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DELIVERING THE PROMISE OF PERSONALIZED MEDICINE DIAGNOSTICS: ENABLING
INNOVATION THROUGH IMPROVED REIMBURSEMENT AND MARKET ACCESS SYSTEMS

MLO and Northern lllinois University (NIU), DeKalb, IL, are co-sponsors in offering continuing education units (CEUs) for this issue’s article on
DELIVERING THE PROMISE OF PERSONALIZED MEDICINE DIAGNOSTICS: ENABLING INNOVATION THROUGH IMPROVED REIMBURSEMENT AND
MARKET ACCESS SYSTEMS; MOLECULAR DIAGNOSTICS IS A GAME CHANGER FOR HOSPITAL LABS; and BRIDGING THE GAP FROM BENCH TO BEDSIDE:
OPTIMIZING MOLECULAR DIAGNOSTICS. CEUs or contact hours are granted by the College of Health and Human Sciences at NIU, which has been approved
as a provider of continuing education programs in the clinical laboratory sciences by the ASCLS P.A.C.E.®program (Provider No. 0001) and by the American
Medical Technologists Institute for Education (Provider No. 121019; Registry No. 0061). Approval as a provider of continuing education programs has been
granted by the state of Florida (Provider No. JP0000496). Continuing education credits awarded for successful completion of this test are acceptable for
the ASCP Board of Registry Continuing Competence Recognition Program. After reading the articles in the cover story section, answer the following test
questions and send your completed test form to NIU along with the nominal fee of $20. Readers who pass the test successfully (scoring 70% or higher) will
receive a certificate for 1.5 contact hours of P.A.C.E.® credit. Participants should allow four to six weeks for receipt of certificates.

The fee for this continuing education test is $20.

This CE test covers all articles in the cover story section. The Cover Story and Clinical Issues published in this month’s MLO are peer-reviewed.

CE learning objectives and CE questions prepared by Leah Ames, MLS(ASCP)®™™, Adjunct Faculty, school of Allied Health and Communicative Disorders, Northern
lllinois University, DeKalb, IL. MLO’s Continuing Education Test is online also.

Both the CE test and a convenient payment feature are available through the auspices of Northern lllinois University. Go to www.mlo-online.com/CE.aspx to print or
to send electronically with payment.

CE QUESTIONS
1. Which organization(s) serve(s) as key accreditation programs for clinical 4.  Analytical validation of a new molecular assay should include the following:

laboratories? a. disease prevalence b. sensitivity and specificity

a. CLIA b. TJC (formerly JCAHO) c. predictive values d. all of the above

c. CAP d. bothAandC

5. Which of the following factors can affect the robustness of a molecular assay?

2. CLIA regulations are optimized for molecular diagnostic tests. a. type of pipette used b. age of the instrument

a. TRUE b. FALSE c. specimen collection and preparation

d. FDA-approved test method vs. LDT test method
3. Which accrediting agency provides regulation and an optimized checklist for
lecular diagnostics and testi |

g pr es? 6. What does PCR stand for?
a.CLIA b. CAP a. Polymerase Chain Reaction b. Polymer Chain Residue
¢. TJC (formerly JCAHO) d. ASCP c. Polymerase Catalyst Reaction d. Polymer Chemistry Reaction
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7. What s an advantage of a molecular test over traditional microbiology culture?

a. There is a faster turn-around time for results.

b. Infections can be identified at earlier stages.

c. Detection of antibiotic-resistant strains prevents misuse of ineffective anti-
biotic treatment.

d. All of the above.

CE Diagnostics

TEST ANSWER FORM
CE Test on DELIVERING THE PROMISE OF
PERSONALIZED MEDICINE DIAGNOSTICS

8. Why is molecular testing becoming more feasible for even the smallest of
laboratories?

a. Hospital administrators have opened up additional funding for molecular
diagnostics.

b. Simpler, easier to use, labor-saving systems are becoming more available.

c. Fewer patients are being admitted to the hospital.

d. CMS has increased reimbursement for molecular testing. PLUS "Molecular diagnostics is a game changer for hospital labs” and

9. Which two diseases utilize molecular methods to monitor viral loads for patient Bridging the gap from bench to bedside November 2011

treatment? (This form may be photocopied; it is no longer valid for CEUs after May 31, 2013.)
a) HIV and Influenza A b) CMV and Hepatitis C - - - -
¢) HIV and Hepatitis C d) CMV and RSV Circles must be filled in, or test will not be graded.

