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1.0 Purpose
This validation plan describes the approach, system deliverables, activities, and deliverables needed to complete validation of the XX System.
2.0 References
21 CFR Part 11 Electronic Records; Electronic Signatures, April 1, 2011
Guidance for Industry: Part 11, Electronic Records; Electronic Signatures – Scope and Application

General Principles of Software Validation; Final Guidance for Industry and FDA Staff, January 11, 2002
Off-The-Shelf Software Use in Medical Devices, January 11, 2002
3.0 Background
This system is in support of XXXXX research/clinical trial being conducted under an IND/IDE, application number XXXXX, FDA approval date mm/dd/yy.
Add any other detail that is pertinent to describing the basis for validation.
4.0 Objectives and Scope
The objective of this validation effort is to ensure that appropriate procedural and technical controls are implemented and maintained in a controlled and documented manner throughout the life of the computer system. The scope in relation to Part 11 controls is described in the table below.
	
	Scope of Electronic  Records and Signatures Implementation

	
	
	Check

if applicable
	Description/Comments

	Project Type

(check one)
	New
	
	

	
	Upgrade
	
	Change Control No(s):

	
	Retrospective
	
	Date system first implemented:

	Electronic Records
	Briefly describe the regulatory records that will be automated, e.g., informed consent; Case Report Forms; adverse event data, laboratory data, etc.

	Electronic Signatures
	Yes
	
	

	
	No
	
	

	
	To Be Determined
	
	

	Type of Software
	Commercial Off-the-Shelf
	
	

	
	UCSF resource
	
	

	
	Hybrid
	
	

	
	To Be Determined
	
	

	Platform Type
	Commercial
	
	

	
	UCSF resource
	
	

	
	Other
	
	

	
	To Be Determined
	
	

	System Access
	Open
	
	

	
	Closed
	
	

	
	To Be Determined
	
	

	Concern Level (devices only)
	I – minor
	
	

	
	II – moderate
	
	

	
	III - major
	
	


5.0 System Documentation
The following documents will be needed:

	Document
	Check
if applicable
	Description/Title

	FDA Notification Letter
	
	Use of Electronic Signatures

	System specifications
	X
	Requirements Specification

Design Specification


	Technical SOPs and manuals
	X
	CSV-01, SOP and Training Administration
CSV-02, Software Development, Implementation, and Maintenance
CSV-03, System Platform Acquisition, Installation, and Maintenance

CSV-04, Computer System Quality Assurance

CSV-05, System Change Control

CSV-06, Computer System Delivery and Support

	User SOPs and manuals
	X
	CSV-07, Topic To Be Determined
CSV-08, Topic To Be Determined
User manual, Topic To Be Determined
User manual, Topic To Be  Determined

	Verification protocols
	X
	Installation Protocol, Topic To Be Determined
Test Protocol, Topic To Be Determined
Note: If multiple documents are being created, list each one, by title or topic.

	Validation Certification

	X
	System Validation Summary Report


6.0 Quality Assurance

The following verification activities are needed:

	Activity
	Check
if applicable
	Description/Comments

	Document Reviews
	X
	All system documents will undergo review. Approval will be indicated by signature on the document.

	Specification Walkthrough(s)
	
	

	Code Walkthrough(s)
	
	

	End-of-phase Review(s)
	
	

	Unit Testing
	
	

	Integration Testing
	
	

	System Testing
	X
	

	Configuration Audit
	
	

	Vendor Evaluation
	
	

	Other
	
	


7.0 Personnel and Responsibilities

The following personnel will participate in the roles identified:

	Role
	Responsibilities
	Resource

	System owner
	· Ensure completion of all regulatory submission, reporting, and notification requirements

· Establish scope and budget and complete necessary contractual agreements
· Write validation plan and validation summary report, or designate to others and review
· Coordinate validation resources and monitor validation activities

· Review and approve validation documents
· Participate in verification activities: (specify which ones)
· Other responsibilities to be defined
	Name, Title


	User representative(s)
	· Analyze and champion user requirements
· Develop requirements specifications
· Develop user SOPs and user manuals

· Develop verification protocols and conduct verification activities: (specify which ones)
· Other responsibilities to be defined
	Name, Title
Name, Title


	Technical representative(s) – Platform
	· Develop appropriate technical SOPs and manuals

· Design platform and develop installation protocol(s)
· Evaluate and acquire platform hardware, software, and network services, as applicable

· Install or oversee installation of platform hardware and software, as applicable
· Develop verification protocols and conduct verification activities: (specify which ones)
· Other responsibilities to be defined
	Name, Title



	Technical representative(s) – Software
	· Develop appropriate technical SOPs and manuals

· Document design specifications

· Write software code, as applicable

· Evaluate and select commercial software, as applicable
· Develop installation protocol(s) and install software on platform
· Develop verification protocols and conduct verification activities (specify which ones)
· Other responsibilities to be defined
	Name, Title



	Other
	· Responsibilities to be defined
	Name, Title




8.0 Budget and Timeline

Funding for XX System validation comes from X. The project runs approximately X weeks/months/years in duration, starting month/year and extending through month/year. Validation team members are encouraged to provide timely development and review of deliverables in an effort to meet the goal of completing this project on-time and within budget.

Mention dependencies related to the start or finish of the project, potential impacts to the schedule, and other deadline related issues. Bullet form is fine.
9.0 Risk Assessment
	The overall risk to this project in terms of size, complexity, resources, timeline, budget, and regulatory factors is (check one):

	HIGH
	MEDIUM
	LOW

	
	
	

	Justification: Describe why you chose the risk category above. Briefly list any specific concerns and plans for mitigation.



10.0  Assumptions

List any key assumptions (bullet form is fine) that have a bearing on the validation approach and its successful completion. If there aren’t any, insert the following sentence, or the like: There are no significant assumptions for this project. 

11.0  Approvals

Author(s):
The information herein is complete and accurate to the best of my knowledge.

__________________________________________
__________________

Name/Title






Date

Reviewer(s):

I have reviewed the document and agree with its contents. 
__________________________________________
__________________

User representative, Name/Title



Date

__________________________________________
__________________

User representative, Name/Title



Date

__________________________________________
__________________

Technical representative, Name/Title



Date

__________________________________________
__________________

Technical representative, Name/Title



Date

_________________________________________

__________________

Other, Name/Title





Date

_________________________________________

__________________

System Owner, Name/Title




Date
