Quality System (17025) Assessment (2010)
Ionizing Radiation Division Calibration Services

Division Response

Lisa Karam, Division Chief

Marc Desrosiers, Quality Manager

We would like to thank Dawn Cross, Tom Larason, Maria Nadal and Kathy Sharpless for the thoughtful and thorough evaluation of the Division’s quality system in March 2010 for our second internal assessment.  We are confident that this assessment will prove extremely helpful in improving our operations so as to better serve our customers, and their observations will be used during our internal assessment of any procedures which had not been evaluated at this time for consistency and improvement.  While most of the observations were noted as “comments” and not “nonconformances,” we have treated them similarly and have addressed all points.  Once again, thanks for taking the time needed for this effort.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Ionizing Radiation Division,  QM-II
	Assessment date(s): 03/09-11/2010

	Assessed by: Dawn Cross, Tom Larason, Maria Nadal, Kathy Sharpless
	Assessment No.: 2

	Item No.
	Section
	Comment

Nonconformance
	Findings
	Corrections

	1
	 
	Comment
	Nice resolution of issues identified in 2004/2005 assessments.
	Thank you

	2
	 
	Comment
	Because packaging and shipping are an integral part of this division's service to the customer, a quality document should be generated to cover these aspects of service (see, for example, Division 230's (MSD's) document based on ISO 9001).
	The example document has been downloaded and will be used with existing documents to draft a new IRD Quality System document addressing this aspect of our service.  Expectations are that this document will be prepared, reviewed and adopted by the IRD Quality System this year.

	3
	1.3 Outline of IRD Quality Manual for Calibration Services
	Comment
	Address SRMs in outline heading 
	Edited as suggested.

	4
	4.2.3.2.2 Group Leaders
	Comment
	"Group leaders serve as liaisons for laboratory capabilities and the needs of potential clients."  What does this mean?
	The quoted sentence was deleted and the remainder of the paragraph was edited for clarity.

	5
	4.2.3.2.4 Calibration and SRM Personnel
	Comment
	Second paragraph, second sentence begins with the word "they."  Does this mean the personnel or the group leaders?
	Edited as suggested.

	6
	4.3.1 Scope
	Nonconformance
	First paragraph, last sentence -- staff responsible for calibrations are required to read the manual.  What about people doing SRMs?
	Edited as suggested.

	7
	4.2.3.2.4 Calibration and SRM Personnel
	Comment
	Change Appendix E to Appendix C.
	Edited as suggested.

	8
	4.3.3 Document Changes
	Nonconformance
	How does revision of the QM occur?  For example, I learned that only GLs see track changes versions.  How do staff easily identify changed areas?  (Note that Guide 1 only provides info for writing guides and procedures.)  17025 says that the altered or new text should be identified in the document when practicable (4.3.3.2).  Also that procedures shall be established to describe how changes are made (4.3.3)
	A paragraph describing the revision process has been added to this section. A new webpage on the IRD QS website has been created to give staff and management access to draft “tracked-changes” documents in development and provide an archive for these files with all tracked changes retained. These changes are described in new text added to this section of QM-II.

	9
	4.3.3 Document Changes Relating to Procedures
	Nonconformance
	Procedures 1, 2, 15, and 16 state that old procedures are deleted.  Should be archived with dates of applicability identified.
	This is actually more of a global issue that should be addressed in all Procedures. The Filing and Retention section for 15 of the 16 (#2 was fine as written) Procedures were edited to reflect this change.  Dates of applicability are currently cited in the Revisions section of the IRD QS website.

	10
	4.3.4.2 Calibration Records
	Comment
	Include SRMs in heading
	This was not done, instead a new section 4.3.4.3 was created to specifically address SRMs.

	11
	4.3.4.2 Calibration Records
	Nonconformance
	SRM records do not include the identity of personnel responsible for sampling, measurement, and review but QM-II says they do.  Separate processes followed for SRMs and calibrations need to be identified.
	New QM-II Section 4.3.4.3 created to specifically address SRMs.



