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Topic Outline 

 Cytology workload study 
 Proficiency testing update 
 Healthcare News 
 Genetic testing guidance 
 On-line training products 
 Quality improvement research 
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Workload in Image-Assisted 
Gynecologic Screening 

 Issues previously presented to CLIAC 
 9/1/2010 – CMS survey teams had identified quality issues in 

laboratories that used image-assisted screening  
 9/1/2010 - FDA noted concerns that workload was not be counted 

properly and an alert would be sent out 
 2/14/2012 - ASC Task Force recommended that the workload for 

cytotechnologists using image-assisted screening is too high 

 Expert consultant meeting held August 15-16, 2012 with 
CDC, CMS and FDA 

 Workload study in development 
 CDC developed study design, discussed with CMS and FDA staff 
 CDC anticipates beginning workload study in 4th quarter of 2013 

under contracts to be awarded 

 



Proficiency Testing Regulatory Revision 
Progress to Date 

• CLIAC recommended 23 potential changes to the current rule 

• CDC compiled proposed changes to the list of analytes/tests 
included in non-microbiology specialties 

• CDC drafted list of microbiology specialty changes 

• CDC and CMS met with PT program staff to discuss potential 
changes 

• Revisions made on the basis of PT program feedback 

• CDC developed potential acceptance criteria and plans to work 
with PT programs to evaluate the impact on performance 
scoring 



Coming in 2013! 



Healthcare News 

 Weekly compilation of clinical laboratory and 
related information  

 Access and subscribe to the newsletter at: 
http://www.cdc.gov/osels/lspppo/healthcare_news.html 

 October 2012 - Began using GovDelivery for 
distribution to 7,953 individuals  
 10,161 current subscribers 
 Indirect subscribers through listservs broaden 

distribution  
 

http://www.cdc.gov/osels/lspppo/healthcare_news.html




850 print copies distributed 
  - 500 via CMS CLIA staff 
  - 200 via CDC Newborn  
     Screening QA program 
 
387 continuing education credits 
awarded 
  

Genetic Testing Guidance 





Good Laboratory Practices for  
Molecular Genetic Testing: Online Course 
 Easy to access:  

 http://www.aphl.org/courses/Pages/321-12.aspx?  

 Participation (Sept 2012 – Feb 2013)  
 380 ASCLS PACE credits to 190 individuals  
 68 CME credits to 34 individuals 
 Knowledge gain from the course averaged 27 points 

(post-test minus pre-test, range = 0-89) 
 Feedback 
 98-100% - course successfully met learning objectives 
 90% -  would help them perform their jobs better 
 

http://www.aphl.org/courses/Pages/321-12.aspx




Comments from e-learners  

 Very informative, enjoyed the simulated activity 
 Interactive nature of the presentation was particularly effective 
 Interesting first person format.  Much more interesting than usual 

continuing education modules. 
 The use of audiovisual aids was also very good. 
 I like that it was presented as a working environment. 
 Content and organization was excellent.  Not only learned about 

molecular techniques but more importantly how to approach new 
test implementation. 

 The …sample documents will… serve as guidelines in future 
validations and in writing and implementing new procedures. 

 All the guidance documents and links are distributed into well-
organized sessions and the review questions help a lot. I'm amazed 
at how good this course is.  Thank you designers! 
 



Next-Generation Sequencing (NGS) 
Guidance 

 NGS Standardization of Clinical Testing (Nex-
StoCT) Working Groups 

 The complexities of NGS technologies present 
significant challenges for meeting regulatory and 
professional standards.   

 Detailed presentation & discussion this afternoon 
 



Nature Biotechnology 
November 2012 

 



SIRAS course developed with CDC support 
http://www.jointcommission.org/siras.aspx 

 

 



SIRAS Uptake and Impact  
Uptake:  mid-October 2012 launch through Jan 2013: 
 4094 hits to the site 
 1415 registered for course 
 1155 completed all or part of the course  
   260 viewed the specimen collection module  

 5172 viewed the specimen collection videos on YouTube  
Impact:  through December 2012: 

100% (327/327)  reported course was useful 
 99% (321/323)  improved understanding of the subject 
 47% (133/281)  planned to change practice 
 43% (121/281)  the course validated current practices 



Clinical Laboratory Integration into 
Healthcare Collaborative (CLIHCTM) 

 Published “Decoding Laboratory Test Names: A 
Major Challenge to Appropriate Patient Care”; J. 
Gen. Internal Med. (Nov 2012) 
 Presented “Your Role on the Clinical Team” at 

ASCP annual meeting (Oct 2012) 
 Developing partnerships to expand development 

of clinical decision support to guide test selection 
(building on PTT Advisor mobile app experience) 
 



 New LMBPTM topics for systematic reviews 
 Reducing unnecessary blood utilization 
 Appropriate coagulation testing in the ED or pre-

surgery 
 Lipid biomarkers as indicators of CVD 
 Continued ASM collaboration – urine specimen 

transport 

 New project in development to evaluate uptake 
and impact of best practice recommendations 
 



Future Plans 

 Projects in development to support evaluation of 
the implementation and impact of CDC and 
other laboratory practice recommendations and 
guidelines 

 Expanded efforts and partnerships for genetic 
testing reference materials 
 PGX 
 HLA 
 Cancer 
 NGS 

 



For more information please contact Centers for Disease Control and Prevention 
 
1600 Clifton Road NE, Mailstop F-11, Atlanta, GA  30333 
CLIA Information Line: 1-404-498-2290 TTY: 1-888-232-6348 
E-mail:  CLIAC@cdc.gov Web:  http://wwwn.cdc.gov/cliac/default.aspx 
 
The findings and conclusions in this report are those of the authors and do not necessarily 

represent the official position of the Centers for Disease Control and Prevention. 

Office of Surveillance, Epidemiology, and Laboratory Services 
Laboratory Science , Policy and Practice Program Office 

http://wwwn.cdc.gov/cliac/default.aspx
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