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Introduction

The annual flowering plant, Nigella sativa (N. sativa, family 
Ranunculaceae), is native to southeastern Europe, western 
Asia, the Middle East, and northern Africa and oil from its 
black seeds, black seed oil (BSO), has been used for medic-
inal and beauty treatments for centuries [1,2]. More recent-
ly, black seed oil has been studied for its many health and 
dermatologic, anti-inflammatory, antioxidant, and antifungal 
benefits [3-7]. Determination of N. sativa’s primary constitu-
ent, thymoquinone (TQ), has resulted in a growing interest in 
its pharmacological activities, including its powerful antioxi-
dant, antimicrobial and anti-inflammatory properties [6-14].

To harness the incredible power of thymoquinone, TriNutra™ 
Ltd., has cultivated a full-spectrum, cold-pressed BSO stan-
dardized to 3% thymoquinone and very low free fatty acids, 
the highest quality and most potent thymoquinone concen-
tration available on the market. This farm-to-finished black 
seed oil features full sustainability and traceability by ensuring 
that farm history, cultivation of varietals, growing and har-
vesting conditions, seed storage, extraction, and process-
ing techniques are completely controlled in one location to 
guarantee a superior quality material. TriNutra’s cold-pressed 
black seed oil is branded as B’utyQuin™ for dermatologic use 
and its constituents act synergistically to maximize the mito-
chondrial functions, metabolism, energy (ATP) production as 
well as anti-inflammatory (Figure 1), antioxidant, and antimi-
crobial effects of the oil. Based on the demonstrated mech-
anisms and beneficial properties of this standardized BSO, it 
was hypothesized that it may be effective in modulating itchy, 
scaly, irritated skin and scalp, associated with dandruff and 
seborrheic dermatitis. 

Seborrheic Dermatitis

Seborrheic dermatitis (SD) of the scalp is a common skin con-
dition whose incidence in adults peaks between 40 to 60 
years of age [15] and can be a chronic or relapsing condi-
tion. SD is characterized by irritated, erythematous patches, 
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M edicinal herbs have been used as natural healing and cosmetic remedies since ancient times. The annual flowering plant,  
Nigella sativa, its black seeds and oil derived from them were used for medicinal and beauty routines since the ancient Egyp-

tian pharaohs and queens. It has been studied more recently for its many health and cosmetic, anti-inflammatory, antioxidant, 
and antifungal benefits. To harness the power of the Nigella sativa (black seed) oil (BSO), its active constituent, thymoquinone, 
and their demonstrated benefits, a patent pending, cold-pressed, full-spectrum black seed oil, standardized to 3% thymoquinone 
and very low FFAs was developed. 

Branded as B’utyQuin™ for cosmetic use, BSO has been studied in vitro to determine the mechanisms responsible for skin dis-
orders such as, irritated, itchy, scaly skin and scalp and seborrheic dermatitis. The studies included BSO’s antimicrobial effects on 
microorganisms such as Malassezia furfur, Candida albicans and Staphylococcus aureus, often associated with such disorders. 
This has been followed by clinical research to establish efficacy, safety and compatibility of BSO as a topical active ingredient for 
the scalp. BSO’s ability to positively impact the irritated, itchy, scaly scalp associated with seborrheic dermatitis has been revealed. 
In a blinded, controlled clinical trial in subjects with mild to moderate seborrheic dermatitis, topical application of scalp serum 
with 5% B’utyQuin for 28 days resulted in significant improvements in scalp oiliness, irritation, itchiness, scaling, and overall 
health of the scalp as compared to baseline.
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Fig. 1 Anti-inflammatory Performance of BSO with 3% TQ and 1.8% FFA 
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The manufacturing process used for the preparation of the 
oil in the current study is a cold-press, environmentally friend-
ly, physical process that does not require the use of organic 
solvents or supercritical CO2. A cold-pressed oil maintains the 
inherent composition of the oil as well as the purity, allowing 
consistent delivery of a full-spectrum oil with optimal strength 
and potency. Table 1 summarizes the different BSOs used to 
study the best BSO composition for antimicrobial benefits.