	12
	4.4 Administrative Requirements
	Comment
	Administrative requirements for calibrations are addressed in this main heading, although certification is mentioned in the first sentence.  None of the seven steps seems to involve SRMs, though.  Section on SRMs is a subsection but should be given importance equal to calibrations.  
	SRMs were cited here in error. References to SRMs have been deleted as this aspect of the service are handled elsewhere.

	13
	5.2.1 Competence
	Comment
	In 17025 crosswalk (but not in QM-II), you say that the person signing calibration reports must be competent but nothing about the person who signs certificates of analysis.
	The IRD has no certificates of analysis.

	14
	5.2.2 Education and Training Goals
	Comment
	Staff are trained by current expert who then verbally informs GL that training has been completed.  Is this okay?  
	Edited Section 5.2.1 to include training aspects that should specifically be addressed in the recommendation to authorize staff to perform a service.

	15
	5.10 Reporting Results
	Comment
	Only "signed paper versions of certificates shall be considered official."  Ask MSD to clarify this for your SRMs on their website, where electronic versions are readily available.
	The IRD wishes to retain this policy and text has been added to strengthen it. 

	16
	5.10 Reporting Results
	Comment
	Consider including boilerplate statement on SRM certificates that it's the user's responsibility to ensure that he/she has copy of current certificate.
	Wording to this effect are currently contained in the SRM certificate.

	17
	5.10 Reporting Results
	Comment
	Consider transmitting pdfs of certificates and calibration reports electronically rather than as paper copies.
	Thank you but the IRD wishes to retain its current policy. 

	18
	5.10.2 Signatory Authority
	Comment
	Signatory authority granted if person has undergone quality training.  Documentation of who has been trained?
	Records of training session dates and who was in attendance are on file in the Management Meetings section of the IRD QS file system.

	19
	Appendix C
	Comment
	Add "of authorization" to column currently labeled "date." 

Calibration service personnel list is not up to date.
	Edited as suggested.

	20
	Procedure
	Nonconformance
	Need a procedure for confirmation of calibration of balances using the Class 1 mass set.
	This was a misunderstanding based on a misstatement by a group member. All balances are calibrated yearly by Mettler Toledo.  This is the primary confirmation.  Occasional checks may be made (not required) using procedures in Jones & Schoonover Handbook of Mass Measurement, CRC Press 2002 (double substitution weighing of standard to see difference from balance observation, pp. 49-50).

	21
	Table 5.1
	Comment
	Not all of the NIST Service ID# that are listed in the headers of Procedures 11 and 12 are included in Table 5.1 (p.17) , i.e., 49011C(?), 49015C, 49020C, and 49030C
	Edited as suggested.

	22
	4.3.4.3
	Comment
	Typo, Guide IRD-G-005, should be Guide IRD-G-05
	Edited as suggested.

	44060C
	4.13
	Comment
	State where the paper files are kept.
	Edited as suggested.


General Comments:

· QM-II document assessed: IRDQMIIv610.doc
· Inconsistent interpretation between services about what should be in the equipment list, e.g., some services list a computer and programming software, others do not.

· Some procedures numbered the sections and subsections.  Numbering the sections/subsections in all of the guides and procedures would help with reviewing the documents.

· Staff members mentioned that the janitorial service was not always satisfactory.

· Inconsistent or incorrect reference in procedures to the Calibration Services “group” within the Measurement Services Division of the Technology Services OU.  Wait until after the NIST reorganization to update references to the “Calibration Program Office” and “Test Administration”.

· Although this assessment does not include any technical assessment, it should be noted that all the Division 846 staff involved with the assessment were very knowledgeable of the technical aspects of their calibration service and the assessment team was confident in their technical abilities.

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

· Due to the nature of the assessment and the organization of the Division QM documents, there may be findings in one QM document (QM2, Guides, or Procedures) that are relevant to others.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service:   Guides associated with IRD-QM-II
Assessed by: Katherine Sharpless
	Assessment date(s): 3/9-10/2010

	
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	
	Guides 8 and 12
	
	Nonconformance
	Acceptance criteria state that calibrations and testing can resume after demonstration that quality has been restored -- but state who authorizes resumption. (Form in appendices to guides does show entire chain:  investigator, GL, QM, and DC.)
	The acceptance criteria for Guide 8 and 12 were revised to clarify the authorization of service resumption.

