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INTRODUCTION AND OBJECTIVE 

A study in healthy volunteers to determine the sun protection factor (SPF) of one Sun 
Protection product when compared to unprotected skin after the sites are exposed to 
an artificial “sun” light source (based on the ISO 24444:2019 SPF test methods (AS/NZS 
2604:2021) - In vivo determination of Sun Protection Factor (SPF). 

MATERIALS AND METHODS 

1. STUDY DESIGN 

The study was conducted single blind, at a single center according to Master Protocol: 
PCRSPF1 (See Appendix 2 for Study Authorization).  

2. TEST MATERIALS  

2.1. TEST ARTICLES 

The test articles were supplied by the Sponsor and labelled as follow:  

No: Test article name: Batch/lot 
code: 

Expected 
SPF 

Any specific 
requirements 

1. Ultra Violette Next Generation 
Queen Screen SPF50+ 

 SPF50+ Use as supplied 

Standard References  

No Standard Reference Subjects Mean & Acceptance Limits 

1. P8 Subjects (1-5) 63.1 (43.9-82.3) 

2. P2 Subjects (6-10) 16.1 (13.7-18.5) 

3. STUDY ETHICS 

3.1. DECLARATION OF HELSINKI 

The study conformed to the requirements of the 1964 Declaration of Helsinki and its 
subsequent amendments (World Medical Association; 2013)2. 

3.2. INDEMNITY PROVISION 

The Sponsor was responsible, without regard to legal liability, and shall indemnify PCR 
Corp, or any of their respective officers or employees in the event of claims for 
compensation from subjects suffering injury arising out of the administration or use of 
the test article, or of any procedure required under this protocol as a result of a subject 
participating in this study, except and insofar as such claims arise as a result of any 
negligent act or omission on the part of PCR Corp employees or any persons 
undertaking or involved in the study by arrangement with PCR Corp. 
3.3. ICH GCP 
The study was conducted in accordance with applicable International Council for
Harmonization. 2016. Integrated Addendum to ICH E6(R1): Guideline for Good Clinical 
Practice E6(R2)3 in as much as they apply to cosmetic and consumer product
testing/research. 
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4. QUALITY ASSURANCE 

The study was conducted according to the Sponsor Authorization, the master protocol, 
the Standard Operating Procedures of PCR Corp and according to the applicable ICH 
Guidelines on Good Clinical Practice, and other recognised guidelines. An audit of the 
final report was completed, for accuracy and completeness of presentation. 
Additionally, the study may be subject to the following Quality Assurance procedures: 

• Review of protocol and protocol amendments for completeness, clarity and 
adequacy.  

• Inspection and/or audit of critical phases of study conduct for compliance with 
protocol and PCR Corp procedures.  

PCR Corp Quality Assurance would have informed PCR Corp management of any 
findings that may have affected the integrity of the study. 

5. RETENTION OF DATA 
All raw data generated by PCR Corp during the course of the study, including the 
sponsor authorization form and final summary report, will be retained in the PCR Corp 
Archive for a minimum period of three years from study completion as is PCR Corp 
policy for cosmetic products. In the event of original data being transferred to the 
Sponsor at their request, exact copies will be so retained. At no time will archived data 
be destroyed without prior written approval of the Sponsor. All study data will be 
available at any time, by appointment, for inspection by the Sponsor or their authorized 
representative. The study master protocol will be archived and retained indefinitely at 
PCR Corp. 

6. REFERENCES 
 

1. ICH E6_R2, INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL 
PRACTICE, Current Step 4 version dated 9 November 2016. 

2. ISO 24444:2019 (E) 
3. The validity and practicability of sun-reactive skin types I through IV. Archives 

Dermatol. 124 p. 869-871 (1988). 
4. World Medical Association (2013). "Declaration of Helsinki: Ethical Principles for 

Medical Research Involving Human Subjects". JAMA 310 (20): 2191–2194. 
doi:10.1001/jama.2013.281053 
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5 ASSESSMENTS 
Individual and mean SPF values, their standard deviations and confidence intervals 
for all 10 subjects are presented in Table 1. 