Four oils with either high or low TQ content (estimated 3% or 
0.5%, respectively), and low or high FFA content (2% or 10%, 
respectively), were assessed for their antifungal qualities. A disc 
diffusion assay assessed the ability of N. sativa oil to inhibit 
M. furfur growth. Three of the oils (100% oil) inhibited the 
growth of M. furfur in a TQ and FFA dose-dependent manner, 
except the oil composed of 0.5% TQ and 10% FFA which did 
not inhibit any growth. The oils containing 3% TQ showed 
the most potent inhibition of M. furfur growth, with superior 

with flaky, oily or dry scales in sebum-rich areas, primarily on 
the scalp and face. SD is a multifactorial condition that can 
involve several predisposing factors. Systemic inflammation, 
harsh hair care products, an inflammatory or allergenic diet, 
and an imbalance in the skin microbiome are all thought to 
contribute to the occurrence of seborrheic dermatitis [16-19]. 
The presence of some or all of these factors can lead to a 
disruption of the skin microbiome and increased levels of the 
opportunistic microorganisms Malassezia furfur, Candida al-
bicans, and S. aureus. It has been established that M. furfur 
has a significant correlation with the severity of seborrheic 
dermatitis, dandruff and psoriasis [20].

Black Seed Oil – In vitro  Research

BSO may have the potential to inhibit overgrowth of certain 
fungi and bacteria and support maintenance of a healthy 
skin and gut microbiome. Several studies have demonstrat-
ed antimicrobial activities by black seed oil [21,22]. In vitro 
research demonstrates the importance of standardization of 
cold-pressed black seed oil in achieving this biological effect, 
primarily through standardization of the level and the ratio of 
thymoquinone (TQ) and free fatty acids (FFA). 

Generally, the thymoquinone content in N. sativa seeds ranges 
from concentrations of 0.3% to 1.0% (w/w), with differences 
observed between seeds obtained from different countries and 
regions [23]. Cold-pressed oil obtained from N. sativa seeds 
predictably contains on average TQ concentration in the range 
of 0.5% to 1.5% (w/w).  Various procedures have been de-
veloped for obtaining TQ-rich fractions from N. sativa seeds, 
however, they are often complex, expensive, and selective for 
enriching TQ levels at the expense of losing other important oil 
components [24,25].
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Table. 1  BSO Compositions for Antimicrobial Benefits

Black Seed Oil 
3% TQ Low FFA 3.21 1.33 1.80

Black Seed Oil 
3% TQ high FFA 3.08 1.21 10.30

Black Seed Oil
0.5% TQ Low FFA 0.53 0.21 2.00

Black Seed Oil
0.5% TQ High FFA 0.42 0.23 9.80
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antifungal potency for the one with low FFA (<2%). This study 
shows that the single component, TQ was the most significant 
factor affecting inhibition of M. furfur growth, an efficacy that 
declines in the presence of high level of FFAs (Figure 2). This 
observation was strengthened by similar results while evalu-
ating growth inhibition of Fluconazole-resistant and sensitive 
C. albicans strains. As with M. furfur, the BSO containing 3% 
TQ and low 2% FFA exhibiting the strongest inhibition effect 
against both C. albicans strains, suggesting antifungal activity 
is dependent on the concentration of TQ and that a low level 
of FFA is correlated with maximum efficacy [22].  

Evaluation of the antibacterial properties of N. sativa oils 
painted a different picture. N. sativa oils strongly inhibited the 
growth of Methicillin-resistant S. aureus (MRSA); however, no 
preference was observed for different levels of TQ or FFAs. The 
fact that all N. sativa oils tested 
inhibited the growth of S. au-
reus supports the anti-bacterial 
benefits of the oils, but further 
research is needed to investigate 
which oil constituents are func-
tional to optimize this antibacte-
rial benefit [22]. 

