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Georgia OEMS Update — COVID-19, etc

OEMS / Friday, 10/09/2020
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Georgia Department of Public Health

GEORGIA DEPARTMENT OF PUBLIC HEALTH

Agenda

* Reminders

+ Epidemiology Report — due to the amount of material we have to cover today,
questions will be at the end.

» Operational Updates
o BinaxNOW and CLIA

* Educational Updates
* Questions

GEORGIA DEPARTMENT OF PUBLIC HEALTH



Reminders

As of 10/8/2020:

o 3,668 (-120 in 2 weeks) Medics without email addresses!

* Renewal season is here!

» Agencies are being sent lists of all their medics who are on their roster but

don't have email addresses.
» Agencies MUST have current rosters.

 Thereis NO excuse for having out-of-date rosters and NO excuse for saying “|

didn’t know that medic had expired”

10/9/2020
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Renewals Completed so far — 72 down, 15,925 to go!

Date Count

10/1/2020 21
10/2/2020 11
10/3/2020 1
10/4/2020 5
10/5/2020 9
10/6/2020 11
10/7/2020 9
10/8/2020 5

TOTAL 72

GEORGIA DEPARTMENT OF PUBLIC HEALTH
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Agencies who pay for renewals

+ Application = Agency - Indicate Medics for Renewal Payments
o Must be Authorized Agent or EMS Agency Admin
* Open now till 2/15/2021 — this deadline is FIRM

o All moneys MUST be received by COB on March 1, 2021 — this deadline is
FIRM!

a This leaves the medic 30 day to renew their license.

* Medics will NOT see the “Georgia Medic Renewal — Agency Paid” application
until AFTER the EMS Agency has paid for their application fees

GEORGIA DEPARTMENT OF PUBLIC HEALTH

Epidemiology Report — Dr. Cherie Drenzek — graphs as of 10/8/2020
https://dph.georgia.gov/covid-19-daily-status-report

Confirmed Cases @ Deaths @ Hospitalizations o ICU Admissions @

COVID-19 Testing @

Total PCR/ Molecular PCR/Molecular Reported Today Total Antibody (Serology)

Number of Tests 3,083,121 24,934 307,780

Number of Positive Tests 306,421 1,247 26,095

% Positive 9.9% 5.0% 8.5%

GEORGIA DEPARTMENT OF PUBLIC HEALTH


https://dph.georgia.gov/covid-19-daily-status-report

Cases Over Time (By date of onset)

Reported cases per
100,000 people last 14
days - as of 10/08/2020

Georgia - October 08
Cases (last 2 weeks): 16,792
Cases per 100k (last 2 weeks): 155
Cases (total): 327,407
Cases per 100k (total): 3022
Population: 10,833,472
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Last 2 weeksw October 8th

Reported cases per 100,000 people last 14 days
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Calculated COVID-19 Syndrome - 3/10/2020 — 10/08/2020,
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Event Records by Event Date
Grouped by Incident State
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2020 Word of the year = Adaptability

the quality of being able to adjust

to new conditions:
the capacity to be modified for a
new use or purpose

GEORGIA DEPARTMENT OF PUBLIC HEALTH

CLIA and BinaxNOW

AR
DPH

GEORGIA DEPARTMENT OF PUBLIC HEALTH
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CLIA

» Congress passed the Clinical Laboratory Improvement Amendments (CLIA) in
1988, and under CLIA, a laboratory is defined as a facility that performs
applicable testing on materials derived from the human body for the purpose
of providing information for the diagnosis, prevention, or treatment of any
disease or impairment of, or assessment of the health of, human beings.

+ Shortinfo - if you do ANY testing of materials from human body (including
glucose testing), you MUST have a CLIA Certificate of Waiver. (this is NOT a
NEW requirement)

GEORGIA DEPARTMENT OF PUBLIC HEALTH

15
Rule 511-9-2-18. Standards of Conduct for Licensees
* (31) Alicensee shall not violate any statue or regulation, state or federal, which
pertains to emergency medical services.
16



OEMS Website — ems.ga.gov

10/9/2020

CLIA Testing for EMS
Agencies

“ Emergency Medical Services

> Public Motices, Regional and
Statewide Meetings

License Management System

V' EMS Licensure & Verification
{Agency, Personnel, Instructor)

“ EMS Agency Licensure

CLIA Testing for EMS
Agencies

17
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// LABORATORY QUICK START GUIDE TO Cl

SEPTEMBER 2020

e ", Laboratory Quick Start e .
Guide to CMS CLIA CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA)
"/ certification APPLICATION FOR CERTIFICATION

Since all EMS Agencies in Georgia are required to have devices that can check a
patient's blood glucose, all EMS Agencies are required to have a CLIA Certificate of
Waiver. Congress passed the Clinical Laboratory Improvement Amendments (CLIA)
in 1988, and under CLIA, a laboratory is defined as a facility that performs
applicable testing on materials derived from the human body for the purpose of
providing information for the diagnosis, prevention, or treatment of any disease or
impairment of, or assessment of the health of, human beings.

