ye
Ta m p o n s t o  t h e  p re d ica t e  d e vice  (On t e x W  lo n g  p la s t ic  a p p lica t o r Ta m p o n s) w it h
re sp e c t  t o  in d ica t io n s  fo r u se , p rin c ip le s  o f o p e ra t io n , t e ch n o lo g ica l 
ch a ra c t e ris t ic s , m a t e ria ls , a n d  p e rfo rm a n ce  t e s t in g . 

P a ra m e t e r  P ro p o s e d  De vic e  
K2238 8 3 

P re d ic a t e  De vic e  
K16 274 6  

Co m p a ris
o n  

De vice  Tra d e  Na m e  Da ye  Ta m p o n  W  Lo n g  P la s t ic  
Ap p lica t o r Ta m p o n s  

N/A 

De vice  Ma n u fa c t u re r An n e ’s  Da ye  On t e x BVBA N/A 
Cla ss ifica t io n  re g u la t io n  21 CFR 8 8 4 .54 70  21 CFR 8 8 4 .54 70  Sa m e  
P ro d u c t  Co d e  HEB HEB Sa m e  
In d ica t io n s  fo r Use  
St a t e m e n t  

Th e  Da ye  Ta m p o n s a re  
in d ica t e d  fo r in se rt io n  
in t o  t h e  va g in a  t o  a b so rb  
m e n st ru a l d isch a rg e . 

Th e  W  lo n g  Ta m p o n s a re  
in se rt e d  in t o  t h e  va g in a  
t o  a b so rb  m e n st ru a l 
d isch a rg e . 

Sa m e  

In t e n d e d  u se  
p o p u la t io n  

Me n st ru a t in g  fe m a le s  Me n st ru a t in g  fe m a le s  Sa m e  

Rx o r OTC OTC OTC Sa m e  
P ro d u c t  d e s ig n  W  w a d d in g  w it h  a  fu ll 

s ize  (lo n g ) a p p lica t o r 
W  w a d d in g  w it h  a  fu ll 
s ize  (lo n g ) a p p lica t o r 

Sa m e  

Ma t e ria ls : 
Ta m p o n  a n d  
w it h d ra w a l co rd

10 0 % co t t o n  p le d g e t  a n d  
w it h d ra w a l co rd  

10 0 % co t t o n  p le d g e t  a n d  
w it h d ra w a l co rd  

Sa m e  

Ap p lica t o r P la s t ic  (p o lye t h yle n e ) P la s t ic  (p o lye t h yle n e ) Sa m e  
Ad d it ive s  a n d  fin ish in g
a g e n t s  

MICROCOLOR-P e a rl 
w h it e  (co lo rin g  
co m p o n e n t , 2%) 
SICOBATCH AD P E GL 
Na t u ra l (lu b rica n t ) 

MICROCOLOR-P e a rl 
w h it e  (co lo rin g  
co m p o n e n t , 2%) 
SICOBATCH AD P E GL 
Na t u ra l (lu b rica n t ) 

Sa m e  

Ta m p o n  Dim e n sio n s: 
   Le n g t h  (m m ) 
   Dia m e t e r (m m ) 

Re g u la r 

4 5 ± 5 
13.5 ± 0 .2 

Su p e r Re g u la r 

4 5 ± 5 
13.5 ± 0 .2 

Su p e r 

4 5 ± 5 
15.5 ± 0 .2 

Sa m e  
Sa m e  

4 5 ± 5 
15.5 ± 0 .2 

   W e ig h t  (g ) 1.9  – 2.3 3.0  – 3.4  1.9  – 2.3 3.0  – 3.4  Sa m e  
   Ab so rb e n cy (g ) 6-9 9-12 6-9 9-12 Sa m e  
Ap p lica t o r Dim e n sio n s: 
Le n g t h  (m m ) 77 (c lo se d ) 77 (c lo se d ) Sa m e  

K223883
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510 (k) Su m m a ry 

Da ye  Ta m p o n  Tra d it io n a l 510 (k) P a g e  3 o f 5 

P a ra m e t e r  P ro p o s e d  De vic e  
K2238 8 3 

P re d ic a t e  De vic e  
K16 274 6  

Co m p a ris
o n  

Dia m e t e r (m m ) 
115-135 (e xt e n d e d ) 115-135 (e xt e n d e d ) Sa m e  
14 .9  16.9  14 .9  16 .9  Sa m e  

W it h d ra w a l co rd  le n g t h  
(m m ) 120  ± 15 120  ± 15 Sa m e  

 Irra d ia t e d Ye s, Ga m m a , 10  kGy (n o t  
la b e lle d  s t e rile ) 

No  Diffe re n t  

Sin g le  u se  Ye s Ye s Sa m e  
Ta m p o n  w ra p p e r Ce llu lo se -b a se d ; 