Collectively, these findings are 
confirmation that the antimicro-
bial activity of Trinutra’s unique 
BSO with 3% TQ and low FFA 
composition (B’utyQuin) has a 
significant role in the efficacy 
of the oil’s antifungal (M. furfur 
and C. albicans) and anti-bacte-
rial (S. aureus) activities, includ-
ing against antibiotic-resistant 
strains. Thus, regulating the 
growth of these opportunistic 
microorganisms can play an im-
portant role in maintaining ho-
meostasis of the skin microbiome 
and potentially inhibiting the de-
velopment of SD [22].

The mechanisms of action at-
tributed to the observed improve-
ments in seborrheic dermatitis 
manifestations are likely a result 
of synergy between the previ-
ously established antimicrobial, 
anti-inflammatory, antioxidant, 
and enhanced mitochondrial en-
ergetics properties of B’utyQuin’s 
3% TQ and low free fatty acid 
composition (Figure 3).

Fig. 2 Antifungal Activity of BSO on Malassezia furfur 
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Fig. 3 The Mechanisms of Action of B’utyQuin 
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and is thought to be responsible for improvements in scalp 
redness and irritation. The established antioxidant property 
of BSO is likely responsible for modulation of oxidative stress 
and down-regulation of pro-inflammatory molecules that may 
be at play in the occurrence of SD. BSO’s significant effect on 
adipogenesis and lipid droplet size in adipocytes (Figure 4), 
upregulation of mitochondria biogenesis, and conversion of 
white to thermogenic beige adipocytes (Figure 5) may be re-
sponsible for BSO’s ability to decrease the scalp oiliness and 
excess sebum formation associated with seborrheic dermatitis. 
Increased mitochondrial ATP production (Figure 6) [unpub-
lished data of TriNutra] and anti-inflammatory mechanisms are 
likely contributing to the BSO’s soothing and calming effects 
reported by the clinical study subjects [26].

Clinical Research Study 

This blinded, controlled, single-center 28-day study was con-
ducted to verify the efficacy, compatibility and safety of a cos-
metic product with 5% B’utyQuin (Scalp Serum), containing 
a standardized cold-pressed black seed oil with 3% thymo-
quinone and 2% free fatty acids and to support the results 
of previous in vitro research. The study involved ten male and 
female subjects, aged 18-65 years old (all skin types), with 
mild to moderate seborrhea of the scalp. Evaluation of chang-
es in scalp condition, erythema, itchiness, oiliness, scaliness, 
and flaking were compared to baseline (day 0). The subjects 

B’utyQuin (BSO) was not only effective at significantly inhibiting 
growth of two different fungal organisms (Malassezia furfur 
and Candida albicans) but was also effective against resistant 
strains of S. aureus, three opportunistic pathogens associated 
with seborrhea and other disorders of the skin and scalp. The 
anti-inflammatory action of BSO is well established (Figure 1) 

Fig. 4 B’utyQuin Effect on Adipogenesis and Adipocytes Size. 
Effect of BSO with 3% thymoquinone oil on oil droplets formation in 
3T3 adipocytes showed a significant reduction of lipid droplets for-
mation in 3T3 adipocytes at day 6. (n=4), *#p<0.05 vs. control. 
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FIGURE 4

B’utyQuin Effect on Adipogenesis and Adipocytes Size.

Effect of BSO with 3% thymoquinone oil on oil droplets formation 
in 3T3 adipocytes showed a significant reduction of lipid 
droplets formation in 3T3 adipocytes at day 6. (n=4), *#p<0.05 
vs. control.

FIGURE 5

B’utyQuin Effect on Key Regulators of Mitochondrial 
Biogenesis in 3T3-L1 Adipocytes. 

FIGURE 6

B’utyQuin effect on ATP Production.