To learn more about CLIA and how to apply for a CLIA Certificate of Waiver, please
review the following:

® How to obtain a CLIA Certificate of Waiver - CMS

. Laboratory Quick Start Guide to CMS CLIA Certification

® Waived Tests (CDC webpage with educational materials)

The State Agency for CLIA in Georgia is:

GEORGIA DEPARTMENT OF COMMUNITY HEALTH
Healthcare Facility Regulation

Division Diagnostic Services Unit

2 Peachtree Street, NW., Suite 31-447

Atlanta, GA 30303-3142

(404) 657-5700

FAX: (404) 463-4398

/" complete General

< | Information In

LGENERAL INFORMATION

The Centers for Medicare & Medicald Services

(CMS) Clinkcal Laboratory Improvement

Amendments (CLIA) regulates the quality and frocive

safety of U.S. clinical laboratorles to ensure the e o

accuracy, rellabllity, and timeliness of patient C =

test results regardless of where the test was
CLIA has regi y

| ./ sectionl.

L First-time applicants check
“Initial Application.”
| S— For an Initial applicant, the CLIA
Identification Number Is left blank.
‘When the application Is processed,

for quallty that all laboratorles must meet. This.
gulde helps laboratorles seeking to apply for 1

CLIA certification from CMS. More
can be found on the CMS CLIA webslte,

U the number Is assigned.

L Facllity Address must reflect the
physical location where the laboratory
testing Is performed. The address
may Include a floor, sulte and/or room

STEP 1

location, but cannot be a Post Office

L TYPE OF CERTIFCATE REQUESTED (Chack

( | Download and
\ _/ Complete Form CMS-116

Include Information based on the
date of form completion.

All applicable sections must be
Incomplete applications cannot be processed.

Print legibly or type.

box or Mall Stop.

( International
/ Lab Facllities
/

\

To find out If the testing your laboratory

Is performing Is categorized as walved,
moderate, or high complexity-refer to the
EDA websilte. If you are unable to locate the

For CLIA purposes, an International
laboratory Is a facliity outside the US.

or Its territorles that performs clinical
laboratory tests referred by and returned

test complexity of your laboratory testing,
contact your State Agency.

+ For a complete list of Instructions,
refer to page 6 of Form CMS-116.

S B

Page1

the basics about the CLIA program, and that the reader should consutt the relevant statutes
and regulations for the full scope of the CLIA requirements.

to a facllity In the U.S. or Its territories.

assist people in understanding

/"'"‘«
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'DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE 8 MEDICAID SERVICES oM e, 093 0581

CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA)
APPLICATION FOR CERTIFICATION

1. GENERAL INFORMATION

T ital Appilcation D) sorvey L IDENTIICATION MUVBER

[ change in Certificate Type
] other changes (speciy)

1f an inie icatie 2 assigned)
Effective Date
FACILITY NAME FEDERAL TAX IDENTIFICATION NUMBER
EMAILADDRESS [TELEPHONE NO. (ictade araa codel |FAX NO. finctsl ares cactel

FACILITY ADDRESS — ysica Location af Libovatoy (Bualoing. Fioor, Suite | MAILING/BILLING ADDRESS (1 aiferent fram faciity adaress ond Fos Cougon

Select Certificate of Waiver T e

HUMBER, STREET o -2, S e, sTReET
v srae crcooe  [arv krns F.v cooe

© P AooRESs pop—
Clehysicat I st
[ Cwsiing e, sTeeeT
[ corporate [ corporste
NAME OF DIRECTOR s i, e Em ng lzlv cooe
= o oice use oLy

IL. TYPE OF CERTIFICATE REQUESTED (Check only one) Please refer to the accompanying instruetions far nspection and
certificate testing requirements)

\AD Certificate of Waiver (Complete Sections i — Vi and IX - X)
[ certificate for Provider Performed Microscopy Procedures (PPM) ((Compiete Sections -Vl and iX-X)
[ certificate of Compliance (Complete Sections 1 - X)

[ Certificate of Accreditation (Complete Sections 1 - X} and the following your
labaratory is accredited by for CLIA purposes, or for which you have applied for accreditation for CLIA purposes.
["]The Joint Commission [ ] AAHHSHFAP "] AaBB Ca2a
Clear [Ccota Clasti

I you are applying
approved a iion ‘organization as listed above for CLIA purposes or portieti spplication o sececiveion within

11 months after receipt of ymrcurlllm of Registration.

NOTE: ng (induding PPM) must meet specific edueation, training and
experience under ubpat 1 of the CLIA regulations. $ro6f of

with this application.

