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1-C Thermal Imaging 
I: ited: February 17, 1999 
F xoived: March 26, 1999 

De,ir Mc . Gallagher: 

Thl. Ceh:e:r for Devices and Radiological Health (CDRH) of the Food and Drug 
A&tinis:ration (FDA) has t*vi.e&&qo~ V. td--wmn~~~i~cat~on 
(??lA) S l~:ll for modular review of the TM1 Thermal Imaging. FDA agrees with 
yo1 r pz qosod shell and you may begin submitting modules upon receipt of this 
let ie:. We understand that your PMA Shell application will be submitted in 
sq~port of the safety and effectiveness of TMS Themal Imaging. 

Yor:r de *ice has been assigned the WA Shell number referenced above. Enclosed 
is 3 co my of your progosed Shell with a number assigned to each module. When 
suk*mirt ng a module for review, the cover letter should clearly identify the 
.s*&&ss on as a module and should reference both the PMA Shell number and the 
Cl0Cklllt I*JIC&@Z . All modules should be subzairred in triplicate to: 

Document Mail Center [RFZ-401) 
Cmtet for Devices and Radiological Health 
Food and Drug Administration 
9:!00 Corporate Boulevard 
Rockvillc, Maryland 2C1850 

if '{ou lish tcj make a .change to your PMA Shell, please contact your division 
rqcese~ tativr! for further infomation. 

it jou I ave any questions, please contact John C. Monahan or Robert A. 
PhiZip:, Ph.I). at (3011 594-1212. 

Sincerely y&s, 

/ . '-- 
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C&~Dk&.-?jchultr M.D. 
:&'>; * 

Acting Director, Division of Reproductive, 
Abdominal, Ear, Nose and Throat, 
and Radiological Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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2. Vlodule 2: Device Characteristics July 1999 
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3. Fbdule 3: Maaufacturhg Information September X999 
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3. i 1. UWicc t%WatlOh’ 
Descriptiw of prochrcs to be follawtd to ensure devh xmts stmctml end fmctio& 
SptCifiCatiOUS. 

Description of +II govcmmar jnd hiwry ccrdficsion and cotttpliiancc issues for Ihe d&a. 



4. Module 4: Nan-Clinical Testing Octa ber 2999 



5. Module 5: Chical Study Detxmber 1999 
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