SOP’s for Spectrum Medical, Inc.
Clinical Research & Development

Table of Contents
Glossary of Terms and Definitions

Sponsor Visits (100)
Site Qualification (Pre-Study) ViSits ......coovueeviieriieiieiieeiiecie e 100.1.0
Site INIHAION VISIES .eouvereiiiiiiieiienieeieriterieete et 100.2.0
Interim MONItOTING VSIS ...ccuvieruieiiieiieiieeiieeieeiee et eiee e eeeesveeaeeseneenee s 100.3.0
Close-Out (Study Termination) VISItS........ccccceeeevieriieeiieenienieeniieseeeieesveenne 100.4.0
Study Management (200)
Delegation of Duties/AUthOrity.........cccoevviieiieiiiieriieeiieeece e 200.1.0
Obtaining and Documenting Informed Consent...........ccccecevveneevienienennene. 200.2.0
Preparing and Managing Source Documents............ccceceevveenienieenieenieennene 200.3.0
Completing and Maintaining Case Report FOrms ........c.ccocevveniivicnienennene. 200.4.0
Handling General Correspondence..........coeoeevieerieeniienienieeniesieesieesveeenans 200.5.0
Investigational Product/Clinical Trial Material Management ....................... 200.6.0
Investigational Product Destruction............ccceecveeriieriienieniieieeie e 200.6.1
Transporting Investigational Product..................oooii, 200.6.2
Assurance of Financial Disclosure by Clinical Investigators ........................ 200.7.0
Regulatory File Management.............cceecueeriieniieniieniieiie e 200.8.0
General Requirements of Informed Consent Documents ...........cc.cccceevueneee. 200.9.0
Responsibilities of Principal Investigators..........ccvevuierierieenienieeniieeieeiene 200.10.0
Corrective and Preventive Actions (CAPA) ......cccvveeiiieeciieeeeeeeeeee e 200.11.0
Specimen Collection and Handling..................oooiiiiiiiiiiiiii e, 200.12.0
Adverse Experiences (300)
Routine Adverse Event/Experience Reporting.........ccecceevvvevienireneenneennnene 300.1.0
Serious Adverse Experience Reporting ...........ccceeevueerieeniieniieniiesieeiieeeenn 300.2.0

Investigational Site Audits & Inspections (400)

Handling Sponsor or IRB-Initiated Audits .........cccceverienieniinieniininienieeee 400.1.0

Facilitating FDA INSPECTIONS ......cecvieiieiiieiieiie ettt ete e 400.2.0
Institutional Review (500)

Obtaining and Maintaining IRB Approval ..........cccceevieviiiinininicnieeene, 500.1.0

Handling IRB CorreSpondence............cocveveeuerienieenienieneeieeiesieesee e 500.2.0

Managing Protocol Amendments ...........ccceevuerieriinenienienieeieneeseeee e 500.3.0

Advertising for Study Subject Recruitment.............cccceeviieiienieenienieeieeee. 500.4.0

Standard Operating Procedures (600)
Writing and Revising Standard Operating Procedures.............coccevevieneennen. 600.1.0

5/2017



