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1 Objective 

The aim of this study was to assess the cumulative irritation potential of test materials to human skin 
as a result of repeated exposure. 

2 Project Information 

Project Manager/Investigator Dipl.-Biol. Christiane Röck 

Lead Technician Dipl.-Ing. Petra Jacobs 

Data Management/Statistics Katrin Windgassen, B.A. 

Report Dr. rer. nat. Maike Keskin 

Quality Assurance Dr. rer. nat. Jutta Hofmann 

3 Materials and Methods 

3.1 Test Materials 

The test products were provided by the Sponsor. Control materials were provided by the Study Site. 

Dilution done by: 
Code/proDERM Product/Code/Sponsor Concentration 

proDERM Sponsor 

A Aqua demin. (negative control) as is - - 

B Sodium Dodecyl Sulfate (positive control) 0.3 % (w/w) X - 

C SpaBalancer 40 ml / 1000 l - X 

D SpaBalancer Ultrashock 40 ml / 1000 l - X 

E Mixture of SpaBalancer and Ultrashock 1 part C : 1 part D X - 

Date Samples Received October 08, 2013 

Storage Conditions Room temperature 

Application Area Back 

Application Volume 25 µl 

Application Mode The test materials were applied with a Finnpipette 

Patch Test System Haye's Test Chamber®, HAL (occlusive) 

3.2 Subjects 

Subjects Enrolled 22 

Complete Data Exclusions None 

Subjects Analyzed (Valid Cases) 22 

Age 55.2 ± 16.9 years (mean ± standard deviation) 

Sex 3 male (14 %) 
19 female (86 %) 

3.3 Methods 

The study has been conducted according to the proDERM Standard Protocol-V03 (02-3x24h-PT), the 
Study Protocol (see Appendix F) and approximating the main principles of GCP. 
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3.3.1 Test Schedule 

Day 1 2 3 4 5 6 

Application of Test 
Materials X X X    

Patch Removal 
(24 h after the last application of 
test materials) 

 X X X   

Visual Evaluation 
(By a trained evaluator, 15 min 
(day 4), 24 h (day 5) and 48 h 
(day 6) after last patch removal) 

   X X X 

3.3.2 Description of Test Procedure 

• The test substances and controls were applied on the back of the subjects under occlusive 
conditions using the above mentioned epicutaneous patch test system on day 1. 

• The application was repeated on days 2 and 3 or up to the fist intense irritant reaction that would 
have been scored 2 or higher was noticed for the respective product. 

• Visual scoring will be performed 15 minutes after removal of the last set of patches (day 4) as 
well as after further 24 (day 5), and 48 hours (day 6). 

The assessments were performed according to the following scales: 

3.3.3 Visual Evaluation 

0 = No apparent cutaneous involvement 

0.5 = Minimal erythema, Greater than 0, less than 1 

1 = Definite erythema (may include edema) 

2* = Strong erythema, may have a few papules or deep fissures, may include moderate-to-severe 
erythema in the cracks 

3* = Severe erythema (beet redness), may have generalized papules and/or vesicles 

4* = Severe erythema with edema extending clearly beyond the areas of the patch and/or bullae 
and/or eschar formations 

  � No further product application. From the consecutive day on the maximum score was given for all further 
assessments for the respective product 
ATTENTION: The maximum score was not given when the scoring was performed in the consecutive phase 
with no product application (day 4, 5 and 6). 

Scores were directly entered into a PC system with an appropriate computer program. 

3.4 Protocol Violations/Additional Remarks 

None 
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4 Results 

4.1 Discontinuations 

During the application phase no strong irritant reactions (scored > 2) were observed for any product. 
Therefore, no product discontinuations were necessary. 

4.2 Irritation Scores 

The results for the mean scores of all products are summarized in Table 1. 

