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Clinical Investigator Standard Operating Procedures
Including Associated On-Line Training Order Form
Please complete all of the following information to include in your SOPs and to prepare your order.   
	Your Name:
	              
	Address 1:
	     

	Email:
	     
	Address 2:
	     

	Organization:
	     
	City:
	     

	Phone:
	(   ) -     -     
	State, Zip:
	     

	Medical Director:
	     
	Therapeutic(s):
	     

	Payment Preference:
	 FORMCHECKBOX 
 Check         FORMCHECKBOX 
 Credit Card   
	Electronic Company Logo Available?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	SOPs Must Cover:
	 FORMCHECKBOX 
 Pharmaceutical       FORMCHECKBOX 
 Medical Device      FORMCHECKBOX 
 Both




Email Order Form to excellence@nortonaudits.com, fax to 803-233-4819 or mail to: 
Norton Audits, Inc. 100 Old Cherokee Road, Suite F, PMB 327 Lexington, SC 29072
	Check to

Order
	Standard Operating Procedure Name
	Recommended for Research: 

	
	
	Start-Up
	General
	Advanced

	 FORMCHECKBOX 

	Study Budget Process
	√
	
	

	 FORMCHECKBOX 

	Interim Monitoring Visits
	√
	
	

	 FORMCHECKBOX 

	Writing and Revising SOPs
	√
	
	

	 FORMCHECKBOX 

	Completion of Form FDA 1572
	√
	
	

	 FORMCHECKBOX 

	IRB Regulatory Documentation
	√
	
	

	 FORMCHECKBOX 

	Financial Disclosure by Investigators
	√
	
	

	 FORMCHECKBOX 

	Documenting Delegation of Authority
	√
	
	

	 FORMCHECKBOX 

	Responsibilities of Clinical Investigators
	√
	
	

	 FORMCHECKBOX 

	Investigator Qualification (Pre-Study) Visits
	√
	
	

	 FORMCHECKBOX 

	Clinical Research Personnel CVs and Licenses
	√
	
	

	 FORMCHECKBOX 

	Completing and Maintaining Case Report Forms
	√
	
	

	 FORMCHECKBOX 

	Preparing and Managing Source Data Documentation
	√
	
	

	 FORMCHECKBOX 

	Obtaining and Documenting Subject Informed Consent
	√
	
	

	 FORMCHECKBOX 

	Investigator and Clinical Research Team Member Training
	√
	
	

	 FORMCHECKBOX 

	Corrective and Preventative Actions
	Included with All Orders

	 FORMCHECKBOX 

	Study Close Out Visits 
	
	√
	

	 FORMCHECKBOX 

	Archival of Research Records
	
	√
	

	 FORMCHECKBOX 

	Advertising for Study Subjects
	
	√
	

	 FORMCHECKBOX 

	Transporting Hazardous Goods
	
	√
	

	 FORMCHECKBOX 

	General Correspondence Policy
	
	√
	

	continued on next page

	 FORMCHECKBOX 

	Clinical Research SOP Glossary
	
	√
	

	 FORMCHECKBOX 

	Protocol Feasibility Assessment Plan
	
	√
	

	 FORMCHECKBOX 

	Investigator Initiation Monitoring Visits
	
	√
	

	 FORMCHECKBOX 

	Protocol Specific Training Requirements
	
	√
	

	 FORMCHECKBOX 

	Investigator On Call or Off Hours Policy
	
	√
	

	 FORMCHECKBOX 

	Clinical Research Ethical Code of Conduct
	
	√
	

	 FORMCHECKBOX 

	Investigational Master Drug Accountability
	
	√
	

	 FORMCHECKBOX 

	Investigational Master Device Accountability
	
	√
	

	 FORMCHECKBOX 

	Confidentiality of Clinical Trial Information
	
	√
	

	 FORMCHECKBOX 

	Final Investigational Master Drug Accountability
	
	√
	

	 FORMCHECKBOX 

	Final Investigational Master Device Accountability
	
	√
	

	 FORMCHECKBOX 

	Reporting and Processing Adverse Event or Effects
	
	√
	

	 FORMCHECKBOX 

	Receipt and Reconciliation of Investigational Products
	
	√
	

	 FORMCHECKBOX 

	Reporting and Processing Serious Adverse Event or Effects
	
	√
	

	 FORMCHECKBOX 

	Maintaining and Storage of Essential Regulatory Documents
	
	√
	

	 FORMCHECKBOX 

	Facilitating FDA Inspections
	
	
	√

	 FORMCHECKBOX 

	IRB Continuing Review Submissions
	
	
	√

	 FORMCHECKBOX 

	Transport of Investigational Products
	
	
	√

	 FORMCHECKBOX 

	Final IRB Report Review Submission
	
	
	√

	 FORMCHECKBOX 

	Tracking and Reporting Nonconformance
	
	
	√

	 FORMCHECKBOX 

	OSHA Regulations for Blood borne Pathogens
	
	
	√

	 FORMCHECKBOX 

	Routine Study-Related Equipment Maintenance
	
	
	√

	 FORMCHECKBOX 

	Labeling Requirements for Investigational Products
	
	
	√

	 FORMCHECKBOX 

	IRB Submission for Protocol Amendments and Revisions
	
	
	√

	 FORMCHECKBOX 

	Instruction for Completion of Common Sponsor Study Forms
	
	
	√

	 FORMCHECKBOX 

	Escalation of Significant Noncompliance or Scientific Misconduct
	
	
	√

	 FORMCHECKBOX 

	Maintaining and Breaking Investigational Product Blinding Codes
	
	
	√


Effective Date:
The Effective Date on your SOPs will be approximately three months from your order date to allow for your review, implementation and training after receipt.
Pricing:
Includes electronic and paper formats of each SOP with your Organization Name, Address, Logo, and 30-Day On-Line SOP Training Subscription at www.nortoninstitute.coursehost.com for 5 Users.
	Number of SOPs
	Price
	Average Price per SOP

	1
	$    150
	$150

	5
	$    600
	$120

	10
	$    850
	$  85

	15
	$ 1,100
	$  73

	20
	$ 1,400
	$  70

	25
	$ 1,650
	$  66

	30
	$ 1,900
	$  63

	35
	$ 2,100
	$  60

	40
	$ 2,300
	$  57

	47
	$ 2,550
	$  54
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