Advisory Panel on Clinical Diagnostic Laboratory Tests
Centers for Medicare & Medicaid Services (CMS) Meeting

Webinar Broadcasting from CMS Central Office Auditorium (Baltimore, Maryland)
Monday, July 16, 2018 and Tuesday, July 17, 2018

The Advisory Panel on Clinical Diagnostic Laboratory Tests (CDLT) will convene in Baltimore,
Maryland and their proceedings will be broadcasted via webinar and YouTube.

We encourage those who had presentations at the Annual Laboratory Meeting on June 25, 2018
and/or are owners of specific CDLTs on the CY 2019 list of codes to register with CMS. We
anticipate the Advisory Panel members having questions for those who had presentations at the
Annual Laboratory Meeting on June 25, 2018 and/or are owners of specific CDLTs on the CY
2019 list of codes.

To attend the meeting via webinar, telephone or YouTube:

1. For those who had a presentation at the Annual Laboratory Meeting on June 25,
2018 or are owners of specific CDLTs on the CY 2019 list of codes:
a. Please register with CMS by submitting your name, organization, a list of codes
you presented at the June 25, 2018 meeting, email address and telephone contact
number to CDLTPanel@cms.hhs.gov by July 12, 2018 at 5p.m. E.D.T.

b. On the dates of the meeting please use webinar to attend the meeting by following
instructions in Appendix A to access the meeting teleconference lines that will
allow your line to be unmuted to answer questions.

To attend the meeting via teleconference lines or YouTube:
2. For those who DID NOT have a presentation at the Annual Laboratory Meeting on
June 25, 2018, please see Appendix B and use the telephone lines and/or the YouTube
URLSs to access the meeting.
For Annual Laboratory Meeting Agenda and list of CY 2019 new and reconsidered codes:
3. Please see Appendix C for links to documents.

***Please note that the order of the agenda and content of the appendices are subject to change.***
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AGENDA
Monday July 16, 2018
Item | Time Topic Document
#
1 9:00 a.m. Welcome and Panel Introductions: Karen Nakano, M.D.,

Panel Chair, CMS Medical Officer
2 9:15-12:00 p.m. | Session 1: Chemistry, Breast, Prostate and Bladder codes | Appendix 1
3 1:00-4:00 p.m. Session 2: Thyroid, Hematopoetic and Drug Metabolism Appendix 2

codes
4 4:00 p.m. Meeting Adjourns
Tuesday July 17, 2018
Item | Time Topic Document
#
1 9:00 a.m. Reconvene Meeting: Karen Nakano, M.D., Panel Chair,

CMS Medical Officer
2 9:15-12:00 p.m. | Session 3: Massively parallel sequencing, other methods Appendix 3
of sequencing
3 1:00-4:00 p.m. Session 4: Other methods of sequencing (cont.), Appendix 4
Immunology, MAAA Agnostic Predictive procedure,
Reconsidered codes, Chromosomal procedure prenatal
4 4:00 p.m. Meeting Adjourns
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Appendix A: Instructions to access the webinar via Webex

Please use Webex if you anticipate answering questions from the Advisory Panel Members.

To join the web-based portion of a WebEx conference, as well as, connect to the audio portion of
the conference, follow these steps:

Prior to joining, do not dial into the conference via your desk phone/mobile device
— instead:

1. Open up the web link for July 16-17, 2018 Medicare Advisory Panel on Clinical
Diagnostic Laboratory Tests Conference by going to:

https://meetings-cms.webex.com/meetings-
cms/k2/j.php?MTID=t127eba2c8022bcc672b769d94d3d80d3

2. Navigate to the “Connect to Audio” icon and select it

K

Connect to Audio

3. Choose “I will Call In” to connect to the audio feed. CMS does not recommend using

the option *“Call Using Computer.” Use of “Call Using Computer” will cause
beeping during the call.

> IwillCalln

() Call Using Computer

Test computer audio
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4. After choosing “l Will Call In” follow the steps outlined (be sure to use the TOLL-FREE
number) while ensuring you also use your “Attendee 1D”.

July 16-17, 2018 ACCESS CODE IS: 902 146 458
July 16-17, 2018 WEBEX MEETING NUMBER IS: 902 146 458

Example View of “Audio Connection” pop-up window
| ¢ Audio Connection x

63100 (CMS Internal Call In)
1-877-267-1577 (US Toll Free
Call In Number)

999 842 577 #

5. After following these procedures, your audio will be synchronized with your web based
attendance as shown below:

O l.., Wade Zarriello (Host, me) [ ,E’

Shows you have correctly connected to the audio feed and that your attendance is synchronized.

If you continue to have trouble accessing the July 16-17,
2018 meeting please email: Glenn.McGuirk@cms.hhs.gov.
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Appendix B: Instructions for Teleconference access and YouTube
URLSs.

To join meeting by telephone only:

1. Dial: 1-844-396-8222

2. Follow the instructions you hear on the phone.
Your WebEx Meeting Number: 902 146 458

1. Dial ext. 69000

2. Follow the instructions you hear on the phone.
Your WebEx Meeting Number: 902 146 458

Having trouble dialing in? Try these backup numbers:

US Toll: +1-415-527-5035

Global call-in numbers: https://meetings-cms.webex.com/meetings-
cms/globalcallin.php?service Type=TC&ED=6745947 &tollFree=0
Access code: 902 146 458.

If you continue to have trouble accessing the July 16-17,
2018 meeting please email: Glenn.McGuirk@cms.hhs.gov.
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To join the meeting using YouTube:

NOTE: there is a different YouTube URL for each day, and each morning and afternoon
session.

