Letters to
the Editor

Cosmeceutical testing: Ethical
and scientific issues
Sir,
We read with interest the article “The effects of a
daily facial lotion containing vitamins B3 and E and
provitamin B5 on the facial skin of Indian women”
by Jerajani et al., published in a recent issue of
IJDVL.[1] Ideally, a cosmeceutical should be clinically
tested for efficacy to ensure proven skin benefit and
also to substantiate marketing claims.[2] The authors’
endeavor in this respect is sincerely appreciated.
However, few irregularities observed in this study
need consideration.
We are given to understand that the principal
investigator belongs to a faculty of medical college and
the study has been done at a totally different center.
Is it ethical for us to use both our credentials (as a
consultant and as a faculty) as and in the way we need
it. Would it not enhance the credibility of the study if
the study was done in an academic institution rather
than a private center?
Apart from the principal investigator who is a clinician,
all the authors are from the cosmeceutical company.
Considering that the product tested was from the same
company is it not necessary that the authors should
have mentioned any conflict of interest in their study.
A double blinding would have mitigated this issue to
some extent. A company’s product, when tested for
the efficacy, generally requires some remuneration/
assistance to be given to the investigator, patients, and
the institution where it is being done. Considering
that, the author’s claim of nil source of support in the
study requires clarity.
All patients with epidermal pigmentation were
included in the study, but various types of epidermal
pigmentations, viz., melasma, post inflammatory,
post acne, freckles, etc. have not been mentioned and
efficacy of the formulation has not been correlated
with the same.
Presuming that it is a vehicle controlled study, the
composition of control lotion and the sunscreen in

the test lotion is not available in the text. What is
the explanation for darkening of the skin observed
in the control group? Cosmeceuticals that contain
topically applied vitamins have an increasing role in
the skin care.[3] Since the efficacy is tested on the final
formulation which, apart from vitamins, contains an
unspecified sunscreen as well, it is difficult to separate
efficacy of any individual active ingredient.
Therefore, even though the investigators have
conducted a study using sophisticated bioengineering
tools for assessment, the aforesaid scientific and
ethical issues need to be addressed.
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Human papillomavirus: The silent
intruder
Sir,
We read with both interest and disappointment,
the review article ‘Emerging trends in prevalence
of viral STI’s recently published in your prestigious
journal.[1] Interest is due to the fact that the article
comprehensively addressed prevalence and trends
of HIV and other viral STI’s across the length and
breadth of India but disappointment aroused because
the ‘silent epidemic’ of HPV infections was not
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sufficiently discussed. High risk HPV infections have
gained prominence in the last two decades and have
been implicated in the development, maintenance
and progression of cervical cancer. Harald zur Hausen
was awarded the Nobel prize for his discovery of
“human papilloma viruses causing cervical cancer” in
October 2008. His work led to better understanding
of mechanisms of HPV-induced carcinogenesis and
development of prophylactic vaccines against HPV
acquisition. HPV infections are common in young
women after the onset of sexual activity but most newly
acquired HPV infections are cleared spontaneously
and the prevalence drops from a peak in adolescents
and young women. Worldwide human papillomavirus
(HPV) prevalence in women with normal cytology
at any given point in time is approximately 10%
indicating that HPV is one of the most common sexually
transmitted infections. HPV-16 is consistently the
most common type and HPV-18 the second with some
minor regional differences. A study from North India
pegged high-risk HPV positivity in normal women at
10% with HPV 16 being the commonest, while in rural
South Indian women an overall prevalence of 16.9%
was reported across all age groups (16-59 years).[2,3]
The HPV testing methods used in both the studies was
polymerase chain reaction (PCR) for HPV testing. HPV
testing has been found to be highly sensitive but low in
specificity and therefore has to be used in conjunction
with cytology/colposcopy. The negative predictive
value of the test is about 99%.[4]
In a recent cluster-randomized trial involving 52
village clusters of Osmanabad district, Maharashtra,
high-risk HPV positivity in women between 30 and
59 years was 10.3%. In this landmark trial, patients
who were positive by cytology, HPV testing or visual
screening tests underwent colposcopy and directed
biopsy and those with cervical precancer or cancer
were treated. After eight years of follow- up, it was
found that deaths due to cancer in the HPV tested
group were significantly lower compared to the
unscreened or other screening groups. The reduction
in the incidence of cancer deaths associated with
HPV testing probably reflects the higher sensitivity
of HPV testing to detect lesions with a high potential
for malignant transformation than that of cytology or
visual screening tests.[5]
The burden of cervical cancer in India is high with
more than 100,000 new cases reported annually
out of roughly 500,000 cases worldwide. Screening
with Pap test has failed to bring down this dreaded
702