The effect of  B’utyQuin on production of ATP in Keratinocytes 
(HaCaT cells) compare to baseline (Naïve cells) and positive control 
(N-Acetylcysteine (NAC) 1mM)
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Effects of TQ on protein expression in adipose tissue

Western blot analysis of fat tissue showed significant differences in 

protein expression levels of pIR972, HO-1, Fis-1, Mfn2 and NOV 

in obese mice compared to control mice. Untreated obese animals 

exhibited a significant (p<0.05) decrease in insulin receptor 

phosphorylation levels and HO-1 when compared to age-matched 

lean mice. TQ increased both pIR
972

 mitochondrial fusion protein 

and HO-1 levels in obese mice (Figure 4A-4E). A HFD resulted 

in a decrease in Mfn2 (p<0.05) and an increase in FIS-1 a fission 

protein (p<0.05). TQ treatment reversed the negative effect on 

mitochondrial protein as seen by the increased in the levels of 

MFN2 (p<0.05) and decreased FIS-1 (p<0.05) compared to HF 

mice (Figure 4B and 4D). As seen in Figure 4D, levels of adipose 

tissue derived NOV, a pro-inflammatory protein in lean group are 

significantly (p<0.05) lower than in the HFD group. As shown 

in Figure 4C, TQ treatment decreased NOV protein expression 

compared to mice fed a HFD alone.

TQ intervention decreased level lipid, steatosis and 
fibrosis

Liver of lean mice exhibited no significant steatosis, no inflammatory 

foci and no fibrosis (Figures 5 and 6). Livers of HFD mice had 

elevated steatosis, moderate lobular inflammatory loci, hepatocyte 

ballooning, and fibrosis. Lipid content (Figure 5) was significantly 

increased (p<0.05) in mice fed a HFD as compared to control mice. 

TQ treatment decreased lipid content as compared to mice on a 

HFD alone. Morphometric analysis of liver lipid droplets showed 

that TQ decreased lipid droplet diameter compared to the HFD 

group (p<0.05). As seen in Figure 6, non-treated HFD mice display 

more fibrosis than HFD mice treated with TQ. TQ reduced HFD-

induced fibrosis and collagen deposition (p<0.05).

Effect of TQ on MFN-1, MFN-2, OPA1, NOV, HO-2 and 
HO-1 protein expression 

Control obese mice exhibited lower hepatic protein expression 

of MFN-1, MFN-2, OPA1 and HO-1. TQ produced a significant 

(p< 0.05) increase in the hepatic levels of MFN-1, MFN-2, OPA1 

and HO-1 (Figure 7). TQ prevented the HFD-mediated increase in 

NOV expression (Figure 7). No significant changes were observed 

on HO-2 among the different groups.

Effect of TQ on serum levels of Oxidized LDL, OX-LDL 
and HDL

Plasma from obese mice displayed an increase in LDL and OX-

LDL and a decrease in HDL levels. TQ reduced the levels of LDL 

and oxidized LDL (p<0.05), HDL levels were unaffected.

DISCUSSION

TQ is an active component of TriNutra’s™ Nigella seed oil and is 

considered responsible for most of the latter therapeutic potential. 

The plant Nigella sativa (N. sativa) has been used throughout the 

world in various traditional systems of medicine as a therapy for 

Figure 2: Effect of TQ on oil droplets formation in 3T3 adipocytes. We measured the effect of 3% TQ administration on 

adipogenesis. Daily supplementation of TQ was effective on adipogenesis suppression at 6 days. TQ treatment showed a significant 

(p<0.05) reduction of lipid droplets formation in 3T3 adipocytes. (n=4), #p<0.05 vs. control, ** p<0.05 vs. control.

