	Screening/Baseline                                                                                             
Protocol XYZChin-001                           

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

	
	



Screening/Baseline Visit  



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

	Subject Initials: ___ ___ ___ 
	Informed Consent 
Date:  ____ / ____ / ____ (dd/mon/yyyy)

	
	


	Demographic Information

	      Subject Initials: ___ ___ ___                                 Subject Number: ___ ___ ___ 

      Age: ________       Date of birth ____ / ____ / ____  (dd/mon/yyyy)                Sex:   Male or Female

      Race:  American Indian or Alaska Native                       
                   Asian                                                                   
                   Black or African American                                         
                   Native Hawaiian or other Pacific Islander                 
                   White                                                                           Ethnicity:
                   Aboriginal                                                                            Hispanic or Latino
                   Torres Strait Islander                                                           Not Hispanic or Latino
                   Other, Please specify                                                            
                   



	


	ICF/HIPAA

	Reminder:  Informed Consent Form must be signed prior to any procedure or study-related change in current treatment.

	What protocol amendment number was the subject enrolled under?  Protocol #___________
Date Informed Consent was Signed        ____/ ____/ ____  (dd/mon/yyyy)


	Date Subject signed written documentation in accordance with the relevant country and local privacy requirements (where applicable)                                                ____ / ____ / ____  (dd/mon/yyyy)

	(by checking the following box, you are confirming that a copy of the above documents were given to the subject)
(


	Birth Control

	Is the subject using a reliable form of birth control?  Or has either person been surgically sterilized? 

	□ Yes

List type of birth control subject is using____________________

List type of sterilization completed________________________ 

□ No


Is Subject of Childbearing potential?           □ Yes       □ No   

Was a urine pregnancy test completed?     □ No 

                                                                     □ Yes, Provide Pregnancy test details

                                                                                        Urine Pregnancy Test Specimen Collection Date

                                                                                       ____ / ____ / ____  (dd/mon/yyyy)  

                                                                            Lot#______________exp:___________

                                                                           Urine Pregnancy Test Results

                                                                                  □   Positive Do NOT enroll subject

                                                                                       □  Negative
	Vital Signs 

	Date of Measurement:     ____ / ____ / ____  (dd/mon/yyyy)     Time Seated:  __ __: __ __
        Must be sitting for 5 minutes prior to being taken                Time BP Taken:  __ __: __ __

	Blood Pressure:      _____/_____mmHG   Sitting□ Supine□ Standing□ Unknown□
Pulse:                      _________BEATS/MIN
Temp:                      _________F
Resp:                      _________Breaths/min
Weight:                   _________ lbs
Height:                    _________inches



FITZPATRICK SKIN PHOTOTYPE (select one)









   Type I:
Always burns easily, shows no immediate pigment darkening, never tans

   Type II:
Always burns easily, trace immediate pigment darkening, tans minimally and with difficulty

   Type III:
Burns minimally, + immediate pigment darkening, tans gradually and uniformly (light brown)

   Type IV:  
Burns minimally, ++ immediate pigment darkening, tans well (moderate brown)

   Type V:  
Rarely burns, +++ immediate pigment darkening, tans very well (dark brown)

   Type VI: 
Never burns, +++ immediate pigment darkening, tans profusely (black)

Physical Examination   

Was a physical exam completed? Yes□ No□

	Body System
	Normal
	Abnormal
	Comments

	General Appearance
	
	
	

	HEENT
	
	
	

	Heart/Cardiovascular
	
	
	

	Lungs
	
	
	

	Abdomen
	
	
	

	Neurologic
	
	
	

	Extremities
	
	
	

	Back
	
	
	

	Musculoskeletal
	
	
	

	Lymphatic
	
	
	

	Skin
	
	
	

	Other
	
	
	


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

	Does subject want to have primary physician notified of study participation? □  Yes   or   □  No

If yes, physician name_____________________________________Date notified ____ / ____ / ____  (dd/mon/yyyy)



	Inclusion Criteria
	YES
	NO

	1.  Male or female, 22 years and above


	 
	

	       2. Has moderate to severe chin hypognathism
	
	

	       3. Moderate to severe hypognathism 145-160 degrees as measured with goniometer by principal investigator    at screening visit. All other measurements will be performed by a blinded Canfield facial image analysis technician
	
	

	      4. Written informed consent has been obtained
 
	
	

	      5. Written Authorization for Use and Release of Health and Research Study Information has been obtained
	
	

	      6. Written documentation has been obtained in accordance with the relevant country and local privacy  requirements, where applicable.