Table 1: Mean Scores (Day 4, Day 5, Day 6) and Mean Sum Score (Day 4+Day 5+Day 6) of Test Products 

Product Day 4, 
15 minutes 

Day 5, 
24 hours 

Day 6, 
48 hours 

Mean Score 
(d4 + d5 + d6) 

A (Negative control) 0.0 ±  0.0 0.0 ±  0.0 0.0 ±  0.0 0.0 ±  0.0 

B (Positive control) 0.5 ±  0.5 0.4 ±  0.5 0.2 ±  0.3 0.4 ±  0.4 

C 0.0 ±  0.0 0.0 ±  0.0 0.0 ±  0.0 0.0 ±  0.0 

D 0.0 ±  0.0 0.0 ±  0.0 0.0 ±  0.0 0.0 ±  0.0 

E 0.0 ±  0.0 0.0 ±  0.0 0.0 ±  0.0 0.0 ±  0.0 

 

Raw data of all valid subjects are listed in Appendix D. More information about the results is provided 
in Appendix A (Figures). For each test material the mean score of each evaluation time was 
determined as well as the mean irritation score (average of all three evaluations for each product, see 
Appendix B: Summary Tables). Furthermore, the scores of the three evaluations were averaged for 
each subject (see Appendix E: Calculated Values). A list of all subjects that have participated in this 
study is provided in Appendix C (List of Subjects).  

5 Conclusions 

The mean irritation scores induced by the tested products, SpaBalancer (C), SpaBalancer 
Ultrashock (D), and the 1+1 Mixture of SpaBalancer and Ultrashock (E), all were the same as those 
induced by the negative control Aqua demin. (A) at all readings, with no irritation induced at all. 
Therefore, the skin tolerability of all tested products with respect to irritancy can be expected to be 
"very good" when used as intended.  
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proDERM Study-No.: 13.0330-02

SpaBalancer GmbH
Figures Appendix A/1
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Visual Score: Mean Irritation Score: Day 4, 15 min; Day 5 

and Day 6
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proDERM Study-No.: 13.0330-02

SpaBalancer GmbH
Figures Appendix A/2
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Visual Score: Mean Value at Day 6
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proDERM Study-No.: 13.0330-02 Summary Tables Appendix B/1

SpaBalancer GmbH

Table: B1 Mean Values Study-No.: 13.0330-02

Parameter: Visual Score Parameter-ID: 171

Prod. A B C D E

Mean/d 4, 15 ' 0.0 0.5 0.0 0.0 0.0

Mean/d 5 0.0 0.4 0.0 0.0 0.0

Mean/d 6 0.0 0.2 0.0 0.0 0.0

Table: B2 Study-No.: 13.0330-02

Parameter: Visual Score: Mean Score Formula Typ: 5

Prod. A B C D E

Mean/d4+d5+d6 0.0 0.4 0.0 0.0 0.0

Version: , printed: ,1 [07] VC clean file: 11.11.13 09:31 (Wi) 13.11.13 09:35



proDERM Study-No.: 13.0330-02 Overview: Count of Scores Appendix B/2

SpaBalancer GmbH

Table: B3 Day 4, 15 min Study-No.: 13.0330-02

Number of Reactions:  Visual Score Parameter-ID: 43854

Score \ Prod. A B C D E

0 22 7 22 22 22

0.5 0 8 0 0 0

1 0 6 0 0 0

2 0 1 0 0 0

3 0 0 0 0 0

4 0 0 0 0 0

n 22 22 22 22 22

Table: B4 Day 5 Study-No.: 13.0330-02

Number of Reactions:  Visual Score Parameter-ID: 43853

Score \ Prod. A B C D E

0 22 8 22 22 22

0.5 0 11 0 0 0

1 0 2 0 0 0

2 0 1 0 0 0

3 0 0 0 0 0

4 0 0 0 0 0

n 22 22 22 22 22

Table: B5 Day 6 Study-No.: 13.0330-02

Number of Reactions:  Visual Score Parameter-ID: 43852

Score \ Prod. A B C D E

0 22 13 22 22 22

0.5 0 8 0 0 0

1 0 1 0 0 0

2 0 0 0 0 0

3 0 0 0 0 0

4 0 0 0 0 0

n 22 22 22 22 22

Version: , printed: ,1 [05] VC clean file: 11.11.13 09:31 (Wi) 11.11.13 09:52
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proDERM Study-No.: 13.0330-02 List of Subjects Appendix C/1

SpaBalancer GmbH

Subject
No.