The mean SPF value for the P8 standard preparation was 66.1. Since the expected 
SPF for this preparation was between 43.9 and 82.3 the study can be considered 
valid. 

The mean SPF value for the P2 standard preparation was 16.5. Since the expected 
static SPF for this preparation was between 13.7 and 18.5 the study can be 
considered valid. 

Mean Static SPF results (N=10) for the test article: 

Test article 1 – Ultra Violette Next Generation Queen Screen SPF50+ achieved a 
mean SPF value of 62.9. 

 

Since all Confidence Intervals (CI’s) were within 17% of each mean SPF value for the 
test article, the minimum number of 10 subjects was acceptable for this study. 
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TABLE 1: INDIVIDUAL AND MEAN SPF VALUES FOR TEST ARTICLE 1 – Ultra Violette Next Generation Queen Screen SPF50+ and P8, P2 
controls 

 

 
 

ISO 24444(2019)  2604:2021 Test  Method Laboratory: Princeton Consumer Research Corp.

Study Period:  01/05/23  04/05/23 Report Date:  5th May 2023

Test Product Code:  ULVSPF11M

Test Product Description :  1 Ultra Violette Next Generation Queen Screen SPF50+

Test Product expected SPF:  50+

Protocol deviations if any: N/A

Solar Simulators used in the test (latest calibration and statement of compliance): 300W multiport solar simulator Model 601 V2.5(Solar Light Company, GlensidePA)

TEST: SIM

N゜ date by by by W/m² eff. code# Age ITA゜ seconds J/m² eff. seconds J/m² eff. P# seconds J/m² eff. SPF P# seconds J/m² eff. SPF

1 02/05/2023 TB CD AK 8.0 WFY 36 61.2 21 164 1232 9856 60.0 No 8 1296 10365 63.1  

2 02/05/2023 TB CD AK 8.0 VRS 51 49.5 28 224 1677 13414 60.0 No 8 1975 15800 70.6

3 02/05/2023 TB CD AK 8.0 IDF 59 36.4 38 307 2576 20605 67.2 No 8 2709 21669 70.6

4 02/05/2023 TB CD AK 8.0 PAE 37 43.2 29 233 1750 13998 60.0 No 8 1840 14721 63.1

5 02/05/2023 TB CD AK 8.0 QCO 52 40.3 31 250 1875 14997 60.0 No 8 1972 15772 63.1

6 02/05/2023 TB CD AK 8.0 BH 33 50.4 27 219 1639 13111 60.0 No 2 393 3141 14.3

7 02/05/2023 TB CD AK 8.0 AAV 47 57.5 20 162 1215 9724 60.0 No 2 365 2922 18

8 02/05/2023 TB CD AK 8.0 PFR 43 45.5 28 221 1852 14818 67.2 No 2 497 3976 18

9 02/05/2023 TB CD AK 8.0 TPV 53 40.2 31 251 2105 16841 67.2 No 2 504 4035 16.1

10 02/05/2023 TB CD AK 8.0 HJK 57 39.3 32 256 2150 17196 67.2 No 2 515 4120 16.1

11

12

13

14

15

16

17

18

19

20

FINAL RESULT t (Ref n=5) t (Test n=10)

62.8 Std. Dev.:  3.7 C:  2.6 CI%:  4.1 95%CI:  60.2 ~ 65.4 10.6 Yes

P8 Avg. SPF:  66.1 Std. Dev.:  4.1 C:  5.1 CI%:  7.7 95%CI:  61.0 ~ 71.2 11.2 Yes

P2 Avg. SPF:  16.5 Std. Dev.:  1.5 C:  1.8 CI%:  10.9 95%CI:  14.7 ~ 18.3 2.8 Yes

