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Product Name

Synonym(s): Cleo, Cleo by Damiva® 

Common trade name(s):  Cleo by Damiva® Labial Balm 3 ml  

Classification: Cosmetic (FDA and Health Canada) 

Ingredients

Cleo by Damiva is a labial moisturizer with 11 plant-based ingredients: theobroma cacao (cocoa) 
butter, butyrosperum parkii (shea) nut butter, garcinia indica (kokum) seed butter, helianthus 
annuus (sunflower) seed oil, argania spinosa (argan) oil, borago officinalis (borage) oil, prunus 
armeniaca (apricot) kernel oil, tocopherol (vitamin E) oil, sucrose cocoate (made from beets and 
coconut oil), hippophae rhamnoides (sea buckthorn) extract, sodium hyaluronate (hyaluronic 
acid). 

Each sachet contains 3 ml of labial moisturizer, pH balanced to between 5.0 and 5.5 

Mode of Action 

Cleo’s primary mode of action is to provide a lubricating, moisturizing layer for the skin of the 
vulva, labia and external genitalia.  

Balanced pH: Cleo is balanced to a pH between 5.0 and 5.5. The labial pH ranges between 5.0 and 
6.0, with higher pH associated with more bacteria and degradation of the acid mantle (Ref 1). 

Moisture retention: A key ingredient in Cleo is hyaluronic acid. Approximately 1 g of hyaluronic 
acid can retain 6 L of water (Ref 2). Small doses of hyaluronic acid have been found to be effective 
for vaginal dryness in postmenopausal women in clinical trials (Refs 3 to 5). 

Sucrose: In a Phase III randomized, double-blinded study of 560 women, in which they were 
randomly assigned to 3 groups that received 5 g of a sucrose gel compared to metronidazole and 
placebo twice a day for 5 days, sucrose was found to be as effective as metronidazole in curing 
bacterial vaginosis and may restore the appropriate bacterial flora more rapidly than the antibiotic 
(Ref 6). 
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Vitamin E and sea buckthorn extract: Cleo also contains vitamin E that has been shown to be 
about 75% as effective as estrogen therapy in supporting vaginal atrophy symptoms (Ref 7). Sea 
buckthorn applied topically has also been effective in treating vulvovaginal atrophy symptoms of 30 
women over 12 weeks in a randomized, controlled trial (Ref 8). 

Hyaluronic Acid Efficacy, Safety, Pharmacokinetics and Toxicity Studies 

Hyaluronic acid (HA) is a carbohydrate, more specifically a mucopolysaccharide, occurring 
naturally in all living organisms. It can be several thousands of sugars (carbohydrates) long. When 
not bound to other molecules, it binds to water giving it a stiff viscous quality similar to gelatin. 
HA is found primarily in the extracellular matrix but has also been shown to occur intracellularly. 

Efficacy and Safety 

There have been many clinical trials evaluating the safety and efficacy of hyaluronic acid for vaginal 
dryness. 

In an open-label, non-controlled study of 150 post-menopausal women used a vaginal suppository 
containing 5 mg  hyaluronic acid, vitamin E and vitamin A every day for 2 weeks then every 2 days 
for 2 weeks for a total of 28 days. Optimal efficacy, defined as relief of itching, burning and 
dyspareunia, was obtained in 83.1% of patients. Optimal and good safety results were obtained in 
98.5% of patients (Ref 9). 

In a controlled trial of 42 patients, 21 women received either 5 mg of hyaluronic acid daily or 25 
micrograms of estradiol for 2weeks daily then twice a week for 4 weeks. Both groups were treated 
for 8 weeks and efficacy was obtained in terms of reduction of vaginal pH, improvement in vaginal 
symptoms and improvement in epithelial atrophy. While both groups reported significant 
improvement in symptoms (p <0.001), greater clinical benefit was obtained in the estradiol group 
(p < 0.05). Safety was not evaluated (Ref 10). 