	
	

	     7.  Ability to follow study instructions and likely to complete all required visits
	
	

	    8. If the subject is a female of childbearing potential (sexually active and not sterile, surgically sterilized, or postmenopausal with no menses for at least 1 year), have a urine pregnancy test evaluated as negative at randomization, have used contraception for at least 30 days prior to enrollment, and agree to use a reliable method of contraception for the duration of the study.  Acceptable methods of birth control include intrauterine device (IUD); oral, transdermal, implanted or injected hormonal contraceptives; tubal ligation; and barrier methods with spermicide.  Subjects taking oral contraceptives must have been on a stable dose for at least 3 months before entering the study
	
	

	 9. Subject agrees to abstain from any treatment to the lower 1/3 of the face including botulinum toxins, hyaluronic acid fillers, cosmetic surgery, laser/light therapy, chemical peels, etc.
	
	

	
	
	

	 
	
	


	Exclusion Criteria
	YES
	NO

	1. Uncontrolled systemic disease



	
	

	2. Severe cardiovascular disease


	
	

	3. Known allergy or sensitivity to the study medication(s) or its components


	
	

	4. Females who are pregnant, nursing, or planning a pregnancy.  Pregnancies that occur will be followed by the sponsor until delivery or termination.  


	
	

	5. Current enrollment in an investigational drug or device study or participation in such a study within 30 days of entry into this study and for the duration of the study.  


	
	

	6.  Previous treatment to the glabella, philtrum or chin  with hyaluronic acid fillers or semi-permanent filler (i.e. Radiesse) in the past 12 months  and for the duration of the study

	
	

	       7.   Any use of permanent filler materials such as Artefill or silicone in the face.
	
	

	 8. Subjects planning a facial cosmetic procedure during the study period or with prior cosmetic procedures (i.e. surgery) in the treatment area or visible scars that may affect the evaluation.
	
	 

	      9. Subjects will need to be on the same facial product regimen for 90 days and no topical anti-wrinkle products on the chin.
	
	

	   10.  Had received (or was planning to receive) anti-coagulation medication(e.g., warfarin) from 10 days pre to3 days post-injection
	
	

	     11. Planned rhinoplasty
	
	

	     12. Any subjects with volume deficit due to trauma, abnormalities in adipose tissue related to immune- mediated diseases such as generalized lipodystrophy (e.g., juvenile dermatomyositis), partial lipodystrophy (e.g., Barraquer-Simons syndrome), inherited disese, or HIV-related disease
	
	

	     13. Infection or dermatoses at the injection site.
	
	

	     14. Evidence of recent alcohol or drug abuse.
	
	

	     15. Medical and/or psychiatric problems that is severe enough to interfere with the study results.
	
	

	     16. Known bleeding disorder or is receiving medication that will likely increase the risk of bleeding as the result of injection.

	
	

	     17. Has facial hair that would interfere with evaluation and treatment of the chin area
	
	

	     18. Has a tendency to develop hypertrophic scarring
	
	

	       19. Has a history of anaphylaxis or allergy to lidocaine (or any amide-based anesthestics), HA products, or Streptococcal protein.
	
	

	    20. Has porphyria

	
	

	    21.  Has an active inflammation, infection, cancerous or precancerous lesion, or unhealed wound in the lower face/jawline or chin area.
	
	

	22. Subject has a condition or is in a situation which in the Investigator’s opinion may put the subject at significant risk, may confound the study results, or may interfere significantly with the subject’s participation in the study  
	
	

	If any of the above-listed exclusion criteria were marked YES, the subject is not eligible and is to be excluded from the study




	Investigator Signature 

	Does subject meet all inclusion/exclusion criteria for entry into study?        □  Yes   or   □  No

Investigator Signature_____________________________________Date  ____ / ____ / ____  (dd/mon/yyyy)



	Medical History                                                                           

	     Body System


	    Medical Condition


	Onset date

	Cardiovascular
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________     End Date:___________
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	Endocrine
	□  Normal

 □ Abnormal (please comment)
	Onset date:________     End Date:___________
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	Respiratory
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________     End Date:___________
Ongoing  Yes□  No□

	Neurological
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________      End Date:___________
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	Musculoskeletal
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________      End Date:___________
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	Dermatological
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________    End Date:___________
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	ENT
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________    End Date:___________ 
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	Genitourinary
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________     End Date:___________
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	Psychological
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________      End Date:___________ 
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	Other  or NA □
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________       End Date:___________
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□

