[bookmark: _GoBack]Robotic Training/Competency Development Tools
User Manual Checklist
1. ___  Table of Contents 
2. ___ Company Information 
a. ___ Company Name 
b. ___ Address 
c. ___ Contact name ( Suggest Regional Representative) 
d. ___ Phone Number 
e. ___ Fax Number 
f. ___ E-mail Address 
g. ___ Website Address 
h. ___Tech Support 
3. ___ Introduction 
a. ___ General purpose of device 
b. ___ Theory behind device 
c. ___ Supporting Research or provide links  to home page
d. ___ References 
e. ___ Liability Statement regarding proper training 
f. ___ Site if listed with the Food and Drug Association and device classification 
g. ___ Who will install or re-locate the system and software: Manufacturer or User? 
i. ___Who is responsible/authorized 
(a) ___ Company Selling device 
(b) ___ Purchaser of device 
ii. ___ Special Environment needs 
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(a) 
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(b) ___ Room size (device footprint) including ceiling height and wheelchair maneuverability, if needed space for a person to drive a wheelchair up a ramp. 
(c) ___ Temperature requirements 
(d) ___ Voltage requirements 
h. ___ Errors and Omissions (If any errors or omissions are found in this manual, please notify:)
i. ___ Company Name 
ii. ___ Address 
iii. ___ Contact Name 
iv. ___ Phone Number 
v. ___ Fax Number 
vi. ___ E-mail Address 
i. ___ Reporting of Adverse Events to the manufacturer to ensure all errors/flaws/malfunctions/repairs are identified and corrected 
i. ___Event Reported to 
(a) ___Name 
(b) ___Address 
(c) ___Phone Number 
(d) ___Fax Number 
(e) ___E-mail address 
ii. ___Description of Event 
(a) ___Date and time it happened 
(b) ___Place 
(c) ___ Person Injured (Patient or User) 
(d) ___Initials, DOB and sex of individual 
(e) ___ Equipment damaged  (caused the event or was damaged as a result of the event) 
(f) ___Description of event 
iii. ___Equipment Identification: 
(a) ___Product Name 
(b) ___Product Serial Number 
iv. ___Reporters Information 
(a) ___ Name 
(b) ___Company Name 
(c) ___Address 
(d) ___Phone Number 
(e) ___e-mail address 
v. ___ Sample Reporting Adverse Events Form
4. ___ Treatment Population 
a. ___ Suggested Diagnoses	 
b. ___ Indications 
c. ___ Contraindications &/or Risk Factors(i.e., height and weight  capacity )
5. ___ Hardware 
a. ___ Picture of Device 
b. ___ Individual Parts of device labeled and defined including sub components i.e., harness 
c. ___ Safety Switches Identified 
d. ___ Trouble shooting 
6. ___ Software 
a. ___ Login process 
b. ___ Screen prints 
c. ___ Detailed description of each field 
d. ___ Help Menus 
e. ___ Trouble Shooting 
7. ___ Set–up   Procedures/checklist (Steps to Train subjects in the device )
a. ___ General Overview 
b. ___ Step by step written process 
i. ___ Putting on or setting a patient up in the device 
ii. ___ Taking off or removing patient from the device 
iii. ___ Operating Modes 
(a) Identify uniqueness of different modes of training 
(b) Example of different training techniques 
iv. ___ Cleaning device between patients 
v. ___ Data Storage / Summary features 
c. ___ Pictures of the process 
d. ___ Quick training check list and/or Tip sheets 
8. ___ Emergency Procedures 
a.  ___ List Emergency switches 
b. ___ Written step by step procedures how to use switches 
c. ___ Pictures of switches 
d. ___Emergently removing patient from the device
9.  ___ Maintenance 
a. ___ Time schedule for cleaning and maintenance 
b. ___ Performance Check List 
c. ___ Identify qualified person for routine maintenance and/or how they will be trained 
d. ___ Trouble shooting steps 
e. ___ Error Messages 
f. ___ Who to contact and contact information 
i. ___ Name 
ii. ___ Title 
iii. ___ Work Phone Number 
iv. ___ Cell Phone Number 
v. ___Emergency Contact Number 
vi. ___ E-mail address 
vii. ___ Website 
10.  ___ Definitions and abbreviations and symbols 
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