YouTube Public URLs: July 16, 2018

1. MORNING SESSION July 16, 2018 Medicare Advisory Panel on Clinical Diagnostic
Laboratory Tests https://www.youtube.com/watch?v=1nw9mDE11L 8

2. AFTERNOON SESSION July 16, 2018 Medicare Advisory Panel on Clinical Diagnostic
Laboratory Tests https://www.youtube.com/watch?v=BcNOBDR1UGI

YouTube Public URLs: July 17, 2018

1. MORNING SESSION July 17, 2018 Medicare Advisory Panel on Clinical Diagnostic
Laboratory Tests https://www.youtube.com/watch?v=Msw-gLWWmec

2. AFTERNOON SESSION July 17, 2018 Medicare Advisory Panel on Clinical Diagnostic
Laboratory Tests https://www.youtube.com/watch?v=wIcPtkgyjsl
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Appendix C

CY 2019 new and reconsidered codes for the CY 2019 Advisory Panel on
Clinical Diagnostic Laboratory Tests meeting.
1. Foralist of CY 2019 new and reconsidered codes please go to CMS’s Advisory Panel on

Clinical Diagnostic Laboratory Tests website at: https://www.cms.gov/Regulations-and-
Guidance/Guidance/FACA/AdvisoryPanelonClinicalDiagnosticLaboratoryTests.html

Scroll down to “Panel Meetings” for access to the CY 2019 new and reconsidered code list.

2. For CLFS Annual Laboratory Public meeting agenda from June 25, 2018 please see
https://www.cms.qgov/Medicare/Medicare-Fee-for-Service-
Payment/ClinicalLabFeeSched/Downloads/2018-Agenda-for-Clinical-Lab-Public-

Meeting.pdf
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Appendix 1

Session 1 - July 16, 2018 summary of codes.

Item # | Name of Item/number of codes

Associated codes

1 Chemistry / 12

0020U, 0024U, 0025U, 0035U, 0038U, 0051U, 0052U,
0054U, 0061V, 80X01, 815X0, 8372X

2 Breast Related Tests

a. BRCA Procedures/5

81X78, 81X79, 81X81, 81X82, 81X83

b. MAAA Breast Predictive

816X0

c. MAAA Breast Prognostic

0045U

3 Prostate Related Tests / 4

a.  MAAA prostate prognostic / 3

0011M, 0021U, 0047U

b. Oncology Prostate FISH 0053U
4 Bladder Related Tests / 2

a. MAAA bladder diagnostic 0012M

b. MAAA bladder prognostic 0013M
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Appendix 2

Session 2 - July 16, 2018 summary of codes.

Item # | Name of Item/number of codes | Associated codes
5 Thyroid Related Tests / 2
a. MAAA thyroid prognostic 0018U
b. MAAA thyroid diagnostic 0026U
6 Hematopoietic Related Tests / 12
a. Oncology Acute Myelogenous Leukemia (AML) Dup 0023U
b. Oncology AML Gene Analysis 0049V
c. Oncology AML NGS 0056U
d. Oncology AML translocation 0040U
e. Oncology Common Variant or Targeted Sequence /6 0027U, 81X08, 81X09, 81X10 (previously 8X010), 81X11,
0046U
f.  Oncology Full Gene Sequencing hematology 81X07
g. Oncology GSP hematology 0050U
7 Drug Metabolism / 7

a. Common variants or targeted Sequencing / 7

| 0028U, 0029V, 0030U, 0031U, 0032U, 0033U, 0034U
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Appendix 3

Session 3 - July 17, 2018 summary of codes.

Item # | Name of Item/number of codes Associated codes
8 Massively parallel sequencing / 4

a. GSP Multiple genes 0055U

b. GSP somatic variants solid tumor and hematopoietic 0036U

neoplasm

c. GSP somatic variants solid tumor 0048U

d. GSP expression analysis solid tumor 0057U
9 Other methods of sequencing (i.e., non-massively parallel sequencing) / 36 of 38

a.

Germline: Common Variant detection procedure (non-
BRCA) / 4

8X000, 8X032, 813X0, 81X43

b. Germline: Familial Variant procedure (non-BRCA) / 5 | 8X005, 8X015, 8X019, 8X025, 8X034

c. Germline: FGS procedure (sanger or NGS) (non-BRCA) | 8X004, 8X014, 8X018, 8X024, 8X033
/5

d. Germline: Triplet repeat disorders procedure; 8X002, 8X021, 8X023, 8X027

characterization of allele / 4

Germline: Triplet repeat disorders procedure; evaluation
abnormal alleles /18

8X001, 8X003, 8X006, 8X007, 8X009, 8X010, 8X011,
8X012, 8X008, 8X013, 8X016, 8X017, 8X020, 8X022,
8X026, 8X028, 8X035, 8X036
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Appendix 4
Session 4 July 17, 2018 summary of codes.
Item # | Name of Item/number of codes | Associated codes
9 Other methods of sequencing (i.e., non-massively parallel sequencing) / 2 of 38
(cont.) e. Oncology Common Variants or Targeted Sequencing 80X00
Procedures multiple CA
f.  Oncology Common Variants or Targeted Sequencing 0022V
Procedures lung
10 Immunology / 7 0039U, 0041U, 0042U, 0043U, 0044U, 0058U, 0059U
12 MAAA Agnostic Predictive 0019V
13 Reconsidered codes / 2 81334, 81326
14 Chromosomal procedure prenatal 0060U
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