	2
	
	Guide 12, protocol 6
	
	Comment
	Addendums rather than certificate revisions may be at odds with SRMP's requirements.  Certificate should be updated to include a revision history.
	Guide 12 was revised to clarify that revised certificates do contain a revision history and an addendum can be used in the case where the change does not affect certified values.


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service:   IRD-P-01 Gamma-Ray-Emitting Radionuclides in Solution
	Assessment date(s): 3/9-10/2010

	Assessed by: Katherine Sharpless
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	
	
	Procedure 1, "Preliminary"
	Comment
	Identify names of forms being completed (NIST 364, 64, 77, 796A).
	Edited as suggested.

	2
	
	
	Procedure 1, Table 6
	Comment
	Insert heading for table 6.
	Edited as suggested.

	3
	
	
	Procedure 1, Calibration certificate and Procedure 15, Appendix A1
	Comment
	In SI, M no longer is used to represent "molar."  Use mol/L
	Edited as suggested.


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service:   IRD-P-O2 Radiation Detectors Calibration
Assessed by: Katherine Sharpless
	Assessment date(s): 3/9-10/2010

	
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	0
	
	
	
	
	No comments or non-conformances
	


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service:   IRD-P-15 Radioactivity Standard Reference Materials
Assessed by: Katherine Sharpless
	Assessment date(s): 3/9-10/2010

	
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	
	
	Procedure 15, Appendix A1
	Comment
	In SI, M no longer is used to represent "molar."  Use mol/L
	Edited as suggested.

	2
	
	
	Procedure 15, Appendix A1
	Comment
	Include a footnote stating that ug is used to represent micrograms.
	Edited as suggested.

	3
	
	
	Procedures 15 and 16, Appendix A1
	Comment
	In the abbrevs and acronyms table, why do many of them say "see the appendices for more information"?  Should this say "see the notes at the end of this list for more info"?
	Edited as suggested.

	4
	
	
	Procedures 15 and 16
	Comment
	Uncertified values have been replaced with "reference" or "information" values elsewhere at NIST.  Consider this change for consistency.
	The term “uncertified values” has a history of use with IRD clients and is clearly understood by our clients. Its use shall be retained. 


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service:   IRD-P-16 Natural-Matrix Radionuclide Standard Reference Materials
Assessed by: Katherine Sharpless
	Assessment date(s): 3/9-10/2010

	
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	
	
	Procedure 16
	Comment
	Page 6 - first full "sentence" is not actually a complete sentence.  Add a verb.
	Edited as suggested.

	2
	5.1.5.9
	
	Procedure 16
	Comment
	Not sure where section 5.5.11 is supposed to be, but I couldn't find one in QM-II or in this procedure. 
	Edited as suggested.

	3
	5.9
	
	Procedure 16
	Comment
	Replace "NIST" with "IRD."  Replace "is" with "are."
	Edited as suggested.

	4
	App A1
	
	Procedures 15 and 16
	Comment
	In the abbrevs and acronyms table, why do many of them say "see the appendices for more information"?  Should this say "see the notes at the end of this list for more info"?
	Edited as suggested.

	5
	
	
	Procedures 15 and 16
	Comment
	Uncertified values have been replaced with "reference" or "information" values elsewhere at NIST.  Consider this change for consistency.
	The term “uncertified values” has a history of use with IRD clients and is clearly understood by our clients. Its use shall be retained.


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Beta–Particle Sources Calibrated for Radiation Protection (47035C)




Ionization Chambers Calibrated with Beta–Particle Sources for Radiation Protection (47036C)
	Assessment date(s): 3/9/2010

	Assessed by: Tom Larason and Maria Nadal
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	6
	
	10, p.16
	Comment
	Reference to 2007 Metrologia PTB intercomparison paper missing.
	Edited as suggested.

	2
	4.6
	
	10, p. 10
	Comment
	Copy of calibration results not included in the test folder and apparently not checked during the review process as described to the assessors by staff.  This is inconsistent with other services reviewed which include a copy of the reported calibration values in the test folder for review.
	Edited as suggested.


