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Workload in Image-Assisted
Gynecologic Screening

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

0 Workload study in development
= CDC developed study design, discussed with CMS and FDA staff

= CDC anticipates beginning workload study in 4% quarter of 2013
under contracts to be awarded



Proficiency Testing Regulatory Revision
Progress to Date

e CLIAC recommended 23 potential changes to the current rule

J

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

e CDC drafted list of microbiology specialty changes

J

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

e Revisions made on the basis of PT program feedback )

) . A
e CDC developed potential acceptance criteria and plans to work
with PT programs to evaluate the impact on performance
scoring




Coming in 2013!

PROFICIENCY
TESTING SURVEY

Help CDC and APHL to understand how
laboratories throughout the United States
use proficiency testing (PT) and how you
perceive its value.

Results from the study will be compiled and shared
anonymously as a summary document used in learning
tools, presentations at professional conferences and
potentially published in a professional journal in the field
of laboratory science.

Please visit [URL] to begin your survey.
Email ptsurvey@aphl.org to request a paper copy.

* Chance to win a free training of your choice
* Approximately 20 minutes to complete

* Survey closes XXXX, 2013

* One entry per laboratory

Win a free laboratory training course
of your choice for your participation!

.+ $105 value

* Hour-long recorded online course for you and your staff

* APHL trainings address relevant, contemporary issues
in laboratory testing, and usually provide continuing
education credits.
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Healthcare News

0 Weekly compilation of clinical laboratory and
related information

0 Access and subscribe to the newsletter at:
http://www.cdc.gov/osels/Ispppo/healthcare _news.html

0 October 2012 - Began using GovDelivery for
distribution to 7,953 individuals

= 10,161 current subscribers

= Indirect subscribers through listservs broaden
distribution
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News Highlights

= Capitol Hill Briefing on Value of Clinical Laboratory Testing
* How Often Are Biopsies Wrong?

* CDC Has Launched a New Infectious Diseases Laboratory Test Directory and an
Updated CDC Specimen Submission Form (Form 50.324)

* Lyme Culture Test Causes Uproar

* Hanging A Price Tag on Radiology Tests Didn't Change Doctors’ Habits
= Rekindling the Patient ID Debate

* Can Computers Predict Medical Problems? VA Thinks Maybe

* Are Citizens' Voices Heard in Rulemaking?

* 1.S. Proposes Scrapping Some Obsolete Medicare Regulations

View Previous Issues - Healthcare News Archive
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The foundation for 70% of physician decision-making, clinical laboratory tests are one of the most
critical elements in preventing chronic illness, curtailing epidemics, and improving cancer care. At
the same time. clinical lab tests are making the 11.5. health care delivery svystem more caost-




Genetic Testing Guidance

Centers for Disease Control and Prevention

Morbidity and Mortality Weekly Report
April &, 2012

Recommendations and Reports /Vol. &1 / No. 2

Good Laboratory Practices for Biochemical Genetic Testing and
Newborn Screening for Inherited Metabolic Disorders
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Good Laboratory Practices for
Molecular Genetic Testing: Online Course

O Easy to access:
= http//www.aphl.org/courses/Pages/321-12.aspx?

Q0 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)

0 Feedback
= 98-100% - course successfully met learning objectives
= 90% - would help them perform their jobs better
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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.
| like that it was presented as a working environment.

Content and organization was excellent. Not only learned about
molecular technigues 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 guestions help a lot. I'm amazed
at how good this course is. Thank you designers!