Status ID Initials Sex Age Atopy Typ IV
Allergies

Sensitive
Skin

 

1 c 12663 S.B. f 44 n n n
2 c 19358 J.M. m 62 n n n
3 c 24076 M.S. f 73 n n n
4 c 1127 U.B. f 72 n n n
5 c 13872 R.O. f 66 n n y
6 c 15147 R.L. m 54 n n n
7 c 10591 A.H. f 39 y y n
8 c 4607 B.B. f 72 n n n
9 c 18745 V.L. f 53 n n n
10 c 4674 C.F. f 66 n n n
11 c 2803 W.M. m 63 y n y
12 c 7221 M.K. f 68 n n y
13 c 21817 M.P. f 32 n n n
14 c 7062 S.G. f 42 y y y
15 c 13624 J.M. f 24 n n y
16 c 8217 M.G. f 84 n n n
17 c 22767 J.D. f 22 n n n
18 c 11234 B.Z. f 67 y n y
19 c 8556 I.B. f 37 n n n
20 c 12003 I.L. f 59 n n y
21 c 16227 J.F. f 64 n n n
22 c 17166 A.S. f 52 n n y

c  = completed as intended according to study protocol (PP)  

File: 13.0330-02/0052623   (Version 1) 09.11.2013 11:45 PJcreated:
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proDERM Study-No.: 13.0330-02 Raw Data Appendix D/1