Figure 3:  Effect of TQ administration on levels of HO-1, Fis1, MFN2, NOV and pIR972 in adipose tissue on Lean, HFD and HFD 

+3% TQ. Representative western blots; (A) and densitometry analysis of (B) pIR972, (C) MFN2, (D) NOV, (E) Fis1,  (F) HO-1 of 

Lean, HFD and HFD +3% TQ. Results are mean ± SE, n=6, *p<0.05 vs. Lean, #p<0.05 vs. HFD. 
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Effects of TQ on protein expression in adipose tissue

Western blot analysis of fat tissue showed significant differences in 

protein expression levels of pIR972, HO-1, Fis-1, Mfn2 and NOV 

in obese mice compared to control mice. Untreated obese animals 

exhibited a significant (p<0.05) decrease in insulin receptor 

phosphorylation levels and HO-1 when compared to age-matched 

lean mice. TQ increased both pIR
972

 mitochondrial fusion protein 

and HO-1 levels in obese mice (Figure 4A-4E). A HFD resulted 

in a decrease in Mfn2 (p<0.05) and an increase in FIS-1 a fission 
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mice (Figure 4B and 4D). As seen in Figure 4D, levels of adipose 
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in Figure 4C, TQ treatment decreased NOV protein expression 
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TQ intervention decreased level lipid, steatosis and 
fibrosis

Liver of lean mice exhibited no significant steatosis, no inflammatory 

foci and no fibrosis (Figures 5 and 6). Livers of HFD mice had 

elevated steatosis, moderate lobular inflammatory loci, hepatocyte 

ballooning, and fibrosis. Lipid content (Figure 5) was significantly 

increased (p<0.05) in mice fed a HFD as compared to control mice. 

TQ treatment decreased lipid content as compared to mice on a 

HFD alone. Morphometric analysis of liver lipid droplets showed 

that TQ decreased lipid droplet diameter compared to the HFD 

group (p<0.05). As seen in Figure 6, non-treated HFD mice display 

more fibrosis than HFD mice treated with TQ. TQ reduced HFD-

induced fibrosis and collagen deposition (p<0.05).

Effect of TQ on MFN-1, MFN-2, OPA1, NOV, HO-2 and 
HO-1 protein expression 

Control obese mice exhibited lower hepatic protein expression 

of MFN-1, MFN-2, OPA1 and HO-1. TQ produced a significant 

(p< 0.05) increase in the hepatic levels of MFN-1, MFN-2, OPA1 

and HO-1 (Figure 7). TQ prevented the HFD-mediated increase in 

NOV expression (Figure 7). No significant changes were observed 

on HO-2 among the different groups.

Effect of TQ on serum levels of Oxidized LDL, OX-LDL 
and HDL

Plasma from obese mice displayed an increase in LDL and OX-

LDL and a decrease in HDL levels. TQ reduced the levels of LDL 

and oxidized LDL (p<0.05), HDL levels were unaffected.

DISCUSSION

TQ is an active component of TriNutra’s™ Nigella seed oil and is 

considered responsible for most of the latter therapeutic potential. 

The plant Nigella sativa (N. sativa) has been used throughout the 

world in various traditional systems of medicine as a therapy for 

Figure 2: Effect of TQ on oil droplets formation in 3T3 adipocytes. We measured the effect of 3% TQ administration on 

adipogenesis. Daily supplementation of TQ was effective on adipogenesis suppression at 6 days. TQ treatment showed a significant 

(p<0.05) reduction of lipid droplets formation in 3T3 adipocytes. (n=4), #p<0.05 vs. control, ** p<0.05 vs. control.

Figure 3:  Effect of TQ administration on levels of HO-1, Fis1, MFN2, NOV and pIR972 in adipose tissue on Lean, HFD and HFD 

+3% TQ. Representative western blots; (A) and densitometry analysis of (B) pIR972, (C) MFN2, (D) NOV, (E) Fis1,  (F) HO-1 of 

Lean, HFD and HFD +3% TQ. Results are mean ± SE, n=6, *p<0.05 vs. Lean, #p<0.05 vs. HFD. 