Next-Generation Sequencing (NGS)
Guidance

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

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

0 Detaliled presentation & discussion this afternoon



CORRESPONDENCE

Assuring the quality of next-generation sequencing in
clinical laboratory practice

To the Editor:

W direct your readers’ attention to the
principles and guiddines (Supplementary
Guidelines) developed by the Next-
gencration Sequencing: Standardization of
Clinical Testing (Nex-StoCT) workgroup.
These guidelines represent initial steps to
ensure that results from tests based on next-
gencration sequencing (NGS) are reliable
and useful for clinical decision-making.
The US Centers for Discase Control and
Prevention { CIWC) convened this national
workgroup, which collaborated o define
platform-independent approaches for
establishing technical process dements of

a quality management system (QMS) to
assure the analytical validity and compliance
of NGS tests with existing regulatory

and professional quality standards. The
workgroap identified and addressed gaps in
quality practices that could compromise the
quality of both dinical laboratory services
and trandational efforts needed to advance
the implementation and wility of NGS in
clinical settings.

The workgroup was composed of experts
with knowledge of and experience with NGS
and included clinical laboratory directors,
clinicians, platform and sofiware developers
and informaticians, as well as individuals
actively engaged in ‘\GSgtuchc

ﬁm! US government agencies also

These guidelines address three topics that
are companents of quality mansgement in
a clinical environment: (i) test validation,
(i} quality control (QC) procedures o
assure and maintain accurate test results
and (iti) the independent assessment of test
performance through proficiency testing
{PT) or aliernative approaches. Discussions
wre limited 1o the analvtic and informatics
processes required for accurate variant
calling. The workgroup did not address
how variants are prioritized, interpreted or
reported.

The workgroup recommendations are diagnosis, prognosis and trestment of cancer

summarized in Table 1. Although the
workgroup focused on detection of DNA

Validation is the process of establishing

sequence variations associated with heritable  analytical performance specifications for a
human disorders, many of the principles clinical test system developed in house to
and recommendations described are also confirm that the system is suitable for its
relevant to the application of NGS to other intended use!, During the validation process,
areas of laboratory medicine, including the the boratory must demonstrate that the

Oojectve  NGS-specific
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SIRAS course developed with CDC support

http://www.jointcommission.org/siras.aspx
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Strategies for Improving Rapid Influenza Testing in Ambulatory
Settings (SIRAS)

The Joint Commission is offering 2 web-base courses: Strategies for
Improving Rapid Influenza Testing in Ambulatory Settings (SIRAS). Videos
' % + Afree continuing education (CE) course designed for MDs, PAs and RNs
y = Afree, no-credit SIRAS training module for medical office staff who collect

g . A respiratory specimens for influenza testing Aspirate Nasal Wash
~ ¥ |
: b ' TH & Key Points Nasal Stopper Swab
» The correct diagnosis of influenza relies on the practitioner's ability to understand
Online Course performance implications of RIDT and the impact of circulating influenza strains
« RIDTs, if correctly interpreted, provide quick results and can play a key role in Nasal Swab
» Register guiding clinical decisions

= The courses provide guidance on the use of both RIDT results and information

about circulating strains for providers Nasal Throat Swab

« Key to good testing is the collection of the appropriate specimen

+ The courses also provide a demonstration of proper techniques for performing Nasopharyngeal Swab
specimen collection at the point of care

Pediatric Masal Aspirate Wash

Reqister for the course.
Pediatric Nasal Swab

Resources Websites

Mntao-




SIRAS Uptake and Impact
Uptake: mid-October 2012 launch through Jan 2013:
a 4094 hits to the site
o 1415 registered for course
0 1155 completed all or part of the course
o 260 viewed the specimen collection module
0

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 (CLIHC™)

= 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)



LABORATORY MEDICINE (/_)j(-u/ @3(1(*/1}*&1
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0 New LMBP™ 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
0 New project in development to evaluate uptake
and impact of best practice recommendations



Future Plans

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

0 Expanded efforts and partnerships for genetic
testing reference materials

= PGX
= HLA GBT-RM
- Cancer PI%UGRAM

= NGS



QUESTIONS?

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.
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Office of Surveillance, Epidemiology, and Laboratory Services i _/é
. Laboratory Science , Policy and Practice Program Office ] "*«,
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