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Instructions: 
• Complete the form in its entirety. Please make sure to sign and date the application 
• Email the completed application to Myoscience at research@myoscience.com 
• Please allow 4 weeks for the Myoscience Research Grant Committee to review your application 
• Please direct any inquiries regarding the your application status to research@myoscience.com 
  
 
Investigator & Site Information: 
 

I n v e s t i g a t o r  N a m e :   
P o s i t i o n / T i t l e :   
A f f i l i a t i o n :   
D e p a r t m e n t :   
A d d r e s s :   
O f f i c e  P h o n e :   
C e l l  P h o n e :   
E m a i l  a d d r e s s :   
P r e f e r r e d  C o m m u n i c a t i o n :    
S t u d y  C o o r d i n a t o r  N a m e :   
S t u d y  C o o r d i n a t o r  E m a i l :   
S u b - I n v e s t i g a t o r  N a m e ( s ) :   

   
 
Research Proposal Information: 
 
Title of Research Proposal: _____________________________________________________________ 

_____________________________________________________________________________________ 

Type of Study:   □  Prospective   □  Retrospective    □  Animal   □  Health Outcomes 

□  Other  ___________________________________________________________________________________ 
 
 
Theoretical Rationale:   
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Study Objectives:   
 

 
 
Primary Measure(s):   
 

 
 
Secondary Measure(s):   
 

 
 
Patient Population and Number of Patients:   
 

 
 
Total Study Duration and Anticipated Timeline:   
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Research Methods:   
 

 
 
Expected Results:   
 

 
 
Expected Plan for Publication/Presentation of Data:   
 

 
 
What kind of support are you requesting from myoscience? 
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Additional Information for the Investigator: 
 
Please note that by engaging in an IIR study, you will serve as the Sponsor-Investigator for the study. 
As Sponsor-Investigator, you must comply with the regulatory responsibilities of both a Sponsor and 
an Investigator as detailed in 21 CFR 812. Myoscience is NOT the sponsor of an IIR study. 
 
Myoscience may provide limited scientific or technical assistance consistent with applicable 
regulations. Any assistance provided by Myoscience must be acknowledged in any publications or 
presentations resulting from the study. 
 
Myoscience requires data monitoring in all human clinical IIR studies. Data monitoring should be 
performed by an independent third party of your choosing. You will be required to provide 
certification that this monitoring has been completed satisfactorily. Myoscience reserves the right to 
revoke support or terminate the study if certification cannot be provided. 
 
IIR grants are awarded to eligible applicants based on scientific and clinical merit and are not 
provided with the intent of directly or indirectly, implicitly or explicitly influencing or encouraging the 
applicant to purchase, refer, sell, or arrange for the purchase or sale of any Myoscience product.  
 
Submission of a proposal does not imply or guarantee approval. All proposals will be reviewed 
based on research merit criteria. Financial and/or product support is contingent upon full execution 
by both parties of the research agreement. 
 


	I nv e s t i g a t o r N a m e: Jessica Preciado, PhD
	P o s it io n  T it le: Director, Myoscience Knee Clinic
	A ffi l i at i o n: UCSF
	D e p a r t m e nt: Clinical Orthopedics
	A d d re ss: 1600 Seaport Blvd., Suite 450, Redwood City, CA  94063
	O ffi c e P ho ne: 650-421-0665
	C e l l P ho ne: 510-555-1111
	E m a i l a d d re ss: research@myoscience.com
	P r ef e r r e d C om m u n i c a t i on: Email 
	S tu d y C o or d i n a t or N a m e: Jane Doe
	S t u d y C o or d i n a t o r Ema i l: studycoordinator@gmail.com
	S ub I n v e s t i g at o r N am e  s: John Allison PhD, Barbara Kovach
	Research Proposal Information: Effect of FCT on Post-TKR pain and recovery
	Title of Research Proposal: 
	Prospect: On
	Retrospect: On
	An: Off
	Health Outcomes: Off
	Type of Study: 
	Other: Off
	Theoretical Rationale: A long-acting sensory block in the knee should reduce pain in the patient post-TKR.  This would allow the patient to reduce medications following  surgery and leave the hospital earlier. 
	Study Objectives: Examine the effect of preoperative FCT treatment on pain score and ambulatory function following total knee arthroplasty.  Compare these scores to those of patients not treated with FCT prior to total knee arthroplasty.
	Primary Measures: - 100 point written VAS score at baseline, immediate, 3, 7, 30 and 60 days post-TKR
- WOMAC score at baseline, immediate, 3, 7, 30 and 60 days post-TKR
- Ambulatory score at baseline, immediate, 3, 7, 30 and 60 days post-TKR
	Secondary Measures: - Days in post-operative recovery
- Medication used (dosage per day utilized and refill rate) at baseline, immediate, 3, 7 and 30 and 60 days post-TKR
	Patient Popu: Prospective:  10 patients undergoing TKR
Retrospective chart review:  10 patients who had undergone TKR with no additional intervention
	Tota: Total Study Duration:  5.5 months
1 Month - Write protocol and secure IRB approval
1 Month - Recruit patients
2.5 Months - Subject treatment and follow-ups
 - Tx 2 weeks pre-TKR, Follow ups at: Baseline, immediate, 1, 3, 7, 30 and 60 days post-TKR.
1 Month - Data Analysis
	Research Methods: - Perform baseline assessments on prospective group
- Treat full ISN and AFCN Treatment lines with iovera 2 weeks (+- 3 days) prior to TKR for prospective group
- Perform TKR Surgery for prospective group
- Assess patients for primary and secondary endpoints at follow-up points following the TKR(immediate, 1, 3, 7, 30 and 60 days) for prospective group
- Perform a retrospective chart review of "untreated" TKR subjects 
- Compare the outputs and analyze to determine if any statistically significant differences exist.
- Compare the outputs and determine if a clinically meaningful difference exists between the treated and untreated groups.
	Expected Results: It is expected that the patients treated with FCT prior to TKR surgery will have less pain and more functionality following treatment.  It is also anticipated that the number of days in post-operative recovery will be reduced as will medications required for pain.
	Expected Plan for PublicationPresentation of Data: Present results at American Association of Hip & Knee Surgeons (AAHKS) - Oct. 2014
Publish results in AAOSM Journal
	What k: - Supplies (15 Smart Tips, 40 cartridges)
- Advertising materials ($1000)
- Staff Support ($3000 for staff to perform retrospective chart review)
- Protocol submission ($1250 for IRB fees)
- Investigator Time ($7500 for 15 hours)




