   Combined  ICQ  &  OCQ  at  Crossover  Only    EMFP  Patient Treatment, Sequencing, Fabrication Steps, and Evaluation Procedures
	Patient  Visits  and

Order  of  Work
	Personnel
	Order  of  Work  and  Questionnaires
	Prosthesis
	Patient

Reimbursement

	1.
Consent / Entry
Health
	Patient + CRC +
maxillofacial  prosthodontist
	1.  Informed  Consent  Form
2.  Entry  Health  Questionnaire
	
	

	3-hour Pt. visit
	Maxillofacial  prosthodontist + anaplastologist
	3.  Randomization  of  experimental or control  materials

4.  Moulage  made,   master  cast  poured
	
	

	2.
Start 1st  prosthesis, 
--2 – 5  days--#
5-6-hour Pt. visit
	Patient + anaplastologist + maxillofacial  prosthodontist + photographer
	     Sculpt,   select  shade,   flask,   pack  and  recover

     1st prosthesis.   Duplicate  mold  for  2nd  prosthesis.

     Images of laboratory procedures as needed.
	1st prosthesis


	

	Finish  1st   prosthesis
	Anaplastologist
	1.   ADLTQ-1
	
	

	3.  Deliver  1st  prosthesis

    +  baseline  evaluation

5-7-hour Pt. visit

  ▼▼-4  months-▼▼
	Patient + anaplastologist + maxillofacial  prosthodontist +CRC + photographer
	1.  TOMCP-1 T (29-item or 52-item) + SF-8™ T+ LASA T
2.  Images,  fit  prosthesis + extrinsic  coloring + images
	
	US$50
C$65

	
	Patient + 2  evaluators + CRC
	3.  OCQ-1 T
4.  Indoor/outdoor  temperature  &  humidity  measures
	
	

	4.    ▲▲-4  months-▲▲
Finish  2nd  prosthesis + begin  4-month  evaluation
5-7-hour Pt. visit 
2--5  days--#
	Patient + anaplastologist + maxillofacial  prosthodontist + CRC
	1.  Select  shade,  flask,  pack  &  recover  2nd  prosthesis

2.  ADLTQ-2
3.  TOMCP-2 T  (52-item) + SF-8™  T + LASA T

4.  PEQ-1 T

5.  Indoor/outdoor  temperature  &  humidity  measures
	2nd

Prosthesis
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	5a.   4-month  evaluation  of
1st  prosthesis.    1-hour Pt. visit
CROSSOVER
5b.  Deliver  2nd  prosthesis +
             baseline  evaluation

5-7-hour Pt. visit
  ▼▼-4  months-▼▼
	Patient + CRC + 2  evaluators + photographer
Patient + anaplastologist + maxillofacial  prosthodontist + 2  valuators+ CRC + photographer
	1.  ICQ-1 T

2.  Images
3.  Indoor/outdoor  temperature  &  humidity  measures

4.  Fit  prosthesis + extrinsic coloring + images

5.  OCQ-2 T
6.  Indoor/outdoor  temperature  &  humidity  measures

7.  TOMCP-3 T  (52-item)
	
	US$150
C$200

	6.    ▲▲-4  months-▲▲
  4-month  evaluation

of  2nd   prosthesis

3-4-hour Pt. visit


	Patient + CRC
	1.  TOMCP-4 T  (52-item) + SF-8™  T + LASA T
2.  PEQ-2 T

3.  EQ T
	
	US$50,  C$65
*** Patient continues to wear the preferred prosthesis

	
	Patient + photographer + CRC + 2  evaluators
	4.  Images,  ICQ-2 T
5.  Indoor/outdoor  temperature  &  humidity  measures
	
	


ADLTQ (  Anaplastologist / Dental  Laboratory  Technician  Questionnaire *

OCQ (  Outgoing  Clinical  Questionnaire  *  T
ICQ (  Incoming  Clinical  Questionnaire  *  T
PEQ (  Patient  Evaluation  Questionnaire  *  T
EQ  (   Exit Questionnaire *  T
PEQ-TS ( Patient Evaluation Questionnaire – Telephone Script ***  T
TOMCP  (  Toronto Outcome Measure for Craniofacial Prosthetics ** T

29-item version for patients with no experience with EMFPs; 52-item version for 


experienced patients and all 4-month evaluations


Validated  using  SF-8™ T (  Short Form 8™ T, Medical Outcomes Study Short-Form Health Survey,  &  LASA, Linear Analogue Self Assessment T

# Additional  patient  appointments  may  be  needed  to  finish  each  prosthesis






T  (  timed questionnaire
*  Specific Aim 1:  Non-inferiority - Functional  &  Subjective  Characteristics


**  Specific Aim 2:  Non-inferiority – Quality  of  Life


***  Specific Aim 3:  Length  of  service  life  (longevity).


	A.  Patient will report any failure of prosthesis


	B.  Scripted phone calls made to patient every 4 months to determine status of prosthesis