10. How has molecular technology made a recent breakthrough for NSCLC Shade circles like this: . Not like this: X
patients?

a. NSCLC patients no longer have to obtain a referral for molecular testing.

b. Higher reimbursement has allowed more patients to be screened for the P=Poor; E=Excellent A B CD
disease.
c. An ALK FISH probe can now be used to identify ALK-positive patients eligible . A 1
for treatment. ) 1. To what extent did the article :
d. There are no molecular tests available for NSCLC. focus on or cIarify the obiectives? y
11.  What is meant by the phrase “personalized medicine diagnostics?”
a. “One size fits all” is no longer the best treatment plan for patients. .
b. Each patient can have a personalized treatment plan based on molecular 2. To what extent was the article
diagnostic results. - H ?
c. Each patient will have individual tests created specifically for him/her. well organlzed and readable? 4,
d.Both Aand B
5.
12. What is “cost avoidance?”
a. avoiding topics with costly implementation 3. How will you use the CE units? 6
b. preventative action taken to reduce future costs tate li )
c. the act of avoiding payment on something state !c.ens.e
d. avoiding the reimbursement cost determinations recertification 1.
. - . . - employment
13. CLIA requires each lab to maintain documentation of the analytical validity of
appropriateness of the test.
a. TRUE b. FALSE 9.
What doss “LDT tfor? In order to receive CE licensure 10
14. at does “LDT” stand for? . - X
a. Laboratory Differential Testing  b. Laboratory Designated Time c_red“s for Flo"d,a' vour,
c. Laboratory DevelopmentTime  d. Laboratory Developed Test license number is requlred. 1.
. o . . Please provide your Florida license
15. Personalized medicine already exists for what per ge of cl I pipel - )
products? number in the space below: 12.
a. 5%to10% b. 12% to 50%
c. 50%to 75% d. lessthan2% FL Lic. No. 13.
16. Current coding and payment for personalized medicine diagnostics fails to 14.

account for the clinical value of the diagnostic tests results and what other
important point?

a. reimbursement for the professionals running the test

b. the financial situation of the patient

FEE FOR THIS CE TEST IS $20.
Make check payable to: 15.
Northern lllinois University
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c. the cost of developing evidence demonstrating clinical utility
d. third-party payers Fee not refundable or transferable. 16.
17. What factors impact the molecular tests that are available? Se|_1d yo_ur check with th'_s form to: 17.
a. the existence of an LDT for a specific target University Outreach Services
b. whether the lab already owns a testing platform that can perform a kit-based Northern Illinois University 18.
version of the test
c. the reimbursement that the lab can expect for each option available DeKalb, IL 60115-2860 19
d. all of the above Telephone: 815-753-0031 :
18. Concerns regarding future regulations for molecular reimbursement include the 20.
following: PRINT CLEARLY
a. whether there will be different levels of reimbursement for FDA-approved PRINT CLEARLY
tests vs. LDTs
b. whether payers will have the right to refuse reimbursement for molecular
tests all together
c. that payers will not have to reimburse for any LDTs at all NAME
d. none of the above
19. Why would a value-based reimbursement system be superior to a system based MAILING ADDRESS HOME ~ WORK
on technological complexity of the test?
a. Itwould take into account the clinical utility of the test.
b. Itwould take into account the validity of the test's effectiveness. CITY STATE 7IP
c. bothAandB
d. neither Anor B
20. As payment systems evolve to reconcile evidence with payment levels, who INSTITUTION/FACILITY
will need to take a more active role in guiding their clinical colleagues through
the decision pr involved in molecular diagnostics?
a. pathologists b. laboratory experts WORK PHONE E-MAIL ADDRESS
c.bothAand B d. neither Anor B
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