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JUIW 12,2000 

Dockets Management Branch (HFA)305) 
Food and Drug Admiuistratjon 
12420 Parkh,wm Dr. 
Rockvik, MD 20857 

cc: Gory Tylka, OEce of CompIianq CDRH 

Subject: Submittal of Application for Variance 

Dear Director: 

This memo plus the attached material constitutes the application l&r varianw fbr the 
TwiliteTM Dental Diode Laser. This appIieation ibr varh is ‘based on CDRH” 
C&dback to the Initial Product Laser &port (ref&e.nce Accession Number: 0020492-00) 
by BIOLASE Technology, Inc submitted on h4arch 20, 2000. The Twilitem Dental 
Diode Laser is d surgical instrument designed for a v-a&y of oral soft tissw procedures 
and is intarded fix use by general dentists and periodontists. 

BIOLASE is re+esting a variance for a period of 5 years. The variance request is 
referenced to CFR 1040.1 I-a.1 for BIQLASE’s Class IV medical laser product. 
Specifically, we are questing a variance to the reqtiment to monitor the patient 
treatment beam via an optical monilwing method called out in CFR 104O.lO.e.2. 
BIOLASE’s Twit&e measures electrical current to determine the energy level of the 
patient treatment beam as opposed to utilizing an optical or photodibde monitoring 
method. BIOLASE’s justification and description of advantages in usiug ebctrical 
cunxznt monitoring verses an optical tinitoring system ate detailed in a~~s~-~,,,of 
this docwnerct. ,,:; ;;‘; \> ;,“’ --‘.‘-.” --i..( .: ?,, 
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RIOLASE’s position is that there are cl& advantages to mcmitoring the current with 
s&ware- The software provides a more reliable and safe way ofcontrol and can ensure 
better managanemt of the system in the instance of a fkilure event as deWed in 
aaachrnent 2. Please tefbr to attachments 1 and 2 for a detailed explanation of how the 
monitoring of current provides a reliabb, sktwf-tbe-art method fbr ens&g a suitable 
rne8ns of radiation protection fbr the patient and operator. 

Paul Trujilk 
Quality Manager 
BIOLASE Technology, Inc. 
981 Calle Amanecer 
San Clemetie, CA. 92673 

Phone: 949-361-1200 X145 
Fax; 949-361-0204 


