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laboratory practices guidelines/products
= Waived testing
= Molecular genetictesting
= Biochemical genetictesting



Office of Surveillance, Epidemiology and Laboratory Services

Office of the
Director

Nafional Office of

Fublic Health

L Genomics |

I
Caboraiony
Science, Policy &
Practice

IC

Informatics and
Technobogqy

Public Health
Surnveillance

Epidemiology
and Analysis

Laboratory
Policy &

Pracfice

Laboratory
Science &
Standards

Solutions &
Operations

Informafics
Research &
Dewelopment

| | Public Health
Sciences

DRAFT - Updated March 24, 2010




Laboratory Science, Policy & Practice

Program Office (LSPPPO)

Office of the
Director
Dr.May Chu,
Director
Division of Division of
Laboratory Laborator
Science and Policy an
S EUEES Practice
|
I | I |
Laboratory Laboratory
Practice Research and Jgﬁgngﬁgxt Laboratory L%?;’jﬁ’}ffgy
SENDEIGE Evaluation Brah Policy Branch Branch

Branch Branch




Outline

0 Organizational changes
0 Status of proposed rule for proficiency testing
0 Update on cytology projects

o Development and promotion of good
laboratory practices guidelines/products
= Waived testing
= Molecular genetictesting
= Biochemical genetictesting




Status of Proposed Rule for
Proficiency Testing

0 September 2010 — CLIAC provided 22
recommendationsto HHS

0 CLIACrecommendations addressed:

- Analyteinclusion/prioritization

- C(riteria for acceptable performance/grading criteria
- Microbiology PT reguirements

- PTreferral

2 CDC and CMSstaff working together on project plan
for development of the proposed PTrule
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Cytology Projects

Two cooperative agreement awardsfunded in 2010-2011
Q College of American Pathologists

- Surveyall cytology labs

- Review current practices

- Analyze responses and post on CAP website

- Convene consensus conference in 2011
2 Michigan Public Health Institute (MPHI)

Survey of Pap smear providers (clinicians, nurses)

- Use oflaboratory services, interpretation oftest reports
and effect on clinical decision-making

. Partnering with Ml Cancer Consortium
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. 4
CAP 0 r . F’ﬁthcﬁogisﬁ: and Cytotechnologists:
n g Watch this page for results of the

© GYN Practices Survey

2 Additional questionswill be posted on CAPwebsite

20 Announcement for The GYN Practices consensus
conference—June4,2011; Chicago, IL

2 Workgroups
- Monitoring Diagnostic Rates
- Rescreening/Retrospective Review
- Pap PT
- Biopsy Correlations
| - Monitoring HPVtesting




MPHI Cytology Survey Status

0 Plan to survey 5,000 physiciansand 3,000 nurses
0 Looking for a 30-40% responserate
0 urvey should be complete by theend of March

0 Includesquestionsabout

= Specimen collection

= Test ordering practices

= Test reports

= Consultation from laboratory
= HPVtesting practices
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Promotion of Good Laboratory Practices
for Waived Testing Sites

o Following the 2005 MMWR publication, CLIAC
suggested educational materialsbe developed

0 Poster and postcards completed in 2009
= 700 postersdistributed to date
= 800 postcardsdistributed to date

0 Educational booklet with job aids published in
2010

= 100 bookletsdistributed to date
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Good Laboratory Practicesfor
Waived Testing Sites

READY?
QET?

TEST!

PATIENT TESTING IS |MPORTANT.

Get the right results.
@ Have the latest instructions for ALL of your tests.
R EADY? @ Know how to do tests the right way.
@ Know how and when to do quality control.
@ _E) / Make sure you do the right test on the right patient.
@) [‘[: ] Make sure the patient has prepared for the test.

Collect and label the sample the right way.

Follow instructions for quality control and patient tests.
Keep records for all patient and quality control tests.
Follow rules for discarding test materials.

Report all test results to the doctor.

http://www.cdc.gov/dls/waivedtests

PATIENT TESTING
IS IMPORTANT.