Disdlosure Statement
Accarding o the of 1995 seed od alid OB contrel
‘unber. The valid OM8 cantrol number for 0536.0591. Exp 3812021

lecion’ssinaed o averge e o et resora ol 1 e o el o, screh st i esouces, g

ta pesded,

2 complete nd evie he fornaton ol v amens conceming the sy of e e il o e m mping s
o, plesse wre o HES, 750 Sy Boeva, Ao PRA egors Clerace: e Mal Siop C- 2645 Batimors, Manand 21

R o ard aplaton, s, paymanes, el recurds e ary Scurencs conaing sencive mfoﬂ“mn e i o

P e collection burden control number
fisted on this farm forwarded, o retaned. concems regarding msum,w»«. s, pl
r

A :

1. TYPE OF LABORATORY (Check the one most descriptive of focity fype)

ot ambulance 111 Heaith Main. Organization D22 eracitioner Other Specity)
%nz Ambuiatoey Surgery Center H2 oot sgeny
03 Ancilley Testing Ste in 13 Hospice
Heaith Care Faciity 14 Hoinat [ mEpre.
(o8 Aasmed i Py e 2t B et aborstories
[o5 Blood Sank 16 indbatrial 25 Rural Meaith Cinic
06 Community C 17 temurance 26 schoolftudent Health senvice

D27 ssited aring oy

07 Comp. D\npauenlhnah Facility e mediate Care Facilities for ™
Dloe. £ndStage pera e i it sl hrsing
- faciy [ T mihepeire
D08 Fecraty Guatied Qs Mmmmm Clas cther (Specity)
Heaith Center j 0 Pharrms
110 Health Far 21 Phpician Office
IV. HOURS OF L TESTING o MM foumat) I asiting 2407 Check Heve [
SUNDAY | MONDAY | TUESDAY | WEDNESDAY | THURSDAY | FRIDAY | SATURDAY

Type of Laboratory = Ambulance o
or Other (“Medical First Responder [, S

ve h IC |e ) |~ V. MULTIPLE SITES imust meet one of she reguisory exceprions o sppy for s provision in 1+ beiaw)

Are you applying for a single site CLIA certficate to cover multple testing locations?

L] Mo 1fno, go tosection VI. ] Yes. If yes. compiete remainder of this section.

Indicate which of the following regulatory exceptions applies to your facilty's operation.

Is thi a laboratery that & not at a fixed location, that is, a laboratory that moves from testing site to testing site, such as

mabile uni provding zboratory testing, health screening ais.or other temporary testing locatons, and may be covered
under the certificate of the designated primary site or home base, using its addre

[ves [INo
. . I yes and a mobile unit is providing the v g, record the vehide number(s) (VINs) and attach 1o the

u t|p es Site = sopication
2. Isthisa or Federal, State or ‘engaged in limited (not more than a combination of 15

moderate complexity or waived tests per certificate) public health testing and filing for a single certificate for

#1 = Yes (mobile) %“lii’“&“:f

#2 = Yes, if governmental agency S s il sl b ot Je——
e S B g T S s
OYes One
If yes, provide the number of sites under this certificate _________ and list name or department, location within

spital and specialtyisubspecialty areas performed at each site below
I additional space is needed, check here [_Jand attach the additional information using the same format.

Must list ALL VINs for each vehicle — Ty PO P T SRR
on which a test will be performed. e
Attach as a document. S [

Er

Toxation ¥ ampicash]

T, sTATE, 7 Co0E |rsuwnus WO fnciucde srea code)

A .




Be DESCRIPTIVE on which
Glucose test(s) you use

Include “Abbott BinaxNOW
Rapid Antigen Test for
COVID-19"

» Evenif you don't think you
are going to need it now

21

DCH HFR:

GEORGIA DEPARTMENT OF COMMUNITY HEALTH
Healthcare Facility Regulation

Division Diagnostic Services Unit

2 Peachtree Street, N.W.,, Suite 31-447

Atlanta, GA 30303-3142

(404) 657-5700

FAX: (404) 463-4398

Email: hfrd.diagnostic@dch.ga.gov

22
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In the next three sections, Indicate testing performed and annual test volume.

V1. WAIVED TESTING # anly applying for a Certificate of Waiver, complese this sectian and skip sections Vil (PPM Testing) and Vil
N Waived Testing),

identify the walved testing (o be) performed. Be as specific as possible. This includes each analyte test system or device used In
the laboratory.
2. (Rapid Strep, Acme Home Glucose Meter)

Indicate the ESTIMATED TOTAL ANNUAL TEST volume for all waived tests performed
[l Check if no waived tests ars performed

¥ additional space is neaded, chack here[_and attach additional information using the same format.

VII. PPM TESTING 17 gniy applying for a Certficate for FPM, campiete this section and skip section Wil (Norr Waived Testingl.