In t e n d e d  t o  d isso lve  in  
w a t e r 

No t  p ro vid e d   Diffe re n t  

Bio co m p a t ib ilit y 
co m p lie s  w it h  ISO 
10 993-1 

Ye s Ye s Sa m e  

Mic ro b io lo g y co m p lie s  
w it h  FDA Gu id a n ce  fo r 
Ta m p o n s  

Ye s Ye s Sa m e  

I. Dis c u s s io n  o f Diffe re n c e s

Da ye  Ta m p o n s a re  t h e  sa m e  a s  t h e  On t e x Ta m p o n s  t h a t  w e re  c le a re d  u n d e r K16274 6. 
Th e  d iffe re n ce s  a re : 

1. Th e  su b je c t  d e vice  Da ye  t a m p o n s a n d  a p p lica t o r a re  irra d ia t e d  u s in g  g a m m a
ra d ia t io n  a ft e r p a cka g in g  in  t h e  w ra p p e r. Th e  p re d ica t e  d e vice  is  n o t  irra d ia t e d
p rio r t o  u se .

2. Th e  Da ye  Ta m p o n  w ra p p e r is  d e s ig n e d  t o  d isso lve  in  w a t e r.

Th e se  d iffe re n ce s  d o  n o t  ra ise  d iffe re n t  q u e st io n s  o f sa fe t y a n d  e ffe c t ive n e ss . 

J . Su m m a ry o f Da t a  Su b m it t e d  t o  Su p p o rt  Su b s t a n t ia l Eq u iva le n c e  

As o u t lin e d  in  t h e  20 0 5 FDA g u id a n ce  d o cu m e n t , Me n st ru a l Ta m p o n s a n d  P a d s: 
In fo rm a t io n  fo r P re m a rke t  No t ifica t io n  Su b m iss io n s  (510 (k)s), t h e  su b je c t  d e vice  w a s 
a sse sse d  fo r p e rfo rm a n ce  ch a ra c t e ris t ic s , t o xico lo g y (b io co m p a t ib ilit y), a n d  
m ic ro b io lo g y, su m m a rize d  b e lo w .  

Bio co m p a t ib ilit y: 

Bio co m p a t ib ilit y e va lu a t io n  w a s p e rfo rm e d  a cco rd in g  t o  t h e  fo llo w in g  re q u ire m e n t s  
o f t h e  FDA g u id a n ce  d o cu m e n t  “Use  o f In t e rn a t io n a l St a n d a rd  ISO 10 993-1, 
"Bio lo g ica l e va lu a t io n  o f m e d ica l d e vice s  - P a rt  1: Eva lu a t io n  a n d  t e s t in g  w it h in  a  risk  

K223883
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510 (k) Su m m a ry 

Da ye  Ta m p o n  Tra d it io n a l 510 (k) P a g e  4  o f 5 

m a n a g e m e n t  p ro ce ss"” issu e d  Se p t e m b e r 20 20  fo r t h e  t a m p o n  a n d  a p p lica t o r a s  
fo llo w s: 

• Cyt o t o xic it y t e s t in g  p e r ISO 10 993-5:20 0 9
• Lo ca l Lym p h  No d e  Assa y Se n sit iza t io n  t e s t in g  p e r ISO 10 993-10 :20 10
• Va g in a l Irrit a t io n  t e s t in g  p e r ISO 10 993-10 :20 10

Th e  b io co m p a t ib ilit y t e s t in g  d e m o n st ra t e d  t h e  t a m p o n  is  n o n -cyt o t o xic , n o n -
se n sit izin g , n o n -irrit a t in g , a n d  n o t  a cu t e ly syst e m ica lly t o xic . Th e  b io co m p a t ib ilit y 
t e s t in g  d e m o n st ra t e d  t h e  a p p lica t o r is  n o n -cyt o t o xic , n o n -se n sit izin g , a n d  n o n -
irrit a t in g . 

P h ysica l a n d  P e rfo rm a n ce  Ch a ra c t e ris t ic s  

Un a g e d  Da ye  t a m p o n s t h a t  w e re  g a m m a  irra d ia t e d  u s in g  a  d o se  o f 10  kGy w e re  
su b je c t e d  t o  t h e  fo llo w in g  t e s t s : 

● Dim e n sio n a l a n a lysis , in c lu d in g
o Ap p lica t o r Ove ra ll Le n g t h
o Ap p lica t o r P lu n g e r Le n g t h
o Ap p lica t o r Ba rre l Le n g t h
o Ou t e r Dia m e t e r a t  t o p  o f a p p lica t o r b a rre l
o Ou t e r d ia m e t e r a t  b a se  o f b a rre l o f a p p lica t o r
o Ta m p o n  o ve ra ll le n g t h
o Ta m p o n  Dia m e t e r