SpaBalancer GmbH

Table: D1 Day 4, 15 min Study-No.: 13.0330-02

Parameter: Visual Score Parameter-ID: 43854

Pan. # \ Prod. A B C D E

1 0 0.5 0 0 0

2 0 0.5 0 0 0

3 0 0 0 0 0

4 0 0 0 0 0

5 0 1 0 0 0

6 0 1 0 0 0

7 0 0 0 0 0

8 0 1 0 0 0

9 0 0.5 0 0 0

10 0 1 0 0 0

11 0 2 0 0 0

12 0 0 0 0 0

13 0 0 0 0 0

14 0 1 0 0 0

15 0 0.5 0 0 0

16 0 1 0 0 0

17 0 0.5 0 0 0

18 0 0 0 0 0

19 0 0.5 0 0 0

20 0 0.5 0 0 0

21 0 0 0 0 0

22 0 0.5 0 0 0

Mean 0.0 0.5 0.0 0.0 0.0

SD 0.0 0.5 0.0 0.0 0.0

n 22 22 22 22 22

Table: D2 Day 5 Study-No.: 13.0330-02

Parameter: Visual Score Parameter-ID: 43853

Pan. # \ Prod. A B C D E

1 0 0.5 0 0 0

2 0 1 0 0 0

3 0 0.5 0 0 0

4 0 0 0 0 0

5 0 1 0 0 0

6 0 0.5 0 0 0

7 0 0 0 0 0

8 0 0.5 0 0 0

9 0 0.5 0 0 0

10 0 0.5 0 0 0

11 0 2 0 0 0

12 0 0 0 0 0

13 0 0 0 0 0

14 0 0 0 0 0

15 0 0 0 0 0

16 0 0.5 0 0 0

17 0 0.5 0 0 0

18 0 0 0 0 0

19 0 0.5 0 0 0

20 0 0.5 0 0 0

21 0 0 0 0 0

22 0 0.5 0 0 0

Mean 0.0 0.4 0.0 0.0 0.0

SD 0.0 0.5 0.0 0.0 0.0

n 22 22 22 22 22

Version: , printed: ,1 [07] VC clean file: 11.11.13 09:31 (Wi) 13.11.13 09:28



proDERM Study-No.: 13.0330-02 Raw Data Appendix D/2

SpaBalancer GmbH

Table: D3 Day 6 Study-No.: 13.0330-02

Parameter: Visual Score Parameter-ID: 43852

Pan. # \ Prod. A B C D E

1 0 0.5 0 0 0

2 0 0.5 0 0 0

3 0 0 0 0 0

4 0 0 0 0 0

5 0 0.5 0 0 0

6 0 0.5 0 0 0

7 0 0 0 0 0

8 0 0 0 0 0

9 0 0 0 0 0

10 0 0.5 0 0 0

11 0 1 0 0 0

12 0 0 0 0 0

13 0 0 0 0 0

14 0 0 0 0 0

15 0 0 0 0 0

16 0 0 0 0 0

17 0 0.5 0 0 0

18 0 0 0 0 0

19 0 0.5 0 0 0

20 0 0 0 0 0

21 0 0 0 0 0

22 0 0.5 0 0 0

Mean 0.0 0.2 0.0 0.0 0.0

SD 0.0 0.3 0.0 0.0 0.0

n 22 22 22 22 22

Version: , printed: ,1 [07] VC clean file: 11.11.13 09:31 (Wi) 13.11.13 09:28
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proDERM Study-No.: 13.0330-02 Calculated Values Appendix E/1

SpaBalancer GmbH

Table: E1 Mean Score / all evaluation time points Study-No.: 13.0330-02

Parameter: Visual Score: Mean Score Formula-ID: 5/14345

Pan. \ Prod. A B C D E

1 0 0.5 0 0 0

2 0 0.7 0 0 0

3 0 0.2 0 0 0

4 0 0 0 0 0

5 0 0.8 0 0 0

6 0 0.7 0 0 0

7 0 0 0 0 0

8 0 0.5 0 0 0

9 0 0.3 0 0 0

10 0 0.7 0 0 0

11 0 1.7 0 0 0

12 0 0 0 0 0

13 0 0 0 0 0

14 0 0.3 0 0 0

15 0 0.2 0 0 0

16 0 0.5 0 0 0

17 0 0.5 0 0 0

18 0 0 0 0 0

19 0 0.5 0 0 0

20 0 0.3 0 0 0

21 0 0 0 0 0

22 0 0.5 0 0 0

Mean 0.00 0.40 0.00 0.00 0.00

SD 0.00 0.39 0.00 0.00 0.00

n 22 22 22 22 22

Version: , printed: ,1 [04] VC clean file: 11.11.13 09:31 (Wi) 11.11.13 09:39
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proDEFM €z
STUDY PROTOCOL

3 x 24 h Patch Test (02-3x24h-PT)
according to Standard Protocol-Vo3

Further details of the tesi proceduÍe not described in this sludy ProlocoÍ áre explained in lhe standard
Protocol-Vo3

spon3or spaBálanceÍ GmbH' Halstenbek

sponBor cont ct Tim Dörries

spon5oÍ study-No.

sÍudy slte píoDERM lnstjtutfür Angowándt€ Dermatolog|sche Forschung GmbH'
sch€nefeld/Hambu19

Med|cal Dirocto] Proi Dr' med' KláLJs-Peler Wlhelm, Dematologist

ol]octoÍ R$..rch Dipl. Bio-lng. stePhan Bielfeldl

P.oléct Manage./ oipl'-Biol' christaane Röck
lnv*tlgator
pÍoDERMstudy_No. 13'0330{2

Test oato3 Novemb€r 04 io November 09. 2013

Final Rcpoí Approximately 3 weéks eÍter completion of the study.