Identfy the PPM testing (to be) performed. Be as specific as possible.
e.q (Potassium Hydroxide (KOH) Preps, Urine Sediment Examinations)

Indicate the ESTIMATED TOTAL ANNUAL TEST volume for all PPM tests performed
I alsa performing waived complexity tests, complete Section V1. For laboratories applying for certificate of compliance or
certificate of accreditation, also include PPM test volume in the specialtylsubspecialty category and the “total estimated annual
test volume* in szction Vil

[JCheck if no PPM tests are performed

If additional space is needed, check here [JJand attach additional information using the same format.

Form CMS.116 (0817} : I

IX. TYPE OF CONTROL (check the ane most descriptive of ownership type)
VOLUNTARY NONPROFIT FOR PROFIT

[101 Religious Affiliation [104 Proprietary

[102 Private Nonprofit
[]03 Other Nonprofit

108 Federal
109 Other Government

=

=

X. DIRECTOR AFFILIATION WITH OTHER LABORATORIES

If the director of this laboratary serves as director for additional laboratories that are separately certified, please
complete the following:

CLIA NUMBER NAME OF LABORATORY

ATTENTION: READ THE FOLLOWING CAREFULL

Any person who intentionally violates any requirement of section 353 of the Public Health Service Act as amended
or any regulation promulgated thereunder shall be imprisoned for not more than 1 year or fined under title

18, United States Code or both, except that if the conviction is for a secand or subsequent violation of such a
requirement such person shall be imprisaned for not more than 3 years or fined in accordance with title 18,
United States Code or both.

Consent: The applicant hereby agrees that such laboratory identified herein will be operated in sccordance with
applicable standards found necessary by the Secretary of Health and Human Services to carry out the purposes of
section 353 of the Public Health Service Act as amended. The applicant further agrees to permit the Secretary, or
any Federal officer or emplayee duly designated by the Secretary, ta inspect the laboratory and its operations and
its pertinent records at any reasonable time and to fumish any requested information or materials necessary to
determine the laboratory's eligibility or continued eligibility for its certificate or continued compliance with CLIA
requirements.

FRINT HAME OF GWHER/DIRECTOR OF LABORATORY

SIGNATURE LABORATORY (Sign in ink) DATE

NOTE: Completed 116 applications must be sent to your local State Agency. Do not send any payment with your
completed 116 application.

STATE AGENCY CONTACT INFORMATION CAN BE FOUND AT:
http: Aawwi.c d-GuidanceLegi .

LIASA paf

Form CMS 116 10317) g

10
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BinaxNOW™ COVID-19 Ag Card

* https://www.globalpointofcare.abbott/en/support/p
roduct-installation-training/navica-brand/navica-

binaxnow-ag-training.html SR
« Training Webinars (Abbott) v -
O MU|t|p|e Iﬂ OCtOber s v \ ) COVID-19 Ag CARD

» Data Reporting Training (DPH)
o Thursday, October 151 from 4-4:30pm

* Georgia Train-the-Trainer (Abbott):
o Friday, October 16" from 9-10am

GEORGIA DEPARTMENT OF PUBLIC HEALTH

23
Allocations and Purchasing
* HHS spent $750 Million on 150 Million cards ($5/card)
+ Georgia receiving~3.2 Million BinaxNOW Cards by end of 2020
o DPH is doing allocations
+ Cards will be available for purchase by private entities in early 2021
CRRp e
24

11


https://www.globalpointofcare.abbott/en/support/product-installation-training/navica-brand/navica-binaxnow-ag-training.html

25
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Allocations for EMS

* For EMS staff and medics
» NOT for patients or the general public

» Based on qualifications (CLIA, MD support) and based on number of rostered

personnel (in LMS)

o Keep your roster up-to-date!!

Product Insert

10/9/2020

GEORGIA DEPARTMENT OF PUBLIC HEALTH

BinaxNOW™ COVID-19 Ag Card Performance within

7 days of symptom onset against the Comparator Method

Positive results broken down by days since symptom onset:

Testing of Symptomatic
persons within 7 days of

symptom onset

Positive tests are
considered presumptive

Negative tests in
symptomatic persons
should be followed up
by PCR testing

ALL results must be
reported

| Cumulative
Comparator Method o= c!"";_'.‘,"c‘;f" BinaxNOW™ | oo, | 95%Confidence
BinaxNOW™ COVID-19 Ag Card S’M"'P"" " | Pasiive ()| COVID-19Ag Interval
Positive | Negative | Total Card Positive (+)

Positive 4 1 35 1 4 4 100.0% | 39.8% | 100.0%

Negative 1 66 &7 2 10 10 100.0% | 69.2% | 100.0%

Total 35 67 102 3 15 I 1000% | 78.2% | 100.0%

Positive Agreement: 34/35  §7.1% (95% Cl: 851% - 95.9%) 4 18 18 100.0% | g1s% | 100.0%

Negative Agreement: 66/67  985% (95% Ck: 92.0% - 100%) 5 PE] 22 957% | 781% | 999%

Patient Demographics 6 2z 2 963% | 81.0% | 999%

Patient demographics (gender, age, time elapsed since onset of symptoms) are 7 35 34 971% 851% | 999%
available for the 102 samples used in the analysis. The table below shows the

positive resufts broken down by age of the patient:

BinaxNOW™ COVID-19 Ag Card
Age
Total # | Positive |Prevalenca|
<Syears 0
610 21 years 0
22t0 9years 77 28 364%
260 years eSS 7 280%

The following dats is provided for informational purposss:

The performance of BinaxNOW COVID-19 Ag Card with positive results
stratified by the comparator method cycle threshold (Ct) counts were collected
and assessed to better understand the correlation of assay performance to

the cycle thresheld, estimating the viral titer presentin the clinical sample.