General Comments:

· Procedure document assessed: Procedure10v200.doc
· New personnel are being trained for this service.  Please be sure to follow the documentation requirements of QM-II 5.2.1 for the next assessment.

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Calibration Service.

· Due to the nature of the assessment and the organization of the Division QM documents, there may be findings in one QM document (QM2, Guides, or Procedures) that are relevant to others.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Low-energy Photon Brachytherapy Seeds, 125I, 103Pd (47020C)
	Assessment date(s): 3/9/2010

	Assessed by: Tom Larason and Maria Nadal
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	Equipment
	
	8, p. 1
	Comment
	Some equipment is listed as necessary for the calibration but not identified by manufacturer and model number or salient specifications.  While the equipment may not be critical to the measurement result or uncertainty, it appears to be critical to taking the measurement.
	Edited as suggested.


General Comments:

· Procedure document assessed: Procedure08v300.doc
· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Calibration Service.

· Due to the nature of the assessment and the organization of the Division QM documents, there may be findings in one QM document (QM2, Guides, or Procedures) that are relevant to others.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Beta–Particle Sources Calibrated for Surface Dose Rate (47030C)
	Assessment date(s): 3/9/2010

	Assessed by: Tom Larason and Maria Nadal
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	3.4
	
	9, p. 5
	Comment
	Copy of calibration results not included in the test folder and apparently not checked during the review process as described to the assessors by staff.  This is inconsistent with other services reviewed which include a copy of the reported calibration values in the test folder for review.
	Edited as suggested.


General Comments:

· Procedure document assessed: Procedure09v200.doc
· New personnel are being trained for this service.  Please be sure to follow the documentation requirements of QM-II 5.2.1 for the next assessment.

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Calibration Service.

· Due to the nature of the assessment and the organization of the Division QM documents, there may be findings in one QM document (QM2, Guides, or Procedures) that are relevant to others.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Calibration of Gamma-Ray Radiation Detectors (46010C)





Passive Dosimeters—Irradiation of Up to Six, One Beam Quality at One Set–Up (46020C)
	Assessment date(s): 3/9/2010

	Assessed by: Tom Larason and Maria Nadal
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	Quality Control
	
	4, p. 11

5, p. 8
	Nonconformance
	The procedure states that the calibration history is maintained in binders located in room B017.  Staff indicated this is no longer the case and the procedure should be updated.
	Edited to reflect the correct location.

	2
	References
	
	4, p. 13
	Comment
	Intercomparisons have been published but are not referenced.
	Edited as suggested.

	3
	References
	
	5, p. 9
	Comment
	Intercomparisons have been published but are not referenced.
	Edited as suggested.

	4
	Description of Services
	
	
	Comment
	Grammar.  “These service is …” it should be “This service is…”   
	Edited as suggested.

	5
	Radiation-Protections
	
	p. .21
	Comment
	Grammar on section Radiation protection level …Dr. Ronaldo Minniti at ?....
	Edited as suggested.


General Comments:

· Procedure document assessed: Procedure04v400.doc and Procedure05v300.doc
· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Calibration Service.

· Due to the nature of the assessment and the organization of the Division QM documents, there may be findings in one QM document (QM2, Guides, or Procedures) that are relevant to others.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Absorbed-Dose-To-Water Calibrations For Ionization Chambers (46110C)
	Assessment date(s): 3/10/2010

	Assessed by: Tom Larason
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	References
	
	6, p. 7
	Comment
	Intercomparisons have been published but are not referenced.
	Edited as suggested.


General Comments:

· Procedure document assessed: Procedure06v300.doc
· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Calibration Service.

· Due to the nature of the assessment and the organization of the Division QM documents, there may be findings in one QM document (QM2, Guides, or Procedures) that are relevant to others.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Calibration of X-Ray Radiation Detectors (46011C, 46030S)
	Assessment date(s): 3/10/2010

	Assessed by: Tom Larason
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	References
	
	3, p. 47
	Comment
	Intercomparisons have been published but are not referenced.
	The references (16, 17 and 19) in the procedure list the most recent BIPM comparisons.

	2
	More than 1 
	
	3, p. 36-58
	Nonconformance
	Footer on these pages is inconsistent with the earlier pages.  Filename, version, and date all appear not to have been updated..
	Edited as suggested.


