CHECKLIST FOR STUDY SITE SOP REQUIRED ELEMENTS

	SOP Topic:
	Laboratory: Laboratory Data Management and Storage

	Site SOP Title/Number:
	[Insert actual title/number from site SOP]

	Designated Site SOP Reviewer:
	[Insert name of Designated Site SOP Reviewer]

	Study Program:
	[Insert study protocol]

	Study Site:
	[Insert site name]


Purpose:  The Checklist for Study Site SOP Requirements is a modified Westat document to be completed by the designated site SOP reviewer to ensure that site SOPs are reviewed in a consistent manner across all programs. Each checklist contains a list of required elements that must be present in the SOP identified above.

Instructions: As the Study site SOP is reviewed, place a checkmark in the boxes below for each required element that is present.  There may be an instance where a required element is not applicable under certain specific circumstances.  For those elements deemed “Not Applicable,” enter “N/A” in the Element Present column.  Once the review is complete, add any comments or recommendations for the site, including the rationale for any elements deemed not applicable, in the Comments/Recommendations for Site section below, sign the form indicating that the initial SOP review has been performed, and forward the form to the SOP Administrator.

	Element 
Present
	GENERAL SOP REQUIRED ELEMENTS

	 FORMCHECKBOX 

	The title of the SOP is identifying in purpose and is brief and direct.

	 FORMCHECKBOX 

	Each page of the SOP contains page numbers of total pages and the version number.

	 FORMCHECKBOX 

	There is an annual or upon change signature approval process.  

	 FORMCHECKBOX 

	The SOP indicates the scheduled SOP review cycle and who will perform the review.  

	 FORMCHECKBOX 

	Necessary forms are attached to the document, and if not, they are available to review to determine if they are consistent with SOP text. 

	 FORMCHECKBOX 

	The purpose of the SOP is clearly explained.

	 FORMCHECKBOX 

	The scope identifies to what and to whom the procedure applies and when it is to be applied.  

	 FORMCHECKBOX 

	The SOP clearly states who is responsible for performing the operations cited. 

	 FORMCHECKBOX 

	Equipment, controls, reagents and other supplies are listed.

	 FORMCHECKBOX 

	Terms that need clarification are defined.

	 FORMCHECKBOX 

	The SOP procedures are simple, direct, and explain step-by-step how to perform the tasks in a manner that supports process control. 

	 FORMCHECKBOX 

	The SOP conforms to applicable regulatory requirements and references these regulations.

	 FORMCHECKBOX 

	The SOP lists all regulation and guidance documents upon which the SOP is based, including any related SOPs.

	 FORMCHECKBOX 

	Forms, diagrams and drawings are easy to understand and are consistent with text.  

	 FORMCHECKBOX 

	The SOP is written clearly and is easy to understand and follow. 

	 FORMCHECKBOX 

	The SOP contains all applicable elements and is uniform in form to other procedures of the lab.

	Comments:




	Element 
Present
	CONTENT-SPECIFIC REQUIRED ELEMENTS

	DATA MANAGEMENT – DOCUMENTATION

	     FORMCHECKBOX 
 a)

     FORMCHECKBOX 
 b)

     FORMCHECKBOX 
 c)

     FORMCHECKBOX 
 d)


     FORMCHECKBOX 
 e)


     FORMCHECKBOX 
 f)


     FORMCHECKBOX 
 g)

     FORMCHECKBOX 
 h)

     FORMCHECKBOX 
 i)

     FORMCHECKBOX 
 j)


     FORMCHECKBOX 
 k)


     FORMCHECKBOX 
 l)
	A description of the laboratory’s documentation (i.e., records, reports, data, etc.) process, which includes, but is not limited to, the following:

a) That all data must be recorded, identified, and labeled;

b) Data must be legible, clear, complete, accurate, and reliable;

c) Data must be recorded using permanent ink;

d) Any errors, writeovers, cross outs, etc. in data must have a single line strike through with initial and date of correction;

e) All forms and documentation used to record data must be approved, signed, and have version control;

f) Random recording on other sheets of paper other than the experiment or authorized documents is not permitted; 

g) Falsification of data or fraud is prohibited;

h) Records indicate required signatures;

i) Revision of records must include signatures, dates, and correct version;

j) Source documents among study records with dates that have already passed may not be revised for the purpose of correcting deficiencies;

k) Data that had been originally lost but later obtained/found must be noted in the study records; notes must be signed and dated; and

l) Name and address of laboratory performing the test(s) and the date(s) and time must be on all results, reports, etc.

