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Device and ActiTrack™ Application (app) 
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ActiTrak™ a

‘study’. 

–



validated in accordance with 21 CFR Part 11, European Commission’s 

view on treatment outcome. The goal of this tool is to assess a patient’s ability 



520(g) of the FD&C Act or “Ethics Committee” in other jurisdictions

Investigator’s Site 

the Site’s Study 
documents, correspondence, Investigator’s responsibilities, 

the ActiTrak™ 

a clinical investigation at that Site. This individual supervises the Site’s team 
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For the purpose of this study, a “Subject” is defined as an individual who participates in the study as a 

referred to as a “patient”.

and the ActiTrak™ mobile application are provided in 





o intent of “ bedridden” 

uality, such as osteoporosis, where in the surgeon’s opinion, there could be 

cot’s or Paget’s



legal or worker’s 

The Subject’s

(ActiTrak™) part of the study. 

the Subject’s participation in this study in the Subject’s clinic 



ActiTrak™ 



–

ActiTrak™ application
on the Subject’s 

ActiTrak™ 

ActiTrak™ 
in order for the collected data to securely import into the study’s EDC system

ActiTrak™ 

Part 11, European Commission’s 



This study will accept radiographs for the preoperative interval taken prior to the study Subject’s 

ubject’s unnecessary exposure to radiation.



–

Section H to record the measurement method: “Apparent”, “True” and 
“Other”. 

he “Apparent” 

“True” 

“ ”
per each study sites’ standard of care. 



ability to ‘forget’ the artificial joint in everyday life. 

–

identified on the PI’s team, outside of the scheduled study visit. An 



a “New” AE eCRF for the new Severity. 

(ActiTrak™)
will be linked with the ActiTrack™ app that is downloaded on to a 
Subject’s own smartphone (iPhone or Android phone, or Sponsor provided 

–





ocument Subject’s request for withdrawal from 



“any untoward and unintended response to a medical device”. Further types of AEs and definitions 

report AEs to their respective IRB/REC, EC, per their IRB/REB/EC’s respective requirements. Device 

and/or the effect is not reasonably explained by the Subject’s clinical state. 

end of subject’s study participation

“Recovered/Resolved with no residual effects”, “Recovered/Resolved with residual effects”, 
“Ongoing”, “Death”, or “Unknown” providing a resolution 











he term “expected” will be synonymous with the term “anticipated” and 
“unexpected” will be synonymous with “unanticipated”. 

“complication” or “medical event”. 

o

o



o

o

o



“comment” section of the 

’s and all participating Clinical 



“ ” “ ”
“ ” “ ” “ ”

–



“revision”



“ ”



the Subject’s rights as a participant in the clinical investigation







Figure 16-1:  Analysis Set Flowchart 

 

he Actis™ Total Hip System 
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o –

o –

o –

o –

with Heterotopic Ossification not equal to ‘None’).



o Analysis of “True” versus “Perceived” LLD: 

o
McNemar’s test of 

o –

o
t had true LLD prior to surgery; McNemar’s test of 

Frequencies and listing of AE’s seriousness, se



o

o

o

questionnaires must be stored in the Subject’s medical notes, as these 



system.  All data entered in the database must have source documents in the Subject’s medical records.

be responsible for the Subjects’ study related records.



be considered as “lost to follow up”, but as 

Subjects that are considered “lost to follow up” cannot be considered withdrawn from the study.  The 



An Investigator’s responsibilities in conducting clinical investigations of a medical device are 

nvestigator’s care

to their institution’s IRB



The Investigator will clearly document the date and reason(s) for the subject’s withdrawal from this 

tation records of each Subject’s case history.  Case 

nurses’ notes, etc.

ubject’s medical notes



of the Investigator’s part in an



’s

up treatment in the “comment” section of the 

clinical investigation. This includes documentation relating to the Investigator’s participation, and all 



’s and



consideration is given to the protection of the subject’s inter



“ ”

(ActiTrak™)