As presented in the table below, the positive agreement of the BinaxNOW
COVID-19 Ag Card s higher with samples of a Ct count <33.

BinaxNOW™ COVID-19 Ag Card Performance against
the Comparator Method - by Cycle Threshold Counts

Comparator Methed

BinaxNOW™ COVID-19 Ag Card oy )
POS(Ct<33) | POS(Ctz33)

Positive 29 5

Negative 0 1

Total 2 s
Postive Agreement (95% C1) e | s33@s9.996)

12
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Request Allocation on LMS

* Imagetrend Test 3 (New) (EMS2019006)

Ground Ambulance, Air Ambulance -- Issued: 11/13/2019 -- Expires: 05/31/2021

Applications

BinaxNOW Card for EMS Agencies
This is the application that EMS Agencies will complete in erder to request that the agency be approved for BinaxNCOWY Card allocations.

GEORGIA DEPARTMENT OF PUBLIC HEALTH

BinaxNOW Card for EMS Agencies

v BinaxNOW Card for EMS Agencies

In order for an EMS Agency to receive an allocation of BinaxNOW COVID-19 Rapid Antigen
testing kits from the Department of Public Health, an EMS Agency must meet the following
requirements:
. Current CLIA Certificate of Waiver - the BinaxNOW COVID-19 Rapid Antigen test must be
added to the list of waived tests for the entity.
. Current EMS Agency in good standing.
. EMS Agency roster is complete and up-to-date at all times. Any approved allocations will be
based on the total number of medics listed on the roster.
. EMS Agency Medical Director support (the Primary Medical Director must electronically sign
this application).
. Agreement with the terms and conditions specified in this application.

*Does your EMS Agency have a current CLIA Certificate of Waiver AND has the BinaxNOW Rapid Antigen Test for COVID-19 been added to your
ist of waived tests for your CLIA Certificate?

Oves
ONo

GEORGIA DEPARTMENT OF PUBLIC HEALTH

13



CLIA Certificate

*Please enter your CLIA Certificate Number

*Please enter your CLIA Certificate Expiration Date

mm/dd/yyyy

*CLIA Certificate - Please upload as a PDF file.

® Upload File

*Name

CLIA Certificate

Document Type
CLIA Certificate

29

POCs

30
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GEORGIA DEPARTMENT OF PUBLIC HEALTH

+ Agency POC

If the request for BinaxNOW cards for this agency is approved, the Georgia Department of Public
Health staff will coordinate delivery of the test kits with the EMS Agency designated Point of
Contact (POC). Please provide the name and contact information for your EMS Agency POC for
these tests and the EMS Agency POC for the data reporting requirements (this is not necessarily
the EMS Data Manager - this POC for data reporting is for the COVID-19 tests, not the GEMSIS
data).

EMS Agency POC for Test Kit Shipments

*EMS Agency POC for Test Kit Shipments - Name

*EMS Agency POC for Test Kit Shipments - Phone

*EMS Agency POC for Test Kit Shipments - Email

EMS Agency POC for Data Reporting Requirements Related to BinaxNOW Rapid Antigen
Test for COVID-19

*EMS Agency POC for Data Reporting Requirements - Name

*EMS Agency POC for Data Reporting Requirements - Phone

*EMS Agency POC for Data Reporting Requirements - Email

14



If this request for BinaxNOW card allocation is approved. the Georgia Department of Public
Health responsibilities include:

+ The Georgia Department of Public Health will procure and deliver Testing Devices
(BinaxNOW Rapid Antigen test for GOVID-19) to the EMS Agency. The amount of Testing
Devices delivered to the EMS Agency and frequency of those deliveries will be based on the
number of rostered personnel on the EMS Agency roster in this License Management
System, and wil be determined by the Georgia Department of Public Health. Any future
allocations will also be based on the EMS Agency's compliance with these guidelines
regarding data reporting requirsments

= The Georgia Department of Public Health shall not be liabie for any matfunction or defect in
the Testing Devices

Responsibilities of the EMS Agency:

+ The EMS Agency shall have appropriately trained and licensed persannel to perform the
test. The EMS Agency shall maintain required licensures under applicable federal, state and
municipal law, and certifies that ft s operating under a GLIA Gertificate. Dacumentation of
such licensurs shall be providsd upon written rsquest

