	Day 3  repeat treatment                                                                                             
Protocol VolumaChin-001                           

	Subject No.:  __  __  __
	Subject Initials:  ___ ___ ___

	
	



Day 3 Repeat treatment



Voluma Chin-001                                     
Date of Visit:  ____ / ____ / ____  (dd/mon/yyyy)           
	Protocol Title: Juvederm Voluma®  XC for the Treatment of Hypoplastic Chin

	Subject Initials: ___ ___ ___ 
	

	
	


	Adverse Events/Concomitant Medications 

	Did the subject experience any changes in health?                                                    □ Yes       □ No   report on AE page
Did the subject have any changes in concomitant medications since last visit?         □ Yes       □ No   list on con med page

Did the subject have any concurrent procedures since last visit?                               □ Yes       □ No


	

	Canfield Photography

	
	Photography
	Result
	Subject makeup removed
	 FORMCHECKBOX 


	
	____ / ____ / ____    __ __:__ __

(dd/mon/yyyy              Time 
	
	Subject ID completed software
	 FORMCHECKBOX 


	
	FedEx to Canfield
	□Yes  □No
	Photos completed
	 FORMCHECKBOX 


	
	Received from Canfield
	□Yes  □No
	
	

	Repeat needed □Yes  □No
If no comment___________________________________
	
	
	

	Performed by (initials/date) 
	
	
	


	Scheduled Day 14 repeat visit 

	Appointment scheduled for Day 14 repeat  (visit window +/-3days)______________________________          




	Assessment
Investigator Assessment of chin function
Done
□
Study Coordinator(initials/date) )_________________ ____ / ____ / ____  (dd/mon/yyyy)


	Investigator Assessment of Chin Function

Assessment 1

Evaluate the subject’s ability to drink through a straw and control the direction of fluid flow.

Perform the test using the straw provided 

•
Prepare water, straw and 30-60 cc of water

•
Instruct subject to sit up comfortable

•
Instruct subject to drink the water using the straw

•
Observe for adequate lip seal to prevent leakage of fluid

•
Observe that fluid filled the straw and passed into the mouth minimal effort


Investigator Signature:_________________       Date: ____ / ____ / ____  (dd/mon/yyyy)
Assessment 2

Evaluate the subject’s ability to chew

Perform the test as below 

· Instruct subject to sit up comfortable
· Keep head held straight

· Demonstrate chewing motion


Investigator Signature:_________________       Date: ____ / ____ / ____  (dd/mon/yyyy)
Assessment 3

Evaluate the subject’s ability to whistle by listening for sound

Perform the test as below 

· Instruct subject to sit up comfortable

· Observe subject has lips pursed 

· Observe subject will then blow air through teeth


Investigator Signature:_________________       Date: ____ / ____ / ____  (dd/mon/yyyy)
Assessment 4

Evaluate the subject’s ability to smile

Perform the test as below 

· Instruct subject to sit up comfortable

· Keep head held straight

· Instruct subject to smile


Investigator Signature:_________________       Date: ____ / ____ / ____  (dd/mon/yyyy)


5-Point Global Aestheic Improvement Scale (GAIS)

	Score
	Grade
	Description

	2 
	Much Improved
	Marked improvement in appearance

	1
	Improved
	Improvement in appearance, but a touch-up or re-treatment is needed

	0
	No Change
	The appearance is essentially the same as the original condition

	-1
	Worse
	The appearance is worse than the original condition

	-2 
	Much Worse
	The appearance is much worse than the original condition


Investigator Signature:_________________       Date: ____ / ____ / ____  (dd/mon/yyyy)



Does the subject display the ability to drink through a straw effectively?


Yes □�
No  □�
�
�
�
�
If No, describe the problem and record as an Adverse Event:


________________________________________________________________________________________________________________________________








Does the subject display the ability to chew effectively?


Yes □�
No  □�
�
�
�
�
If No, describe the problem and record as an Adverse Event:


_________________________________________________________________________________________________________________________________  








Does the subject display the ability to chew effectively?


Yes □�
No  □�
�
�
�
�
If No, describe the problem and record as an Adverse Event:


_________________________________________________________________________________________________________________________________  








Does the subject display the ability to whistle effectively?


Yes □�
No  □�
�
�
�
�
If No, describe the problem and record as an Adverse Event:


__________________________________________________________________________________________________________________________________








Does the subject display the ability to smile effectively?


Yes □�
No  □�
�
�
�
�
If No, describe the problem and record as an Adverse Event:


__________________________________________________________________________________________________________________________________
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