● Ab so rb e n cy t e s t in g  u s in g  t h e  Syn g yn a  m e t h o d  (p e r 21 CFR 8 0 1.4 30 )
● W it h d ra w a l co rd  s t re n g t h  t e s t in g
● Fib e r lo ss  t e s t in g
● Ta m p o n  in t e g rit y

Ch e m ica l Re sid u e s  t e s t in g

Th e  sp o n so r le ve ra g e d  ch e m ica l re s id u e  t e s t in g  co m p le t e d  o n  t h e  p re d ica t e  d e vice  
t o  su p p o rt  ch e m ica l re s id u e  t e s t in g  o f t h e  su b je c t  d e vice . Give n  t h e  d e vice  is  
id e n t ic a l t o  t h e  p re d ica t e  d e vice  e xce p t  fo r g a m m a  irra d ia t io n  a n d  re p a cka g in g , 
ch e m ica l re s id u e  t e s t in g  ca n  b e  le ve ra g e d  fro m  t h e  p re d ica t e  d e vice  t o  su p p o rt  t h e  
ch e m ica l re s id u e s  o f t h e  su b je c t  d e vice . 

Th e  re su lt s  o f t h e se  t e s t s  d e m o n st ra t e d  t h a t : 

● Ga m m a  ra d ia t io n  h a d  n o  e ffe c t  o n  a n y o f t h e  m e a su re d  p ro d u c t  d im e n sio n s.
● Th e  a b so rb e n cy fo r b o t h  t h e  re g u la r a n d  su p e r Da ye  Ta m p o n s re m a in e d

w it h in  t h e  re q u ire d  a b so rb e n cy ra n g e s  o f 6-9  g ra m s fo r re g u la r a b so rb e n cy
t a m p o n s a n d  9-12 g ra m s fo r su p e r a b so rb e n cy t a m p o n s, p e r 21 CFR 8 0 1.4 30 .

K223883
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510 (k) Su m m a ry 

Da ye  Ta m p o n  Tra d it io n a l 510 (k) P a g e  5 o f 5 

● W it h d ra w a l co rd  s t re n g t h  o f t h e  irra d ia t e d  t a m p o n s is  s im ila r t o  n o n -
irra d ia t e d  t a m p o n s

● Ga m m a  ra d ia t io n  d id  n o t  in c re a se  fib e r sh e d d in g  a s  co m p a re d  t o  n o n -
ra d ia t e d  t a m p o n s

Th e  co n c lu sio n  o f t h is  t e s t in g  is  t h a t  g a m m a  ra d ia t io n  o f t h e  Da ye  re g u la r a n d  su p e r 
t a m p o n s d id  n o t  im p a c t  t h e  t a m p o n 's  p h ysica l a n d  p e rfo rm a n ce  ch a ra c t e ris t ic s . 

Mic ro b io lo g y Ch a ra c t e ris t ic s  

Th e  su b je c t  d e vice  le ve ra g e d  m ic ro b io lo g y t e s t in g  co m p le t e d  o n  t h e  p re d ica t e  
d e vice . Be ca u se  t h e  su b je c t  d e vice  is  id e n t ica l t o  t h e  p re d ica t e  d e vice  e xce p t  fo r 
g a m m a  irra d ia t io n  a n d  re p a cka g in g , m ic ro b io lo g y t e s t in g  fo r t h e  t a m p o n  ca n  b e  
le ve ra g e d  fro m  t h e  p re d ica t e  d e vice . Th e  m ic ro b io lo g y t e s t in g  d e m o n st ra t e d  t h a t  t h e  
su b je c t  d e vice  t a m p o n  d o e s  n o t :  

• e n h a n ce  t h e  g ro w t h  o f St a p h ylo co ccu s  a u re u s , 
• in c re a se  t h e  p o d u c t io n  o f To xic  Sh o ck Syn d ro m e  To xin -1 (TSST-1), a n d
• a lt e r t h e  g ro w t h  o f n o rm a l va g in a l m ic ro flo ra .

W ra p p e r Te st in g

Th e  Da ye  t a m p o n  w ra p p e r is  d e s ig n e d  t o  d isso lve  in  w a t e r. St o ra g e  t e s t in g  
d e m o n st ra t e d  t h a t  t h e  w ra p p e r is  n o t  a d ve rse ly a ffe c t e d  w h e n  e xp o se d  t o  90 % 
h u m id it y fo r 30  m in u t e s , b u t  co m p le t e ly d isso lve s  a ft e r a p p ro xim a t e ly 15 se co n d s 
w h e n  p la ce d  in  w a t e r. 

K. Co n c lu s io n

Th e  n o n -c lin ica l d a t a  d e sc rib e d  a b o ve  d e m o n st ra t e  t h a t  t h e  Da ye  Ta m p o n s a re  a s  
sa fe  a n d  e ffe c t ive  a s  t h e  p re d ica t e  d e vice  a n d  su p p o rt  a  d e t e rm in a t io n  o f su b st a n t ia l 
e q u iva le n ce .  
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