	Additional medical history
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________        End Date:___________
 Severity Grade: □Mild □Moderate □Severe
□ Ongoing  Yes□  No□

	Additional medical history
	 □  Normal

 □ Abnormal (please comment)
	Onset date:________    End Date:___________
Severity Grade: □Mild □Moderate □Severe
Ongoing  Yes□  No□


	Prior  Cosmetic History                                                   □None

	        Therapy Name: __________________________ First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Therapy Name: __________________________ First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Therapy Name: __________________________ First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Therapy Name: __________________________ First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Therapy Name: __________________________ First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Therapy Name: __________________________ First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy


	Prior  Dental History                                                   □None

	        Treatment: ____________________________    First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Treatment Name: _________________________First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Treatment Name: ________________________ First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Treatment Name: ________________________ First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Treatment Name: ________________________First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy

	         Treatment Name: _________________________First Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy
                                                                              Last Date of Treatment: ____ / ____ / ____  (dd/mon/yyyy


	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 yes comment___________________________________
	
	

	Performed by (initials/date) 
	
	

	Goniometer measurement completed:  □Yes  □No
145-160 degrees  required to qualify________

Measurement:__________

Will the subject be randomized to treatment: □Yes  □No
Subject 

Face Q 
Done

Investigator Assessment of chin function
Done
Subject Questionaire

 FORMCHECKBOX 

 FORMCHECKBOX 

Performed by (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)


Screening log

	As of this visit, based on the study protocol inclusion and exclusion criteria, is the subject anticipated to be eligible for entry into the study?

	□ No – Do NOT enroll the subject into the study
     Please record the failed criteria below

□ Yes, did the subject continue the screening process?

□  No, If not enrolled, primary reason

     □ Enrollment targets met

     □ Consent withdrawn

   □  Other, specify

     □  Wash out needed

      

□ Yes


PRE-TREATMENT ANESTHESIA











1. Was anesthesia applied?(yes or no) _________

2. Specify type of anesthesia used:

 Topical   Site(s): ______________________________________________________________

Time of Administration (hh:mm, 24 hour clock):        
 Time of Removal (hh:mm, 24 hour clock): 

 [image: image1.emf]                              


[image: image2.emf]
TREATMENT DATE AND TIME











1. Start date of Treatment (DAY-MONTH-YEAR):      __ / ___ / ____

2. Start time of treatment (hh:mm, 24 hour clock):  [image: image3.emf]
3. End time of treatment (hh:mm, 24 hour clock):    [image: image4.emf]
STUDY TREATMENT











 Injection :

                             Anterior chin   total volume injected:____ml  



                Lateral chin    total volume injected:____ml     
	Plane of Injection

(check one)
	Corresponding Injection Technique (check all that apply)

	 Deep dermis/Supra-periosteal plane
	 Cross-hatching Fanning        Serial Puncture      Tunneling    

	 Other, Specify: 

         ___________
	 Cross-hatching Fanning        Serial Puncture      Tunneling    


     Total volume injected:  ______ mL 
(Note: the volume for initial and touch-up treatments combined is not to exceed 4mL per treatment session)

 Injection – Was the supplied 27G x ½” needle used?____  If no, specify needle size used: _____

 KIT AND LOT NUMBERS

	Product Details
	1
	2
	3
	4

	XYZ™ XC Kit number
	
	
	
	

	XYZ™ XC Lot number
	
	
	
	


Instructions for the Subjects

· Following injection with XYZ, application of ice for 10 minutes per hour while awake may help to reduce swelling and this may be used for a period of 3-5 days. 

· Discomfort may be treated with acetaminophen. 

· Gentle massage may also be used to minimize lumps and bumps which are more common during the first 7 days following treatment.

	Discussed with subject prior to discharge 
      Performed by (initials/date) )_________________ ____ / ____ / ____  (dd/mon/yyyy

SUBJECT DIARY
                                                   


Diary reminders  – mark  each of the following that were discussed with the subject:

a. ____ Complete the diary every day starting the evening of  treatment (Day 1).

b. ____ Complete the diary for 30 consecutive days (not to miss days)

c. ____ To mark N/A if they have no ISRs

d. ____To write down what “other” means if they have an “other” ISR 

e. ____Line through and initial/date any corrections or write-overs

	Scheduled Day 3 visit 

	Baseline appt scheduled for ______________________________          













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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