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HEATER 

SPECIFICATIONS

(1) COMPANY NAME:





 Website:  





Address:






 Office: 



  Ext.


Address: 













Individual:






 Title:






E-mail:






 Mobile: 





(2) APPLICATION (Brief description of heater and device):





























 






















(3) HEATER DOCUMENTATION – Attach CAD file and specifications or complete the following:
a)  ELECTRICAL:



 Resistance +  

 %







 Watts +  

 %
 



 Volts      FORMCHECKBOX 
DC
    FORMCHECKBOX 
AC

b)  DIMENSIONS:
Size of heater:









Thickness: 



 Lead Length 


  + 


      
c)  MOUNTING METHOD:  
 
   FORMCHECKBOX 
Pressure sensitive adhesive
 FORMCHECKBOX 
Other adhesive
 FORMCHECKBOX 
Factory bonded

   FORMCHECKBOX 
Backup clamping plate

 FORMCHECKBOX 
Eyelets on heater


 FORMCHECKBOX 
Lacing hooks on heater
   FORMCHECKBOX 
Other : 








d)  PICTURE:  Please provide an annotated heater and/or heater assembly picture, showing bend radii;   mounting; insulations used; location of the temperature control components; lead egress; thickness; etc.
(4) OBJECT TO BE HEATED: 




  Size:


 Weight:


(5) TEMPERATURE CONTROL: Type of control:








Type and Location of sensor and overtemperature device:







Temperature setting:




 FORMCHECKBOX 
°F    FORMCHECKBOX 
°C +   




Desired operating temp. of device:


 FORMCHECKBOX 
°F    FORMCHECKBOX 
°C




Warmup time desired: 




 Minutes
(6) ENVIRONMENT:
Temperature range:



 Max.  
 FORMCHECKBOX 
°F    FORMCHECKBOX 
°C



 Min. 
 FORMCHECKBOX 
°F    FORMCHECKBOX 
°C
Fumes or liquids present:









(7) QUANTITIES to be quoted/Prototype:



 Time Table:




QUANTITIES to be quoted/Production:



 Time Table:




(8) THERMAL CIRCUITS’ name was acquired from:       FORMCHECKBOX 
Search Engine_____________________  FORMCHECKBOX 
Website
 FORMCHECKBOX 
Trade Publication Advertising



 FORMCHECKBOX 
Referral
 FORMCHECKBOX 
Repeat Customer
        FORMCHECKBOX 
Direct mail

 FORMCHECKBOX 
Other: 







(9) RISK ANALYSIS:
R1) RISK ASSESSMENT STATUS – Check box.
 FORMCHECKBOX 
 Prototype or POC: No field use.






Multiplier = 0.

 FORMCHECKBOX 
 Limited volume: Not a qualification build and with zero potential commercial use.
Multiplier = 0.1

 FORMCHECKBOX 
 Pre-production: A final validation or qualification build with potential commercial use.
Multiplier = 1.0
 FORMCHECKBOX 
 Fully commercialized: Signatures from customer’s Engineering QA Ops, Others. 
Multiplier = 10.0
 FORMCHECKBOX 
 Fully Accepted: Recurring orders with no design or application changes.

Multiplier = 1.0
R2) DOES THIS HEATER HAVE A JUSTIFIED AND PRE-EXISTING RISK ASSESSMENT? (FAST-TRACK)
a) If yes, 
i. What is the predecessor’s part number?__________________________________________ 

ii. What is the predecessor’s risk assessment?_______________________________________
iii. What is the change or difference in this design? ____________________________________ ____________________________________________________________________________________________________________________________________________________
iv. What is this design’s risk assessment?____________________________And enter into R5.
b) If no, complete R3, R4 and R5.

R3) DETERMINATION OF APPLICATION’S RISK MULTIPLIER – Circle multiplier.
c) Is the heater associated with patient care (FDA)?

i. No: 








Multiplier = 0.1x

d) If yes: Is the heater in contact with patient?

i. No (Patient Diagnostics in lab via sample (blood, biopsy, etc)): 

Multiplier = 0.5x

e) If yes: How is heater in contact with patient?

i. Indirect (blanket-warmer):





Multiplier = 1.0x

ii. Direct (contact inhalation, environment (IR Baby incubator) implanted): 
Multiplier = 10.0x

R4) RISK ANALYSIS - Circle 9 answers and total as required.
f) Regulatory approval by a third party (UL, NSF; excluding FDA)?    If yes = 0, No = 1.0, TBD = 0.5
g) Thermal management = gi(gii + giii)
i. Not required; Customer has determined and formally advised. If yes = 0, No = 1.0, TBD = 0.5

ii. Temperature Control

1. Component on heater or in final assembly? 
         If yes = 0, No = 1.0, TBD = 0.5
iii. Overtemperature Protection
1. Component on heater or in final assembly? 
         If yes = 0, No = 1.0, TBD = 0.5
Section ‘g’ Subtotal:_________________

h) Material Safety

i. Does the customer accept responsibility to confirm that the heater BOM will not decompose in the application (ie: reaction with reagents)?

         If yes = 0, No = 1.0, TBD = 0.5
ii. MSDS: Is the material/process combination existing?               If yes = 0, No = 1.0, TBD = 0.5
iii. Off-Gas: Does the customer accept responsibility?
         If yes = 0, No = 1.0, TBD = 0.5
Section ‘h’ Subtotal:_________________

i) Electrical Hazard 

i. Does the heater have a current leakage requirement or is it limited by a higher-level assembly? 





         If yes = 0, No = 1.0, TBD = 0.5
ii. Direct Short: Dielectric Withstand test 


         If yes = 0, No = 1.0, TBD = 0.5
Section ‘i’ Subtotal:_________________
Section R4 Total:___________________

R5) DESIGN RISK = R3 x R4 = 


Or from R2.a.iv. 



FINAL RISK ASSESSMENT = DESIGN RISK AND STATUS =  R5 x R1: 
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