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Pr ot o c ol Titl e:Pr ot o c ol Titl e:   S e ns or y B asis of S p e e c h M ot or L e ar ni n g  ( R 0 1)  

Pri n ci p al I n v esti g at or:Pri n ci p al I n v esti g at or:   D a vi d Ostr y  

V ersi o n D at e:V ersi o n D at e:   A pril 1 5 , 2 0 1 9 

(

 

(If a p pli c a bl e ) ) Cli ni c altri als. g o vCli ni c altri als. g o v   R e gistr ati o nR e gistr ati o n   #:#:  Cli c k or t a p h er e t o e nt er t e xt.  

I N S T R U C TI O N SI N S T R U C TI O N S  

T his t e m pl at e is i nt e n d e d t o h el p i n v esti g at ors pr e p ar e a pr ot o c ol t h at i n cl u d es all of t h e n e c ess ar y i nf or m ati o n 
n e e d e d b y t h e I R B t o d et er mi n e w h et h er a st u d y m e ets a p pr o v al crit eri a. R e a d t h e f oll o wi n g i nstr u cti o ns R e a d t h e f oll o wi n g i nstr u cti o ns 
b ef or e pr o c e e di n g:b ef or e pr o c e e di n g:   

1. Us e t his pr ot o c ol t e m pl at e f or a PI i niti at e d st u d y t h at i n cl u d es dir e ct i nt er a cti o ns wit h r es e ar c h 

s u bj e cts. A d diti o n al t e m pl at es f or ot h er t y p es of r es e ar c h pr ot o c ols ar e a v ail a bl e i n t h e s yst e m Li br ar y.  

2. If a s e cti o n or q u esti o n d o es n ot a p pl y t o y o ur r es e ar c h st u d y, t y p e “ N ot A p pli c a bl e ” u n d er n e at h.

3. O n c e c o m pl et e d, u pl o a d y o ur pr ot o c ol i n t h e “ B asi c I nf or m ati o n ” s cr e e n i n I R E S I R B s yst e m. 
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http://www.shinsei-motor.com/English/product/nonmagnetic.html
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 ☒

A. 

 

 

☐ ☒ ☐
☐ ☐ ☐
☐ ☐ ☐
☐ ☐

☐ ☒
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Commented [GG1]: Describe how Prolific screen participants? 

Do they have a pool of participants form where they choose form?  
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http://your.yale.edu/policies-procedures/forms/420-fr-01-data-and-safety-monitoring-plans-templates
http://your.yale.edu/policies-procedures/forms/420-fr-01-data-and-safety-monitoring-plans-templates
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possibly related

serious, unexpected, and related adverse events unanticipated adverse 
device effects

prompt 

.  

 
Write here

 Write here
 Write here
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If this section (or one of its parts, A or B) is not applicable, check off N/A and delete the rest of the section. 

☒

☒

 ☒

☐

 
 

http://www.shinsei-motor.com/English/product/nonmagnetic.html
http://www.shinsei-motor.com/English/product/nonmagnetic.html
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☒ ☐ ☐
☐ ☐ ☐
☐ ☐ ☐
☐ ☒ ☐
☐ ☐ ☐
☐ ☐
☒

 
 

 

 

 

☐

☐

☒

Write here
 

☐
☒

☐

 
Write here

 

http://medicine.yale.edu/ycci/oncore/availableservices/datarequests/datarequests.aspx
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Researchers are reminded that unauthorized disclosures of PHI to individuals outside of the Yale HIPAA-Covered 
entity must be accounted for in the “accounting for disclosures log”, by subject name, purpose, date, recipients, 
and a description of information provided.  Logs are to be forwarded to the Deputy HIPAA Privacy Officer. 
 

 

 

 

☐ ☐
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PPlease review the guidance and presentation on use of 
the short form available on the HRPP website.

 

☐

☒

☒ (if for recruitment, the questions in the box below will apply to 
recruitment activities only)
☒

☐

 

• ☐ ☐
• ☐ ☐

• ☐ ☒

• ☐
☒ 
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 Write here

 ☐ ☒ ☐ ☒ ☒ ☒

☒ ☐

 

 
 

6.  
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Deleted: 

Deleted: 

Deleted: 
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☐ ☒

A billable service is defined as any service rendered to a study subject that, if he/she was not on a study, would 
normally generate a bill from either Yale-New Haven Hospital or Yale Medical Group to the patient or the patient’s 
insurer. The service may or may not be performed by the research staff on your study, but may be provided by 
professionals within either Yale-New Haven Hospital or Yale Medical Group (examples include x-rays, MRIs, CT 
scans, specimens sent to central labs, or specimens sent to pathology). Notes: 1. There is no distinction made 
whether the service is paid for by the subject or their insurance (Standard of Care) or by the study’s funding 
mechanism (Research Sponsored). 2. This generally includes new services or orders placed in EPIC for research 
subjects

☐ ☒

☐
☐
☐ ☐

☐ ☐
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