= The EMS Agency shall report all results of GOVID-19 testing, as well as demographic and
clinical information, in accordancs with the Official Gode of Gaorgia § 31-12-2 and federal
law, and with the following specifications and mechanisms:

1 Results, demographic and clinical informatian shall be submitted to the Georgia
Depariment of Public Health (GaDPH) through the Public Healih Information Netwerk
Messaging System (PHINMS) using Health Level 7 Infernational (HL7) standards. It HLT
is unavailable to the EMS Agency, a spreadsheet wil be accepled in PHINMS as long as
it adheres to the template and format provided by GaDPH. Results, demographic and
clinical information may also be entered manually inte the GaDPH State Electronic
Nolifiable Disease Surveillance System (SENDSS).

2 Repart all test results (including positive. negative and inconclusive test resuits) within 24
hours of testing

= All results of the tests as well as demographic and clinical information must be provided
This includes, butis not imited to, patient first and last name, date of birth, demographics
such as race and ethnicity, geographical identifiers such as address or county of
residence, and contact information such as telephone number, and any additional
information required by GaDPH

< No confidential data collected, maintained, or used in the course of performance of these.
tests shall be disseminated except as authorized by law

= No monies shall be exchanged pursuant to this agreement, and the EMS Agency is
responsibie for all costs associated with the activiies under this agreement including but
not limited to provision of the test site and festing personnel

Test Limitations:

+ If an allocation of BinaxNGWW Rapid Antigen tests for COVID-19 is approved for this EMS.
Agency. the tests are to be used to test symplomatic (symptoms related to COVID-19)
individuals who are employees of the EMS Agency. These test kits are NOT intended for
routine screening of asymptomatic persons and are not intended to be used for the general
public or for patients assessed or treated by the EMS Agency.

+ The BinaxNOW Rapid Antigen tests for COVID-13 should be used within the first 7 days of
symptom onset

+ Mlore information on the test kits can be found here:

brandinavica-binaxnow-ag-training htmi
Attestation Statement:
As the Authorized Agent for the EMS Agency listed below, and by electronically signing this
application below, | hereby attest that | have read and understand the terms above and
understand that failure to comply with the above terms will resultin no future allocations of
BinaxNOW Rapid Antigen Tests for GOVID-19 for our EMS Agency. | also affest that our EMS
Agency wil follow all guidance providing by the Department of Public Health related to these
tests, and all test results (positive, negative, inconclusive) will be reported ta the Department of
Pubiic Health via slectronic means and per the terms above within 24 hours of performing the
test

Attestation

10/9/2020

Attestation Statement:

As the Authorized Agent for the EMS Agency listed below, and by electronically signing this
application below, | hereby attest that | have read and understand the terms above and
understand that failure to comply with the above terms will result in no future allocations of
BinaxNOW Rapid Antigen Tests for COVID-19 for our EMS Agency. | also attest that our EMS
Agency will follow all guidance providing by the Department of Public Health related to these
tests, and all test results (positive, negative, inconclusive) will be reported to the Department of
Public Health via electronic means and per the terms above within 24 hours of performing the
test.

EMS Agency Name
Imagetrend Test 3 (New)

*As the Authorized Agent of the EMS Agency listed above, do you fully understand and agree to the terms and attestation statement above?
Oves
Ono

B Submit

31

Signature

GEORGIA DEPARTMENT OF PUBLIC HEALTH

®ves
ONo

*As the Authorized Agent of the EMS Agency listed above, do you fully understand and agree to the terms and attestation statement above?

You have indicated that you understand and agree with the terms above - please sign the
attestation statement below.

*Authorized Agent Attestation Signature

Username: DNewton

Password:

B Submit

After submitting this form, the Primary EMS Agency Medical Director will be notified that they need to come
and sign the Medical Director Attestation form.

32
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Medical Director gets an email

PH

GEORGIA DEPARTMENT OF PUBLIC HEALTH
This email is being sent to the Primary Medical Director for the following EMS Agency:
Imagetrend Test 3 (New)

This email serves as notice that an Authorized Agent for the above EMS Agency has indicated that this agency is requesting to receive an allocation of BinaxNOW Rapid Antigen tests for COVID-19.
This application requires the primary medical director to sign-off on the application.

To review and sign-off on the application:

1. Login to www.mygemsis.org/ims

2. Click on Applications on the left, and then on Review. You will see the application for BinaxNOW Card for EMS Agencies.

3. Click on View PDF to review the application that was submitted.

4. You will then need to click on the Start button next to the Medical Director Attestation for BinaxNOW form.

5. On the Medical Director Attestation for BinaxNOW form, you will be asked to approve or disapprove the agency's request for allocation
8. Once you sign and Submit the form, the agency will be nofified of your decision.

