	ERLN Requirements Document Section
	Description of

Requirement
	Does the BOL currently meet the requirement? 

	Comment

	3.1.1
	Each ERLN laboratory must have a Quality System
	Yes
	

	3.1.2
	Must have 3rd party Quality System that includes: 

-3rd party accreditation

-PTs

-On-site assessments

-Data assessments

-Electronic instrument data audits
	Yes*
	*Exceptions are the data assessments and electronic data audits

	3.1.2.1
	PT samples from ERLN. These are distinct from NELAP PTs, may be blind or double-blind samples.
	No
	Doesn’t indicate who purchases these. Will be very expensive for multi-matrix micro to radiological analytes. 

	3.1.2.2
	On-site Evaluations 
	Yes
	These are about the same as the BOL now receives.

	3.1.2.3
	Data Audits performed on recently received projects. Includes a review of raw data, instrument/equipment printouts, review of qualifications for analysts that did the work, review of the latest version of all the SOPs.
	Unknown
	Don’t expect this to be a problem although it may involve some man-hours.

	3.1.2.4
	Electronic Data Audits – among other things, they check adherence to internal procedures.
	Unknown
	Don’t expect this to be a problem.

	3.2.1
	Sample Receiving SOP
	Yes
	May need slight revision of current Appendix B of QA Manual.

	3.2.2
	Sample Identification
	Yes
	

	3.2.3
	Sample Security SOP to describe and define secure areas, identifies authorized personnel, need to track sample locations, track sample transfers. Need to describe lab’s physical security and personnel security. 
	No 
	Don’t expect this to be a problem. Need to write an SOP.

	3.2.4
	Sample Storage SOPs
	Yes
	

	3.2.5
	Sample Tracking and Document Control – how we maintain accuracy, integrity and security of electronic and hardcopy SOPs.
	Yes
	Addressed by our current Document Control Policy

	3.2.6
	Data Management – mainly related to security
	No
	Need to add some procedures and amend current IT SOP.

	3.2.7
	Report Organization Assembly – SOPs to describe how we maintain, review, submit etc ERLN project files at the lab.
	No
	Need to develop procedures after we get familiar with ERLN projects.

	3.4
	Data Reporting- ERLN electronic lab data must be reported in computer –readable format, case narratives, COC etc submitted in PDF. 
	No
	See Requirements for ERLN Data Submissions

	3.4.1
	ERLN Type One data submissions – a spreadsheet that has 18 required data elements. Type one is used mainly for emergency response. There is a hardcopy option available.
	No (electronic) No(hardcopy) 
	Hardcopy  data submissions seem most reasonably attainable – would require  changes to our current lab reports.

	3.4.2
	ERLN Type Two data submissions (this is the most commonly used form) – includes all the elements of Type One but has additional information requirements (e.g. include the calibration and QC data). Type Two must be in XML format. Hardcopy option is available, follows the same form a Type One but additional summary forms need to be included regarding QC etc.
	No (electronic) No(hardcopy)
	Hardcopy  data submissions seem most reasonably attainable – would require  changes to our current lab reports.

	3.4.3
	ERLN Type Three data submissions – same as Type Two but more extensive, data needs to be reported down to the instrument response level. Hardcopy option is the same as Type Two however the package must include instrument printouts, bench logbooks, COC etc.
	No (electronic) No(hardcopy)
	Hardcopy  data submissions seem most reasonably attainable – would require  changes to our current lab reports.

	4.1
	General Requirements (eighteen items)
	Yes for 15 of the 18 items. Uncertain about remaining 3.
	Uncertain: 4.1.5 (sufficient personnel)
4.1.10 (can we assume 24/7 availability for receiving shipments?)

4.1.16 (secure data system for transmitting information)

	4.2
	Laboratory Quality Systems – numerous items
	No*
	*This section references EPA and ANSI documents that haven’t been reviewed. We probably need to write a special RAD Safety Plan.

	4.3
	External Quality System – requirements are all typical for a NELAP lab. In addition, however, there is a requirement for on-site assessments by ERLN Representatives, requirement of PTs being analyzed in the presence of an ERLN Representative, data audits.
	Yes
	NELAP accreditation will mostly fulfill this requirement. In order to comply with data audits, however,   hardcopy data must be compliant with Section  3.4 

	4.4
	Sample Receiving Requirements – 15 items 
	No
	A number of practices need to be implemented and documented.

	4.5
	Sample Identification
	Yes
	

	4.6
	Sample Security. This section also identifies the need for personnel security, including background checks.
	No
	A number of practices need to be implemented and SOPs written. 

	4.7
	Sample Storage – numerous items, including retention of ERLN samples for 60 days after submission, retain extracts for no less than 365 days (unless specified by the project), need logbook of stored extracts, document the disposal of samples, and related sample aliquots.
	No
	BOL is not complying with most of the eight items specified in Section 4.7

	4.8
	Sample Tracking and Document Control – about 14 items including the requirement that every page of every document and notebook include the laboratory name. Every page of any logbook must be signed (not initialed) and dated by the person making the last entry.
	No
	A number of policies need to be developed and SOPs written, or modified. All templates for logbooks need to be modified.

	4.9
	Data Management
	No – substantial effort will be needed
	Numerous policies need to be developed and SOPs written.

	4.10
	Report Organization and Assembly - 12 items
	No – substantial effort will be required
	The requirement to provide original documents to ERLN may necessitate policy development regarding integration of ERLN sample records with our routine sample records.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Other references to read:
Standard Analytical Methods (SAM) for Environmental Restoration following Homeland Security Events.
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