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1. Summary

Objective

Mcthads

Results

Canclusion

Tnvestigation of the efficacy of an eintment preparation containing NADH

with respeet to the reduction of facial teieangiectasis.

Prospective, open observational study with randomized-blinded asseSs;mcnt
over § weeks. Weekly follow-ups. As part of a wrinkle study, 0=36 patents
with facial wrmkl::s were recruited. Of these. n=17 prescnted with
teleangiectasis. lhese were treated and assessed as the second target
structure.

Th& tcleangiectascs were examined independently prior to therapy and during
tha course of the study by two blinded, dermatologically cxperienced raters
on the basis of photos recorded in standardized procedures. Two methods
W&c appli ed‘: ‘ _

1) Score by rank - (Scale from. 1~hest picture to 6=worst picture).

2) Quantitative telcangiectasis score

The raters’ results wére averaged, the interraler correlation continuausly
cl@eckcd. It was always in the raﬁge of highly significant correlations.

There was significant improvernent in the teleangiectases, with no exception,
and usually to complete healing.

The test preparation with NADH is emﬁxely effective in practically all

pauents in the reduction of telcangiectases.

Recommendations on procedure:

With respect to efficacy in the area of teleangiectases, therc is a considerable
benefit and marketing potential. It is recormmended that the effects be tested
in a further study using skin-physiojogical methods, Thercafter, a further
application observation should be performed on patients with relevant skin

diseases, such as Rosacea telcangiectalica, spider vein varicosis.
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2. Methods

2.1 Methods of Study Performance and Documentation

Please refer to the detailed srudy protocol.
The fate processing was performed by Optical Research [yc., Freiburg. The assessments of
cfficacy were performed by the two raters using prints of the digital photos.

2.2 Merhods of Rating the Degree of Teleangicctasis

Corresponding to the procedure of assessment during the conrse of therapy with respect to
degree of wrinkics, two blinded raters examined the dt.grcc of teleangiectasies at various
points of time. In order to attain greater methodological certainty, both score valu:s and rank
values were determined.

The interrater cosrelation of the rank values was betwveen 0.52 and 0. 86 whereby the time
points ., Therapy hegin* and , Therapy end“ as the main target criteria attained values of 0,78
and 0.66. Thus the reliability of the asscssment of degree of teleangieclases is given and the
formation of averaged tank values to increase the validity was appropriately performed.
Comparable interrater correlations in the scor}.- values provided the basis for the formation of

averaged score valucs.

La
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3. Results

3.1 Assessment of the Teleangiectases

3.1.1 Treatment outcome measured on the Teleangiectasis-Score ' :

A teleangicctasis score was determined as one of the two assessment types in this study. Two

blinded dermatological raters indej:cndeut!y rated the degree of tcleangiectasis on a 10-pomnt

scale from 1 (slight telcangiectasis) o 10 (very severe teleangiectasis). A Jteleangiectasis

score” was formed from the means of the two ratings.

Under therapy with the test preparation, the mean degree of telcangiectasis pribr to therapy
- was 3.6+1.2, at the end of therapy (5 wks) 1.5+0.5 (Fig. 1). This difference was significant, as

was the difference between 4 weeks and therapy begin,

- — .

Assessmer)t by s;"core o . _}

Mean Score + SD

i pre . 2wks. 3wks. 4wks. 6 wks.

Fig. 11 Course of wrinkles under trestment with ointment containing NADLI in the group
of therapy responders (n=1 7). The rank course is shown as the mean of 7
independent ratings (Seale: 1=best picture to 6=worst picture) *p<0.05, **p<0.01
versus the time prior 1o therapy.
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3.2.2 Conrse of therupy measured on the Teleangiectasis Runk Values

In order to achieve greater methodological certainty, a sccond assessment mode was applied.
The ™wo blindgﬁ raters ussigned a ranking to the skin findings. The finding with the mildest
degree of teleangiectasis was assigned rank 1%, the finding with the greatest depree of
teleangicctasis was asisigned rank ,,6%,

" Under Lherapy with the test preparation, the mean rank prior to therapy was 4.1+1.1, at the
cnd of therapy (6 wks) 1.4+0.5 (?ig, 2). This difference, like all other differences within the

various observation times, was not sipnificant.
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1 pre 1 wk. 2 wks. 3 wks. 4 wks, 6 wks. }

Fig.2:  Course of wrinkles under ireztment with an ojntment containing NADH in the
group of therapy respoaders (n=17). Thc figure shows the rank course as mean of 2
independent ratings (Scale: l1<hest picture 1o G=worst picture) **p<0.01,
***p<0.001 versus time before therapy. ' ‘
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4. Conclusions and Recommendations

Conclusion
The test preparation containing NADH is extremely effective in practically

all patients in the reduction of teleangiectases.

Recommendations on Procedure

With respect 1o efficacy in the area of teleangicctases, therc is a considerable
clinical potential. It is recommended that the sffects observed in this study be
tested in a lurther confirmative study using skin-physiological methads.
Thereafter, a further application observation should be performed on panents
with rclevant skin diseases, such as ‘Rosacea teleangicctatica, spider vein
varicosis.

Consideration should also be given to repeating the present study with the
ncw NADH-preparation.

Freiburg, 27.10.00 Mecrzhausen, 29.10.00
Checked for correctness:
M. Augustin, M.D. ; Dipl. Psych. I, Zschocke
Univ.-Dermatology Clinic Freiburp JFKS FR-Merzhausen
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