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Clinical Trial Toolkit for Clinical Researchers


Summary Sheet

	Title:
	Validating Electronic Health Medical Record Systems

	Purpose:
	To identify the source for validation/certification of the FHA Meditech electronic health record data capture system. 

	N2-FHA SOP
	 SOP 014_05 Clinical Data Management Article 

· 5.6 Electronic Data Capture Systems 

	Details:
	This document describes the requirements for validation/certification and how to obtain validation documentation that satisfies Health Canada requirements.  

	Rules & Regulations
	1. Because Meditech is used for health records, the system must fulfill requirements for Source documents or data as detailed in Annex 11 to the PICS Good Manufacturing Practices (GMP) Guide:  Computerized Systems.  See attachment below in References. 

2. ICH GCP Guidance 5.5.3:  Ensure and document that the electronic data capturing processing systems(s) conforms to established requirements for completeness, accuracy, reliability, and consistent intended performance (i.e. validation). http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/ich/efficac/e6-eng.php#a5.5
3. 21 CFR Part 11 for U.S. regulated clinical trials. 

	Best Practice Recommendations:
	Retain a record of the current Meditech validation/certification on file for any study requiring access to health record data obtained from Meditech.  This is the validation of any electronic medical/health record system used to obtain, view or print information about the subject’s medical history including adverse events (i.e. Viewing records in Meditech, printing records or sending scanned records).  See certificates below that were acceptable to Health Canada during a 2014 inspection. 

Health Canada accepts a 5-6 page summary if available from the Meditech website.  

Meditech website http://home.meditech.com/en/d/regulatoryresources/pages/certification.htm
Provide current validation/certification for any Health Canada inspection. 


References: 


[image: image1.emf]pi-011-3-recommend ation-on-computerised-systems[1].pdf



 EMBED AcroExch.Document.7  [image: image2.emf]Meditech ONC  Certification Emergnecy Dept - mtcsedm565.pdf



 EMBED AcroExch.Document.7  [image: image3.emf]Meditech ONC  Certification - mtcs565.pdf



 EMBED AcroExch.Document.7  [image: image4.emf]Meditech ONC  Certification Core Modules - mtcshciscoresetmodular565.pdf


Site Initiation Visit Agenda
<Insert protocol title>

Protocol Number: <Insert protocol number>

Principal Investigator: <Insert PI name>

<Insert site location>

Meeting Date/Start Time: <Insert date and time>

Attendees:

	Affiliation
	Name
	Role or Title

	<( Clinical Site, etc.)>
	
	

	
	
	

	
	
	


{This agenda assumes a two day visit of 9.0 working hours not including lunches or breaks.} 
	Topic
	Presenter
	Duration/Total Time in hours

	I. Welcome and Opening Comments

a. Statement of visit objectives

b. Review of agenda
	
	.25/.25

	II. Introductions/Roles and Responsibilities
a. Site

b. Communication Flow

{Consider using the Delegation of Responsibilities Log to guide some of the introductions.}
	
	.5/.75

	III. Investigator Responsibilities

a. Good Clinical Practice (GCP)

b. Records Retention 
	
	.5/1.25

	IV. Protocol Overview

a. Type of study

b. Study objectives

c. Enrollment goals

i. Recruitment Plans

d. Informed Consent Discussion 

e. Key inclusion/exclusion criteria

f. Study visit schedule/schedule of events

g. Study procedures
	
	1.0/2.25

	V. Manual of Procedures (or Discussion of SOPs and General Study Procedures, if no MOP exists)
a. Review/Patient “Walk Through”
b. Discussion of necessary updates
	
	1.5/3.75

	VI. Safety: Definitions, Collection, and Reporting
a. Adverse Events (AEs)

b. Serious AEs (SAEs)

c. Unanticipated Problems (UPs) 

d. Queries resulting from the above
	
	.5/4.25

	VII. Data Collection/Source Documentation

a. Paper or Electronic Data Capture (EDC) CRF discussion 

b. Source Documents

i. Definitions of

ii. Retention of

c. EDC training (if applicable)

d. Query process 

i. Differences from Safety queries
	
	1.5/5.75

	VIII. Investigational Product (if applicable)
a. Description of Product

b. Review of Investigator Brochure (IB) or Package Insert  (if applicable)

c. Storage

d. Dosing Instructions

e. Dispensing
f. Documentation

g. Accountability

h. Return/Destruction Considerations

i. Un-blinding Procedures (if applicable)
	
	.5/6.25

	IX. Specimen Processing

a. Collection

b. Storage

c. Shipping

d. Lab Tracking Training (if applicable) 
	
	.5/6.75

	X. Clinical Monitoring
a. Contacts

b. Responsibilities of

c. Frequency

d. Close out procedures
	
	1.0/7.75

	XI. Investigator Site File Review

Structure of the Regulatory Binder as well as Essential Documents to include:

a. QIU (as applicable)

b. REB approval documents: protocol, patient handouts, advertisements, consent document
c. Document updates
	
	.5/8.25

	XII. Tour of Facilities
	
	.5/8.75

	XIII. Closing/Review of Action Items
	
	.25/9.0
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