In a similar randomized, double-blinded trial of 40 patients receiving either 5 mg of HA or 1 mg 
of vitamin E daily for 8 weeks, efficacy was obtained in both groups (p < 0.001), with greater 
benefit in the HA group (p < 0.05) Safety was not evaluated (Ref 5). 

Degradation 

The enzymatic degradation of HA results from the action of three types of enzymes: hyaluronidase 
(hyase), b-d- glucuronidase, and ß-N-acetyl-hexosaminidase. Throughout the body, these enzymes 
are found in various forms, intracellularly and in serum. In general, hyase cleaves high molecular 
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weight HA into smaller oligosaccharides while ß-d- glucuronidase and ß-N-acetylhexosaminidase 
further degrade the oligosaccharide fragments by removing non-reducing terminal sugars (Ref 11). 

Pharmacokinetics 

The normal systemic kinetics of HA is well established. The removal of HA from the circulation is 
very efficient, with a half-life of 2–6 min and a total normal turnover of 10–100 mg/day in the 
adult human. The main uptake from the blood takes place in the liver endothelial cells. About 55% 
and 85% of the acetyl content after intravenous injection of [3H] HA, was completely oxidized 
after 3 h and 24 h, respectively (Ref 12). 

Distribution 

HA is widely distributed in body tissues and intracellular fluids, including the aqueous and 
vitreous humour, and synovial fluid; it is a component of the ground substance or tissue cement 
surrounding cells (Refs 13, 14). 

It is not known whether HA is distributed into breast milk. 

Cytotoxicity 

Jansen et al. investigated the possible cytotoxic effects, biocompatibility and degradation of 
hyaluronan for peripheral nerve repair (Ref 15). The results show that a hyaluronan-based conduit is 
not cytotoxic and shows good biocompatibility. 

Neurotoxicity 

Epidurally-administered HA did not cause neurotoxicity in rabbits (Ref 16). 

Mutagenicity 

Under the conditions of the sister chromatid exchange assay, sodium hyaluronate was not 
considered mutagenic to Chinese hamster ovary cells. Similarly, mutagenicity in Chinese 
hamster ovary cells and Salmonella test strains was not detected (Ref 17). 

DAMIVA



Product Monograph, US Confidential Cleo Labial Moisturizer, 3ml

Dermatology and Wound-healing Applications 

As a result of its ability to form hydrated, expanded matrices, HA has also been successfully used 
in cosmetic applications   including healing and soft tissue augmentation (Refs 18 and 19). 

Uses 

Primary Uses 

Cleo by Damiva is a labial moisturizer that aids in restoring moisture, soothing itching and burning 
and conditions such as vaginismus, dyspareunia and lichen sclerosus. Cleo can also be used for 
perineal massage. 

Cleo can be used on the perineum, vulva, labia, clitoris and introitus. Long-term use vaginally is not 
recommended due to the pH of Cleo being formulated for external usage. 

Special Precautions 

Caution: 

Contraindications 

Discontinue use of Cleo upon indication of hypersensitivity to ingredients. Cleo should not be used 
in the presence of active infections that require prescription medications.  

Breast feeding and Pregnancy 

Cleo by Damiva has not been studied in breast feeding or pregnant women. Usage is at discretion of  
prescriber. 

Supply and Storage 

Cleo by Damiva is supplied as 3 ml sachets in a box of either 15 or 30 ovules. Cleo should be stored 
at room         temperature and protected from extreme temperature fluctuations and moisture. Cleo is shelf 
stable for 36 months. 

DAMIVA



Product Monograph, US Confidential Cleo Labial Moisturizer, 3ml

Usage 

After tearing the single-dose sachet, Cleo can be applied using clean fingertips to external 
genitalia. 

Dosage Guidelines 

Adults 

Use single-dose sachet daily or as needed. Cleo has plant butters only and due to its lack of waxes, 
Cleo will not accumulate.  
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