Get the right results.

http://www.cdc.gov/dls/waivedtests

Poster and postcard
' Educational booklet with job aids
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Future Waived Testing Products

Q Set? On-line Training
Recommended practicesfor performing waived testing
= CEcreditswill be available

0 To Test or Not To Test? Booklet on
Considerations for Waived Testing
= |ssuesto consider prior to performing waived testing

= Assistanceto thosewho want to initiate or direct testing
under a CLIA Certificate of Waliver.
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Promotion of Good Laboratory Practices
for Molecular Genetic Testing

o MMWRpublished in 2009

= 1.200distributed to date; also available on-line
= CEcreditsawarded to over 2,500 individuals

0 Created fact sheetsfor laboratory professionals, health
professionals,and consumers
= 1,000distributedto date

o Published commentariesand articles
0 Presented at numerous professional conferences

o Writing new CLSI guideline (MM20) on quality
management for MGT (Dr. Chen)
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Molecular Genetic Testing

Top 10 Recommendations for Laboratories
Performing Molecular Genetic Testing

Top 10 Recommendations for Laboratories

Provide information regarding the laboratory’s molecular genetic
tests to users to facilitate appropriate test selection and requests,

atory needs 1o pe
‘ot the patient's fami

onsultation regard
ssion, result interpre!

Ensure test requests solicit infermation needed for selecting
appropriate test methods, determinin e mutations or variants
10 be tested, interp g te d timely reporting of te
results. Information to be solicited includes:
» Allinformation required by
= Indicaticns for testing, n

patient racefeth

Ensure adequate establishment and verification of analytic
performance specifications before introducing any new mol

genetic test for patient testing, and document available information
on clinical validity.

Implement specific quality control {QC) practices in addition to
meeting th plicable general CLIA requirements:
+ E Ir ials are comprehensive and

SE

In test that hasa

Mealecular genetic test reports should provide information necessary
far accurate understanding and interpretation of test results. In
addition to meeting CLIA test report requirements, laboratories

Ensure adequate retention of test reports, records, and tested
assurance and quality assessment
pports st

Ensure confidentiality of all patient infermation, indluding
infarmation regarding family members. This is especially important
when patient test results are used for the assessment and care of
family members.

Comply with applicable federal, state, and local requirements
regarding direct-to-consume

prefessional guidel

Ensure personnel have appropriate qualifications needed to fulfill
ibilities for the high cemplexity melecular genetic

g ervisor
testing and should h

Top 10 Recommendations for Molecular Genetic Testing Laboratories

Fact Sheet
16



GENETIC TESTING

What you need to know

1. Do I need genetic testing?
(Genetic tests are used to:
« Detect or confirm genetic diseases and inherited conditions
« Predict risk of disease for an individual and their children or relatives
«Select treatments and monitor patient’s response
« Predict the outcome of disease

2.Who can help me choose the right test?
‘Genetic tests for medical purposes should be ordered and interpreted with
the assistance of your doctor. Talk to your doctor before having a genetic test
performed.
The laboratory should help you and your doctor to select the right genetic test by
tedling you the following:
+The genetic tests that they offer
« Explanation of how each test works and what the results will mean
« Instructions on how spedmiens must be collected and sent to the laboratory
= An estimated cost

3. What information will | need to give to

the laboratory?
The laboratory requires certain information before parforming a test. This
may include:

« Race/ethnicity

« Family history

« Health information
Se I d local g quire that you or your guardian sign
an that says you d and ag, have a laboratory test
performed.

4. What will the results tell me?
Your laboratory results should indude:
+The name of the test and how well it works
« The results of the tast and what they mean
« Whether genetic counsefing is indicated and where to get counsefing
= Whether your family may also be affected

5. Will my results be confidential?

The laboratory must, by law, keep your personal information and test results
confidential.

In instances where your results can be used to help care for a family member, the
laboratory should first request permission from you to share the results.

6. How can | learn more?
Ask your doctor.

Visit www cde gov/dls/moleculartesting

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

Genetic Testing Fact Sheet for
Consumers

Health Professionals and Genetic Testing
What you need to know

. Why perferm molecular genetic testing?

Molecular genetic testing may be performed to detect and confirm
genetic diseases or heritable conditions, to identify increased risks for
health problems, and to choose or monitor response to treatment for a
condition.

. What information should the laboratory provide to help me make
an informed decision on choosing a molecular genetic test?
the genetic tests that they offer and the purposes of these tests
how the test works and what the test will tell you
who will benefit from testing
whether the test is FDA cleared or approved
the laboratory’s federal certification or accreditation status
how to collect and send the laboratory a specimen for testing
what advice or consultation is available from the laboratory
an estimated cost

. What information will the laboratory require from me?

several state and local governments require the patient or the patient’s
guardian sign an agreement that says they understand and agree to
have a laboratory test performed

the patient’s name or identifier, date of birth, and health information
related to the test

some tests need more information such as race and ethnicity, and
family medical history

. What should | expect the test results to include?
the date of the report with the name and address of the laboratory

the patient’s name or identifier, date of birth and why the patient was
tested

the date and time the specimen was collected

the name of the person that ordered the test

the name of the test and how it works

the results and an explanation of what they mean

some tests may indicate a need for genetic counseling and whether
the patient’s relatives may be affected

. Are molecular genetic test results confidential?