BQ 3% 2uM BQ 3% 4uM BQ 3% 6uM

undifferentiated differentiated

BQ
3%

2uM

BQ
3%

4uM

BQ
3%

6uM

Undifferentiated

BQ  3% 2uM

Differentiated

BQ  3% 4uM

BQ  3% 6uM

5
0

10

15

20

25

30

35

40

45

50

0.00014 0.002
NAC 1mM

26.2%
*

25%
*

43%
**

BQ %

B’utyQuin (BSO) was not only effective at significantly inhibiting 
growth of two different fungal organisms (Malassezia furfur and 
Candida albicans) but was also effective against resistant strains 
of S. aureus, three opportunistic pathogens associated with 
seborrhea and other disorders of the skin and scalp. The anti-
inflammatory action of BSO is well established and is thought to 
be responsible for improvements in scalp redness and irritation.  
The established antioxidant property of BSO is likely responsible 
for modulation of oxidative stress and down-regulation of pro-
inflammatory molecules that may be at play in the occurrence of 
SD.   BSO’s significant effect on adipogenesis and lipid droplet size 
in adipocytes (Figure 4), upregulation of mitochondria biogenesis, 
and conversion of white to thermogenic beige adipocytes 
(Figure 5) may be responsible for BSO’s ability to decrease 
the scalp oiliness and excess sebum formation associated with 
seborrheic dermatitis. Increased mitochondrial ATP production 
and anti-inflammatory mechanisms are likely contributing to the 
BSO’s soothing and calming effects reported by the clinical study 
subjects. (Figure 6)
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+ B’utyQuin

UCP-1; PRDM16; FGF21
Sirt1; Mfn2; HO-1; ATP

Fig. 5 B’utyQuin Effect on Key Regulators of Mitochondrial Biogene-
sis in 3T3-L1 Adipocytes. 
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Fig. 6 B’utyQuin effect on ATP Production. 
The effect of B’utyQuin on production of ATP in Keratinocytes (HaCaT 
cells) compare to baseline (Naïve cells) and positive control (N-Acetyl-
cysteine (NAC) 1mM)
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compared to baseline. Reductions in scalp oiliness were also 
observed. These beneficial effects are likely due to the anti-in-
flammatory, antioxidant, and antimicrobial properties of this 
proprietary cold-pressed, standardized black seed oil. Modu-
lation of mitochondrial biogenesis, ATP production, oil drop-
let size, and energy expenditure in fat cells are also thought 
to play a role in BSO’s effect on symptoms of seborrhea of 
the scalp. This formulation containing 5% of the standardized 
black seed oil may have the potential to inhibit overgrowth of 
opportunistic pathogens to support maintenance of a healthy 
skin microbiome and modulate the occurrence of symptoms in 
those prone to seborrheic dermatitis and dandruff. It may rep-
resent a safe and effective alternative to conventional antimi-
crobial preparations currently in use for seborrheic dermatitis, 
skin and scalp discomforts and disorders.  
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applied an amount necessary to cover the affected 
area with Scalp Serum daily, using a gentle massaging 
action. Primary endpoints of the study were efficacy 
of the Scalp Serum in improving symptoms of sebor-
rheic dermatitis such as redness/erythema, itchiness, 
scaling / flaking, and oiliness of the scalp. Secondary 
endpoints included scalp soothing properties, safety, 
compatibility and lack of side effects.  Improvements 
were assessed via patient questionnaires, self-exam-
ination, dermatologist examination, and standardized 
photography of the scalp.

Clinical Results Discussion 

After 28 days of Scalp Serum application, there was 
a statistically significant 58.8% decrease in erythema 
scores and a statistically significant 30% decrease in 
scaling scores (Figure 7) for the Scalp Serum as com-
pared to baseline. Although not quite statistically 
significant, scalp oiliness scores decreased by 16.7% 
compared to baseline (day 0).

In terms of acceptability and compatibility of the treat-
ment, the Scalp Serum was significantly well received 
by subjects as it did not leave the hair oily, gave the scalp a 
soothing sensation, and left the scalp feeling less irritated and 
itchy. In evaluating scalp itchiness, redness/irritation, and scal-
ing, at least 60% of subjects reporting significant improvement 
in their symptoms after 28 days of treatment, with 30% re-
porting complete elimination of seborrhea symptoms at the 
end of the study.  No skin discomfort, reactions, or side effects 
attributed to the Scalp Serum were reported and it was felt the 
Scalp Serum provided a soothing effect and was rated compat-
ible by study subjects. The Scalp Serum was therefore deemed 
a safe and effective aid for controlling the symptoms of SD. In 
summary, after 28 days of application there was a statistically 
significant decrease in the erythema and scaling scores for the 
Scalp Serum, compared with day 0 (Figure 8). The product 
was also found to be very compatible with all subjects’ skin 
type, with an excellent safety profile.

