DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
alsatd

Food and Drug Admi?i%stmtion
555 Winderley PI., Ste. 200
Maitland, FI 32751

VIA FEDERAL EXPRESS

WARNING LETTER

FLA-01-69
July 12, 2001

Dr. Steve E. Rosen, President
Tend Skin International, Inc.
2090 SW 71% Terrace

Davie, FL 33317

Dear Dr. Rosen:

During an inspection of your firm on January 8, 9, 19 & 23, 2001, FDA investigator
Courtney Hunt determined that your firm manufactures and distributes several over-the-
counter (OTC) products including “Tend Skin,” “Soft Cell,” “Hard Top,” and “Air Shave
Gel.” These OTC products are human drugs within the meaning of Section 201(g) of
the Federal Food, Drug, and Cosmetic Act (the Act). Since these products are offered
for sale OTC, they are required to comply with the general regulations and policies
covering OTC drugs contained in Title 21 Code of Federal Regulations, Part 330 (21
CFR 330) and any specific drug product monographs.

“Tend Skin” is promoted and labeled for razor bumps and ingrown hair, but is also
promoted for the treatment of acne, cold sores, athletes foot, warts, pityriasis rosea and
ringworm. “Tend Skin” contains, among other ingredients, acetylsalicylate (aspirin),
which is not recognized as a safe and effective ingredient in an external analgesic OTC
drug product (21 CFR 310.545(a)(10)(i)). Additionally, based on the above labeling
claims, this product is in violation of other OTC final rules and final monographs as
follows:

For acne treatment claims, 21 CFR 333.301, 333.310, 333.320, 333.350

For wart remover claims, 21 CFR 358.101, 358.110, 358.150

For ringworm and athlete’s foot claims, 21 CFR 333.201, 333.203, 333.210, 333.250
For cold sore claims, 21 CFR 310.545(a)(10)(v)

“Soft Cell” is labeled for acne treatment and contains “issopropyl alcohol, water,
propylene glycol, acetylsalicylic acid, cyclomethicone, glycerine” as ingredients. This
product is subject to the final rule for topical acne drug products found in 21 (CFR)
333.301, 333.310, 333.320 and 333.350. The ingredients and labeling for this product
do not comply with the final regulations.
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Further, the above stated inspection revealed that the referenced drug products
manufactured bv vou are adulterated within the meanina of Section 501(a)Y(2V(R\ Af tha
X Yy : BV Ry VI RPRVLUVLL YV G \& /(D) VI uis
Act in that the methods used in, or the controls used for processina. packaaina or
W W N TR W I WA W e bl A d LR F rluvl\uvlllv \J1
holdina do not conform or are not onerated or administered in conformity with tha Gand
k- W VP EIBIPW W S NSt i Viniviaiiily vl Uulic \guuu
Manufacturina Practice (GMP) Reaulations to assure that vour driias mest the
I \ 7 et~ Aobi o bl d Al i LA LR Ll ] ,v\al . uuv LR AL ] S Y L v
requirements of the Act as specified in 21 CFR 211, as follows:
Failure to have a qualitv control unit that reviews all nroduction and tacting nriar
- L= A MLy VWUV WL UGl T U VI Yr o Qi i vuWvUVIiTT i l.\.n)Lllls ’JI [ A9 ]
to release of a batch;
Failure to nerform anv svstem or nrocess validation. or anv in-nrocace finichad
r SRIFy PN VI I VVEOY AUV Vi Gy 0TIl vLuwo oY, HTIDIITU
nroduct, or stabilitvy testina. includina microbial aualitv:
D , y testing, including microbial quality;
Failure to establish finished product specifications;
Failure to establish or maintain nroduction records. includina master nradiiction
(=11 R 10~ AR AR L O SUVINS, ikl QST pivuuLvaving
records, standard operating procedures, validation documents. and cleanina
L Y MY SsTeLNITe 3 YERLWSULN WUV WITI NG, Qi vivaiiniy
procedures or records;
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You should reply to Martin E. Katz, Compliance Officer, |

H

pha Utice n
555 Wnderlev Place Suite 200, Maitland, Florida 32751, telephone 1