Should you have any questions, please contact the Office of EMS and Trauma at 770-996-3133

-Georgia Office of EMS and Trauma

GEORGIA DEPARTMENT OF PUBLIC HEALTH

Medical Director Reviews App and then clicks Start

+ BinaxNOW Card for EMS Agencies getrend Test 3 (New))

Status: Awaiting Medical Director Signature ated On: Oct 8, 2020
Number: EMS2019006 Issue Date:

Level(s): Air Ambulance, Ground Ambulance Expiration Date:

Forms: 0 of 2 completed

Completed
BmaxNOW Card for EMS Agencies Oct B: 2020 Oct 8, 2020
Medical Director Attestation for
BinaxNOW Oct8, 2020

GEORGIA DEPARTMENT OF PUBLIC HEALTH
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FUEVGTOUVEeETGRITES TSN S Medical Director Support and Attestation

+ BinaxNOW Card for EMS Agencies

In order for an EMS Agency to receive an allocation of BinaxNOW COVID-19 Rapid Antigen
testing kits from the Department of Public Health, an EMS Agency must meet the following
requirements:
. Current CLIA Certificate of Waiver - the BinaxNOW COVID-19 Rapid Antigen test must be
added to the list of waived tests for the entity.
. Current EMS Agency in good standing.

. EMS Agency roster is complete and up-to-date at all times. Any approved allocations will be

based on the total number of medics listed on the roster.

. EMS Agency Medical Director support (the Primary Medical Director must electronically sign

this application).
. Agreement with the terms and conditions specified in this application.

Click Save and Continue.

Save and Continue

10/9/2020

GEORGIA DEPARTMENT OF PUBLIC HEALTH

Attestation

EMS Agency Name

Imagetrend Test 3 (New)

*As the Medical Director for the EMS Agency listed above, do you fully understand and agree to the terms and attestation statement above?
®@yes
ONo

You have indicated that you fully support and accept full responsibility for the use of the
BinaxNOW Rapid Tests for COVID-19 at your EMS Agency. Please sign the attestation
statement below.

*Medical Director Attestation Signature

Username:  DNewton

Password:

Submit

GEORGIA DEPARTMENT OF PUBLIC HEALTH
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10/9/2020

Next Steps

» OEMS will review your submitted information and accept or not accept.

* |f accepted, DPH EP staff will contact you about allocations and where to ship
the kits.

* Future allocations will be based on need, compliance with reporting, and
available supply.

GEORGIA DEPARTMENT OF PUBLIC HEALTH

CMS Testing Requirements

38
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CMS Testing Requirements

* Per HFRD, CMS clarified on a recent conference call that EMS personnel would
not fall under the “routine” testing requirements of QSO 20-38-NH. EMS
personnel should not be delayed access on the basis of testing. However,
non-emergency transport, in most cases, will trigger the requirement as they
are in the building on a more regular, scheduled basis.

GEORGIA DEPARTMENT OF PUBLIC HEALTH

Schematron Updates

.‘ » B '
Georgla Department of Public Health

GEORGIA DEPARTMENT OF PUBLIC HEALTH
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10/9/2020

Schematron File has been corrected

* Being sent to NEMSIS TAC today
» Email will be sent on Tuesday to all EMS Data Managers

GEORGIA DEPARTMENT OF PUBLIC HEALTH

EMS Initial Education Programs

N
=i
Georgia Department of Public Health

GEORGIA DEPARTMENT OF PUBLIC HEALTH
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EMS Initial Education Program — Add Personnel
Click on Applications

View Agencies Applications

* Test Initial Education Program (ZZZZ)

AEMT Program, Paramedic Program

* Test Initial Education Program (ZZZZ)

AEMT Program, Paramedic Program

Add Instructional Personnel to EMS Initial Education Program Roster
This is the application where an EMS Initial Education Program Director can add Instructional Personnel to the EMS Initial Education Program m

Roster.

GEORGIA DEPARTMENT OF PUBLIC HEALTH

43

Add Instructional Personnel to EMS Initial Education Program Roster
Add Instructional Personnel  EILInl

w Program Name and Level

Initial Education Program Name

Test Initial Education Program

Designation Level(s)
EMR Program

EMT Program
AEMT Pregram

Paramedic Program

Designation Status

Designated A4

+ Add Instructional Personnel

Click Add Another to add an additional person. When you are done adding a person, click on the Done
button.

Note: It is not recommended to add more than 30-40 personnel at a time. If you need to add more, add 30-
40 this time and complete the application again.

Click Save and Continue when you are done adding personnel.

*User to add (search by name, email address or medic license number)

Find

GEORGIA DEPARTMENT OF PUBLIC HEALTH

21



45

+ Add Instructional Personnel
Click Add Another to add an additional person. When you are done adding a person, click on the Done

button.
Note: It is not recommended to add more than 30-40 personnel at a time. If you need to add more, add 30-

40 this time and complete the application again.
Click Save and Continue when you are done adding personnel.