cancer over the last five decades in India. Organized
screening programs using Pap test in India were
difficult to implement because of logistic problems
and the window of opportunity to decrease cervical
cancers was lost. The strong causal relationship of
high risk HPV and cervical cancer has resulted in the
development of a number of HPV DNA testing systems.
HPV detection assays are automated, objective and
sensitive unlike cytology which is labor intensive and
less sensitive in the diagnosis of cervical intraepithelial
neoplasia. The hybrid capture 2 (HC2, Qiagen Inc.,
formerly Digene) is approved by FDA for screening in
women over 30 along with cytology. This test detects
13 most common high risk HPV types. From a metaanalysis in both developed and developing countries,
it was seen that HPV DNA testing was more sensitive
than cytology in detecting high grade CIN and has
been recommended for primary screening in women
over 30 years in Europe.[4] However, the cost per test is
still high as $20-$30. A new rapid HPV test – CareHPV
detects 14 high risk HPV types, is more affordable,
simpler and faster, the report being available in less
than 3 h. However, this test is still being validated and
may become available in the near future and may be
used in STD and preventive oncology clinics, the target
group being sexually active women over 30 years.[5]
Sex education and awareness about HPV infections is
necessary among vulnerable young girls and boys who
are yet to initiate sexual activity. Primary prevention of
HPV infections and cervical cancer with vaccination
is most effective in sexually naïve girls. The currently
available vaccines can protect about 70-80% of cancers
caused by HPV-16 and 18, but long-term efficacy is
yet to be seen. Thus, screening will have to continue,
as before, till new guidelines are formulated in the
post vaccine era. For a deeper impact of vaccination
on reduction of cervical cancers, the co-operation
of various governmental and non-governmental
organizations are required to deliver it to those who
need it the most and not just to those who can afford
the vaccine.
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Pattern and clinical
characteristics of patients with
nail psoriasis in Sarawak General
Hospital, Malaysia
Sir,
Nail changes are common among patients with
psoriasis. In Malaysia, 68% of 509 patients with
psoriasis surveyed had nail disease.[1] There is lack of
data on this condition in Sarawak. Thus, this study
was designed to determine the pattern and clinical
characteristics of patients with nail psoriasis in Skin
Clinic, Sarawak General Hospital between November
2007 and March 2009.
The protocol of this study was approved by the Ethics
Committee, National Institute of Health, Malaysia
as part of the Malaysian Psoriasis Registry. All the
patients with clinical diagnosis of psoriasis who gave
voluntarily consent were studied. We collected data
on nail disease, demographics and skin psoriasis. The
nail psoriasis was divided into four types, namely
pitting, onycholysis, discoloration and subungual
hyperkeratosis. We excluded nail diseases due to other
causes e.g. onychomycosis and drugs. Demographic
data include age, gender, race, body mass index (BMI)
and family history of psoriasis. Information on skin
psoriasis includes duration of disease, body surface
areas (BSA) involvement, treatment administered and
quality of life measured by the dermatology life quality
index (DLQI).

The data was statistically analyzed with the SPPS ver.
15 (SPSS Inc., Chicago). Categorical data was analyzed
with Chi square test and expressed as frequencies
and percentages. Continuous data was analyzed with
Student t test and expressed as mean ± standard
deviation (SD). The level of significance was set at
P<0.05.
All 520 patients with psoriasis attending the skin clinic
during the study period consented for the study. Nail
psoriasis was seen in 341 (65.6%) patients. Subungual
hyperkeratosis was seen in 90%, discoloration in
74.5%, onycholysis in 65.1%, and nail pitting in
50.4%. There were 209 (61.3%) male patients and 132
(38.7%) female patients. Chinese constituted 41.9%
followed by Malays 31.7%, Bidayuhs 12.9%, Ibans
10.3% and others 3.2%. This corresponded to the
racial distribution of the clinic.
Table 1 shows the differences in the clinical
characteristics of patients with and without nail
psoriasis. We found that the mean age of patients with
nail psoriasis was significantly older (47.4 c.f. 42.8,
P = 0.005). Patients with nail disease tended to be
male (61.3% c.f. 41.3%, P<0.001) and of Chinese race
(41.9% c.f. 29.6%, P=0.006). We also observed 20.8%
of patients with nail psoriasis had body surface area
involvement of more than 10% compared to only 5% in
those without (P<0.001). However, we did not find any
association between duration of disease, family history
of psoriasis, BMI, DLQI and psoriatic arthropathy.
Patients with nail diseases were more likely to be on
systemic treatment (38.7% c.f. 20.7%, P<0.001). All
the patients with nail psoriasis had combined topical

Table 1: Clinical characteristics of psoriatic patients with and
without nail disease
Variables

With nail
disease
(n=341)

Without
nail disease
(n=179)

Age (mean ± SD/years)

47.4 ± 16.63

42.8 ± 18.32

0.005

Male gender

209 (61.3%)

74 (41.3%)

<0.001

Chinese race

143 (41.9%)

53 (29.6%)

0.006

Duration of psoriasis
(mean ± SD/years)

10.3 ± 9.59

8.6 ± 9.22

0.063

Family members with
psoriasis

56 (16.4%)

30 (16.8%)

0.922

BMI (mean ± SD)

26.3 ± 4.94

26.6 ± 6.92

0.602

BSA>10%

71 (20.8%)

9 (5.0%)

<0.001

Presence of joint disease

71 (20.8%)

27 (15.1%)

0.112

DLQI score (mean ± SD)

5.2 ± 5.18

5.4 ± 5.28

0.678

132 (38.7%)

37 (20.7%)

<0.001

Systemic treatment
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