Yes, Laboratories must keep all patient information confidential,
including genetic test information.

. How long is genetic test information stored by the laboratory?
The labaratory should keep molecular genetic test results on file for at
least 25 years for health care and quality assurance purposes,

For additional information go to:
httpa/fwww.cdegov/dls/moleculartesting

September 2010

Genetic Testing Fact Sheet for
Health Professionals




Future Molecular Genetic Testing Product

Good Laboratory Practices for Molecular Genetic Testing
On-line Training —

0 Will include recommended quality practicesfor performing
molecular genetictesting

0 CEcreditswill be available

0 Targetedtolaboratory professionals
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Web Sites

0 Waived Testing MMWR, educational booklet with job aids,and
poster: www.cdc.gov/dls/waivedtests

0 Molecular Genetic Testing MMWR, educational materials,and
frequently asked questions: www.cdc.gov/dls/moleculartesting

Home | AboutCDC | Press Room | Funding | A-ZIndex | Centers, Institule & Offices | Training & Employment | ContactUs

Home | AboutCDC | Press Room | Funding | A-Zindex | Centers. Institute & Offices | Training & Employment | Contact Us
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Molecular Genetic Testing
Waived Tests

Other materi

Il be posted
in the future.

Backaround

h th
th

PATIENT TESTING
IS INPORTANT.

Get the right results.

OC gou, Oin makves

en the manufactur
h : of the test
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Biochemical Genetic Testing (BGT) & Newborn Screening (NBS)
Good Laboratory Practice Recommendations

 2009: CLIACBGT workgroup

= 13 expertsrepresenting key BGT &NBS perspectives
= Comprehensive evaluation of laboratorystandards and guidelines

d Feb.2010 CLIACmeeting

= CLIACreview of workgroup report

= Recommendations for BGTand NBSfor diagnosis and monitoring of inborn
errors of metabolism (http://wwwn.cdc.gov/cliac/default.aspx)

O May-Nov. 2010: Additional input to complement CLIAC
recommendations

= Secretary’s Advisory Committee for Genetics, Health,and Society (SACGHS)
= Secretary’s Advisory Committee for Heritable Diseases in Newbornsand

Children (SACHDNC)
ﬂ = Association of Public Health Laboratories

20


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

BGT-NBSMMWR Projected Timeline
Next Steps

Review/ CDC Submit to
comment clearance MMWR

Nov 2010- Mar —April May 2011 June 2011 Oct-Nov
Feb 2011 2011 2011
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e
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MMWR Guideline for BGT and NBS

a Overall intent

= Providegood laboratory practice recommendationsfor genetic
testing performed for screening, diagnosis, monitoring,and
treatment of inherited metabolic disorders

= Complement 2009 MMWRguidelinefor molecular genetic testing
(http://www.cdc.gov/mmwr/pdf/rr/rr5806.pdf)
Q MMWRrecommendationswill -
= (Clarify applicable CLIArequirements
= Providerecommendationsfor QA practicesin addition to CLIA
= Applyto testing for inherited metabolic disorders, but address BGT
and NBSseparately when practicesare different
1 Expected outcomes -
= |mprove quality of laboratory genetic services

= Enhanceoversight for genetictesting under the current regulatory
framework

= |[mprove healthcare outcomesfrom genetictesting



http://www.cdc.gov/mmwr/pdf/rr/rr5806.pdf�

Highlights of Recommended Practices

Total Laboratory Testing Process

Test : : :
Factors to Information to Performance Test Report
consider users establishment Retention
Analytic Informed consent - Test systems Retention
validation Test request Calibration Postanalytic
Document Specimen Control Assessment
clinical submission, procedures
validity handling and PT/EQA

referral
Preanalytic
assessment

Personnel/Confidentiality/Quality Management

23



Summary

2 PT proposed rule under development
0 Cytology practice surveysunderway
0 CAPcytology consensus conference - June 2011

0 Walved testing practice recommendations: booklet,
& poster available; on-linetutorial in development

2 MGT practice recommendations. fact sheets
available; on-linetutorial in development

0 BGT and NBSpractice recommendations; MMWRInN
development



Questions?

Comments?

Office of Surveillance, Epidemiology, and Laboratory Services
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