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STUDY SUMMARY

TITLE : SENSITIZING POTENTIAL STUDY OF A PRODUCT ACCORDING TO
MARZULLI-MAIBACH METHOD, ON 100 SUBJECTS DURING 6 WEEKS - FINAL
CLINICAL SECURITY TEST

STUDY REFERENCE : I1A-271
PRODUCT : NO.4 BOND MAINT REF : BBL2106949-00.05 - CODE SF : SHPS7754-1.09

STUDY IMPLEMENTATION: The study was carried out and all test values recorded by the
Clinical Unit PROCOS, localized in Poland; ul. Stowackiego 27/33 lok. 33/34; 01-592
Warsaw.

wvesticator [

PROTOCOL : CLINICAL EVALUATION OF THE SENSITIZING POTENTIAL OF A PRODUCT
ACCORDING TO MARZULLI-MAIBACH METHOD.

AIM OF THE STUDY : To evaluate the irritating potential and sensitizing potential of a product
(tested 1% diluted with water) under dermatological control and under the conditions
defined by study's sponsor.

SUBJECTS : 100 healthy subjects with all kind of skin corresponding to the inclusion and non-
inclusion criteria,

STUDY SCHEDULE : August 29th to October 07th, 2022
EXPERIMENTAL DESIGN : simple blind and monocentric study.

MAIN TOLERANCE PARAMETERS :
- Irritation potential (Induction Phase)

Erythema, oedema, desquamation, vesicles rated from 0 to 3 by the dermatologist

- Sensitizing potential (Challenge Phase)
Reaction rated from 0 to 3 by the dermatologist according to ICDRG (International
Contact Dermatitis Research Group)

RESULTS :

PRODUCT IG Irritation potential | Sensitizing potential
NO.4 BOND MAINT REF : BBL2106949- | Mean rate of 0.000 . .
00.05 - CODE SF : SHPS7754-1.09 = non-irritating No allergic reaction
CONCLUSION :

Under these study conditions, the product «<NO.4 BOND MAINT REF : BBL2106949-
00.05 - CODE SF : SHPS7754-1.09» can be considered non-irritating and non-

sensitizing.
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1. REGULATORY AND ETHICAL ASPECTS

This study has been performed with respect to World Medical Association WMA
recommandations (Helsinki’'s Declaration 1964 & last updates), and based on Good
Clinical Practice GCP guidelines defined by International Conference on
Harmonisation (ICH E6R1 1996, ICH E6R2 2015) and by European Directive
2001/20/EC.

The first assessment of product safety and risks for the subjects has been
performed under promoter’s responsibility.

PROCOS suscribed an insurance with PZU company (Police N°1017155572)
covering the clinical unit Civil Liability as investigation center, following L1121-10
article of french Public Health Code CSP.

The study has been conducted according to the protocol and standard operating
procedures SOP. Every event recorded during the study has been reported in the
observation folder and study technical documents.

Authenticity and veracity of experimental data recorded have been confirmed by the
team who implemented the study. See Appendix .

2. QUALITY CONTROL

To my knowledge, the study 1A-271 has been conducted in accordance with the
regulatory and quality aspects mentioned above.
There was no event that could affect the data quality or integrity.

October 18, 2022

date

I1A-271 3/25
NO.4 BOND MAINT REF : BBL2106949-00.05 - CODE SF : SHPS7754-1.09 October 12th, 2022
























APPENDICES

APPENDIX I 12
RESULTS AUTHENTIFICATION SHEET

APPENDIX II: 14
SUBJECTS CHARACTERISTICS

APPENDIX III: 18
TABLE OF READING - INDUCTION PHASE

APPENDIX IV: 23
TABLE OF READING - CHALLENGE PHASE

I1A-271 11/25
NO.4 BOND MAINT REF : BBL2106949-00.05 - CODE SF : SHPS7754-1.09 October 12th, 2022



APPENDIX |

RESULTS AUTHENTIFICATION SHEET

I1A-271 12125
NO.4 BOND MAINT REF : BBL2106949-00.05 - CODE SF : SHPS7754-1.09 October 12th, 2022






APPENDIX I

SUBJECTS CHARACTERISTICS

I1A-271 14 /25
NO.4 BOND MAINT REF : BBL2106949-00.05 - CODE SF : SHPS7754-1.09 October 12th, 2022












APPENDIX 1l

TABLE OF READING
INDUCTION PHASE

I1A-271 18125
NO.4 BOND MAINT REF : BBL2106949-00.05 - CODE SF : SHPS7754-1.09 October 12th, 2022















APPENDIX IV

TABLE OF READING
CHALLENGE PHASE

I1A-271 23125
NO.4 BOND MAINT REF : BBL2106949-00.05 - CODE SF : SHPS7754-1.09 October 12th, 2022