General Comments:

· Procedure document assessed: Procedure03v300.doc
· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Calibration Service.

· Due to the nature of the assessment and the organization of the Division QM documents, there may be findings in one QM document (QM2, Guides, or Procedures) that are relevant to others.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Calibration Irradiations of Customer Supplied Dosimeters with 60Co Gamma–Rays (49010C, 49011C, 



49015C, 49020C)
	Assessment date(s): 3/10/2010

	Assessed by: Tom Larason
	Assessment No.: 2

	Item No.
	Section
	Guide # & Page
	Procedure # & Page
	Comment

Nonconformance
	Findings 
	Corrections

	1
	References
	
	11, p. 6
	Comment
	Staff stated a reference should be added to a J Res NIST publication that updates the SP250-44.
	Edited as suggested.

	2
	References
	
	11, p. 6
	Comment
	Intercomparisons have been published but are not referenced.
	Edited as suggested.

	3
	Header
	
	11, all pages
	Comment
	Calibration service ID# 49010C is listed twice.  It appears the second one should be 49011C.
	Edited as suggested.


General Comments:

· Procedure document assessed: Procedure11v400.docx
· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Calibration Service.

· Due to the nature of the assessment and the organization of the Division QM documents, there may be findings in one QM document (QM2, Guides, or Procedures) that are relevant to others.
	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Personal Protection Instrumentations, 44060C
	Assessment date(s): 03/09-11/2010

	Assessed by: Maria Nadal
	Assessment No.: 2

	Service id.
	Section
	Comment

Nonconformance
	Findings
	Corrections

	 44060C
	 
	Comment
	The caption of table 2 is duplicated
	Edited as suggested.

	 44060C
	 5.9
	Nonconformance 
	There is no QA/validation section in the procedure.  The laboratory shall have quality control procedures for monitoring the validity of test and calibrations undertaken.  
	Edited as suggested.

	 44060C
	5.5 
	 Nonconformance
	Uniquely identified critical equipment  
	Edited as suggested.


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Radioactive Neutron Sources (44010C, 44020C)
	Assessment date(s): 03/09-11/2010

	Assessed by: Maria Nadal
	Assessment No.: 2

	Service id.
	Section
	Comment

Nonconformance
	Findings
	Corrections

	44010C, 44020C
	5.5
	Nonconformance
	Uniquely identified critical equipment  
	Edited as suggested.

	44010C, 44020C
	
	Comment
	Update summary to represent the measurement sequence that is followed during a calibration “delete the part where the BIPM source is measured for every calibration”
	Edited as suggested.


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Calibration of X-Ray Radiation Detectors (46011C and 46030S)
	Assessment date(s): 03/09-11/2010

	Assessed by: Maria Nadal and Tom Larason
	Assessment No.: 2

	Service id.
	Section
	Comment

Nonconformance
	Findings
	Corrections

	46011C and 46030S
	
	Comment
	Grammar, page 5 paragraph 5 divider should be divider.  Page 17, Electronic data section “at the group” should be” at the group”.
	Edited as suggested.


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Gamma-Ray Sources, Co-60, Cs-137, Ir-192, 47010C
	Assessment date(s): 03/09-11/2010

	Assessed by: Tom Larason and Maria Nadal
	Assessment No.: 2

	Service id.
	Section
	Comment

Nonconformance
	Findings
	Corrections

	47010C
	
	Comment
	There is a mercury thermometer that needs to be removed
	Removed as suggested.


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

	NIST QS INTERNAL ASSESSMENT

	Assessed Area: Div 846
Service: Beta-Particle Sources Calibrated for Radiation Protection (47035C and 47036C)
	Assessment date(s): 03/09-11/2010

	Assessed by: Tom Larason and Maria Nadal
	Assessment No.: 2

	Service id.
	Section
	Comment

Nonconformance
	Findings
	Corrections

	47035C and 47036C
	
	Comment
	Add reference of 2007 comparison
	Edited as suggested.


General Comments:

· The assessment was not exhaustive, but rather a sampling of the procedures and records of the Ionizing Radiation Division.

