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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

April 29, 2002 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

MEMORANDUM 

Subject: 

From: 

Through : 

To: 

Efficacy Review for EPA Reg. No. 70060-EE I Aseptrol SE Water Purifier 
DP Barcode: D280770 
Case No.: 070737 

Ian Blackwell, Biologist 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (7510C) 

Emily Mitchell, Team Leader ~ ~ 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (7510C) 

Robert Brennis, PM 32 I Wanda Mitchell 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

Applicant: Engelhard Corp. 

Formulation From Label: 
Active Ingredient(s) 
Sodium chlorite 
Sodium dichloroisocyanurate dihydrate 
Inert Ingredient(s) 
Total 

% bywt 
6,4 
1.0 

92.6 
100.0 



. ' 

• 

• 

I. BACKGROUND: The registrant has resubmitted two antimicrobial efficacy studies 
to replace studies that were rejected in a 10/31/2001 AD/PSB review. Both of the 
replacement studies were conducted by MicroBioTest, Inc. The MRID Numbers are 
455889-04 and -OS. The subject of this submission is to prove the antimicrobial 
effectiveness of Engelhard Corporation's water purifier tablets. 

In the previous review, studies conducted testing Aseptrol SE against bacteria and 
viruses failed. However, the study conducted against cysts from Giardia muris and 
Cryptosporidium parvum was acceptable. 

II. Use Directions: 

Aseptrol-SE Water Purifier Tablets are only for the emergency disinfection of 
drinking water. Aseptrol-SE tablets are for use by campers, hikers, militaries, 
emergency organizations and anyone who needs to drink water of questionable 
microbiological quality. 

For control of bacteria, viruses and cysts: Aseptrol-SE Water Purifier Tablets kill 
bacteria, viruses and cysts in non-turbid waters. To Use: Remove the 250 mg 
Aseptrol-SE Water Purifier Tablet from its fo il envelope and quickly insert the tablet 
into Y, liter (or y, quart) of contaminated water. Allow to react for 30 minutes, in an 
area away from sunlight, in order to generate a use-solution of 4 ppm chlorine 
dioxide. The treated water is now ready for drinking. 

III. Agency Standards for Proposed Claims 

Water purifiers are designed to decontaminate water. The intention is to remove, kill 
or inactivate all types of disease-causing microorganisms from water to yield water 
that is safe for drinking. Typical water contaminating microbes include bacteria, 
viruses and protozoan cysts. 

Concerning the testing of water purifiers, Subdivision G of Series 91 : Product 
Performance/Efficacy Test Guidelines states: 

In order to bear the label claim "microbiological water purifier" units must be tested 
and demonstrated to meet the following microbiological reduction requirements. 

(A) Bacteria : A 6-log (99.9999%) reduction of an influent challenge of 10' 
organisms per 100 ml of the bacterial challenge organism, Klebsiella 
terrigena (ATCC 33257). 
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