Code/
PÍoDER|Ú

Concantlellon

Dilutlon to bo
dono by:

OERT

Aqua d€min'
(Negative control) asls

B
Sodium Dodecyl Sulfate
(sDs)
(Positive control)

0.3 % (w!J) x

c sPaBalanceÍ 40 Ínl / 1000 l x
D spáBálenc6r Ultrashock 40 ml/ 1000 I X

E Mixture of SpaBalancer
and Ultráshock 1 part C 1 part 0 X

Tért ilatoÍla}B

Appllcation Voluma

Prtch Tost System

Sublocts

Quallly Asauranca

25'']J

Hay€'s Test chambeíe, HAL (occlusive)

A minimum oÍ 22 subjects will be Í€cruited for this study so that at least 20
gubjects are exp€ct€d to finish thb study'

Th6 study will be conducted, the analysis perfoímed and the rcport
prepaled approxihating the main principles oí Good cljnical Prdctice
(GCP), and in acclrdance wjth relevant national reguletions, end approvsd
protocol(s). The principle requiremonts oÍ th6 Declaration of Helsinki will b€
taken into account to protect the rights, safety and well-being of sub,ects
perticipating in the study.

An independent quality assurance unit wjll be €ngaged to audit clinical
reseaúh sfudjes to idgntiry' evaluelg and communicate the sialo of

confid.nüal 7PRE6o1-3 sludy Píolo@t 3É4h_PT
v.rheuttch 13.033!{2 Oat!: Oclob.r 14,2013 P.g. 1 ol3



proDERM .!E"
complianoo wib appllcable píotocol(s), and the quality syotem of píoDERM.
The audit schédule ePproved by management will ensuré h6t sfudy
sp€c|fic and sy8t6m áudits will b€ performéd at reguler intarvals' objécliv€
evidencé pórtalning to the coríoct conduct of studles, th€ peíormancs oí
quaiity contÍol moEsures íor completeness and accuracy of clinicál
íeseeíEh data, dátE analysis, end répoÍürB of résult€ will be glvon and
íepoltéd io menegomont and b the invéstigáor' es approp ato.

Tho sponsor mgy' upon appoint nent úsit th9 study cénter gt ány time
during and até. th€ sfudy.

Sponao. lBpoc{iona,
Audh.

Ám.ndmenta,
Dcvblions

Protoco| aPpÍoved:

Dab:

Tim DörrÉs
sFBabnceÍ GmbH

oare: G{obot l\rQo(3

CQócQ
Dipl.-Biol' chrl8tiane Röck
' Píq.d li'!.n.9.Í4nv..üígtoí _
pÍoDERM

TPaE$r_3
t3.(!!rt{t2

süxl' Plot@t 3'44h_PT
Deb: odoh.Í 14' 20t3

tEdrlo-4*Ú
P!96 2 oí 3



proDERM

lnnocuousness CertiÍication for Test Materials

(Not appllcablé' r an appÍopíieb document wlll be sent to pooERM)
w9 he.Bwith confiÍm that all bst materiáb includlng Íebrencqs and conbol máterials confoam to
Europoán cosmelic.R€guletbn (in .th€ cás6 of oo6melics), or contEln only food Produots in legal|y
accopbd quanlilies (in tho oasé oí dieüary suPpl€ments).

W6 fudhel confi.m that w6 have suÍncient evidence br th€ lnnocuousness of tho tgst mabÍials, of the
dlétáry s€curity (br food 8upplemenb) and thal thé test matgriab pregeot no íoF€a€able heal$ ísk3
lor thg panelisb bking pert in b€ study undor th€ conditionB e8 d€fned in the 6fudy probcol and ib
6m6ndmEnts.

DatB:

)úcL1bc,,/).-/1
Posilion

SpaBalancor Gmbll

TPREa)1,3
l3.o$G{r2

s1'xly Ptlbcol iÉ4lFPT
D.b: octobr 14.20'13
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