Reference Standards: PX & P2

The geometric progression (Test Product) : 1.12

Test Product Application Method:  ULVSPF11M  (First paragraph of "Mode of Delivery/Application" at P.8 or 9) The geometric progression (Standards) : 1.12

Any specific instructions for Application Method: N/A

ULVSPF11M TEST SUBJECTS

Subject Exposure Applied Exposure Read
Sim EE

(highest)
Subject

Test Product Avg. SPF:  17% of Mean: CI %<17% Complies: 

Skin REDETERMINED MEDu MEDp SPFi Reject? Ref. Standard

17% of Mean: CI %<17% Complies: 

17% of Mean: CI %<17% Complies: 

Ref. Standard

2.790 2.262
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APPENDIX 1: TEST ARTICLE INGREDIENT LISTING 

 
Test Article 1: Ultra Violette Next Generation Queen Screen SPF50+ 

Ingredients list: 
Water, Dicaprylyl Carbonate, Caprylyl Methicone, Isododecane, Diisopropyl Adipate, Isostearyl 
Neopentanoate, Ethylhexyl Salicylate, Phenylbenzimidazole Sulfonic Acid, Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine, C12-15 Alkyl Benzoate, Diethylamino Hydroxybenzoyl Hexyl Benzoate, Glycerin, 
Cetyl PEG/PPG-10/1 Dimethicone, Cetyl Dimethicone, Methylene Bis-Benzotriazolyl 
Tetramethylbutylphenol, Acrylates/C12-22 Alkyl Methacrylate Copolymer, Phenyl Trimethicone, Octyl 
Triazone, [FOLLOWING INGREDIENTS IN ANY ORDER] Sodium Chloride, Stearalkonium Hectorite, 
Sodium Hydroxide, Saccharide Isomerate, Tocopheryl Acetate, Dimethicone, Phenoxyethanol, 
Simmondsia Chinensis (Jojoba) Seed Oil, Hydroxyacetophenone, Mica, Panthenol, Decyl Glucoside, 
Fragrance, Arginine, Coco-Glucoside, Propylene Carbonate, Ethyl Linoleate (Vitamin F), Benzyl Alcohol, 
Titanium Dioxide, Disodium Lauryl Sulfosuccinate , Dunaliella Salina Extract, Terminalia Ferdinandiana 
(Kakadu Plum) Fruit Extract, Propylene Glycol, Silica, Xanthan Gum, Sodium Citrate, Citric Acid, 
Pantolactone, Tocopherol  
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APPENDIX 2: MASTER PROTOCOL: PCRSPFAS/NZS1 (23FEB2023) 

 
 
 

PCR CORP MASTER PROTOCOL: PCRSPFAS/ NZS1 23rd  Feb rua ry 2023 

Fina l version: 23rd Feb rua ry 2023  Page 1 o f 23   

 
 

 
 
 
 

MASTER PROTOCOL 
 

PCR Corp. Master Protoc ol:  PCRSPFAS/ NZS1  

This p rotoc ol w ill serve as the master p rotoc ol for an in vivo study to determine the 
sun p rotec tion fac tor of multip le test a rtic les. Sponsor spec ific  informa tion for the test 
a rtic le(s) tested  will be inc luded in Projec t Management Authoriza tion Form(s). 

 
Title: An in vivo study to determine the sun 

p rotec tion fac tor of p roduc t(s) following 
ISO: 24444:2019 cosmetic s – sun 
p rotec tion test methods based  on the 
AS/ NZS 2604:2021 standard  method . 

 
Version: Fina l Version 
 
Da te: 23rd February 2023 

 

Confidentia lity Statement: 

This c onfidentia l doc ument is the p roperty of PCR Corp . No informa tion c onta ined 
herein may be d isc losed  without the p rior written approva l of PCR Corp . 
 

Approval:  

 

______________________________ __________ 
Barrie Drewitt Da te 
Tec hnic a l Direc tor 
PCR Corp  
 

 
 
 
 
 
 
 

23 / 02 / 2023






