Conclusion 

Both in vitro and clinical research have demonstrated the signif-
icant anti-inflammatory, antioxidant, and antimicrobial proper-
ties of a proprietary BSO with 3% thymoquinone and low free 
fatty acids, branded as B’utyQuin, for cosmetic and derma-
tologic use. In this current clinical trial, we have demonstrat-
ed the significant beneficial effects of Scalp Serum with 5% 
B’utyQuin, on the symptoms of mild to moderate seborrheic 
dermatitis in adults over a 28-day period. This blinded, con-
trolled clinical trial demonstrated topical application of Scalp 
Serum resulted in significant improvements in scalp irritation, 
erythema, itchiness, scaling, and overall health of the scalp as 

Fig. 7 Erythema and Scaling Variation.
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Fig. 8 Scalp soothing and relief of redness, scaling and itch with Scalp Serum 
(with 5% B’utyQuin)
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FIGURE 6A

Erythema and Scaling Variation. 

Scalp soothing and relief of redness, scaling and itch with Scalp Serum (with 5% B’utyQuin)

CLINICAL RESEARCH STUDY 

This blinded, controlled, single-center 28-day study was 
conducted to verify the efficacy, compatibility and safety of a 
cosmetic product with 5% B’utyQuin (Scalp Serum), containing a 
standardized cold-pressed black seed oil with 3% thymoquinone 
and 2% free fatty acids and to support the results of previous in 
vitro research. The study involved ten male and female subjects, 
aged 18-65 years old (all skin types), with mild to moderate 
seborrhea of the scalp. Evaluation of changes in scalp condition, 
erythema, itchiness, oiliness, scaliness, and flaking were 
compared to baseline (day 0). The subjects applied an amount 
necessary to cover the affected area with Scalp Serum daily, using 
a gentle massaging action. Primary endpoints of the study were 
efficacy of the Scalp Serum in improving symptoms of seborrheic 

dermatitis such as redness/erythema, itchiness, scaling/flaking, 
and oiliness of the scalp. Secondary endpoints included scalp 
soothing properties, safety, compatibility and lack of side effects.  
Improvements were assessed via patient questionnaires, self-
examination, dermatologist examination, and standardized 
photography of the scalp.

CLINICAL RESULTS DISCUSSION

After 28 days of Scalp Serum application, there was a statistically 
significant 58.8% decrease in erythema scores and a statistically 
significant 30% decrease in scaling scores (Figure 7) for the Scalp 
Serum as compared to baseline. Although not quite statistically 
significant, scalp oiliness scores decreased by 16.7% compared 
to baseline (day 0). 

In terms of acceptability and compatibility of the treatment, the 
Scalp Serum, was significantly well received by subjects as it did 
not leave the hair oily, gave the scalp a soothing sensation, and 
left the scalp feeling less irritated and itchy. In evaluating scalp 
itchiness, redness/irritation, and scaling, at least 60% of subjects 
reporting significant improvement in their symptoms after 28 
days of treatment, with 30% reporting complete elimination of 
seborrhea symptoms at the end of the study.  No skin discomfort, 
reactions, or side effects attributed to the Scalp Serum were 

reported and it was felt the Scalp Serum provided a soothing effect 
and was rated compatible by study subjects. The Scalp Serum 
was therefore deemed a safe and effective aid for controlling 
the symptoms of SD. In summary, after 28 days of application 
there was a statistically significant decrease in the erythema  
and scaling scores for the Scalp Serum, compared with day 0 
(Figure 8). The product was also found to be very compatible 
with all subjects’ skin type, with an excellent safety profile. 
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