	Comments:




	DESCRIPTION OF COMPUTER SYSTEM

	 FORMCHECKBOX 

	Does the lab have a laboratory computer system (LIS)?  Is it described the SOP?

	 FORMCHECKBOX 

	Does the lab use the LDMS system? Is it described in an SOP?

	 FORMCHECKBOX 

	Contains a list of reports generated.

	 FORMCHECKBOX 

	Does the system interface with the instruments?

	Comments: 




	DATA MANAGEMENT -- CONTROL SYSTEMS

	 FORMCHECKBOX 

	A description of the laboratory’s internal quality process control system.

	 FORMCHECKBOX 

	A description of the laboratory’s record review process.

	 FORMCHECKBOX 

	A description of the laboratory’s process for resolving queries, including compliance with security and confidentiality requirements.

	 FORMCHECKBOX 

	A description of the laboratory’s controls for the collection, recording, processing, delivery, and retention of test data.

	 FORMCHECKBOX 

	A description of the laboratory’s software validation process.

	 FORMCHECKBOX 

	A description of the laboratory’s computer backup and recovery process to prevent loss of data.

	 FORMCHECKBOX 

	A description of the laboratory’s security for the computer system.

	 FORMCHECKBOX 

	A description of the laboratory’s disaster recovery procedures.

	 FORMCHECKBOX 

	A description of the laboratory’s process for tracking and documenting incoming and outgoing data, samples, etc..

	 FORMCHECKBOX 

	A description of the laboratory’s training requirements for personnel involved in laboratory data management.

	 FORMCHECKBOX 

	A description of the laboratory’s process for verifying/establishing and validating reportable ranges for each analytical procedure prior to implementation.

	 FORMCHECKBOX 

	A description of the laboratory’s process for verifying/establishing reference intervals or laboratory normal values, if applicable.

	 FORMCHECKBOX 

	A description of the laboratory’s processes for out of specification results (e.g., reporting, follow up, investigation) and for reporting life threatening results (panic values).

	 FORMCHECKBOX 

	A description of the laboratory’s process for evaluating and selecting reference laboratories and/or contract laboratories.

	Comments:




	DATA STORAGE

	 FORMCHECKBOX 

	A description of the laboratory’s data storage facilities (e.g., location, room security, locked file cabinets, accessibility).

	 FORMCHECKBOX 

	A description of the laboratory’s process for controlling environmental conditions of the computer room(s).

	 FORMCHECKBOX 

	A description of the laboratory’s record retention policy.

	 FORMCHECKBOX 

	A description of the laboratory’s process for retrieving stored documents.

	Comments:


	References:

· ICH E6 Good Clinical Practice: Consolidated Guidance (GCP)

· 42 CFR 493: Laboratory Requirements

· Clinical Laboratory Improvement Amendments (CLIA) Self-Assessment Questionnaire

· College of American Pathologists (CAP), Laboratory General Checklist for Laboratory Accreditation Program

· 21 CFR Part 58: Good Laboratory Practice for Nonclinical Laboratory Studies (GLP)


	Initial Review Comments/Recommendations to the Site:
	 FORMCHECKBOX 
 Further Revisions Needed

 FORMCHECKBOX 
 No Further Revisions Needed

	[Insert comments/recommendations]


	Initial Review Completed by:
	[Insert Name] 

	Date of Initial Review:
	[Insert Date]


	Response from Site:

	[Site will complete]


	Updated Review Comments/Recommendations to the Site:
	 FORMCHECKBOX 
 Further Revisions Needed

 FORMCHECKBOX 
 No Further Revisions Needed

	[Insert comments/recommendations]


	Updated Review Completed by (if applicable):
	[Insert Name] 

	Date of Updated Review:
	[Insert Date]


	Response from Site:

	[Site will complete]


	Final Review Completed by:
	[Insert Name] 

	Date of Final Review:
	[Insert Date]
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