
Dermatest
Newsletter  
                                                     July 09

Sunscreen News 	

This Issue 
Report on Baltimore ISO Meeting..... p1
Nanotechnology.... p1
Natural & Organic ....p2
Analytical Methods for Cosmetics .... p2
AS/NZS Happenings  .... p2
FDA Close to Final,....p2
ARGOM Review.......p2

Coming Conferences 
12th Sunscreen Symposium, SCC Florida 
Chapter - Orlando - 10th to 12th Sept 09.
IFSCC Conference- “A Corroboree of 
Science & Beauty”  - Melbourne Convention 
Centre- Australia - 7th to 9th Oct 09.
In-Cosmetics - Singapore Expo - 13th to 
15th Oct 09.

Patch Tests 09
         Start Date                End Date
        Sep 21ST........................Oct 28TH 
        Nov 9TH ....................... Dec 18TH    
Samples need to be with us one week before!

Sunscreen        
News
USA: ISO Sunscreen Standards 
Progress in Baltimore June 09.

Held 22nd to 25th June 2009, this meeting 
of  ISO TC 217 – Cosmetics was attended 
by  approximately 100 delegates from 22 

countries. Representatives from the FDA 
attended as special guests.

Progress was made on all the four Sun-
screen Standards currently on the work 
programme of the WG 7 – Sunscreens 
Committee.

In summary, both in-vivo methods, being 
previously well established and in broader 
use, have now progressed to their final 
stage prior to publication. The in-vitro 
methods, which present more variability 
and complexity, are less advanced.

The question of how each individual coun-
try, COLIPA, JCIA and FDA might pick 
up on these methods still remains open 
and is a decision for each, as involvement 
with ISO does not automatically imply 
acceptance of the outcomes. 

ISO 24444 – SPF in-vivo
Apart from editorial comments, number-
ing around 80, the few technical com-
ments were resolved and the document 
now moves to the final stage of voting be-
fore publication in 2010. The test requir-
ments do not vary greatly from those cur-
rently contained in methods from Europe, 
Asia or Australia and should not impact on 
current formulations in respect of their 
static SPF.  

ISO 24442  -  UVA in-vivo
This was progressed to the final Draft In-
ternational Standard – meaning it will also 
be due for publication in 2010. There are 
no plans to adopt this method or regulate 
it for use in Australia. However, it is likely 
that both E.U. and Japan will pick the 
method up in place of their current meth-
ods.   

ISO  24443 – UVA in-vitro
The chairman (USA) reported on the re-
sults of a further Ring Test (Ring Test 2). 
This was designed to attempt to better 
define the application thickness and sub-
strate, as well as the pre-irradiation light 
source. A new draft at Committee level is 
to be distributed to members for discus-
sion at the next meeting scheduled for 
October 2009.  

There is still a significant amount of work 
continuing on the methodology, including 
validation and calibration of both pre-
irradiation and measurement instruments. 

ISO 24445 – SPF in-vitro
There were several new ring studies re-
ported on.  COLIPA 8 labs in 4 countries: 
ISO - 11 labs in 6 countries : GDK  20 labs 
in Germany.  As well, 
Japan (JCIA) reported on the use of high 
roughness substrate plates -16 micron 
plates. Progress on this Standard is much 
slower, due to the absence of any widely 
agreed pre-existing methodology.

Nanotechnology 

There is a general agreement in place be-
tween CEN and ISO that duplication be 
avoided. Nano has thus, not been consid-
ered to date in the ISO Cosmetics Work-
ing Group.  As nanotechnology is not 
unique to the personal care products in-
dustry, standards and definitions do not 
necessarily show consistency. CEN (Euro-
pean Commission for Standardisation) 
have recently prepared 15 documents relat-
ing to nanotechnology and the Advisory 
Group (consisting of the lead representa-
tive from each member plus WG Chairs) 
to ISO WG 217 – Cosmetics  is to soon 
review and identify any areas of relevance 
for Cosmetics. This may result in some 
move to initiate a document within ISO, 
or some co-operative liaison with CEN.
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Natural and Organic

Making a claim that a product is “natural” 
or “organic” should not imply that it is 
intrinsically safer. In recognition of the 
increasing international interest and mas-
sive growth in sales of cosmetics making 
such claims,  the proposal to enter this 
issue in the ISO arena was accepted and is 
to be a new work item for the Cosmetics 
Working Group. The Spanish delegate, 
proposer of the item, is to lead this pro-
ject. The directive is not to address con-
sumer perception, but to restrict consid-
eration only issues for free trade. As well 
as not been consistently defined,  these 
terms are apparently used somewhat inter-
changeably in some markets. 

CEN Analytical Methods for 
Cosmetics.

In the next few years, CEN  is expected to 
produce 40 to 100 standards to cover 
mainly limit tests for contaminants in 
cosmetics !! Stay tuned for more activity 
on the personal care products safety front.

FDA still looking like Sep-
tember 2009.

FDA has recently stated that finalisation 
of their rules for sunscreens is a top prior-
ity for the Agency. “The FDA proposed 
new regulations for sunscreen products in 
2007 and received over 3,000 comments 
from the American public on those pro-
posed new rules. The agency has incorpo-
rated comments from the public and made 
revisions to the proposed new sunscreen 
regulations and is in the process of finaliz-
ing the new sunscreen regulations. We 
plan to have a final rule this Septem-
ber. When the final rule is issued, 
manufacturers will have up to 18 
months to comply with the new regu-
lations or face enforcement action by 
the agency.” -Rita Chappe"e, U.S. Food 
and Drug Administration spokesperson  - 
June 2009.

AS/NZS 2604
Happenings

At the meeting of the CS -042 in Auck-
land, New Zealand  in March this year, 
there was in-principle agreement that the 
current review of the current joint 
Australian/New Zealand Sunscreen Stan-
dard 2604 be held over until publication 
of two relevant documents for ISO, relat-
ing to SPF testing and UVA in-vitro.  As a 
consequence it will be at least 12 months 
before and document is finalised. With no 
current activity at ISO, the water resis-
tance requirements are unlikely to be al-
tered. 

Review of ARGOM.
As part of a detailed review of Australian 
Regulatory Guidelines for OTC Medicines 
by TGA, representatives from all sides of 
the Sunscreen industry have been working 
closely with TGA on Chapter 10 which 
specifically relates to Sunscreens. Changes 
to the requirements for GMP licencing 
have also been flagged by TGA, who wish 
to remove the current code customised for 
Sunscreens and replace it with a standard 
PIC’s code.

The end of the Bronzed 
Ozzie?
FDA will require equal emphasis on UVA 
and SPF - E.U. Requires a UVA Ratio of 1/
3rd of SPF -  SPF is moving to 50+. This all 
adds up to an international focus on com-
plete protection from the sun. Will there 
still be a place for a suntan?  Essentially, we 
are now heading well away from this. 
So, the image shift will be from the person 
on the right to the one on the left!

Before and After Photography 
- our staff don’t believe it!

We love to show off our before and after 
photos from skin treatment studies we 
conduct. This one is different. It is the 
effect of working here at Dermatest. 
Congratulations Holly, on making it to 
your 10th year!!!!

Holly (Before)

             Holly (After!)
...........................................................
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