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Guideline for New E$cacy Claims of Sunscreening Products

Task Force Committee for Evaluation of Sunscreen Function�
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������� (OTC Sunscreen Final Monograph) 	

� UV�
	������������	�����
��27)�
� !�"#��$%�
� “use” 	&'
�helps prevent sunburn

�higher SPF gives more sunburn protection

� 2()��*�+,-�����
./� “sunblock”, “all-day protection” ��*
01�
�����
� !� UV�
2#
 334567	8�����

“Other information” $9:;�%�� PDP (Principal

Display Panel) 	�*�<#$������
�minimal sunburn protection (SPF2 to under 12)

�moderate sunburn protection ( =SPF12 to under 30)

�high sunburn protection (SPF30 or above)

>?@ABC��� “other information”	� “Sun Alert”

��D$%��
“Limiting sun exposure, wearing protective clothing, and

using sunscreens may reduce the risks of skin aging, skin

cancer, and other harmful e#ects of the sun”

���EFG%����
�1999H 5I� OTC�J:�������	
� K�
L	M���
N#	O��
 FDA�PQER&%
�/)� S�T��U�>B
� OTCV�J:���
���� (OTC Sunscreen Tentative Final Monograph)

BWX����? avobenzone28) >?
 zinc oxide29)

	�� UVA�
	������"#��ER&%�
Y�%�Z��$������

(1) Broad spectrum sunscreen

(2) Provides (select one of the following: UVB and

UVA or broad spectrum) protection

(3) Protects from UVB and UVA (select one of the

following: rays or radiation)

(4) (Select one of the following: Absorbs, Protects,

Screens, or Shields) throughout the UVA spec-

trum =�avobenzone 
 throughout ��*[�
within the UVA spectrum =�zinc oxide
 within

��*[
(5) Provides protection from the UVA rays that may

contribute to skin damage and premature aging of

the skin.

\]^B
� FDA	M%� UVA	����_`a
b� �*.c�deW*Ef,�g'� 1999H 5I�
OTC�����dehij�kZ&����� %l%�
2005H 9I 26m�n� o?.pqrs67q !�
OTC�J:�������
j�����.�30)�

4�2. The Skin Cancer Foundation ��� ����
\]�tuvw� The Skin Cancer Foundation B
�

SPF15xy.c����z{E|?�pqrs67q

 !	FG}7�E~����31)�
�A sun protection factor (SPF) of 15 or greater

�Validation of the SPF number by testing on 20 people

�Acceptable test results for phototoxic reactions and

contact irritation

�Substantiation for any claims that a sunscreen is

water-, or sweat-resistant

./� ��}7�
pqrs67q !��.-��
pq��r� ���r������ m�� ���	Z~
�-�����

4�3. 	
��
��
�7r;�6�B
� pqrs67q !
��!

(Therapeutic goods) ��$.�����
2002H	 Therapeutic Goods Regulations ��`��
�32)� Australian regulatory guidelines for OTC medi-

cines33) 	
� UV�
	������������	�
�������
�Broad Spectrum Sunscreen BC���
�can aid in the prevention of premature skin aging (or

words to that e#ect)

��*E%�Z��$������
�Broad Spectrum Sunscreen� SPF30� BC)� �-	
�������	E�����$�� �������� �
�� ,���� ��¡
2� E¢£	¤¥%���
%?¦§�
�may assist in preventing some skin cancers

�may reduce the risk of some skin cancers

��*�¨<������
�UVA��
"©Eª« Broad Spectrum Sunscreen �
¬+	
 UVA�­®Ez{	%? 3O�_`ab
=¯wb� °±b� ²³7;b[ �W*��� ���z
{E|?%?¦§	 Broad Spectrum Sunscreen ��
*�<#$�����34)�
� ´E 8 mm�µ	%?£� 320¶360 nm�­®�

10·x�� >?

� ´E 20 mm�µ	%?£� 320¶360 nm�­®
� 1·x�

4�4. ���
3�¸B
� pqrs67q !
��! (Therapeu-

tic products) $%�¹)�º�����
2002H�`� Therapeutic Products Directorate 	
�

UV�
	������������	������
�35)�
�SPF»��*	�����E¼�%�Z��$��
����
�sunburn protectant, sunscreen, or sunblock.

�helps prevent, or protects, from sunburn;

�blocks, filters or screens certain of the sun’ harmful

pqrs67q !�oh"#��	����:½�:q 341



Ultraviolet or UV rays to help prevent sunburn;

�for sun-sensitive, or fair-skinned persons, to prevent

sunburn;

�for skin where exposure to ultraviolet (or UV) light is

contraindicated (only applicable for products of SPF

greater than 15) ;

�provides X time your natural protection against sun-

burn;

�gives sunburn protection;

�the liberal and regular use of this product over the

years may help reduce the chance of premature aging

of the skin;

�UVA/UVB sunburn protection, UVA/UVB protec-

tion;

�broad spectrum UVA/UVB protection, broad spec-

trum protection against UVA/UVB rays;

�absorbs throughout the UVA/UVB spectrum to pro-

vide sunburn protection;

�protects against UVA/UVB rays.

�SPF15��� Broad Spectrum Sunscreen ����� 	

��� (statement) 
������������
�The Sun may cause sunburn, premature aging of the

skin and skin cancer. Avoiding the sun, wearing

protective clothing and regular use of sunscreens over

the years may reduce the chance of these harmful

e#ects.
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6. ��������	�
��
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uv����>w����(L>?H�A� Q@�
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6�1. SPF, PA
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SPF15���N�@� 8��OPQ�1A� �
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���k�� ������
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������� .�LN� ����
UVA�����H��.�
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