*User to add (search by name, email address or medic license number)
Find
*Position (Select all that apply for each user)
[JEMS Education - Adjunct Instructor_JEMS Education - Clinical Coordinator_JEMS Education - Course Coordinatorl_JEMS Education - Lead Instructor
This field is required
*Primary Job Role

Educator/Preceptor

*Responsibilities
DAdmiﬂisl.ratorFManagerDDn'veriPilchEducatcrﬂPrecep{orDFire SuppressionDFirst—Line SupervischPaliem Care Provider_Rescue_JOther

*Employment Status

Select Employment Status

ElRemove

Add Another

[+] Save and Continue

+ Add Instructional Personnel
Click Add Another to add an additional person. When you are done adding a person, click on the Done

button.
Note: It is not recommended to add more than 30-40 personnel at a time. If you need to add more, add 30-

40 this time and complete the application again.
Click Save and Continue when you are done adding personnel.

© User to Add Position (Select all that apply for each user) Primary Job Role  Responsibilities gtr:zl;yment
. . ) . Part Time
EMS Education - Clinical Coordinator, EMS Education -
- . . . . )
& MaciFAKE Joiner Adjunct Instructor, EMS Education - Lead Instructor Educator/Preceptor ~ Administrator/Manager Paid
Employes
(¢; DavidFAKE FAKEFAKEFAKE EMS Education - Lead Instructor, EMS Education - Course o Administrator/Manager, Full Time
(FAKEFAKEFAKE12) Coordinator g Educator/Preceptor Employee

Add Another

[+] Save and Continue

10/9/2020

GEORGIA DEPARTMENT OF PUBLIC HEALTH

¥ Submit
Click Submit to add the personnel you have indicated to the EMS agency roster. Depending on the number of personnel you have added, the

submission will take a little bit of time, so please be patient and do not refresh your browser.

46
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10/9/2020

= Training
Personnel
Use the Position drop down menu and the search box to search for personnel with specific positions or names. To view all personnel agian, click Clear.
Details Click the arrow to the right of each person's name to view additional details about them. To view a list of documents submitted for that person, click the icon in
the Documents column.

Medical Directors

Personnel - Position - ~ | @ Personnel @

Locations Positions + Number Issued Expiration Status Docs -I;'ewg
Vehicles
O ) Joiner, MaciFAKE @ B @

Documents

e O »  FAKEFAKEFAKE MD, DavidFAKE - FAKEFAKEFAKETZ EMT- 10/09/2019 | Suspended [ ]

B AEES (FAKEFAKEFAKE12) Intermedizle

Inspecticns [ » FAKEFAKE, DavidFake J (P031081) & P031081 Paramedic  06/01/2020 03/31/2021  Active ® 2
% Inspections Select | Want To v a Records 1-3 of 3| First | Previous | Next | Last | Per Page 10 w

GEORGIA DEPARTMENT OF PUBLIC HEALTH

47
- Position - ~ | @| Personnel [co X ciear
o Training
Positions + Number Status Docs Report
b Joiner, MaciFAKE -l a D @
O p  FAKEFAKEFAKE MD, DavidFAKE - FAKEFAKEFAKE1Z EMT- 10/09/2019 | Suspended ) Q
(FAKEFAKEFAKE12) Intermediate

O p  FAKEFAKE, DavidFake J (P031081) - PO31081 Paramedic  06/01/2020 03/31/2021 Active (] g

Select | Want To V@ Records 1-3 of 3 | First | Previous | Mext | Last | PerPage 10 w

( Remove Selected Users
VE 8 s for Selected Users

= Cardiac Program
Mananar

auma Program Manager a = ED Mursing Directer :l = EMS5 Liaison

GEORGIA DEPARTMENT OF PUBLIC HEALTH
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- Position - - @ [Fersonnel ]o
Positions = Number Issued  Expiraion  Status  Docs g‘;"ﬂg
O y  FAKEFAKEFAKE MD, DavidFAKE & FAKEFAKEFAKE1Z EMT- 10/09/2019 |  Suspended Q a
{FAKEFAKEFAKE12) Intermediate
O »  FAKEFAKE, DavidFake J (PO31081) - P031081 Paramedic 06/01/2020 033172021 Active Q a
Select | Want To v E Records 1-2 of 2 | First | Previous | Mext | Last | PerPage | 10 w

GEORGIA DEPARTMENT OF PUBLIC HEALTH

49
Future OEMS Updates — Switching to Monthly in
November 2020
* Next Meeting = Friday, 10/23/2020 @ 11am
» Subsequent meetings will be monthly unless more frequent meetings are

needed...time for a poll!

50
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10/9/2020

Questions? And Open Discussion

GEORGIA DEPARTMENT OF PUBLIC HEALTH

Thanks for all that you do!

* Besafe
* Be prepared
» Watch your emails

GEORGIA DEPARTMENT OF PUBLIC HEALTH
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